
9060

click or scan

EU-EC-
10008727579

2021-05-
21

Non
Healthcare
Professional

Non EEA Not
Specified Female Thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19

immunisation - Not applicable - [1d - n/a - n/a])

9061

click or scan

EU-EC-
10008727335

2021-05-
21

Healthcare
Professional Non EEA

More
than 85
Years

Male
Cardio-respiratory arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown
- Caused/Prolonged Hospitalisation), Fluid overload (n/a - Unknown - Caused/Prolonged Hospitalisation), Unresponsive to
stimuli (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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])

9062

click or scan

EU-EC-
10008727255

2021-05-
21

Healthcare
Professional Non EEA 18-64

Years Female

COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Diarrhoea (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoxia
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Nausea (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory failure (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Vomiting (n/a - 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])

9063

click or scan

EU-EC-
10008727206

2021-05-
21

Non
Healthcare
Professional

Non EEA 65-85
Years Female Back pain (n/a - Unknown - ), Diabetes mellitus (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S - COVID-19

immunisation - Not applicable - [1d - n/a - n/a])

9064

click or scan

EU-EC-
10008727182

2021-05-
21

Healthcare
Professional Non EEA

More
than 85
Years

Female Face injury (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Haemorrhage (n/a - Fatal - Results in
Death)

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

9065

click or scan

EU-EC-
10008727178

2021-05-
21

Healthcare
Professional Non EEA

More
than 85
Years

Female Dyspnoea (12d - Fatal - Results in Death), Myocardial infarction (12d - Fatal - Results in Death), Pulmonary oedema
(12d - Fatal - Results in Death)

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

9066

click or scan

EU-EC-
10008727062

2021-05-
21

Healthcare
Professional Non EEA

More
than 85
Years

Male
Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - Caused/Prolonged
Hospitalisation), Fall (n/a - Unknown - Caused/Prolonged Hospitalisation), Femur fracture (n/a - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition)

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])

9067

click or scan

EU-EC-
10008726942

2021-05-
21

Healthcare
Professional Non EEA 65-85

Years Male

Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Hyperglycaemia (n/a - Unknown - Caused/Prolonged
Hospitalisation), Lactic acidosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Pneumonia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a -
Unknown - Caused/Prolonged Hospitalisation), Staphylococcal sepsis (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Urinary tract infection (n/a - Unknown - 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])

9068

click or scan

EU-EC-
10008726913

2021-05-
21

Healthcare
Professional Non EEA 18-64

Years Male
Cardiac arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Deep vein thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary
embolism (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombocytopenia
(n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9069

click or scan

EU-EC-
10008726862

2021-05-
21

Healthcare
Professional Non EEA 65-85

Years Male

Acute kidney injury (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Asthenia (n/a
- Unknown - Caused/Prolonged Hospitalisation), Atrial fibrillation (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Bacteraemia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Chills (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other
Medically Important Condition), Deep vein thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Hypertension (n/a - Unknown - Caused/Prolonged Hospitalisation), Neutropenia (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Productive cough (n/a - Unknown -
Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation), Sputum discoloured (n/a -
Unknown - Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
Medically Important Condition)

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])

9070

click or scan

EU-EC-
10008726854

2021-05-
21

Healthcare
Professional Non EEA 65-85

Years Male

Acute kidney injury (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Atrial flutter
(n/a - Unknown - Caused/Prolonged Hospitalisation), Atrioventricular block (n/a - Unknown - Caused/Prolonged
Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown -
Caused/Prolonged Hospitalisation), Ventricular tachycardia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other
Medically Important Condition)

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])

9071

click or scan

EU-EC-
10008726846

2021-05-
21

Healthcare
Professional Non EEA 18-64

Years Male
Atelectasis (n/a - Unknown - Caused/Prolonged Hospitalisation), COVID-19 (n/a - Unknown - Caused/Prolonged
Hospitalisation), Chest pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death,
Other Medically Important Condition), General symptom (n/a - Unknown - Caused/Prolonged Hospitalisation), Pulmonary
mass (n/a - Unknown - 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])

9072

click or scan

EU-EC-
10008726803

2021-05-
21

Healthcare
Professional Non EEA 18-64

Years Male
Acute respiratory distress syndrome (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Diarrhoea (n/a - Unknown - Caused/Prolonged Hospitalisation), Hepatosplenomegaly
(n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - 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])

9073

click or scan

EU-EC-
10008726732

2021-05-
21

Healthcare
Professional EEA

More
than 85
Years

Female Asthenia (1d - Fatal - Results in Death), Pyrexia (1d - Fatal - Results in Death)
SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - COVID-19
immunisation - n/a - [n/a - n/a - Intramuscular])

9074

click or scan

EU-EC-
10008726512

2021-05-
21

Healthcare
Professional EEA

More
than 85
Years

Female Injection site ischaemia (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - n/a - [n/a - n/a - Intramuscular])

9075

click or scan

EU-EC-
10008726494

2021-05-
21

Healthcare
Professional EEA

More
than 85
Years

Female SARS-CoV-2 test positive (n/a - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9076

click or scan

EU-EC-
10008726304

2021-05-
21

Healthcare
Professional EEA 65-85

Years Male Sudden death (0d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - n/a - [n/a - 300uL - Intramuscular])

9077

click or scan

EU-EC-
10008726299

2021-05-
21

Healthcare
Professional EEA 65-85

Years Male Sudden death (0d - Fatal - Results in Death)
SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - COVID-19
immunisation - n/a - [n/a - .5mL - Intramuscular])

9078

click or scan

EU-EC-
10008726204

2021-05-
21

Healthcare
Professional EEA 65-85

Years Female Sudden death (0d - Fatal - Results in Death)
SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - COVID-19
prophylaxis - n/a - [n/a - .5mL - Intramuscular])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9079

click or scan

EU-EC-
10008726026

2021-05-
21

Healthcare
Professional EEA 65-85

Years Female Asthenia (0d - Fatal - Results in Death), Feeling abnormal (0d - Fatal - Results in Death), Malaise (0d - Fatal - Results
in Death), Oxygen saturation decreased (0d - Fatal - Results in Death)

SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - COVID-19
immunisation - n/a - [n/a - n/a - Intramuscular])

9080

click or scan

EU-EC-
10008725830

2021-05-
21

Healthcare
Professional Non EEA 65-85

Years Male

Diarrhoea (n/a - Unknown - Other Medically Important Condition), Encephalopathy (n/a - Unknown - Other Medically
Important Condition), Fall (n/a - Unknown - Other Medically Important Condition), Haematochezia (n/a - Unknown - Other
Medically Important Condition), Hypotension (n/a - Unknown - Other Medically Important Condition), Melaena (n/a -
Unknown - Other Medically Important Condition), Pneumonia (1d - Fatal - Results in Death, Other Medically Important
Condition)

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])

9081

click or scan

EU-EC-
10008725674

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Female

Chills (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically Important
Condition), Dysphagia (n/a - Unknown - Caused/Prolonged Hospitalisation), Fall (n/a - Unknown - Caused/Prolonged
Hospitalisation), Gait disturbance (n/a - Unknown - Caused/Prolonged Hospitalisation), Hypoaesthesia (n/a - Unknown -
Caused/Prolonged Hospitalisation), Muscular weakness (n/a - Unknown - Caused/Prolonged Hospitalisation), Pyrexia (n/a -
Unknown - Caused/Prolonged Hospitalisation), Sensory disturbance (n/a - Unknown - 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])

9082

click or scan

EU-EC-
10008725672

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male
Cerebral haemorrhage (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Fall (n/a - Unknown - Caused/Prolonged Hospitalisation), Muscular weakness (n/a - Unknown - Caused/Prolonged
Hospitalisation), Unresponsive to stimuli (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Vomiting (n/a - Unknown - 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])

9083

click or scan

EU-EC-
10008725643

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male
Hypercapnia (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pulmonary congestion (2d - Fatal - Results
in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Respiratory acidosis (2d - 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 - More in
ICSR])

9084

click or scan

EU-EC-
10008725636

2021-05-
20

Healthcare
Professional Non EEA

More
than 85
Years

Female Death (1d - Fatal - Results in Death, Other Medically Important Condition)
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])

9085

click or scan

EU-EC-
10008725321

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Male Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - ), Malaise
(n/a - Unknown - ), Vomiting (n/a - Unknown - )

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])

9086

click or scan

EU-EC-
10008725272

2021-05-
20

Healthcare
Professional EEA 65-85

Years Male Arthralgia (1d - Recovered/Resolved - ), Cyanosis (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in
Death), Peripheral swelling (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death)

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Dose not changed -
[n/a - n/a - Intramuscular])

9087

click or scan

EU-EC-
10008725245

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male
Acute kidney injury (1d - Unknown - Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (1d - Fatal - Results in
Death), Oliguria (1d - Unknown - Caused/Prolonged Hospitalisation), Pneumonia pseudomonal (1d - Unknown -
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])

9088

click or scan

EU-EC-
10008725220

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Male Dizziness (n/a - Unknown - Caused/Prolonged Hospitalisation), Ischaemic stroke (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9089

click or scan

EU-EC-
10008725216

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Male Disease progression (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown -
Other Medically Important Condition), Insomnia (n/a - Unknown - )

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])

9090

click or scan

EU-EC-
10008725100

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Male Dyspnoea (1d - Fatal - Results in Death), Respiratory arrest (1d - Fatal - Results in Death, Other Medically Important
Condition)

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])

9091

click or scan

EU-EC-
10008725094

2021-05-
20

Healthcare
Professional Non EEA

More
than 85
Years

Male Hypopnoea (n/a - Fatal - Results in Death), Respiratory rate increased (n/a - Fatal - Results in Death), Unresponsive to
stimuli (n/a - Fatal - Results in Death, Other Medically Important Condition)

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])

9092

click or scan

EU-EC-
10008725091

2021-05-
20

Healthcare
Professional Non EEA

More
than 85
Years

Male Condition aggravated (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death, Other
Medically Important Condition)

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])

9093

click or scan

EU-EC-
10008725015

2021-05-
20

Healthcare
Professional Non EEA

More
than 85
Years

Female COVID-19 (n/a - Unknown - ), Cough (n/a - Unknown - ), General physical health deterioration (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])

9094

click or scan

EU-EC-
10008724957

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Female Death (1d - Fatal - Results in Death, Other Medically Important Condition)
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])

9095

click or scan

EU-EC-
10008724930

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male
Chills (n/a - Unknown - ), Dysstasia (n/a - Unknown - ), Muscular weakness (n/a - Unknown - Other Medically Important
Condition), Pain in extremity (n/a - Unknown - ), Syncope (1d - Fatal - Results in Death, Other Medically Important
Condition)

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])

9096

click or scan

EU-EC-
10008724870

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Female Seizure (1d - Fatal - Results in Death, Other Medically Important Condition)
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])

9097

click or scan

EU-EC-
10008724829

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Death (1d - Fatal - Results in Death, Other Medically Important Condition)
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])

9098

click or scan

EU-EC-
10008724764

2021-05-
20

Healthcare
Professional EEA 18-64

Years Female
Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Pericardial haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary
embolism (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)

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

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9099

click or scan

EU-EC-
10008724732

2021-05-
20

Healthcare
Professional EEA 65-85

Years Female Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - COVID-19
immunisation - Not applicable - [n/a - 1{DF} - n/a])

9100

click or scan

EU-EC-
10008724677

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Female Syncope (1d - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (1d - Fatal -
Results in Death, Other Medically Important Condition)

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])

9101
click or scan

EU-EC-
10008724654

2021-05-
20

Healthcare
Professional

Non EEA 18-64
Years

Male
Chills (3d - Unknown - Caused/Prolonged Hospitalisation), Dyspepsia (1d - Unknown - Caused/Prolonged Hospitalisation),
Fatigue (3d - Unknown - Caused/Prolonged Hospitalisation), Headache (3d - Unknown - Caused/Prolonged Hospitalisation),
Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (3d - Unknown -
Caused/Prolonged Hospitalisation), Vomiting (1d - Unknown - 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])

9102

click or scan

EU-EC-
10008724651

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male COVID-19 (3d - Unknown - ), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a -
Unknown - ), Vomiting (n/a - Unknown - )

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])

9103

click or scan

EU-EC-
10008724417

2021-05-
20

Healthcare
Professional EEA 65-85

Years Male Cardiac arrest (n/a - Fatal - Results in Death), Intracardiac thrombus (n/a - Fatal - Results in Death)
SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - COVID-19
immunisation - Not applicable - [n/a - 1{DF} - n/a])

9104

click or scan

EU-EC-
10008724313

2021-05-
20

Healthcare
Professional EEA 65-85

Years Female
Cold sweat (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), Hypotension (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)

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

9105

click or scan

EU-EC-
10008724045

2021-05-
20

Non
Healthcare
Professional

EEA 18-64
Years Female Pulmonary embolism (1d - Fatal - Results in Death)

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Drug withdrawn - [1d - 1{DF} - Intramuscular])

9106

click or scan

EU-EC-
10008723985

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Respiratory arrest (1d - Fatal - Results in
Death, Other Medically Important Condition)

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])

9107

click or scan

EU-EC-
10008723908

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Female

Cardiac arrest (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death (n/a - Fatal -
Results in Death, Other Medically Important Condition), Depressed level of consciousness (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Diabetic ketoacidosis (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dyspepsia (n/a - Unknown - Caused/Prolonged
Hospitalisation), Nausea (n/a - Unknown - Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - 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])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9108

click or scan

EU-EC-
10008723840

2021-05-
20

Non
Healthcare
Professional

EEA 65-85
Years Female

Brain oedema (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemorrhagic stroke (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation)

COMIRNATY COVID-19 MRNA VACCINE
(NUCLEOSIDE MODIFIED) CONCENTRATE FOR
DISPERSION FOR INJECTION [TOZINAMERAN] (S
- n/a - n/a - [n/a - n/a - Intramuscular])

9109

click or scan

EU-EC-
10008723736

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Female
Cardiomegaly (2d - Fatal - Results in Death), Death (2d - Fatal - Results in Death, Other Medically Important
Condition), Nausea (2d - Unknown - ), Pain in extremity (2d - Unknown - ), Renal disorder (2d - Fatal - Results in Death),
Vomiting (2d - Unknown - )

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])

9110

click or scan

EU-EC-
10008723720

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male
Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition), Condition aggravated (n/a -
Unknown - ), General physical health deterioration (n/a - Unknown - ), Mental status changes (n/a - Unknown - ), Status
epilepticus (n/a - Unknown - Other Medically Important Condition)

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])

9111

click or scan

EU-EC-
10008723640

2021-05-
20

Non
Healthcare
Professional

EEA 18-64
Years Male Diarrhoea (n/a - Fatal - Results in Death), Pyrexia (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 - Immunisation - n/a - [n/a
- n/a - n/a])

9112

click or scan

EU-EC-
10008723628

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Male
Asthenia (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death, Other Medically
Important Condition), Dizziness (n/a - Unknown - Other Medically Important Condition), Dyspnoea (n/a - Unknown - Other
Medically Important Condition)

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])

9113

click or scan

EU-EC-
10008723620

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Male Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition)
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])

9114

click or scan

EU-EC-
10008723346

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Female
Acute myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Fatal -
Results in Death), Lethargy (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Oxygen saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Vomiting
(n/a - Unknown - )

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

9115

click or scan

EU-EC-
10008723190

2021-05-
20

Non
Healthcare
Professional

EEA Not
Specified Male Blood pressure decreased (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Haemoptysis (n/a -

Fatal - Results in Death), Headache (n/a - Fatal - Results in Death), Sensory loss (n/a - Fatal - Results in Death)

COMIRNATY COVID-19 MRNA VACCINE
(NUCLEOSIDE MODIFIED) CONCENTRATE FOR
DISPERSION FOR INJECTION [TOZINAMERAN] (S
- n/a - n/a - [n/a - n/a - n/a])

9116

click or scan

EU-EC-
10008722970

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Male Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Unresponsive to stimuli (n/a -
Fatal - Results in Death, Other Medically Important Condition)

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])

9117

click or scan

EU-EC-
10008722892

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Contusion (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically
Important Condition), Epistaxis (n/a - Unknown - 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])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9118

click or scan

EU-EC-
10008722882

2021-05-
20

Non
Healthcare
Professional

Non EEA
More
than 85
Years

Female
Apraxia (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death), General physical
health deterioration (n/a - Unknown - Other Medically Important Condition), Hypokinesia (n/a - Unknown - Other Medically
Important Condition), Seizure (n/a - Not Recovered/Not Resolved - Other Medically Important Condition)

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

9119

click or scan

EU-EC-
10008722840

2021-05-
20

Healthcare
Professional Non EEA

More
than 85
Years

Female

Asthenia (2d - Unknown - Other Medically Important Condition), Atrial fibrillation (2d - Unknown - Other Medically
Important Condition), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (2d -
Unknown - Other Medically Important Condition), Hypotension (2d - Unknown - Other Medically Important Condition),
Oedema (2d - Unknown - Other Medically Important Condition), Tachycardia (2d - Unknown - Other Medically Important
Condition)

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])

9120

click or scan

EU-EC-
10008722551

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Female Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition)
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])

9121

click or scan

EU-EC-
10008722297

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (2d - 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} - Unknown])

9122

click or scan

EU-EC-
10008722235

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Female
Encephalopathy (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Feeling cold (n/a
- Unknown - ), Haemorrhage intracranial (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically
Important Condition)

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])

9123

click or scan

EU-EC-
10008722099

2021-05-
20

Healthcare
Professional Non EEA

More
than 85
Years

Male Death (1d - Fatal - Results in Death, Other Medically Important Condition)
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])

9124

click or scan

EU-EC-
10008721984

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Female
Chest pain (1d - Unknown - Other Medically Important Condition), Cough (1d - Unknown - Other Medically Important
Condition), Dyspnoea (1d - Unknown - Other Medically Important Condition), Muscle spasms (1d - Unknown - Other
Medically Important Condition), Pulmonary embolism (1d - Fatal - Results in Death, Other Medically Important
Condition)

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])

9125

click or scan

EU-EC-
10008721932

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Fatigue (1d - Unknown - ), Pain (1d -
Unknown - )

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])

9126

click or scan

EU-EC-
10008721849

2021-05-
20

Healthcare
Professional Non EEA

More
than 85
Years

Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - ), Pallor (n/a -
Unknown - ), Peripheral swelling (n/a - Unknown - )

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 - More in
ICSR])

9127

click or scan

EU-EC-
10008721704

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Dose not changed -
[n/a - n/a - Intramuscular])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9128

click or scan

EU-EC-
10008721657

2021-05-
20

Healthcare
Professional Non EEA

More
than 85
Years

Male Fall (32d - 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 - More in
ICSR])

9129

click or scan

EU-EC-
10008721423

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Male Adverse event following immunisation (n/a - Fatal - Results in Death)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a -
n/a - Intramuscular])

9130

click or scan

EU-EC-
10008721244

2021-05-
20

Non
Healthcare
Professional

Non EEA 65-85
Years Male

Dyspepsia (n/a - Unknown - ), Ischaemia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),
Myocardial ischaemia (n/a - Fatal - Results in Death), Myocardial rupture (n/a - Fatal - Results in Death), Pallor (n/a -
Unknown - ), Paraesthesia (n/a - Unknown - ), Pericardial haemorrhage (n/a - Fatal - Results in Death)

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

9131

click or scan

EU-EC-
10008720955

2021-05-
20

Healthcare
Professional EEA 65-85

Years Male Death (n/a - Fatal - Results in Death), Ventricular fibrillation (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation -
n/a - [n/a - n/a - n/a])

9132

click or scan

EU-EC-
10008720951

2021-05-
20

Healthcare
Professional EEA 65-85

Years Female Acute kidney injury (2d - Fatal - Results in Death), Septic shock (2d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation -
n/a - [n/a - n/a - n/a])

9133

click or scan

EU-EC-
10008720773

2021-05-
20

Healthcare
Professional EEA 65-85

Years Male Arterial rupture (n/a - Fatal - Results in Death), Coma (n/a - Fatal - Results in Death), Multiple organ dysfunction
syndrome (n/a - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - Immunisation -
n/a - [n/a - n/a - n/a])

9134

click or scan

EU-EC-
10008720764

2021-05-
20

Healthcare
Professional EEA

More
than 85
Years

Male Fatigue (9h - Fatal - Results in Death), General physical health deterioration (9h - Fatal - Results in Death),
Hyperhidrosis (9h - Fatal - Results in Death), Oxygen therapy (9h - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - Immunisation -
n/a - [n/a - n/a - n/a])

9135

click or scan

EU-EC-
10008720716

2021-05-
20

Healthcare
Professional Non EEA

More
than 85
Years

Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a - Unknown - 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} - Unknown])

9136

click or scan

EU-EC-
10008720652

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Female
Aneurysm ruptured (15d - Fatal - Results in Death, Other Medically Important Condition), Fatigue (18d - Unknown - Other
Medically Important Condition), Headache (n/a - Unknown - Life Threatening, Other Medically Important Condition),
Nausea (n/a - Unknown - Other Medically Important Condition), Pyrexia (18d - Unknown - Other Medically Important
Condition), Subarachnoid haemorrhage (15d - Fatal - Results in Death, Other Medically Important Condition)

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

9137

click or scan

EU-EC-
10008720210

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Death (1d - Fatal - Results in Death, Other Medically Important Condition)
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])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9138

click or scan

EU-EC-
10008720199

2021-05-
20

Healthcare
Professional Non EEA

More
than 85
Years

Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition)
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])

9139

click or scan

EU-EC-
10008719565

2021-05-
20

Healthcare
Professional EEA 18-64

Years Female
Malaise (n/a - Not Recovered/Not Resolved - ), Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Recovering/Resolving - Life Threatening, 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 - 1{DF} - n/a])

9140

click or scan

EU-EC-
10008719167

2021-05-
20

Healthcare
Professional EEA

More
than 85
Years

Male Cardio-respiratory arrest (1d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - 1{DF} -
Intramuscular])

9141

click or scan

EU-EC-
10008719163

2021-05-
20

Healthcare
Professional EEA 18-64

Years Female Cardiac arrest (n/a - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - 1{DF} -
Intramuscular])

9142

click or scan

EU-EC-
10008719147

2021-05-
20

Healthcare
Professional EEA

More
than 85
Years

Female Vaccination failure (3d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [22d - 1{DF} -
Intramuscular])

9143

click or scan

EU-EC-
10008719079

2021-05-
20

Healthcare
Professional EEA 65-85

Years Male Hypoglycaemia (n/a - Fatal - Results in Death), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death),
Sepsis (n/a - Fatal - Results in Death)

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

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9144

click or scan

EU-EC-
10008718914

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male

Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Anticoagulant therapy (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Arthralgia (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Bilevel positive airway pressure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Blood
magnesium normal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Cardioversion (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Catheterisation cardiac
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Chest X-ray normal (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Chest pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Condition
aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Coronary artery disease (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), Coronary artery occlusion (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Ejection fraction decreased (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Electrocardiogram ST segment depression (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Endotracheal intubation (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Full blood count (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Haematocrit decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemoglobin decreased (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypotension (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Hypoxia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intensive
care (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Left ventricular dysfunction (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), Mean cell volume decreased (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Metabolic function test normal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pain
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pain in jaw (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Pulse absent (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), QRS axis
abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Rales (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Red blood cell count decreased (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Resuscitation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive
(n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Troponin increased (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Vascular graft occlusion (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Vascular graft thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Ventricular
tachycardia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)

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

9145

click or scan

EU-EC-
10008718880

2021-05-
20

Healthcare
Professional EEA 65-85

Years Male Aortic rupture (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
- n/a - n/a])

9146

click or scan

EU-EC-
10008718797

2021-05-
20

Healthcare
Professional Non EEA

More
than 85
Years

Female Marasmus (n/a - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - n/a -
Intramuscular])

9147

click or scan

EU-EC-
10008718728

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Respiratory failure (1d - Fatal - Results in Death, Other Medically Important Condition)
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])

9148

click or scan

EU-EC-
10008718665

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Female Death (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death)
COVID-19 VACCINE JANSSEN (AD26.COV2.S)
[COVID-19 VACCINE JANSSEN (AD26.COV2.S)] (S -
Immunisation - Not applicable - [n/a - n/a -
Unknown])

9149

click or scan

EU-EC-
10008718567

2021-05-
20

Non
Healthcare
Professional

Non EEA 65-85
Years Female Death (1d - Fatal - Results in Death, Other Medically Important Condition)

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])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9150

click or scan

EU-EC-
10008718119

2021-05-
20

Non
Healthcare
Professional

EEA
More
than 85
Years

Female
Dyspnoea (n/a - Unknown - Results in Death, Other Medically Important Condition), Myocardial infarction (n/a - Fatal -
Results in Death, Other Medically Important Condition), Vomiting (n/a - Unknown - Results in Death, Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
- n/a - n/a])

9151

click or scan

EU-EC-
10008717827

2021-05-
20

Healthcare
Professional Non EEA

More
than 85
Years

Male Death (1d - Fatal - Results in Death, Other Medically Important Condition)

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])

9152

click or scan

EU-EC-
10008717674

2021-05-
20

Healthcare
Professional Non EEA

More
than 85
Years

Male
Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Respiratory failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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

9153

click or scan

EU-EC-
10008717498

2021-05-
20

Healthcare
Professional EEA 18-64

Years Male Cardio-respiratory arrest (n/a - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Cardiogenic shock
(n/a - Fatal - Results in Death)

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

9154

click or scan

EU-EC-
10008717366

2021-05-
20

Healthcare
Professional EEA 65-85

Years Male Death (0d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9155

click or scan

EU-EC-
10008717251

2021-05-
20

Non
Healthcare
Professional

Non EEA 65-85
Years Female

Cardiac disorder (2d - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically
Important Condition), Fall (2d - Unknown - Caused/Prolonged Hospitalisation), Loss of consciousness (2d - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Skull fracture (2d - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition)

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])

9156

click or scan

EU-EC-
10008717247

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Abdominal pain lower (n/a - Unknown - ), Cardiac death (0d - Fatal - Results in Death), Chills (n/a - Unknown - ), Fatigue
(n/a - Unknown - ), Loss of consciousness (n/a - Unknown - Other Medically Important Condition)

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

9157

click or scan

EU-EC-
10008717188

2021-05-
20

Healthcare
Professional EEA 65-85

Years Male Sudden death (n/a - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - .3mL -
Intramuscular])

9158

click or scan

EU-EC-
10008717158

2021-05-
20

Healthcare
Professional EEA 18-64

Years Female Foetal death (0d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9159

click or scan

EU-EC-
10008717129

2021-05-
20

Non
Healthcare
Professional

EEA 65-85
Years Male Cerebrovascular accident (n/a - Fatal - Results in Death), Headache (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19

immunisation - Not applicable - [n/a - n/a - n/a])

9160

click or scan

EU-EC-
10008717044

2021-05-
20

Healthcare
Professional EEA 18-64

Years Male Arteriosclerosis (n/a - Fatal - Results in Death), Circulatory collapse (n/a - Fatal - Results in Death), Myocardial
infarction (n/a - Fatal - Results in Death, Other Medically Important Condition)

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

# 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])

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

C
re

at
ed

 b
y:

 h
ttp

s:
//t

.m
e/

D
at

en
A

na
ly

se
Pr

og
ra

m
m

ie
re

n 
| D

at
a 

So
ur

ce
: E

ud
ra

V
ig

ila
nc

e 
w

w
w

.a
dr

re
po

rt
s.

eu
 | 

D
at

e:
 0

9-
10

-2
02

1

Filtered by "Seriousness Criteria": "Results in Death" Page 964 of 1647



9161

click or scan

EU-EC-
10008717015

2021-05-
20

Non
Healthcare
Professional

Non EEA 65-85
Years Male Asthenia (n/a - Fatal - Results in Death), Dyspnoea (n/a - Unknown - ), Feeling abnormal (n/a - Unknown - ), Pyrexia (n/a -

Unknown - ), Vaccination complication (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])

9162

click or scan

EU-EC-
10008716995

2021-05-
20

Healthcare
Professional EEA 65-85

Years Female Death (0d - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Not applicable - [n/a
- .5mL - Intramuscular])

9163

click or scan

EU-EC-
10008716645

2021-05-
20

Healthcare
Professional EEA 65-85

Years Female Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9164

click or scan

EU-EC-
10008716559

2021-05-
20

Non
Healthcare
Professional

Non EEA 18-64
Years Male Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Unknown - Caused/Prolonged

Hospitalisation), Pyrexia (n/a - Unknown - 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 - Intramuscular])

9165

click or scan

EU-EC-
10008716169

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male

Acute kidney injury (1d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Acute
myocardial infarction (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardiac
failure congestive (1d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cardio-
respiratory arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Confusional state (1d - Unknown -
Caused/Prolonged Hospitalisation), Dyspnoea (1d - Unknown - Caused/Prolonged Hospitalisation), Respiratory distress (1d -
Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Sepsis (1d - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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])

9166

click or scan

EU-EC-
10008715722

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Female
Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Fatigue (n/a - Unknown - Caused/Prolonged
Hospitalisation), Injection site pain (n/a - Unknown - Caused/Prolonged Hospitalisation), Peripheral swelling (n/a - Unknown -
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])

9167

click or scan

EU-EC-
10008715702

2021-05-
20

Healthcare
Professional EEA

More
than 85
Years

Female Death (0d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - Not
applicable - [n/a - .3mL - Intramuscular])

9168

click or scan

EU-EC-
10008715473

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male

Abdominal discomfort (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Acute myocardial infarction (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac failure acute (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Confusional state (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Drug interaction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pain (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)

COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - Product used for
unknown indication - Not applicable - [n/a - n/a - n/a]),
[HEPARIN, HEPARIN SODIUM] (S - Product used for
unknown indication - Drug withdrawn - [n/a - n/a -
n/a])

9169

click or scan

EU-EC-
10008714457

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Female Death (n/a - Fatal - Results in Death), Embolism (n/a - Fatal - Results in Death), Sudden death (n/a - Fatal - Results in
Death), Thrombocytopenia (n/a - Fatal - Results in Death)

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

9170

click or scan

EU-EC-
10008714262

2021-05-
20

Healthcare
Professional Non EEA

More
than 85
Years

Male Adverse event following immunisation (n/a - Fatal - Results in Death)

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

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9171

click or scan

EU-EC-
10008714260

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Female Headache (n/a - Fatal - Results in Death)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a -
n/a - Intramuscular])

9172

click or scan

EU-EC-
10008714011

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Disease progression (1d - 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])

9173

click or scan

EU-EC-
10008713839

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Death (1d - Fatal - Results in Death, Other Medically Important Condition)

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 - More in
ICSR])

9174

click or scan

EU-EC-
10008713796

2021-05-
20

Non
Healthcare
Professional

EEA 65-85
Years Female Sudden cardiac death (0d - Fatal - Results in Death), Sudden death (0d - Fatal - Results in Death, Life Threatening, Other

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

9175

click or scan

EU-EC-
10008713757

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Adverse event following immunisation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a -
n/a - Intramuscular])

9176

click or scan

EU-EC-
10008713754

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male

Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Coma scale (n/a - Fatal - Results in
Death), Cyanosis (n/a - Fatal - Results in Death), Depressed level of consciousness (n/a - Fatal - Results in Death),
Ejection fraction decreased (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death), Hypoxia (n/a -
Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death), Right ventricular hypertrophy (n/a - Fatal - Results in
Death)

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

9177

click or scan

EU-EC-
10008713745

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Female Adverse event following immunisation (n/a - Fatal - Results in Death)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a -
n/a - Intramuscular])

9178

click or scan

EU-EC-
10008713486

2021-05-
20

Non
Healthcare
Professional

Non EEA 65-85
Years Male COVID-19 (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S - COVID-19

immunisation - Not applicable - [1d - n/a - n/a])

9179

click or scan

EU-EC-
10008713136

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Drug withdrawn -
[n/a - n/a - Intramuscular])

9180

click or scan

EU-EC-
10008713067

2021-05-
20

Healthcare
Professional EEA 18-64

Years Female
COVID-19 (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (13d - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (13d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation)

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [n/a - .5mL - Intramuscular])

9181

click or scan

EU-EC-
10008712782

2021-05-
20

Non
Healthcare
Professional

Non EEA 18-64
Years

Not
Specified

Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Chest pain (n/a - Unknown - ), Chills (n/a - Unknown - ), Circulatory collapse (n/a - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Headache (n/a - Unknown - ), Hypoaesthesia (n/a - Unknown - ),
Nausea (n/a - Unknown - ), Thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
Condition)

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

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9182

click or scan

EU-EC-
10008712757

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Female Death (1d - Fatal - Results in Death, Other Medically Important Condition)
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])

9183

click or scan

EU-EC-
10008712749

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition)
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])

9184

click or scan

EU-EC-
10008712732

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Female Death (1d - Fatal - Results in Death, Other Medically Important Condition)
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])

9185

click or scan

EU-EC-
10008712712

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Unresponsive to stimuli (n/a - Fatal - Results in Death, Other Medically Important Condition)

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])

9186

click or scan

EU-EC-
10008712595

2021-05-
20

Healthcare
Professional EEA

More
than 85
Years

Female
Atelectasis (n/a - Fatal - Results in Death), Atrial fibrillation (n/a - Fatal - Results in Death), Breath sounds abnormal (n/a
- Fatal - Results in Death), Cerebral infarction (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in
Death), Increased upper airway secretion (n/a - Fatal - Results in Death), Pleural effusion (n/a - Fatal - Results in Death),
Pneumonia (n/a - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [1d -
n/a - Intramuscular])

9187

click or scan

EU-EC-
10008712232

2021-05-
20

Healthcare
Professional Non EEA Not

Specified
Not
Specified

Exposure during pregnancy (n/a - Fatal - Results in Death, Other Medically Important Condition), Foetal growth restriction
(n/a - Fatal - Results in Death, Other Medically Important Condition)

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

9188

click or scan

EU-EC-
10008712207

2021-05-
20

Non
Healthcare
Professional

EEA Not
Specified Male Chills (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Oropharyngeal pain (n/a - Unknown - ) COMIRNATY [TOZINAMERAN] (S - COVID-19

immunisation - Not applicable - [n/a - n/a - n/a])

9189

click or scan

EU-EC-
10008712141

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Female Death (1440min - Fatal - Results in Death, Other Medically Important Condition)

COVID-19 MRNA VACCINE MODERNA (CX-
024414) [COVID-19 MRNA VACCINE MODERNA
(CX-024414)] (S - Product used for unknown
indication - Not applicable - [n/a - 1{DF} -
Intramuscular])

9190

click or scan

EU-EC-
10008712139

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (1d - Fatal - Results in Death)
COVID-19 MRNA VACCINE MODERNA (CX-
024414) [COVID-19 MRNA VACCINE MODERNA
(CX-024414)] (S - n/a - Not applicable - [n/a - 1{DF} -
Intramuscular])

9191

click or scan

EU-EC-
10008712138

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male
Acute kidney injury (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Hypoxia (n/a
- Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonia (1d - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9192

click or scan

EU-EC-
10008712116

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Female

Cardiac arrest (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Confusional state (n/a - Unknown - Caused/Prolonged Hospitalisation), Gait inability (n/a - Unknown - Caused/Prolonged
Hospitalisation), Hypersomnia (n/a - Unknown - Caused/Prolonged Hospitalisation), Neurological symptom (n/a - Unknown -
Caused/Prolonged Hospitalisation), Pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Respiratory tract congestion (n/a - Unknown - Caused/Prolonged Hospitalisation), Urinary
incontinence (n/a - Unknown - Caused/Prolonged Hospitalisation), Urinary tract infection (n/a - Unknown - 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} - Unknown])

9193

click or scan

EU-EC-
10008712112

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition)
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])

9194

click or scan

EU-EC-
10008712110

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male
Diarrhoea (n/a - Not Recovered/Not Resolved - ), Loss of consciousness (n/a - Not Recovered/Not Resolved - Other Medically
Important Condition), Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition),
Vomiting projectile (n/a - Not Recovered/Not Resolved - )

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])

9195

click or scan

EU-EC-
10008712109

2021-05-
20

Healthcare
Professional Non EEA

More
than 85
Years

Male Death (1d - Fatal - Results in Death, Other Medically Important Condition), Incomplete course of vaccination (1d -
Unknown - )

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])

9196

click or scan

EU-EC-
10008712104

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition)
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])

9197

click or scan

EU-EC-
10008712102

2021-05-
20

Healthcare
Professional Non EEA

65-85
Years Female Death (1d - Fatal - Results in Death, Other Medically Important Condition)

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])

9198

click or scan

EU-EC-
10008712101

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Female
Arthralgia (n/a - Unknown - ), Chills (n/a - Unknown - ), Death (1d - Fatal - Results in Death, Other Medically Important
Condition), Headache (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ), Sleep disorder (n/a - Unknown - ), Tremor
(n/a - Unknown - )

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 - More in
ICSR])

9199

click or scan

EU-EC-
10008712096

2021-05-
20

Healthcare
Professional Non EEA 18-64

Years Female Cardio-respiratory arrest (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Death
(1d - Fatal - Results in Death, Other Medically Important Condition)

COVID-19 MRNA VACCINE MODERNA (CX-
024414) [COVID-19 MRNA VACCINE MODERNA
(CX-024414)] (S - COVID-19 immunisation -
Unknown - [n/a - 1{DF} - Unknown])

9200

click or scan

EU-EC-
10008712091

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Female
Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (24d - Unknown - Caused/Prolonged
Hospitalisation), Fatigue (24d - Unknown - Caused/Prolonged Hospitalisation), Headache (24d - Unknown - Caused/Prolonged
Hospitalisation), Thrombosis (24d - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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])

9201

click or scan

EU-EC-
10008712089

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Death (1d - Fatal - Results in Death, Other Medically Important Condition)
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])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9202

click or scan

EU-EC-
10008712075

2021-05-
20

Healthcare
Professional Non EEA 65-85

Years Male Death (1d - Fatal - Results in Death), Loss of consciousness (n/a - Not Recovered/Not Resolved - Other Medically
Important Condition), Malaise (n/a - Unknown - Other Medically Important Condition)

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

9203

click or scan

EU-EC-
10008712070

2021-05-
20

Healthcare
Professional Non EEA Not

Specified Female Adverse event (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically
Important Condition)

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

9204

click or scan

EU-EC-
10008711543

2021-05-
20

Healthcare
Professional EEA

65-85
Years Female

Aortic dissection (5d - Fatal - Results in Death), Aphasia (5d - Fatal - Results in Death), Asthenia (5d - Fatal - Results
in Death), Cerebrovascular accident (5d - Fatal - Results in Death), Headache (5d - Fatal - Results in Death), Hemiplegia
(5d - Fatal - Results in Death), Myalgia (5d - Fatal - Results in Death), Sopor (5d - Fatal - Results in Death)

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

9205

click or scan

EU-EC-
10008711229

2021-05-
20

Healthcare
Professional EEA

More
than 85
Years

Female Infarction (0d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9206

click or scan

EU-EC-
10008711212

2021-05-
20

Healthcare
Professional EEA 18-64

Years Male Acute myocardial infarction (n/a - Fatal - Results in Death), Malaise (n/a - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - Immunisation - Not
applicable - [n/a - .5mL - Intramuscular])

9207

click or scan

EU-EC-
10008711111

2021-05-
20

Healthcare
Professional EEA 65-85

Years Male Diarrhoea (1d - Fatal - Results in Death), Vomiting (1d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - n/a - [n/a - n/a - n/a])

9208

click or scan

EU-EC-
10008711025

2021-05-
20

Healthcare
Professional EEA

More
than 85
Years

Female Asymptomatic COVID-19 (19d - Fatal - Results in Death), Cough (19d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9209

click or scan

EU-EC-
10008708893

2021-05-
20

Non
Healthcare
Professional

EEA 65-85
Years Male

Aphasia (5d - Fatal - Results in Death), COVID-19 pneumonia (5d - Fatal - Results in Death), Cerebrovascular accident
(5d - Fatal - Results in Death), Gait disturbance (5d - Fatal - Results in Death), Motor dysfunction (5d - Fatal - Results
in Death)

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

9210

click or scan

EU-EC-
10008708740

2021-05-
20

Healthcare
Professional EEA 18-64

Years Female Cerebrovascular accident (2d - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [n/a - .5mL - Intramuscular])

9211

click or scan

EU-EC-
10008710571

2021-05-
19

Non
Healthcare
Professional

EEA 18-64
Years Female Thrombosis (n/a - Fatal - Results in Death)

SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - Prophylaxis - n/a -
[n/a - n/a - n/a])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9212

click or scan

EU-EC-
10008710390

2021-05-
19

Healthcare
Professional EEA

More
than 85
Years

Male
Anaemia (n/a - Fatal - Results in Death), Gastritis (n/a - Fatal - Results in Death), Parkinsonism (n/a - Fatal - Results in
Death), Pneumonia (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death), SARS-CoV-2 test positive
(n/a - Fatal - Results in Death)

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

9213

click or scan

EU-EC-
10008710381

2021-05-
19

Healthcare
Professional Non EEA 18-64

Years Male

Blood fibrinogen decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Fibrin D dimer increased (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Peripheral artery thrombosis (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Superior sagittal sinus thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Thrombocytopenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Venous thrombosis
limb (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Unknown - [1d - n/a
- Intramuscular])

9214

click or scan

EU-EC-
10008710364

2021-05-
19

Healthcare
Professional EEA 65-85

Years Female Death (6d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9215

click or scan

EU-EC-
10008710268

2021-05-
19

Healthcare
Professional EEA

More
than 85
Years

Female Pyrexia (n/a - Fatal - Results in Death), Slow response to stimuli (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - 1{DF} - n/a])

9216

click or scan

EU-EC-
10008709438

2021-05-
19

Healthcare
Professional EEA 65-85

Years Female Acute myocardial infarction (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Drug withdrawn - [1d - .3mL -
Intramuscular])

9217

click or scan

EU-EC-
10008709185

2021-05-
19

Healthcare
Professional EEA 18-64

Years Female
Deep vein thrombosis (n/a - Fatal - Results in Death), Fasciotomy (n/a - Fatal - Results in Death), Myocardial infarction
(n/a - Fatal - Results in Death), Peripheral ischaemia (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal -
Results in Death), Thrombosis (n/a - Fatal - Results in Death)

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- n/a - [n/a - .5mL - Intramuscular])

9218

click or scan

EU-EC-
10008708185

2021-05-
19

Non
Healthcare
Professional

Non EEA 18-64
Years Female Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening)

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

9219

click or scan

EU-EC-
10008707769

2021-05-
19

Healthcare
Professional EEA

More
than 85
Years

Female Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) COMIRNATY [TOZINAMERAN] (S - n/a - Not
applicable - [n/a - .3mL - Intramuscular])

9220

click or scan

EU-EC-
10008707047

2021-05-
19

Healthcare
Professional EEA 65-85

Years Male Cardiac arrest (n/a - Fatal - Results in Death)
SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - COVID-19
immunisation - Not applicable - [n/a - 1{DF} - n/a])

9221

click or scan

EU-EC-
10008707042

2021-05-
19

Healthcare
Professional EEA 65-85

Years Male Sudden death (n/a - Fatal - Results in Death)
SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - COVID-19
immunisation - Not applicable - [n/a - 1{DF} - n/a])

# 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])

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

C
re

at
ed

 b
y:

 h
ttp

s:
//t

.m
e/

D
at

en
A

na
ly

se
Pr

og
ra

m
m

ie
re

n 
| D

at
a 

So
ur

ce
: E

ud
ra

V
ig

ila
nc

e 
w

w
w

.a
dr

re
po

rt
s.

eu
 | 

D
at

e:
 0

9-
10

-2
02

1

Filtered by "Seriousness Criteria": "Results in Death" Page 970 of 1647



9222

click or scan

EU-EC-
10008707035

2021-05-
19

Non
Healthcare
Professional

EEA 65-85
Years Female Cardiac failure acute (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19

immunisation - Not applicable - [n/a - n/a - n/a])

9223

click or scan

EU-EC-
10008706904

2021-05-
19

Non
Healthcare
Professional

Non EEA 65-85
Years Male Death (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death), Oxygen saturation decreased (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 - Immunisation - Not
applicable - [n/a - n/a - Intramuscular])

9224

click or scan

EU-EC-
10008706652

2021-05-
19

Non
Healthcare
Professional

Non EEA 18-64
Years Male Pulmonary embolism (n/a - Fatal - Results in Death)

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

9225

click or scan

EU-EC-
10008706474

2021-05-
19

Non
Healthcare
Professional

Non EEA Not
Specified Female Cerebrovascular accident (n/a - Fatal - Results in Death)

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

9226

click or scan

EU-EC-
10008706101

2021-05-
19

Healthcare
Professional EEA 65-85

Years Female Cardiopulmonary failure (n/a - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9227

click or scan

EU-EC-
10008705799

2021-05-
19

Healthcare
Professional EEA

More
than 85
Years

Male Acute myocardial infarction (n/a - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - 1{DF} -
Intramuscular])

9228

click or scan

EU-EC-
10008705790

2021-05-
19

Healthcare
Professional EEA 18-64

Years Male Basilar artery thrombosis (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [1d - 1{DF} - Intramuscular])

9229

click or scan

EU-EC-
10008705731

2021-05-
19

Healthcare
Professional EEA 65-85

Years Male Cardiac arrest (n/a - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - 1{DF} -
Intramuscular])

9230

click or scan

EU-EC-
10008705723

2021-05-
19

Non
Healthcare
Professional

EEA
More
than 85
Years

Female Asthenia (4d - Not Recovered/Not Resolved - ), Cardiac arrest (n/a - Fatal - Results in Death), Pain (1d -
Recovered/Resolved - ), Somnolence (1d - Recovered/Resolved - )

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

9231

click or scan

EU-EC-
10008705721

2021-05-
19

Healthcare
Professional EEA 65-85

Years Female Death (1d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - n/a - [1d - 1{DF} - Intramuscular])

9232

click or scan

EU-EC-
10008705630

2021-05-
19

Healthcare
Professional EEA 65-85

Years Female Sudden death (1d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - 1{DF} -
Intramuscular])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9233

click or scan

EU-EC-
10008705615

2021-05-
19

Healthcare
Professional EEA 18-64

Years Male Hemiparaesthesia (n/a - Fatal - Results in Death), Hypertension (n/a - Fatal - Results in Death)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [n/a - n/a - Intramuscular])

9234

click or scan

EU-EC-
10008705571

2021-05-
19

Healthcare
Professional EEA 65-85

Years Male Sudden death (1d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Drug withdrawn - [1d - .3mL -
Intramuscular])

9235

click or scan

EU-EC-
10008705552

2021-05-
19

Healthcare
Professional EEA

More
than 85
Years

Female Pulmonary embolism (n/a - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Drug withdrawn - [1d - 1{DF} - Intramuscular])

9236

click or scan

EU-EC-
10008705538

2021-05-
19

Healthcare
Professional EEA 65-85

Years Female Death (n/a - Fatal - Results in Death), Pyrexia (n/a - Not Recovered/Not Resolved - )
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [1d - 1{DF} - Intramuscular])

9237

click or scan

EU-EC-
10008705353

2021-05-
19

Healthcare
Professional Non EEA 18-64

Years Male
Catheter site erythema (n/a - Fatal - Results in Death), Catheter site swelling (n/a - Fatal - Results in Death), Catheter
site warmth (n/a - Fatal - Results in Death), Central venous catheter removal (n/a - Fatal - Results in Death), Central
venous catheterisation (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death)

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

9238

click or scan

EU-EC-
10008705328

2021-05-
19

Healthcare
Professional Non EEA 65-85

Years Male
Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Intracardiac thrombus (n/a -
Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pulmonary thrombosis (n/a - Fatal - Results
in Death, Life Threatening, Caused/Prolonged Hospitalisation)

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

9239

click or scan

EU-EC-
10008704841

2021-05-
19

Healthcare
Professional EEA 65-85

Years Male
COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), General physical health
deterioration (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Vaccination failure (n/a - Unknown
- Other Medically Important Condition)

COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
- n/a - Intramuscular])

9240

click or scan

EU-EC-
10008704802

2021-05-
19

Non
Healthcare
Professional

Non EEA Not
Specified Male Death (n/a - Fatal - Results in Death), Platelet count decreased (n/a - Fatal - Results in Death)

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

9241

click or scan

EU-EC-
10008704518

2021-05-
19

Healthcare
Professional Non EEA 65-85

Years Male
COVID-19 (1d - Fatal - Results in Death), Condition aggravated (n/a - Fatal - Results in Death), Encephalopathy (1d -
Fatal - Results in Death, Other Medically Important Condition), Schizophrenia (1d - Fatal - Results in Death, Other
Medically Important Condition)

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])

9242

click or scan

EU-EC-
10008704457

2021-05-
19

Healthcare
Professional Non EEA 65-85

Years Male

Body temperature increased (n/a - Unknown - Caused/Prolonged Hospitalisation), Chest pain (n/a - Unknown -
Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a -
Unknown - Caused/Prolonged Hospitalisation), Gait inability (n/a - Unknown - Caused/Prolonged Hospitalisation), Headache
(n/a - Unknown - Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Nausea
(n/a - Unknown - Caused/Prolonged Hospitalisation), Oropharyngeal pain (n/a - Unknown - Caused/Prolonged
Hospitalisation), Rhabdomyolysis (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Vomiting (n/a - Unknown - 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 - More in
ICSR])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9243

click or scan

EU-EC-
10008704323

2021-05-
19

Healthcare
Professional Non EEA 18-64

Years Male COVID-19 (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Mental status changes (n/a - Unknown -
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])

9244

click or scan

EU-EC-
10008704270

2021-05-
19

Non
Healthcare
Professional

EEA 65-85
Years Male

Arthralgia (n/a - Fatal - Results in Death), Body temperature decreased (n/a - Unknown - ), Chills (n/a - Fatal - Results in
Death), Depressed level of consciousness (n/a - Unknown - ), Fatigue (n/a - Fatal - Results in Death), Headache (n/a - Fatal
- Results in Death), Myalgia (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death), Neuralgia (n/a -
Fatal - Results in Death), Pruritus (n/a - Unknown - ), Visual impairment (n/a - Unknown - )

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

9245

click or scan

EU-EC-
10008704014

2021-05-
19

Non
Healthcare
Professional

Non EEA 65-85
Years Male

Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not Resolved
- Other Medically Important Condition), Myocardial infarction (n/a - Not Recovered/Not Resolved - Other Medically
Important Condition)

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

9246

click or scan

EU-EC-
10008703958

2021-05-
19

Healthcare
Professional EEA

More
than 85
Years

Male Interstitial lung disease (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death)
SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - n/a - n/a - [n/a - n/a -
n/a])

9247

click or scan

EU-EC-
10008703778

2021-05-
19

Non
Healthcare
Professional

EEA 65-85
Years Female Influenza (n/a - Not Recovered/Not Resolved - ), Pneumonia (n/a - Fatal - Results in Death)

SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - COVID-19
immunisation - n/a - [n/a - 1{DF} - n/a])

9248

click or scan

EU-EC-
10008703776

2021-05-
19

Non
Healthcare
Professional

EEA 18-64
Years Female

Cerebral haemorrhage (n/a - Fatal - Results in Death), Coma (n/a - Fatal - Results in Death), Confusional state (n/a -
Unknown - ), Contusion (n/a - Unknown - ), Dyspnoea (n/a - Unknown - Other Medically Important Condition), Hemiparesis
(n/a - Fatal - Results in Death), Pain in extremity (n/a - Unknown - )

COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
- n/a - n/a])

9249

click or scan

EU-EC-
10008703410

2021-05-
19

Healthcare
Professional Non EEA 18-64

Years Female Death (n/a - Fatal - Results in Death, Other Medically Important Condition)
COVID-19 MRNA VACCINE MODERNA (CX-
024414) [COVID-19 MRNA VACCINE MODERNA
(CX-024414)] (S - COVID-19 immunisation - Not
applicable - [n/a - 1{DF} - Unknown])

9250

click or scan

EU-EC-
10008703372

2021-05-
19

Healthcare
Professional Non EEA

More
than 85
Years

Male Cerebrovascular accident (n/a - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death,
Other Medically Important Condition)

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])

9251

click or scan

EU-EC-
10008703273

2021-05-
19

Healthcare
Professional Non EEA 18-64

Years Male

Anticoagulant therapy (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Death (n/a -
Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation), Hypercoagulation (n/a - Unknown - Life
Threatening, Caused/Prolonged Hospitalisation), Mechanical ventilation (n/a - Unknown - Life Threatening,
Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Unknown - Life Threatening, Caused/Prolonged
Hospitalisation), Resuscitation (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Thrombosis (n/a -
Unknown - Life Threatening, Caused/Prolonged Hospitalisation), Transcutaneous pacing (n/a - Unknown - Life Threatening,
Caused/Prolonged Hospitalisation)

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

9252

click or scan

EU-EC-
10008703126

2021-05-
19

Healthcare
Professional EEA 65-85

Years Female Pulmonary embolism (n/a - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - n/a - [n/a - n/a -
n/a])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9253

click or scan

EU-EC-
10008703093

2021-05-
19

Healthcare
Professional EEA 65-85

Years Female Pancreatitis (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - n/a - [n/a - n/a -
Intramuscular])

9254

click or scan

EU-EC-
10008702658

2021-05-
19

Healthcare
Professional Non EEA 65-85

Years Female Asthenia (n/a - Unknown - ), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a -
Unknown - ), Headache (n/a - Unknown - ), Hypertension (n/a - Unknown - )

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])

9255

click or scan

EU-EC-
10008702649

2021-05-
19

Healthcare
Professional Non EEA 18-64

Years Female Sudden death (1d - Fatal - Results in Death, Other Medically Important Condition)
COVID-19 MRNA VACCINE MODERNA (CX-
024414) [COVID-19 MRNA VACCINE MODERNA
(CX-024414)] (S - COVID-19 immunisation - Not
applicable - [n/a - 1{DF} - Unknown])

9256

click or scan

EU-EC-
10008702399

2021-05-
19

Healthcare
Professional Non EEA 65-85

Years Male
Cerebrovascular accident (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (1d - Fatal - Results
in Death, Other Medically Important Condition), Dysarthria (n/a - Fatal - Results in Death), Gait inability (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])

9257

click or scan

EU-EC-
10008702388

2021-05-
19

Healthcare
Professional Non EEA 65-85

Years Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition)

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 - More in
ICSR])

9258

click or scan

EU-EC-
10008702218

2021-05-
19

Healthcare
Professional Non EEA 65-85

Years Female
COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Condition aggravated (n/a - Unknown -
Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation,
Other Medically Important Condition)

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])

9259

click or scan

EU-EC-
10008702049

2021-05-
19

Healthcare
Professional Non EEA 18-64

Years Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Pyrexia (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])

9260

click or scan

EU-EC-
10008702000

2021-05-
19

Healthcare
Professional Non EEA 65-85

Years Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition)
COVID-19 MRNA VACCINE MODERNA (CX-
024414) [COVID-19 MRNA VACCINE MODERNA
(CX-024414)] (S - COVID-19 immunisation - Not
applicable - [n/a - 1{DF} - Unknown])

9261

click or scan

EU-EC-
10008701933

2021-05-
19

Healthcare
Professional Non EEA 18-64

Years Male Cardiac arrest (1d - Fatal - Results in Death, Other Medically Important Condition), Death (1d - Fatal - Results in Death,
Other Medically Important Condition)

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])

9262

click or scan

EU-EC-
10008701703

2021-05-
19

Healthcare
Professional Non EEA 65-85

Years Male
Condition aggravated (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Death (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Dementia (n/a - Not Recovered/Not
Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), General physical health deterioration
(n/a - Not Recovered/Not Resolved - 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 - More in
ICSR])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9263

click or scan

EU-EC-
10008701609

2021-05-
19

Healthcare
Professional EEA 18-64

Years Male Myocardial infarction (n/a - Fatal - Results in Death), Vaccination site reaction (n/a - Recovering/Resolving - )
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - n/a - [n/a - 1{DF} -
n/a])

9264

click or scan

EU-EC-
10008701292

2021-05-
19

Healthcare
Professional EEA 65-85

Years Male Cerebrovascular accident (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death), Transient ischaemic
attack (n/a - Recovered/Resolved - )

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

9265

click or scan

EU-EC-
10008700893

2021-05-
19

Non
Healthcare
Professional

Non EEA 18-64
Years Male

COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Febrile convulsion (n/a - Unknown - ), Injection site pain (n/a - Unknown - ),
Irritability (n/a - Unknown - ), Somnolence (n/a - Unknown - )

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

9266

click or scan

EU-EC-
10008700697

2021-05-
19

Healthcare
Professional EEA 65-85

Years Male Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - n/a -
Intramuscular])

9267

click or scan

EU-EC-
10008700696

2021-05-
19

Non
Healthcare
Professional

EEA
More
than 85
Years

Female Condition aggravated (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Eczema (n/a - Unknown - ), Respiratory
disorder (n/a - Unknown - )

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

9268

click or scan

EU-EC-
10008700687

2021-05-
19

Healthcare
Professional EEA 18-64

Years Male Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - n/a - n/a])

9269

click or scan

EU-EC-
10008700509

2021-05-
19

Healthcare
Professional Non EEA

More
than 85
Years

Male Death (1d - Fatal - Results in Death, Other Medically Important Condition)
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])

9270

click or scan

EU-EC-
10008700501

2021-05-
19

Non
Healthcare
Professional

EEA 65-85
Years Female

Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Pulmonary embolism (29d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Other Medically Important Condition)

COMIRNATY [TOZINAMERAN] (S - COVID-19 -
n/a - [n/a - n/a - Intramuscular])

9271

click or scan

EU-EC-
10008700198

2021-05-
19

Non
Healthcare
Professional

EEA
More
than 85
Years

Male Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
- n/a - n/a])

9272

click or scan

EU-EC-
10008700154

2021-05-
19

Healthcare
Professional EEA 65-85

Years Female Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death),
Thrombocytopenia (n/a - Fatal - Results in Death)

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

# 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])

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

C
re

at
ed

 b
y:

 h
ttp

s:
//t

.m
e/

D
at

en
A

na
ly

se
Pr

og
ra

m
m

ie
re

n 
| D

at
a 

So
ur

ce
: E

ud
ra

V
ig

ila
nc

e 
w

w
w

.a
dr

re
po

rt
s.

eu
 | 

D
at

e:
 0

9-
10

-2
02

1

Filtered by "Seriousness Criteria": "Results in Death" Page 975 of 1647



9273
click or scan

EU-EC-
10008699873

2021-05-
19

Healthcare
Professional

Non EEA 18-64
Years

Male Cardiovascular disorder (1d - Fatal - Results in Death), Hypertension (1d - 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])

9274

click or scan

EU-EC-
10008699817

2021-05-
19

Non
Healthcare
Professional

Non EEA Not
Specified Male Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Drug ineffective (n/a - Unknown - Other

Medically Important Condition), SARS-CoV-2 test positive (n/a - Unknown - Other Medically Important Condition)
TOZINAMERAN [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - n/a - n/a])

9275

click or scan

EU-EC-
10008699803

2021-05-
19

Healthcare
Professional Non EEA 18-64

Years Female

Computerised tomogram thorax abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Death (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Endotracheal intubation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hypoxia (n/a -
Fatal - Results in Death, Caused/Prolonged Hospitalisation), Platelet disorder (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)

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

9276

click or scan

EU-EC-
10008699711

2021-05-
19

Healthcare
Professional Non EEA

More
than 85
Years

Male Haemorrhage (1d - Fatal - Results in Death, Other Medically Important Condition)
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])

9277

click or scan

EU-EC-
10008699706

2021-05-
19

Healthcare
Professional EEA 18-64

Years Male Ischaemic stroke (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation -
Not applicable - [n/a - n/a - Intramuscular])

9278

click or scan

EU-EC-
10008699683

2021-05-
19

Healthcare
Professional EEA 65-85

Years Male
COVID-19 (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (3d - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (3d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Vaccination failure (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9279

click or scan

EU-EC-
10008699561

2021-05-
19

Healthcare
Professional EEA 65-85

Years Female COVID-19 (n/a - Fatal - Results in Death), COVID-19 pneumonia (n/a - Fatal - Results in Death), SARS-CoV-2 test
positive (n/a - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9280

click or scan

EU-EC-
10008699283

2021-05-
19

Healthcare
Professional Non EEA

More
than 85
Years

Female Death (1d - Fatal - Results in Death, Other Medically Important Condition)
COVID-19 MRNA VACCINE MODERNA (CX-
024414) [COVID-19 MRNA VACCINE MODERNA
(CX-024414)] (S - COVID-19 immunisation - Not
applicable - [n/a - 1{DF} - Unknown])

9281

click or scan

EU-EC-
10008698803

2021-05-
19

Healthcare
Professional Non EEA Not

Specified Male Drug ineffective (n/a - Fatal - Results in Death), Suspected COVID-19 (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - n/a - n/a])

9282

click or scan

EU-EC-
10008698770

2021-05-
19

Healthcare
Professional Non EEA 65-85

Years Male Cough (n/a - Fatal - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in Death),
Pneumonia (n/a - Fatal - Results in Death, Other Medically Important Condition)

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

# 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])
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9283

click or scan

EU-EC-
10008698298

2021-05-
19

Healthcare
Professional Non EEA 18-64

Years Female

Activated partial thromboplastin time prolonged (n/a - Not Recovered/Not Resolved - ), Cardiac arrest (n/a - Fatal - Results
in Death, Other Medically Important Condition), Cardiac failure (n/a - Not Recovered/Not Resolved - Other Medically
Important Condition), Cardiomyopathy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),
Congestive cardiomyopathy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Cough (n/a - Not
Recovered/Not Resolved - ), Dyspnoea (n/a - Not Recovered/Not Resolved - ), Haemorrhage (n/a - Not Recovered/Not
Resolved - Other Medically Important Condition), Heart rate increased (n/a - Not Recovered/Not Resolved - ), Left
ventricular dysfunction (n/a - Not Recovered/Not Resolved - ), Lower respiratory tract infection (n/a - Not Recovered/Not
Resolved - Other Medically Important Condition), Malaise (n/a - Not Recovered/Not Resolved - ), Peripheral swelling (n/a -
Not Recovered/Not Resolved - ), Pleural effusion (n/a - Not Recovered/Not Resolved - ), Toxicity to various agents (n/a - Not
Recovered/Not Resolved - ), Ventricular tachycardia (n/a - Not Recovered/Not Resolved - Other Medically Important
Condition)

COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Not applicable - [1d
- n/a - n/a]), ENTRESTO [VALSARTAN,
SACUBITRIL] (S - n/a - Not applicable - [n/a - n/a -
Unknown]), RIVAROXABAN [RIVAROXABAN] (S -
Left ventricular dysfunction - Not applicable - [n/a -
n/a - Unknown])

9284

click or scan

EU-EC-
10008697878

2021-05-
19

Healthcare
Professional Non EEA Not

Specified Male COVID-19 (n/a - Fatal - Results in Death), Drug ineffective (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - n/a - Unknown])

9285

click or scan

EU-EC-
10008697858

2021-05-
19

Healthcare
Professional EEA 65-85

Years Male

Acute kidney injury (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Acute respiratory distress
syndrome (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), COVID-19 (n/a - Fatal - Results in
Death), COVID-19 pneumonia (n/a - Fatal - Results in Death), Concomitant disease aggravated (n/a - Not Recovered/Not
Resolved - Other Medically Important Condition), Conjunctivitis (n/a - Unknown - ), Haemodynamic instability (n/a - Not
Recovered/Not Resolved - ), Hypercapnia (n/a - Not Recovered/Not Resolved - ), Hypoxia (n/a - Not Recovered/Not Resolved
- ), Inflammatory marker increased (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Pyrexia (n/a
- Unknown - ), Respiratory failure (n/a - Not Recovered/Not Resolved - ), Skin lesion (n/a - Unknown - ), Tachycardia (n/a -
Not Recovered/Not Resolved - ), Tongue coated (n/a - Unknown - )

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

9286

click or scan

EU-EC-
10008696500

2021-05-
19

Non
Healthcare
Professional

EEA 18-64
Years Male

Cardiogenic shock (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal -
Results in Death), Ventricular arrhythmia (n/a - Fatal - Results in Death), Ventricular tachycardia (n/a - Fatal - Results
in Death)

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

9287

click or scan

EU-EC-
10008696494

2021-05-
19

Healthcare
Professional EEA 65-85

Years Female Gaze palsy (2d - Fatal - Results in Death), Seizure (2d - Fatal - Results in Death)
SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - COVID-19
immunisation - n/a - [n/a - n/a - Intramuscular])

9288

click or scan

EU-EC-
10008695607

2021-05-
18

Non
Healthcare
Professional

EEA 65-85
Years Female Malaise (n/a - Unknown - ), Pulmonary embolism (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in

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

9289

click or scan

EU-EC-
10008695547

2021-05-
18

Healthcare
Professional Non EEA 65-85

Years Female

Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation), Critical illness (n/a - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Death (1d - Fatal - Results in Death), Food intolerance (n/a -
Unknown - Caused/Prolonged Hospitalisation), Multiple organ dysfunction syndrome (n/a - Unknown - Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Myalgia (n/a - Unknown - Caused/Prolonged
Hospitalisation), Nausea (n/a - Unknown - Caused/Prolonged Hospitalisation), Terminal state (n/a - Unknown - Life
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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])

9290

click or scan

EU-EC-
10008695450

2021-05-
18

Healthcare
Professional Non EEA 65-85

Years Female
Fall (n/a - Unknown - ), Subdural haematoma (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other
Medically Important Condition), Unresponsive to stimuli (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation,
Other Medically Important Condition)

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])

9291

click or scan

EU-EC-
10008695306

2021-05-
18

Non
Healthcare
Professional

Non EEA 18-64
Years Male Acute myocardial infarction (n/a - Fatal - Results in Death)

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

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9292

click or scan

EU-EC-
10008695221

2021-05-
18

Non
Healthcare
Professional

EEA 18-64
Years Male Hepatic haemorrhage (10d - Fatal - Results in Death), Post vaccination syndrome (3d - Recovered/Resolved - )

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Drug withdrawn - [1d - 1{DF} -
Intramuscular]), SUTENT [SUNITINIB, SUNITINIB
MALATE] (S - Gastrointestinal stromal tumour - Not
applicable - [n/a - 60mg - Oral]), [BEMIPARIN
SODIUM] (S - Mesenteric artery thrombosis - Dose
not changed - [n/a - 1{DF} - Subcutaneous])

9293

click or scan

EU-EC-
10008695196

2021-05-
18

Healthcare
Professional EEA

65-85
Years Female Cerebral haemorrhage (1d - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - .3mL -
Intramuscular])

9294

click or scan

EU-EC-
10008695103

2021-05-
18

Healthcare
Professional EEA

More
than 85
Years

Male Cardio-respiratory arrest (1d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - .3mL -
Intramuscular])

9295

click or scan

EU-EC-
10008694838

2021-05-
18

Healthcare
Professional EEA

More
than 85
Years

Female Sudden death (1d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - 1{DF} - n/a])

9296

click or scan

EU-EC-
10008694670

2021-05-
18

Healthcare
Professional EEA 65-85

Years Male

Aphasia (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebral
haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebral
infarction (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebral
ischaemia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Cerebrovascular
accident (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Dyspnoea (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), General physical health
deterioration (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
Hemiparesis (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Pain (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Pneumonia (n/a - Unknown -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling)

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

9297

click or scan

EU-EC-
10008694510

2021-05-
18

Healthcare
Professional EEA 65-85

Years Male

Cardiac arrest (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Depressed level of
consciousness (7min - Recovered/Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Dyspnoea (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Hyperhidrosis (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Livedo reticularis (n/a - Unknown -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation), Pain (n/a - Unknown - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation), Pain in extremity (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Peripheral swelling (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation)

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

9298

click or scan

EU-EC-
10008693720

2021-05-
18

Healthcare
Professional Non EEA 18-64

Years Male Cardio-respiratory arrest (n/a - Unknown - Other Medically Important Condition), Sudden death (n/a - Fatal - Results in
Death, Other Medically Important Condition)

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

9299

click or scan

EU-EC-
10008693307

2021-05-
18

Healthcare
Professional EEA

More
than 85
Years

Female Cerebellar stroke (19d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Deep vein
thrombosis (3d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling)

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

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9300

click or scan

EU-EC-
10008692776

2021-05-
18

Healthcare
Professional Non EEA

More
than 85
Years

Male Death (1d - Fatal - Results in Death, Other Medically Important Condition)
SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - COVID-19
immunisation - Not applicable - [n/a - 1{DF} -
Intramuscular])

9301

click or scan

EU-EC-
10008692632

2021-05-
18

Non
Healthcare
Professional

EEA 18-64
Years Male Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important

Condition)

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

9302

click or scan

EU-EC-
10008692486

2021-05-
18

Healthcare
Professional Non EEA 18-64

Years Female Death (1d - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Unknown - Other Medically
Important Condition)

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])

9303

click or scan

EU-EC-
10008692481

2021-05-
18

Non
Healthcare
Professional

EEA 65-85
Years Female

Death (n/a - Fatal - Results in Death), Diarrhoea (n/a - Recovering/Resolving - ), Haematochezia (n/a -
Recovering/Resolving - ), Malaise (n/a - Recovering/Resolving - ), Somnolence (n/a - Recovering/Resolving - ) COMIRNATY [TOZINAMERAN] (S - Immunisation -

n/a - [n/a - n/a - n/a])

9304

click or scan

EU-EC-
10008692479

2021-05-
18

Non
Healthcare
Professional

EEA 18-64
Years Male Dyspnoea (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Hyperhidrosis (n/a - Not Recovered/Not

Resolved - Caused/Prolonged Hospitalisation), Pulmonary embolism (n/a - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - Immunisation -
n/a - [n/a - n/a - n/a])

9305

click or scan

EU-EC-
10008692478

2021-05-
18

Non
Healthcare
Professional

EEA 65-85
Years Male Death (n/a - Fatal - Results in Death)

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

9306

click or scan

EU-EC-
10008692476

2021-05-
18

Non
Healthcare
Professional

EEA 65-85
Years Male

Haemorrhagic diathesis (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Pulmonary haemorrhage (n/a
- Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death), Vaccination site
abscess (n/a - Not Recovered/Not Resolved - )

COMIRNATY [TOZINAMERAN] (S - Immunisation -
n/a - [n/a - n/a - n/a])

9307

click or scan

EU-EC-
10008692474

2021-05-
18

Non
Healthcare
Professional

EEA 18-64
Years Male Back pain (n/a - Not Recovered/Not Resolved - ), Myocardial infarction (n/a - Fatal - Results in Death), Neck pain (n/a -

Not Recovered/Not Resolved - ), Seizure (n/a - Not Recovered/Not Resolved - )
COMIRNATY [TOZINAMERAN] (S - Immunisation -
n/a - [n/a - n/a - n/a])

9308

click or scan

EU-EC-
10008692473

2021-05-
18

Non
Healthcare
Professional

EEA
More
than 85
Years

Female Chest pain (n/a - Not Recovered/Not Resolved - ), Myocardial infarction (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation -
n/a - [n/a - n/a - n/a])

9309

click or scan

EU-EC-
10008692471

2021-05-
18

Non
Healthcare
Professional

EEA
More
than 85
Years

Female Death (n/a - Fatal - Results in Death), Pneumonia (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation) COMIRNATY [TOZINAMERAN] (S - Immunisation -
n/a - [n/a - n/a - n/a])

9310

click or scan

EU-EC-
10008692117

2021-05-
18

Healthcare
Professional EEA 65-85

Years Male Atrial flutter (17d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Right ventricular failure (17d - Fatal -
Results in Death, Caused/Prolonged Hospitalisation)

COMIRNATY [TOZINAMERAN] (S - Immunisation -
n/a - [n/a - n/a - Intramuscular])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9311

click or scan

EU-EC-
10008692055

2021-05-
18

Non
Healthcare
Professional

EEA
65-85
Years Male Thrombosis (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19

immunisation - Not applicable - [1d - n/a - n/a])

9312

click or scan

EU-EC-
10008691417

2021-05-
18

Non
Healthcare
Professional

Non EEA 18-64
Years Female Cerebral thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition)

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

9313

click or scan

EU-EC-
10008690800

2021-05-
18

Healthcare
Professional EEA 65-85

Years Male Cough (n/a - Fatal - Results in Death), Nausea (n/a - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Drug withdrawn - [1d - n/a -
Intramuscular])

9314

click or scan

EU-EC-
10008690792

2021-05-
18

Non
Healthcare
Professional

EEA
More
than 85
Years

Female Death (n/a - Fatal - Results in Death), Vomiting (n/a - Recovered/Resolved - ) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - n/a - [n/a - 1{DF} - Intramuscular])

9315

click or scan

EU-EC-
10008690739

2021-05-
18

Healthcare
Professional EEA

More
than 85
Years

Male Coma (n/a - Fatal - Results in Death), Respiratory acidosis (n/a - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - 1{DF} -
Intramuscular])

9316

click or scan

EU-EC-
10008690723

2021-05-
18

Healthcare
Professional EEA

More
than 85
Years

Female Vaccination failure (30d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [22d - n/a -
Intramuscular])

9317

click or scan

EU-EC-
10008690657

2021-05-
18

Non
Healthcare
Professional

EEA 65-85
Years Male Pulmonary embolism (n/a - Fatal - Results in Death), Vascular graft thrombosis (3d - Recovered/Resolved With Sequelae - )

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [1d - 1{DF} - Intramuscular])

9318

click or scan

EU-EC-
10008690237

2021-05-
18

Non
Healthcare
Professional

EEA 65-85
Years Male

Cerebral infarction (n/a - Fatal - Results in Death), Fatigue (n/a - Not Recovered/Not Resolved - Other Medically Important
Condition), Malaise (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Nausea (n/a - Not
Recovered/Not Resolved - Other Medically Important Condition), Pneumonia (n/a - Fatal - Results in Death)

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

9319

click or scan

EU-EC-
10008690110

2021-05-
18

Non
Healthcare
Professional

Non EEA 65-85
Years Female

Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Haemoglobin decreased (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Lymphoedema (n/a - Unknown - ), Oxygen saturation decreased (n/a - Unknown -
Caused/Prolonged Hospitalisation), Peripheral swelling (n/a - Unknown - ), Swelling (n/a - Unknown - Other Medically
Important Condition)

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

9320

click or scan

EU-EC-
10008690056

2021-05-
18

Healthcare
Professional EEA

More
than 85
Years

Male Death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
- n/a - n/a])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9321

click or scan

EU-EC-
10008689675

2021-05-
18

Healthcare
Professional EEA 65-85

Years Female Acute kidney injury (n/a - Fatal - Results in Death), Blood pressure decreased (n/a - Fatal - Results in Death), Heart rate
decreased (n/a - Fatal - Results in Death)

SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - Immunisation - n/a -
[n/a - n/a - Intramuscular])

9322

click or scan

EU-EC-
10008689580

2021-05-
18

Healthcare
Professional Non EEA 65-85

Years Female
Asthenia (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal - Results
in Death), Dyspnoea (n/a - Fatal - Results in Death), Hiccups (n/a - Fatal - Results in Death), Myocardial infarction (n/a
- Fatal - Results in Death)

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

9323

click or scan

EU-EC-
10008689564

2021-05-
18

Healthcare
Professional EEA 65-85

Years Female Thrombosis (2d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - n/a - [n/a - .3mL - Intramuscular])

9324

click or scan

EU-EC-
10008689559

2021-05-
18

Healthcare
Professional Non EEA 18-64

Years Female
Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Intensive care (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),
Resuscitation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Stent placement (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation)

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

9325

click or scan

EU-EC-
10008689514

2021-05-
18

Healthcare
Professional Non EEA 65-85

Years Female Coronary angioplasty (n/a - Fatal - Results in Death), Death (n/a - Fatal - Results in Death), Dyspepsia (n/a - Fatal -
Results in Death), Intracardiac thrombus (n/a - Fatal - Results in Death)

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

9326

click or scan

EU-EC-
10008688827

2021-05-
18

Healthcare
Professional EEA 65-85

Years Female Sudden death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation -
n/a - [n/a - n/a - n/a])

9327

click or scan

EU-EC-
10008688564

2021-05-
18

Healthcare
Professional EEA 65-85

Years Female Haemorrhagic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9328

click or scan

EU-EC-
10008688093

2021-05-
18

Healthcare
Professional EEA 65-85

Years Male
Diarrhoea (1d - Fatal - Results in Death), Dyspnoea (1h - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal -
Results in Death), Pyrexia (12h - Fatal - Results in Death)

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Unknown - [n/a - .5mL - Intramuscular])

9329

click or scan

EU-EC-
10008687780

2021-05-
18

Healthcare
Professional Non EEA 18-64

Years Male
Cough (n/a - Fatal - Results in Death), Diarrhoea (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in
Death), Malaise (n/a - Fatal - Results in Death), Nasopharyngitis (n/a - Fatal - Results in Death), SARS-CoV-2 test
positive (n/a - Fatal - Results in Death)

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

9330

click or scan

EU-EC-
10008687735

2021-05-
18

Healthcare
Professional EEA 18-64

Years Male Sudden death (0d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - Not
applicable - [n/a - .3mL - Intramuscular])

9331

click or scan

EU-EC-
10008687647

2021-05-
18

Healthcare
Professional EEA 65-85

Years Female Cardiac arrest (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
- n/a - n/a])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9332

click or scan

EU-EC-
10008686216

2021-05-
18

Healthcare
Professional Non EEA 18-64

Years Female Subarachnoid haemorrhage (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - n/a - n/a])

9333

click or scan

EU-EC-
10008685235

2021-05-
18

Healthcare
Professional EEA 65-85

Years Male COVID-19 (24d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9334

click or scan

EU-EC-
10008685110

2021-05-
18

Healthcare
Professional EEA 65-85

Years Male COVID-19 (5d - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [n/a - .5mL - Intramuscular])

9335

click or scan

EU-EC-
10008684973

2021-05-
18

Non
Healthcare
Professional

EEA 65-85
Years Male Aneurysm ruptured (n/a - Fatal - Results in Death)

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- n/a - [n/a - 1{DF} - Intramuscular])

9336

click or scan

EU-EC-
10008684932

2021-05-
18

Healthcare
Professional EEA 65-85

Years Male Asthenia (0d - Fatal - Results in Death), Confusional state (0d - Fatal - Results in Death), Fatigue (0d - Fatal - Results in
Death)

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

9337

click or scan

EU-EC-
10008684796

2021-05-
18

Healthcare
Professional EEA

More
than 85
Years

Female COVID-19 (11d - Fatal - Results in Death, Other Medically Important Condition), Vaccination failure (11d - Fatal -
Results in Death, Other Medically Important Condition)

COMIRNATY COVID-19 MRNA VACCINE
(NUCLEOSIDE MODIFIED) CONCENTRATE FOR
DISPERSION FOR INJECTION [TOZINAMERAN] (S
- Immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9338

click or scan

EU-EC-
10008684391

2021-05-
18

Healthcare
Professional EEA 65-85

Years Female COVID-19 (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Vaccination failure (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)

COMIRNATY COVID-19 MRNA VACCINE
(NUCLEOSIDE MODIFIED) CONCENTRATE FOR
DISPERSION FOR INJECTION [TOZINAMERAN] (S
- Immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9339

click or scan

EU-EC-
10008684355

2021-05-
18

Healthcare
Professional EEA 65-85

Years Male
Acute myocardial infarction (n/a - Fatal - Results in Death), Arrhythmia (n/a - Fatal - Results in Death), Brain injury (n/a
- Fatal - Results in Death), Chest pain (n/a - Unknown - ), Loss of consciousness (n/a - Unknown - ), Myoclonus (n/a -
Unknown - Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - ), Pain in extremity (n/a - Unknown - ),
Postresuscitation encephalopathy (n/a - Fatal - Results in Death), Vaccination site pain (n/a - Unknown - )

COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- n/a - [n/a - 1{DF} - Intramuscular])

9340

click or scan

EU-EC-
10008684276

2021-05-
18

Healthcare
Professional EEA

More
than 85
Years

Female
COVID-19 (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (7d - Fatal - Results
in Death, Caused/Prolonged Hospitalisation), SARS-CoV-2 test positive (7d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL - n/a])

9341

click or scan

EU-EC-
10008684240

2021-05-
18

Non
Healthcare
Professional

Non EEA 65-85
Years Male

Cardio-respiratory arrest (n/a - Fatal - Results in Death), Coronary artery disease (n/a - Fatal - Results in Death), Heart
rate increased (n/a - Unknown - ), Malaise (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Tachycardia (n/a - Fatal - Results
in Death)

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

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9342

click or scan

EU-EC-
10008684184

2021-05-
18

Healthcare
Professional Non EEA 18-64

Years Male Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - n/a - n/a])

9343

click or scan

EU-EC-
10008684160

2021-05-
18

Non
Healthcare
Professional

Non EEA
More
than 85
Years

Female Arterial thrombosis (n/a - Unknown - Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - Caused/Prolonged
Hospitalisation), Sudden death (n/a - Fatal - Results in Death)

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

9344

click or scan

EU-EC-
10008683952

2021-05-
18

Healthcare
Professional Non EEA

More
than 85
Years

Female Cerebral infarction (n/a - Fatal - Results in Death, Other Medically Important Condition), Pneumonia (n/a - Fatal - Results
in Death, Other Medically Important Condition)

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

9345

click or scan

EU-EC-
10008683642

2021-05-
18

Healthcare
Professional EEA 65-85

Years Male Cardiac failure chronic (1d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - 1{DF} -
Intramuscular])

9346

click or scan

EU-EC-
10008683526

2021-05-
18

Healthcare
Professional EEA 65-85

Years Female
Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling), Fatigue (n/a - Not Recovered/Not
Resolved - ), Ischaemic stroke (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically
Important Condition), Pneumonia aspiration (n/a - Fatal - Results in Death), Vaccination site pain (3d -
Recovered/Resolved - )

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [27d - .6mL -
Intramuscular])

9347

click or scan

EU-EC-
10008683455

2021-05-
18

Healthcare
Professional EEA 65-85

Years Female
Embolism (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Gait inability (n/a - Unknown -
Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Unknown - Caused/Prolonged Hospitalisation),
Pneumonitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Pyrexia (n/a - Unknown - Caused/Prolonged
Hospitalisation)

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

9348

click or scan

EU-EC-
10008683272

2021-05-
18

Healthcare
Professional Non EEA 65-85

Years Male

Confusional state (n/a - Fatal - Results in Death), Diabetes mellitus (n/a - Fatal - Results in Death), Disorientation (n/a -
Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Hypotension (n/a - Fatal - Results in Death), Influenza
like illness (n/a - Fatal - Results in Death), Loss of consciousness (n/a - Fatal - Results in Death), Malaise (n/a - Fatal -
Results in Death), Pain (n/a - Fatal - Results in Death), Pain in extremity (n/a - Fatal - Results in Death), Somnolence
(n/a - Fatal - Results in Death)

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

9349

click or scan

EU-EC-
10008683235

2021-05-
18

Healthcare
Professional Non EEA 18-64

Years Male

Brain stem infarction (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Cerebral haemorrhage (n/a - Fatal - Results in Death), Cerebral haemorrhage (n/a - Not Recovered/Not Resolved
- Caused/Prolonged Hospitalisation, Other Medically Important Condition), Cerebral venous sinus thrombosis (n/a - Not
Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Haemorrhage
intracranial (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Headache (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Nervous system
disorder (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pain (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Platelet count decreased (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pyrexia (n/a - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Superior sagittal sinus thrombosis (n/a - Not Recovered/Not Resolved
- Caused/Prolonged Hospitalisation, Other Medically Important Condition), Thrombocytopenia (n/a - Not Recovered/Not
Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9350

click or scan

EU-EC-
10008683023

2021-05-
18

Healthcare
Professional Non EEA

More
than 85
Years

Female Cerebral infarction (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - n/a - n/a])

9351

click or scan

EU-EC-
10008682727

2021-05-
18

Non
Healthcare
Professional

EEA
More
than 85
Years

Female Aphasia (20d - Fatal - Results in Death), Behaviour disorder (20d - Fatal - Results in Death), Muscle rigidity (20d - Fatal -
Results in Death), Neurological symptom (20d - Fatal - Results in Death)

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

9352

click or scan

EU-EC-
10008682575

2021-05-
18

Healthcare
Professional EEA

More
than 85
Years

Male COVID-19 pneumonia (11d - Fatal - Results in Death), Pleural effusion (11d - Fatal - Results in Death), Respiratory
failure (11d - Fatal - Results in Death)

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

9353

click or scan

EU-EC-
10008682559

2021-05-
18

Healthcare
Professional EEA 65-85

Years Male Sudden death (0d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - n/a - [n/a - n/a - n/a])

9354

click or scan

EU-EC-
10008682548

2021-05-
18

Healthcare
Professional EEA 18-64

Years Male
Haemoperitoneum (3d - Fatal - Results in Death), Ischaemia (3d - Fatal - Results in Death), Multiple organ dysfunction
syndrome (3d - Fatal - Results in Death), Portosplenomesenteric venous thrombosis (3d - Fatal - Results in Death),
Splenomegaly (3d - Fatal - Results in Death), Thrombocytopenia (3d - Fatal - Results in Death)

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [n/a - .5mL - Intramuscular])

9355

click or scan

EU-EC-
10008682395

2021-05-
18

Healthcare
Professional EEA

More
than 85
Years

Female Asthenia (3d - Fatal - Results in Death), Condition aggravated (3d - Fatal - Results in Death), Dyspnoea (3d - Fatal -
Results in Death), Polyuria (3d - Fatal - Results in Death)

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

9356

click or scan

EU-EC-
10008682210

2021-05-
18

Non
Healthcare
Professional

EEA 65-85
Years Male Asthenia (n/a - Fatal - Results in Death), Cardiac arrest (n/a - Fatal - Results in Death), Decreased appetite (n/a - Fatal -

Results in Death), Pyrexia (n/a - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - n/a - [n/a - 1{DF} - Intramuscular])

9357

click or scan

EU-EC-
10008682161

2021-05-
18

Healthcare
Professional EEA

More
than 85
Years

Female Sudden death (0d - Fatal - Results in Death)
SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - COVID-19
immunisation - n/a - [n/a - .5mL - Intramuscular])

9358

click or scan

EU-EC-
10008682149

2021-05-
18

Healthcare
Professional EEA 18-64

Years Female Purpura (2d - Fatal - Results in Death), Sepsis (2d - Fatal - Results in Death), Thrombocytopenia (2d - Fatal - Results in
Death)

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

9359

click or scan

EU-EC-
10008680620

2021-05-
18

Healthcare
Professional EEA

More
than 85
Years

Male Sudden death (0d - Fatal - Results in Death)
SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - COVID-19
immunisation - Not applicable - [n/a - .5mL -
Intramuscular])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9360

click or scan

EU-EC-
10008680180

2021-05-
18

Healthcare
Professional EEA

More
than 85
Years

Male
Confusional state (30d - Fatal - Results in Death), Drop attacks (30d - Fatal - Results in Death), Hypoaesthesia oral (30d
- Fatal - Results in Death), Tongue paralysis (30d - Fatal - Results in Death), Transient ischaemic attack (30d - Fatal -
Results in Death)

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

9361

click or scan

EU-EC-
10008679883

2021-05-
18

Healthcare
Professional EEA

More
than 85
Years

Male Diarrhoea (0d - Fatal - Results in Death), Vomiting (0d - Fatal - Results in Death)
SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - COVID-19
immunisation - n/a - [n/a - n/a - Intramuscular])

9362

click or scan

EU-EC-
10008681339

2021-05-
17

Healthcare
Professional EEA

More
than 85
Years

Female Confusional state (15d - Fatal - Results in Death), Partial seizures (15d - Fatal - Results in Death), Psychomotor
hyperactivity (15d - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - .3mL -
Intramuscular])

9363

click or scan

EU-EC-
10008681274

2021-05-
17

Non
Healthcare
Professional

Non EEA 18-64
Years Female Death (1d - Fatal - Results in Death, Other Medically Important Condition)

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])

9364

click or scan

EU-EC-
10008681061

2021-05-
17

Healthcare
Professional EEA 65-85

Years Male Axillary vein thrombosis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Subclavian vein thrombosis (n/a
- Fatal - Results in Death, Caused/Prolonged Hospitalisation)

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

9365

click or scan

EU-EC-
10008681046

2021-05-
17

Healthcare
Professional EEA

More
than 85
Years

Female Pulmonary embolism (7d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Drug withdrawn - [1d - .3mL -
Unknown])

9366

click or scan

EU-EC-
10008681035

2021-05-
17

Healthcare
Professional EEA

More
than 85
Years

Female Mesenteric vein thrombosis (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Drug withdrawn - [1d - .3mL -
Intramuscular])

9367

click or scan

EU-EC-
10008681030

2021-05-
17

Healthcare
Professional EEA 65-85

Years Female Pulmonary embolism (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Drug withdrawn - [1d - .3mL -
Intramuscular])

9368

click or scan

EU-EC-
10008680754

2021-05-
17

Healthcare
Professional EEA 65-85

Years Female
Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling), Immune thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling)

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

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9369

click or scan

EU-EC-
10008680337

2021-05-
17

Healthcare
Professional Non EEA 18-64

Years Female Completed suicide (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - n/a - n/a])

9370

click or scan

EU-EC-
10008680203

2021-05-
17

Non
Healthcare
Professional

EEA 65-85
Years Male Cerebrovascular accident (4d - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL -
Parenteral])

9371

click or scan

EU-EC-
10008679781

2021-05-
17

Healthcare
Professional Non EEA 18-64

Years Male
Bell's palsy (n/a - Fatal - Results in Death, Other Medically Important Condition), Facial paralysis (n/a - Unknown - Other
Medically Important Condition), Facial paresis (n/a - Unknown - Other Medically Important Condition), Fatigue (n/a -
Unknown - ), Headache (n/a - Unknown - ), Myalgia (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Taste disorder (n/a -
Unknown - Other Medically Important Condition)

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

9372

click or scan

EU-EC-
10008679777

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Male
Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Dyspnoea (n/a - Not Recovered/Not
Resolved - Caused/Prolonged Hospitalisation), Myocardial ischaemia (n/a - Fatal - Results in Death), Respiratory distress
(n/a - Unknown - Caused/Prolonged Hospitalisation)

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

9373

click or scan

EU-EC-
10008679709

2021-05-
17

Healthcare
Professional Non EEA

More
than 85
Years

Male
Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Cerebrovascular accident (n/a - Unknown - Caused/Prolonged Hospitalisation), Seizure (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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

9374

click or scan

EU-EC-
10008679674

2021-05-
17

Healthcare
Professional EEA 65-85

Years Female Intracardiac thrombus (n/a - Fatal - Results in Death, Life Threatening)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Unknown - [n/a - 1{DF} -
Intramuscular])

9375

click or scan

EU-EC-
10008679635

2021-05-
17

Non
Healthcare
Professional

Non EEA Not
Specified Female Exposure during pregnancy (n/a - Fatal - Results in Death), Thrombosis (n/a - Fatal - Results in Death, Other Medically

Important Condition)

COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Dose not changed -
[n/a - n/a - Intramuscular])

9376

click or scan

EU-EC-
10008679574

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Male

Bradycardia (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other
Medically Important Condition), Diarrhoea (n/a - Unknown - ), Fall (n/a - Unknown - ), Malaise (n/a - Unknown - ),
Mydriasis (n/a - Unknown - ), Myocardial necrosis marker increased (n/a - Unknown - Other Medically Important Condition),
Pulse absent (n/a - Unknown - ), Pupil fixed (n/a - Unknown - Other Medically Important Condition), Syncope (n/a -
Unknown - Other Medically Important Condition), Unresponsive to stimuli (n/a - Unknown - Other Medically Important
Condition), Vomiting (n/a - Unknown - )

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])

9377

click or scan

EU-EC-
10008679461

2021-05-
17

Healthcare
Professional Non EEA

More
than 85
Years

Male

COVID-19 (2mo - Unknown - Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Cardiac failure (n/a - Unknown - Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonitis (n/a - Unknown - Caused/Prolonged
Hospitalisation), Renal failure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Respiratory failure (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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])

9378

click or scan

EU-EC-
10008679458

2021-05-
17

Healthcare
Professional EEA 65-85

Years Male Cardiac failure (0d - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [n/a - .5mL - Intramuscular])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9379
click or scan

EU-EC-
10008679229

2021-05-
17

Healthcare
Professional

Non EEA 65-85
Years

Male
Acute myocardial infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Bradycardia (n/a - Unknown - ), Corneal lesion (n/a - Unknown - ), Diarrhoea (n/a - Unknown - ), Fibrin D dimer
increased (n/a - Fatal - Results in Death), Hyperhidrosis (n/a - Unknown - ), Hypotension (n/a - Unknown - ), Platelet
disorder (n/a - Unknown - ), Sinus arrest (n/a - Unknown - ), Vision blurred (n/a - Unknown - ), Vomiting (n/a - Unknown - )

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

9380

click or scan

EU-EC-
10008679064

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Female Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)
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])

9381

click or scan

EU-EC-
10008678787

2021-05-
17

Healthcare
Professional Non EEA

More
than 85
Years

Female Sepsis (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - n/a - n/a])

9382

click or scan

EU-EC-
10008678371

2021-05-
17

Healthcare
Professional EEA 65-85

Years Female Body temperature increased (n/a - Fatal - Results in Death), Cough (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal
- Results in Death), Fatigue (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death)

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

9383

click or scan

EU-EC-
10008678368

2021-05-
17

Healthcare
Professional EEA 65-85

Years Female COVID-19 (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), COVID-19 pneumonia (n/a - Fatal - Results
in Death, Caused/Prolonged Hospitalisation)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9384

click or scan

EU-EC-
10008678341

2021-05-
17

Healthcare
Professional Non EEA

More
than 85
Years

Female Adverse event (n/a - Unknown - Caused/Prolonged Hospitalisation), Death (1d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition)

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

9385

click or scan

EU-EC-
10008678226

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Male Cough (n/a - Unknown - ), Death (n/a - Fatal - Results in Death), Pneumonitis (n/a - Unknown - Other Medically Important
Condition)

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

9386

click or scan

EU-EC-
10008678217

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Male Chest pain (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Peripheral swelling (n/a - Fatal -
Results in Death), Tachycardia (n/a - Fatal - Results in Death)

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

9387

click or scan

EU-EC-
10008678211

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Male Myocardial infarction (1d - Fatal - Results in Death, Other Medically Important Condition), Pulmonary oedema (n/a - Fatal
- Results in Death, Other Medically Important Condition)

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

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9388

click or scan

EU-EC-
10008677332

2021-05-
17

Healthcare
Professional EEA 65-85

Years Female
COVID-19 (n/a - Fatal - Results in Death, Other Medically Important Condition), Multiple organ dysfunction syndrome
(n/a - Fatal - Results in Death, Other Medically Important Condition), Sepsis syndrome (n/a - Fatal - Results in Death,
Other Medically Important Condition), Vaccination failure (n/a - Fatal - Results in Death, Other Medically Important
Condition)

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

9389

click or scan

EU-EC-
10008677313

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Male Concomitant disease aggravated (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a -
Fatal - Results in Death), Somnolence (n/a - Fatal - Results in Death)

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

9390

click or scan

EU-EC-
10008677259

2021-05-
17

Non
Healthcare
Professional

Non EEA
More
than 85
Years

Female

Cardiac failure (n/a - Unknown - Results in Death, Other Medically Important Condition), Death (n/a - Fatal - Results in
Death, Other Medically Important Condition), Decreased appetite (n/a - Unknown - Results in Death, Other Medically
Important Condition), Pericardial effusion (n/a - Unknown - Results in Death, Other Medically Important Condition),
Pulmonary oedema (n/a - Unknown - Results in Death, Other Medically Important Condition), Renal impairment (n/a -
Unknown - Results in Death, Other Medically Important Condition)

COVID-19 VACCINE JANSSEN (AD26.COV2.S)
[COVID-19 VACCINE JANSSEN (AD26.COV2.S)] (S -
Immunisation - Not applicable - [n/a - .5mL -
Intramuscular])

9391

click or scan

EU-EC-
10008677206

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Female
COVID-19 (n/a - Unknown - Other Medically Important Condition), Death (n/a - Fatal - Results in Death, Other Medically
Important Condition), Drug ineffective (n/a - Unknown - Other Medically Important Condition), Pneumonitis (n/a - Not
Recovered/Not Resolved - Other Medically Important Condition)

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

9392

click or scan

EU-EC-
10008676934

2021-05-
17

Non
Healthcare
Professional

Non EEA
Not
Specified Male Thrombosis (n/a - Fatal - Results in Death)

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

9393

click or scan

EU-EC-
10008676779

2021-05-
17

Healthcare
Professional EEA 65-85

Years Male Influenza like illness (n/a - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - n/a - [n/a - n/a -
n/a])

9394

click or scan

EU-EC-
10008676684

2021-05-
17

Healthcare
Professional EEA 65-85

Years Female Pulmonary embolism (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [n/a
- n/a - n/a])

9395

click or scan

EU-EC-
10008676651

2021-05-
17

Non
Healthcare
Professional

EEA 18-64
Years Female

Circulatory collapse (n/a - Fatal - Results in Death), Cyanosis central (n/a - Fatal - Results in Death, Other Medically
Important Condition), Dyspnoea (n/a - Fatal - Results in Death), Dyspnoea (n/a - Fatal - Results in Death, Other
Medically Important Condition), Hypersensitivity (n/a - Fatal - Results in Death), Incorrect route of product administration
(n/a - Unknown - ), Loss of consciousness (n/a - Fatal - Results in Death), Skin discolouration (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 - [1d
- n/a - Intramuscular])

9396

click or scan

EU-EC-
10008676625

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Female

Brain death (n/a - Unknown - Other Medically Important Condition), Brain injury (n/a - Unknown - Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Brain oedema (n/a - Unknown - Caused/Prolonged Hospitalisation,
Other Medically Important Condition), Cardiac arrest (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Death (n/a - Fatal - Results in Death, Other Medically Important Condition), Hypotension (n/a -
Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pneumonia aspiration (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Pulmonary oedema (n/a - Unknown -
Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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

9397

click or scan

EU-EC-
10008676623

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Male Cerebrovascular accident (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - n/a - n/a])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9398

click or scan

EU-EC-
10008676550

2021-05-
17

Healthcare
Professional Non EEA

More
than 85
Years

Female Brain injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Not Recovered/Not
Resolved - Caused/Prolonged Hospitalisation)

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

9399

click or scan

EU-EC-
10008675929

2021-05-
17

Healthcare
Professional EEA

More
than 85
Years

Female General physical health deterioration (11d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - 1{DF} -
Intramuscular])

9400

click or scan

EU-EC-
10008675928

2021-05-
17

Healthcare
Professional EEA 18-64

Years Male Pulmonary embolism (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Fatal - Results in Death),
Thrombophlebitis (n/a - Fatal - Results in Death)

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [1d - 1{DF} - Intramuscular])

9401

click or scan

EU-EC-
10008675921

2021-05-
17

Healthcare
Professional EEA 18-64

Years Male Sudden death (1d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - 1{DF} -
Intramuscular])

9402

click or scan

EU-EC-
10008675870

2021-05-
17

Healthcare
Professional EEA

More
than 85
Years

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

9403

click or scan

EU-EC-
10008675869

2021-05-
17

Healthcare
Professional EEA 65-85

Years Female COVID-19 (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - n/a - [n/a - 1{DF} - Intramuscular])

9404

click or scan

EU-EC-
10008675841

2021-05-
17

Healthcare
Professional EEA 65-85

Years Female

Acute respiratory distress syndrome (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Atrial fibrillation (n/a
- Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation), Cardio-respiratory arrest (9d - Fatal - Results in Death,
Caused/Prolonged Hospitalisation), Depressed level of consciousness (9d - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Hypoxia (9d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Ischaemic stroke (9d - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Pyelonephritis acute (9d - Fatal - Results in Death)

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

9405

click or scan

EU-EC-
10008675542

2021-05-
17

Non
Healthcare
Professional

Non EEA Not
Specified Female Death (n/a - Fatal - Results in Death)

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

9406

click or scan

EU-EC-
10008675268

2021-05-
17

Healthcare
Professional EEA 65-85

Years Male Cardio-respiratory arrest (1d - Fatal - Results in Death), Chest pain (1d - Fatal - Results in Death), Dyspnoea (1d - Fatal -
Results in Death), Loss of consciousness (1d - Fatal - Results in Death), Malaise (1d - Fatal - Results in Death)

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

9407

click or scan

EU-EC-
10008675208

2021-05-
17

Healthcare
Professional EEA 65-85

Years Male Sudden death (1d - Fatal - Results in Death)
SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - COVID-19
immunisation - Not applicable - [1d - 1{DF} -
Intramuscular])

9408

click or scan

EU-EC-
10008675201

2021-05-
17

Healthcare
Professional EEA

More
than 85
Years

Female Vaccination failure (16d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - n/a - [1d - 1{DF} - Intramuscular])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9409

click or scan

EU-EC-
10008675119

2021-05-
17

Healthcare
Professional EEA

More
than 85
Years

Male Acute coronary syndrome (n/a - Fatal - Results in Death), Chest pain (n/a - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - 1{DF} -
Intramuscular])

9410

click or scan

EU-EC-
10008675073

2021-05-
17

Healthcare
Professional EEA 65-85

Years Female Vaccination failure (n/a - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [22d - .3mL -
Intramuscular])

9411

click or scan

EU-EC-
10008675040

2021-05-
17

Healthcare
Professional EEA 65-85

Years Male Cardiac failure (5d - Fatal - Results in Death), Cardio-respiratory arrest (5d - Fatal - Results in Death)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Drug withdrawn - [1d - .5mL - Intramuscular])

9412

click or scan

EU-EC-
10008674993

2021-05-
17

Healthcare
Professional EEA

More
than 85
Years

Female Vaccination failure (n/a - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Drug withdrawn - [22d - .6mL -
Intramuscular])

9413

click or scan

EU-EC-
10008674960

2021-05-
17

Healthcare
Professional EEA

More
than 85
Years

Male Vaccination failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - 2{DF} -
Intramuscular])

9414

click or scan

EU-EC-
10008674404

2021-05-
17

Healthcare
Professional Non EEA

More
than 85
Years

Female

Arthralgia (n/a - Not Recovered/Not Resolved - ), COVID-19 pneumonia (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Chills (n/a - Not Recovered/Not Resolved - ), Fatigue (n/a - Unknown
- ), Headache (n/a - Recovered/Resolved - ), Myalgia (n/a - Recovering/Resolving - ), Nasopharyngitis (n/a - Not
Recovered/Not Resolved - ), Pyrexia (n/a - Recovering/Resolving - ), Sneezing (n/a - Unknown - ), Vaccination site pain (n/a -
Recovering/Resolving - )

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

9415

click or scan

EU-EC-
10008674258

2021-05-
17

Healthcare
Professional EEA 65-85

Years Male

Acute kidney injury (n/a - Fatal - Results in Death), C-reactive protein increased (n/a - Fatal - Results in Death),
Dyspnoea (n/a - Fatal - Results in Death), Embolism (n/a - Fatal - Results in Death), Escherichia sepsis (n/a - Fatal -
Results in Death), Fibrin D dimer increased (n/a - Fatal - Results in Death), Gallbladder enlargement (n/a - Fatal - Results
in Death), General physical health deterioration (n/a - Fatal - Results in Death), Hyperuricaemia (n/a - Fatal - Results in
Death), Left ventricular hypertrophy (n/a - Fatal - Results in Death), Leukopenia (n/a - Fatal - Results in Death), Liver
function test increased (n/a - Fatal - Results in Death), Liver injury (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal -
Results in Death), Renal cyst (n/a - Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death)

SPIKEVAX [COVID-19 MRNA VACCINE
MODERNA (CX-024414)] (S - n/a - n/a - [n/a - n/a -
Intramuscular])

9416

click or scan

EU-EC-
10008674159

2021-05-
17

Non
Healthcare
Professional

Non EEA 65-85
Years Female Cerebral haemorrhage (67d - Fatal - Results in Death, Other Medically Important Condition)

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])

9417

click or scan

EU-EC-
10008674115

2021-05-
17

Healthcare
Professional EEA 65-85

Years Male Death (n/a - Fatal - Results in Death), Haematemesis (n/a - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
- n/a - n/a])

9418

click or scan

EU-EC-
10008673459

2021-05-
17

Non
Healthcare
Professional

Non EEA Not
Specified Male

Cerebrovascular accident (n/a - Unknown - Results in Death, Other Medically Important Condition), Death (n/a - Fatal -
Results in Death, Other Medically Important Condition), Inappropriate schedule of product administration (n/a - Unknown
- Results in Death, Other Medically Important Condition)

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

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9419

click or scan

EU-EC-
10008672785

2021-05-
17

Healthcare
Professional EEA 65-85

Years Male Arterial occlusive disease (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [n/a - .5mL - n/a])

9420

click or scan

EU-EC-
10008672407

2021-05-
17

Healthcare
Professional EEA

More
than 85
Years

Female Sudden death (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - Immunisation -
n/a - [n/a - n/a - n/a])

9421

click or scan

EU-EC-
10008672373

2021-05-
17

Healthcare
Professional EEA 65-85

Years Male Mesenteric vascular occlusion (n/a - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a
- n/a - n/a])

9422

click or scan

EU-EC-
10008672218

2021-05-
17

Healthcare
Professional EEA 65-85

Years Male Sudden death (0d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - Not
applicable - [n/a - .3mL - Intramuscular])

9423

click or scan

EU-EC-
10008672004

2021-05-
17

Healthcare
Professional EEA 65-85

Years Female Death (n/a - Fatal - Results in Death), Exposure to SARS-CoV-2 (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL - n/a])

9424

click or scan

EU-EC-
10008671931

2021-05-
17

Healthcare
Professional Non EEA

More
than 85
Years

Female Concomitant disease progression (n/a - Fatal - Results in Death), Fall (n/a - Fatal - Results in Death), Peripheral swelling
(n/a - Fatal - Results in Death)

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

9425

click or scan

EU-EC-
10008671924

2021-05-
17

Healthcare
Professional Non EEA 65-85

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

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

9426

click or scan

EU-EC-
10008671040

2021-05-
17

Healthcare
Professional EEA 18-64

Years Male Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [n/a - .5mL - Intramuscular])

9427

click or scan

EU-EC-
10008670794

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Male Dyspnoea (n/a - Fatal - Results in Death), Oedema peripheral (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - n/a - n/a])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9428

click or scan

EU-EC-
10008670679

2021-05-
17

Healthcare
Professional EEA

More
than 85
Years

Male

Acute kidney injury (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Deep vein thrombosis (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Erythema (n/a - Unknown - Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Feeling hot (n/a - Unknown - Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Fluid overload (n/a - Not Recovered/Not Resolved - Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Lung consolidation (n/a - Unknown - Life
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Muscular weakness (n/a - Unknown -
Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Peripheral swelling (n/a -
Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Respiratory distress
(n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Sepsis (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Urine output decreased (n/a - Not Recovered/Not Resolved - Life
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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

9429

click or scan

EU-EC-
10008669283

2021-05-
17

Healthcare
Professional EEA 18-64

Years Male
Death (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in Death), Insomnia (n/a - Fatal - Results in Death),
Thrombosis (n/a - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [22d
- n/a - Intramuscular])

9430

click or scan

EU-EC-
10008669019

2021-05-
17

Healthcare
Professional EEA

More
than 85
Years

Male Breath sounds abnormal (n/a - Fatal - Results in Death), Cardiac death (n/a - Fatal - Results in Death), Dyspnoea (n/a -
Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [1d -
n/a - Intramuscular])

9431

click or scan

EU-EC-
10008668798

2021-05-
17

Healthcare
Professional Non EEA Not

Specified Male Dyspnoea (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - n/a - n/a])

9432

click or scan

EU-EC-
10008668797

2021-05-
17

Non
Healthcare
Professional

EEA 65-85
Years Male

Angiopathy (n/a - Fatal - Results in Death), Brain oedema (n/a - Fatal - Results in Death), Cerebrovascular accident (n/a -
Fatal - Results in Death), Coma (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important
Condition), Depressed level of consciousness (n/a - Unknown - Other Medically Important Condition), Gait disturbance (n/a -
Unknown - Caused/Prolonged Hospitalisation), General physical health deterioration (n/a - Unknown - Other Medically
Important Condition), Pleural effusion (n/a - Unknown - ), Pyrexia (n/a - Unknown - ), Respiratory failure (n/a - Fatal -
Results in Death), Speech disorder (n/a - Unknown - )

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

9433

click or scan

EU-EC-
10008668787

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Female Hypophagia (n/a - Fatal - Results in Death), Pneumonia aspiration (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal -
Results in Death)

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

9434

click or scan

EU-EC-
10008668404

2021-05-
17

Healthcare
Professional EEA 65-85

Years Male Asthenia (n/a - Fatal - Results in Death), Cardiac failure (n/a - Fatal - Results in Death), Fatigue (n/a - Fatal - Results in
Death), General physical health deterioration (n/a - Fatal - Results in Death), Pyrexia (n/a - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - n/a - n/a - [1d -
n/a - Intramuscular])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9435

click or scan

EU-EC-
10008668399

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Male

Anticoagulation drug level below therapeutic (9d - Fatal - Results in Death, Other Medically Important Condition), Atrial
fibrillation (n/a - Fatal - Results in Death, Other Medically Important Condition), Autoscopy (n/a - Fatal - Results in
Death, Other Medically Important Condition), Cerebral infarction (n/a - Unknown - Other Medically Important Condition),
Cerebral thrombosis (n/a - Unknown - Other Medically Important Condition), Cerebrovascular accident (4d - Fatal - Results
in Death, Other Medically Important Condition), Cognitive disorder (n/a - Fatal - Results in Death, Other Medically
Important Condition), Confusional state (n/a - Fatal - Results in Death, Other Medically Important Condition), Delirium
(n/a - Fatal - Results in Death, Other Medically Important Condition), Haemorrhage (n/a - Fatal - Results in Death,
Other Medically Important Condition), Headache (4d - Fatal - Results in Death, Other Medically Important Condition),
Hemiparesis (n/a - Fatal - Results in Death, Other Medically Important Condition), Inappropriate schedule of product
administration (n/a - Unknown - ), Off label use (n/a - Unknown - ), Oxygen saturation decreased (n/a - Unknown - Other
Medically Important Condition), Pain (n/a - Fatal - Results in Death, Other Medically Important Condition), Platelet count
decreased (n/a - Not Recovered/Not Resolved - ), Pulmonary haemorrhage (n/a - Unknown - Other Medically Important
Condition), Pulmonary oedema (n/a - Fatal - Results in Death, Other Medically Important Condition), Renal impairment
(n/a - Fatal - Results in Death, Other Medically Important Condition), Somnolence (n/a - Unknown - Other Medically
Important Condition), Thrombocytopenia (n/a - Unknown - Other Medically Important Condition), Transient ischaemic
attack (n/a - Unknown - Other Medically Important Condition), Vertebral artery stenosis (n/a - Unknown - Other Medically
Important Condition)

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

9436

click or scan

EU-EC-
10008668357

2021-05-
17

Healthcare
Professional Non EEA

More
than 85
Years

Male Dyspnoea (n/a - Unknown - ), Pneumonitis (n/a - Fatal - Results in Death, Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - n/a - n/a])

9437

click or scan

EU-EC-
10008668342

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Female Cerebral haemorrhage (n/a - Fatal - Results in Death) TOZINAMERAN [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - n/a - n/a])

9438

click or scan

EU-EC-
10008667965

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Male
Atrial flutter (4d - Recovered/Resolved - Caused/Prolonged Hospitalisation), Cardiac arrest (n/a - Fatal - Results in Death),
Fatigue (n/a - Unknown - ), Palpitations (n/a - Unknown - Caused/Prolonged Hospitalisation), Pericardial effusion (n/a -
Unknown - Caused/Prolonged Hospitalisation)

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

9439

click or scan

EU-EC-
10008667713

2021-05-
17

Healthcare
Professional Non EEA

More
than 85
Years

Female
Asthenia (n/a - Unknown - ), General physical health deterioration (n/a - Fatal - Results in Death, Other Medically
Important Condition), Hypotension (n/a - Unknown - ), Malaise (n/a - Unknown - ), Myocardial infarction (n/a - Fatal -
Results in Death, Other Medically Important Condition), Nausea (n/a - Unknown - ), Retching (n/a - Unknown - )

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

9440

click or scan

EU-EC-
10008667696

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Female Myocardial infarction (n/a - Fatal - Results in Death, Other Medically Important Condition)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a -
n/a - Intramuscular])

9441

click or scan

EU-EC-
10008667694

2021-05-
17

Healthcare
Professional Non EEA 65-85

Years Male Adverse event following immunisation (n/a - Fatal - Results in Death)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a -
n/a - Intramuscular])

9442

click or scan

EU-EC-
10008667553

2021-05-
17

Healthcare
Professional EEA 65-85

Years Female Respiratory failure (47d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - n/a - [n/a - .3mL - Intramuscular])

# 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])

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

C
re

at
ed

 b
y:

 h
ttp

s:
//t

.m
e/

D
at

en
A

na
ly

se
Pr

og
ra

m
m

ie
re

n 
| D

at
a 

So
ur

ce
: E

ud
ra

V
ig

ila
nc

e 
w

w
w

.a
dr

re
po

rt
s.

eu
 | 

D
at

e:
 0

9-
10

-2
02

1

Filtered by "Seriousness Criteria": "Results in Death" Page 993 of 1647



9443

click or scan

EU-EC-
10008667521

2021-05-
17

Healthcare
Professional EEA

18-64
Years Male Dyspnoea (n/a - Fatal - Results in Death), Oxygen saturation decreased (n/a - Fatal - Results in Death), Pyrexia (n/a -

Fatal - Results in Death), Respiratory failure (n/a - Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9444

click or scan

EU-EC-
10008666784

2021-05-
16

Healthcare
Professional Non EEA 65-85

Years Female Cerebral infarction (n/a - Fatal - Results in Death, Other Medically Important Condition) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [1d - n/a - n/a])

9445

click or scan

EU-EC-
10008665980

2021-05-
16

Healthcare
Professional Non EEA 65-85

Years Female
Deep vein thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Fall (n/a - Unknown - Other
Medically Important Condition), Pain in extremity (n/a - Unknown - ), Pulmonary embolism (n/a - Fatal - Results in
Death, Other Medically Important Condition), Unresponsive to stimuli (n/a - Unknown - Other Medically Important
Condition)

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

9446

click or scan

EU-EC-
10008665089

2021-05-
15

Non
Healthcare
Professional

EEA 65-85
Years Male

Flushing (n/a - Not Recovered/Not Resolved - Other Medically Important Condition), Influenza like illness (n/a - Not
Recovered/Not Resolved - ), Muscle spasms (n/a - Not Recovered/Not Resolved - ), Peripheral swelling (n/a - Not
Recovered/Not Resolved - Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death)

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

9447

click or scan

EU-EC-
10008663530

2021-05-
15

Healthcare
Professional Non EEA 65-85

Years Male

Acute kidney injury (n/a - Unknown - Results in Death), Anuria (n/a - Unknown - Results in Death), Aortic thrombosis
(6d - Fatal - Results in Death), Blister (n/a - Unknown - Results in Death), Bradycardia (n/a - Not Recovered/Not
Resolved - Results in Death), COVID-19 pneumonia (n/a - Not Recovered/Not Resolved - Results in Death), Cardiogenic
shock (n/a - Not Recovered/Not Resolved - Results in Death), Distributive shock (n/a - Not Recovered/Not Resolved -
Results in Death), Hyperkalaemia (n/a - Unknown - Results in Death), Hypotension (n/a - Not Recovered/Not Resolved -
Results in Death), Iliac artery occlusion (n/a - Unknown - Results in Death), Livedo reticularis (n/a - Unknown - Results
in Death), Peripheral ischaemia (n/a - Not Recovered/Not Resolved - Results in Death), Renal artery occlusion (n/a -
Unknown - Results in Death), Renal atrophy (n/a - Unknown - Results in Death), Renal infarct (n/a - Not Recovered/Not
Resolved - Results in Death), Tension (n/a - Unknown - Results in Death), Thrombocytopenia (n/a - Unknown - Results
in Death), Thrombosis in device (n/a - Unknown - Results in Death), Vasoplegia syndrome (n/a - Unknown - Results in
Death)

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])

9448

click or scan

EU-EC-
10008663461

2021-05-
15

Non
Healthcare
Professional

Non EEA 65-85
Years Female Pulmonary embolism (n/a - Unknown - Results in Death), Thrombosis (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 - n/a])

9449

click or scan

EU-EC-
10008663256

2021-05-
15

Healthcare
Professional Non EEA 18-64

Years Male Circulatory collapse (n/a - Unknown - Results in Death), Pulmonary embolism (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 - [1d
- 1{DF} - n/a])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9450

click or scan

EU-EC-
10008663217

2021-05-
15

Healthcare
Professional Non EEA 18-64

Years Male

Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),
Confusional state (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Dysarthria (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Extensor plantar response (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Haemorrhage intracranial (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Headache (2wk - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Hydrocephalus (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Mydriasis (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Photophobia (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Slow speech (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Somnolence (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation), Vomiting (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation)

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

9451

click or scan

EU-EC-
10008662875

2021-05-
15

Non
Healthcare
Professional

Non EEA 18-64
Years Female Deep vein thrombosis (4d - Fatal - Results in Death), Gout (n/a - Not Recovered/Not Resolved - Results in Death), Pain

in extremity (n/a - Not Recovered/Not Resolved - Results in Death)

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])

9452

click or scan

EU-EC-
10008661869

2021-05-
15

Non
Healthcare
Professional

Non EEA 18-64
Years Female

Aortic embolus (n/a - Fatal - Results in Death), Headache (n/a - Not Recovered/Not Resolved - Results in Death), Pain in
extremity (n/a - Not Recovered/Not Resolved - Results in Death), Vomiting (n/a - Not Recovered/Not Resolved - Results
in Death)

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

9453

click or scan

EU-EC-
10008661866

2021-05-
15

Healthcare
Professional Non EEA 18-64

Years Male
Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death), Peripheral swelling (n/a - Not Recovered/Not Resolved -
Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death), Thrombocytopenia (n/a - Not Recovered/Not
Resolved - Results in Death)

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

9454

click or scan

EU-EC-
10008661864

2021-05-
15

Non
Healthcare
Professional

Non EEA 18-64
Years Female Deep vein thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important

Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition)

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

9455

click or scan

EU-EC-
10008661833

2021-05-
15

Healthcare
Professional Non EEA Not

Specified Female

Extremity necrosis (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling,
Other Medically Important Condition), Peripheral ischaemia (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Retinal 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), Thrombosis (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Disabling, Other Medically Important Condition), Venous haemorrhage (n/a - Unknown - Results in Death,
Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition)

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

9456

click or scan

EU-EC-
10008661751

2021-05-
15

Healthcare
Professional Non EEA

More
than 85
Years

Male Death (n/a - Fatal - Results in Death)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a -
n/a - n/a])

9457

click or scan

EU-EC-
10008661378

2021-05-
15

Healthcare
Professional Non EEA 65-85

Years Male Cardiac arrest (n/a - Unknown - Other Medically Important Condition), Death (1d - Unknown - Other Medically Important
Condition)

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

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9458

click or scan

EU-EC-
10008661241

2021-05-
15

Healthcare
Professional Non EEA 65-85

Years Female Dyspnoea (n/a - Unknown - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a -
n/a - n/a])

9459

click or scan

EU-EC-
10008660911

2021-05-
15

Healthcare
Professional Non EEA 18-64

Years Male

Cardiomegaly (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Congestive cardiomyopathy (n/a -
Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Cyanosis (n/a - Unknown - Results in
Death, Caused/Prolonged Hospitalisation), Feeding disorder (n/a - Unknown - Results in Death, Caused/Prolonged
Hospitalisation), Flushing (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Hyperhidrosis (n/a -
Unknown - Results in Death, Caused/Prolonged Hospitalisation), Nausea (n/a - Unknown - Results in Death,
Caused/Prolonged Hospitalisation), Retching (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Sepsis
(n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Ventricular hypertrophy (n/a - Fatal - Results in
Death, Caused/Prolonged Hospitalisation), Vomiting (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation)

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

9460

click or scan

EU-EC-
10008660863

2021-05-
15

Non
Healthcare
Professional

Non EEA 65-85
Years Female Arterial thrombosis (n/a - Unknown - Results in Death), Myocardial infarction (n/a - Fatal - Results in Death)

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])

9461

click or scan

EU-EC-
10008660837

2021-05-
15

Healthcare
Professional Non EEA 65-85

Years Male Death (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 - n/a])

9462

click or scan

EU-EC-
10008660831

2021-05-
15

Healthcare
Professional Non EEA 18-64

Years Male Sudden death (n/a - Fatal - Results in Death, Other Medically Important Condition)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [1d - n/a - n/a])

9463

click or scan

EU-EC-
10008660808

2021-05-
15

Healthcare
Professional Non EEA 18-64

Years Male
Cardiac arrest (n/a - Unknown - Caused/Prolonged Hospitalisation), Deep vein thrombosis (n/a - Fatal - Results in Death,
Other Medically Important Condition), Pulmonary embolism (n/a - Fatal - Results in Death, Other Medically Important
Condition)

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

9464

click or scan

EU-EC-
10008660670

2021-05-
15

Healthcare
Professional Non EEA 18-64

Years Male Pulmonary embolism (n/a - Fatal - Results in Death)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [1d - 1{DF} - n/a])

9465

click or scan

EU-EC-
10008660640

2021-05-
15

Non
Healthcare
Professional

Non EEA 65-85
Years Female

Chest pain (n/a - Unknown - Results in Death), Chronic respiratory disease (n/a - Fatal - Results in Death), Dyspnoea
(n/a - Unknown - Results in Death), Feeling abnormal (n/a - Unknown - Results in Death), Loss of consciousness (n/a -
Not Recovered/Not Resolved - Results in Death), Pain (n/a - Unknown - Results in Death)

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

9466

click or scan

EU-EC-
10008659771

2021-05-
15

Non
Healthcare
Professional

Non EEA
More
than 85
Years

Female Pneumonia (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Unknown - Results in Death)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Not applicable - [1d
- n/a - n/a])

9467

click or scan

EU-EC-
10008659759

2021-05-
15

Non
Healthcare
Professional

Non EEA 18-64
Years Male Sudden death (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 - n/a])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9468

click or scan

EU-EC-
10008659755

2021-05-
15

Non
Healthcare
Professional

Non EEA Not
Specified Male

Abdominal discomfort (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged
Hospitalisation, Other Medically Important Condition), Abdominal pain upper (n/a - Not Recovered/Not Resolved - Results
in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Confusional state (n/a
- Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Constipation (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Decreased appetite (n/a - Unknown - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition), Illness (n/a - Not
Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically
Important Condition), Urinary tract infection (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Other Medically Important Condition), Volvulus (8d - Fatal - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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

9469

click or scan

EU-EC-
10008659753

2021-05-
15

Non
Healthcare
Professional

Non EEA 18-64
Years Female Cerebral venous thrombosis (n/a - Fatal - Results in Death), Malaise (n/a - Unknown - Results in Death), Platelet count

decreased (n/a - Unknown - Results in Death)

COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [n/a - 1{DF} - n/a])

9470

click or scan

EU-EC-
10008659752

2021-05-
15

Healthcare
Professional Non EEA 65-85

Years Female Acute hepatic failure (n/a - Fatal - Results in Death), Hepatitis acute (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 - [1d
- n/a - n/a])

9471

click or scan

EU-EC-
10008659720

2021-05-
15

Healthcare
Professional Non EEA 18-64

Years Male Chest pain (n/a - Not Recovered/Not Resolved - Results in Death), Multiple organ dysfunction syndrome (1d - Fatal -
Results in Death), Myocardial infarction (1d - Recovered/Resolved - Results in Death)

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

9472

click or scan

EU-EC-
10008659387

2021-05-
15

Healthcare
Professional Non EEA 18-64

Years Male

Blindness unilateral (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
Cerebral haemorrhage (2d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling),
Cerebral venous sinus thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling), Headache (8d - Recovered/Resolved - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling), Hemiparesis (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling), Hydrocephalus (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling), Hypertension (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling), Pupil fixed (n/a - Not Recovered/Not Resolved - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling), Pupils unequal (n/a - Unknown - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling), Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results
in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling), Vomiting (8d - Recovered/Resolved - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling)

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

9473

click or scan

EU-EC-
10008659364

2021-05-
15

Healthcare
Professional Non EEA 65-85

Years Female

Cerebral artery occlusion (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Haemorrhagic
transformation stroke (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation),
Hemiparesis (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Ischaemic stroke (n/a - Not
Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation), Peripheral artery occlusion (n/a - Unknown
- Results in Death, Caused/Prolonged Hospitalisation), Sepsis (n/a - Fatal - Results in Death, Caused/Prolonged
Hospitalisation), Thrombocytopenia (n/a - Not Recovered/Not Resolved - 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 - [1d - n/a - n/a])

9474

click or scan

EU-EC-
10008659310

2021-05-
15

Healthcare
Professional Non EEA 18-64

Years Female Cerebral haemorrhage (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Thrombocytopenia (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 - [0d - n/a - n/a])

9475

click or scan

EU-EC-
10008657478

2021-05-
15

Healthcare
Professional Non EEA 18-64

Years Female
Apnoea (n/a - Fatal - Results in Death, Other Medically Important Condition), Cardiac arrest (n/a - Fatal - Results in
Death, Other Medically Important Condition), Pulse absent (n/a - Fatal - Results in Death), Unresponsive to stimuli (n/a -
Fatal - Results in Death, Other Medically Important Condition), Ventricular tachycardia (n/a - Fatal - Results in Death,
Other Medically Important Condition)

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])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9476

click or scan

EU-EC-
10008656742

2021-05-
15

Healthcare
Professional Non EEA 18-64

Years Female

Brain oedema (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
Medically Important Condition), Cavernous sinus thrombosis (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Cerebral artery thrombosis (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition), Cerebral mass effect (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Cerebrovascular accident (n/a - Not Recovered/Not Resolved - Results in
Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Coma scale
abnormal (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
Medically Important Condition), Haemorrhagic transformation stroke (2d - Fatal - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Headache (n/a - Recovering/Resolving -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),
Hemiparesis (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other
Medically Important Condition), Ophthalmic vein thrombosis (n/a - Unknown - Results in Death, Life Threatening,
Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Portal vein thrombosis (n/a - Unknown -
Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),
Pupil fixed (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation,
Disabling, Other Medically Important Condition), Thrombocytopenia (n/a - Recovering/Resolving - Results in Death, Life
Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition), Thrombosis (n/a -
Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important
Condition)

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

9477

click or scan

EU-EC-
10008656740

2021-05-
15

Healthcare
Professional Non EEA

18-64
Years Male

Cerebral venous sinus thrombosis (n/a - Fatal - Results in Death, Other Medically Important Condition), Headache (n/a -
Unknown - Results in Death, Other Medically Important Condition), Malaise (n/a - Unknown - Results in Death, Other
Medically Important Condition), Muscular weakness (n/a - Unknown - Results in Death, Other Medically Important
Condition), Speech disorder (n/a - Unknown - Results in Death, Other Medically Important Condition), Subarachnoid
haemorrhage (n/a - Unknown - Results in Death, Other Medically Important Condition), Thrombocytopenia (1d - Not
Recovered/Not Resolved - Results in Death, Other Medically Important Condition)

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

9478

click or scan

EU-EC-
10008656483

2021-05-
15

Healthcare
Professional Non EEA 18-64

Years Female
Blindness (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation), Cerebral haemorrhage (n/a - Fatal -
Results in Death, Caused/Prolonged Hospitalisation), Headache (n/a - Unknown - 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])

9479

click or scan

EU-EC-
10008656475

2021-05-
15

Healthcare
Professional Non EEA 18-64

Years Male
Fatigue (n/a - Fatal - Results in Death, Other Medically Important Condition), Hypoxia (n/a - Unknown - Results in
Death, Other Medically Important Condition), Respiratory failure (n/a - Fatal - Results in Death, Other Medically
Important Condition)

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

9480

click or scan

EU-EC-
10008656450

2021-05-
15

Healthcare
Professional Non EEA

More
than 85
Years

Male Death (1d - Fatal - Results in Death, Other Medically Important Condition)
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])

9481

click or scan

EU-EC-
10008656435

2021-05-
15

Healthcare
Professional Non EEA 65-85

Years Male Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Headache (n/a - Unknown -
Caused/Prolonged Hospitalisation)

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

9482

click or scan

EU-EC-
10008656416

2021-05-
15

Healthcare
Professional Non EEA 65-85

Years Male Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition)
COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a -
n/a - Intramuscular])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9483

click or scan

EU-EC-
10008656415

2021-05-
15

Healthcare
Professional EEA 18-64

Years Male Cardiac failure (n/a - Fatal - Results in Death, Life Threatening), Loss of consciousness (n/a - Fatal - Results in Death,
Life Threatening), Myocardial infarction (n/a - Fatal - Results in Death, Life Threatening)

COVID-19 VACCINE ASTRAZENECA (CHADOX1
NCOV-19) [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - n/a - Dose not changed -
[n/a - n/a - Intramuscular])

9484

click or scan

EU-EC-
10008656232

2021-05-
15

Healthcare
Professional Non EEA 65-85

Years Male

Aortic arteriosclerosis (n/a - Fatal - Results in Death), Arteriosclerosis coronary artery (n/a - Fatal - Results in Death),
Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition), Cerebral atrophy (n/a - Fatal -
Results in Death), Dyspnoea (1d - Fatal - Results in Death), Lung neoplasm (n/a - Fatal - Results in Death), Platelet
count abnormal (n/a - Fatal - Results in Death), Pneumonia (n/a - Fatal - Results in Death), Pulmonary embolism (n/a -
Fatal - Results in Death, Other Medically Important Condition), Syncope (n/a - Fatal - Results in Death, Other Medically
Important Condition)

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

9485

click or scan

EU-EC-
10008656230

2021-05-
15

Healthcare
Professional Non EEA 65-85

Years Female Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),
Chest pain (n/a - Fatal - Results in Death), Fatigue (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])

9486

click or scan

EU-EC-
10008656214

2021-05-
15

Healthcare
Professional Non EEA 65-85

Years Female
Blood fibrinogen increased (n/a - Fatal - Results in Death), Mesenteric artery thrombosis (n/a - Fatal - Results in Death,
Other Medically Important Condition), Pulseless electrical activity (n/a - Fatal - Results in Death, Other Medically
Important Condition)

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

9487

click or scan

EU-EC-
10008656057

2021-05-
15

Healthcare
Professional Non EEA

More
than 85
Years

Female
General physical health deterioration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Hyperhidrosis (n/a -
Unknown - Caused/Prolonged Hospitalisation), Malaise (n/a - Unknown - Caused/Prolonged Hospitalisation), Myocardial
infarction (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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

9488

click or scan

EU-EC-
10008655729

2021-05-
15

Healthcare
Professional EEA 65-85

Years Male Arterial thrombosis (n/a - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [n/a - 1{DF} - n/a])

9489

click or scan

EU-EC-
10008655717

2021-05-
15

Non
Healthcare
Professional

EEA 65-85
Years Male Abdominal distension (0d - Fatal - Results in Death), Cardio-respiratory arrest (0d - Fatal - Results in Death), Dyschezia

(0d - Fatal - Results in Death), Dysuria (0d - Fatal - Results in Death), Malaise (0d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - n/a - [n/a - n/a - n/a])

9490

click or scan

EU-EC-
10008655696

2021-05-
15

Healthcare
Professional EEA

More
than 85
Years

Female Dyspnoea (n/a - Fatal - Results in Death), Pulmonary embolism (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - n/a - [n/a - n/a - Intramuscular])

9491

click or scan

EU-EC-
10008655618

2021-05-
15

Healthcare
Professional EEA

More
than 85
Years

Male Sudden death (0d - Fatal - Results in Death)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - n/a -
Intramuscular])

9492

click or scan

EU-EC-
10008655546

2021-05-
15

Healthcare
Professional EEA 18-64

Years Male Cardio-respiratory arrest (0d - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 prophylaxis -
Unknown - [n/a - .5mL - Intramuscular])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9493

click or scan

EU-EC-
10008655356

2021-05-
15

Healthcare
Professional EEA 18-64

Years Male Sudden death (0d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - n/a - [n/a - n/a - n/a])

9494

click or scan

EU-EC-
10008655345

2021-05-
15

Healthcare
Professional EEA 65-85

Years Female Sudden death (0d - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- n/a - [n/a - n/a - n/a])

9495

click or scan

EU-EC-
10008653802

2021-05-
15

Healthcare
Professional EEA 65-85

Years Female Sudden death (0d - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- n/a - [n/a - .5mL - Intramuscular])

9496

click or scan

EU-EC-
10008653288

2021-05-
15

Healthcare
Professional EEA 65-85

Years Male
Asthenia (1d - Fatal - Results in Death), Chest pain (1d - Fatal - Results in Death), Myocardial infarction (1d - Fatal -
Results in Death), Pain in extremity (1d - Fatal - Results in Death), Pallor (1d - Fatal - Results in Death), Vomiting (1d
- Fatal - Results in Death)

COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable - [n/a - .3mL -
Intramuscular])

9497

click or scan

EU-EC-
10008653005

2021-05-
15

Healthcare
Professional EEA 65-85

Years Female Sudden death (0d - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - COVID-19 immunisation
- Not applicable - [n/a - .5mL - n/a])

9498

click or scan

EU-EC-
10008653000

2021-05-
15

Healthcare
Professional EEA 18-64

Years Male Myocardial infarction (0d - Fatal - Results in Death), Sudden death (0d - Fatal - Results in Death)
VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA
(CHADOX1 NCOV-19)] (S - Immunisation - Not
applicable - [n/a - .5mL - Intramuscular])

9499

click or scan

EU-EC-
10008652962

2021-05-
15

Healthcare
Professional EEA

65-85
Years Male

Asthenia (1d - Fatal - Results in Death), Cardiac arrest (1d - Fatal - Results in Death), Hypertensive crisis (1d - Fatal -
Results in Death)

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

9500

click or scan

EU-EC-
10008654779

2021-05-
14

Healthcare
Professional Non EEA 65-85

Years Male Hospitalisation (1d - 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])

9501

click or scan

EU-EC-
10008654676

2021-05-
14

Healthcare
Professional Non EEA 65-85

Years Male Death (1d - 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])

9502

click or scan

EU-EC-
10008654537

2021-05-
14

Healthcare
Professional Non EEA

More
than 85
Years

Male Death (1d - 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])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9503

click or scan

EU-EC-
10008654528

2021-05-
14

Healthcare
Professional Non EEA

More
than 85
Years

Male Death (1d - Fatal - Results in Death)

COVID-19 MRNA VACCINE MODERNA (CX-
024414) [COVID-19 MRNA VACCINE MODERNA
(CX-024414)] (S - COVID-19 immunisation -
Unknown - [n/a - 1{DF} - Intramuscular - More in
ICSR])

9504

click or scan

EU-EC-
10008654468

2021-05-
14

Non
Healthcare
Professional

Non EEA 65-85
Years Male COVID-19 (n/a - Fatal - Results in Death)

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

9505

click or scan

EU-EC-
10008654365

2021-05-
14

Healthcare
Professional EEA

More
than 85
Years

Female Fumbling (n/a - Fatal - Results in Death), Mental impairment (n/a - Fatal - Results in Death), Sudden death (1d - Fatal -
Results in Death), Vaccination complication (n/a - Fatal - Results in Death)

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

9506

click or scan

EU-EC-
10008654267

2021-05-
14

Non
Healthcare
Professional

EEA Not
Specified

Not
Specified Cardio-respiratory arrest (n/a - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - n/a - Unknown

- [n/a - n/a - n/a])

9507

click or scan

EU-EC-
10008654158

2021-05-
14

Non
Healthcare
Professional

EEA 18-64
Years Male Sudden death (1d - Fatal - Results in Death) COMIRNATY [TOZINAMERAN] (S - COVID-19

immunisation - Drug withdrawn - [1d - 1{DF} - n/a])

9508

click or scan

EU-EC-
10008654076

2021-05-
14

Non
Healthcare
Professional

Non EEA Not
Specified Male Unevaluable event (4d - 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])

9509
click or scan

EU-EC-
10008653912

2021-05-
14

Healthcare
Professional

EEA 65-85
Years

Female Cerebral haemorrhage (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)
COMIRNATY [TOZINAMERAN] (S - COVID-19
immunisation - Unknown - [n/a - 1{DF} - n/a])

9510

click or scan

EU-EC-
10008653859

2021-05-
14

Healthcare
Professional Non EEA 18-64

Years Male Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation), Respiratory arrest (1d - 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])

9511

click or scan

EU-EC-
10008653846

2021-05-
14

Healthcare
Professional Non EEA

More
than 85
Years

Female Hospitalisation (1d - 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 - More in
ICSR])

9512

click or scan

EU-EC-
10008653844

2021-05-
14

Healthcare
Professional Non EEA 65-85

Years Male Death (1d - 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 - More in
ICSR])

# 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])

Manual "ICSR Form" request: Copy & Paste following Link AND then replace ******* with "EU Local Number" (only digits!)   https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=*******&_xpt=1&_xf=pdf
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9513

click or scan

EU-EC-
10008653638

2021-05-
14

Healthcare
Professional Non EEA 18-64

Years Female Death (1d - 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])

9514

click or scan

EU-EC-
10008653631

2021-05-
14

Healthcare
Professional Non EEA Not

Specified Male Body temperature increased (1d - Unknown - Other Medically Important Condition), Death (1d - Fatal - Results in Death,
Other Medically Important Condition), Seizure (1d - Unknown - Other Medically Important Condition)

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])

9515

click or scan

EU-EC-
10008653614

2021-05-
14

Healthcare
Professional Non EEA 18-64

Years Female Death (1d - 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])

9516

click or scan

EU-EC-
10008653597

2021-05-
14

Healthcare
Professional Non EEA 65-85

Years Male Death (1d - 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])

9517

click or scan

EU-EC-
10008653573

2021-05-
14

Healthcare
Professional Non EEA

More
than 85
Years

Male Hospitalisation (5d - 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])

9518

click or scan

EU-EC-
10008653571

2021-05-
14

Healthcare
Professional Non EEA 65-85

Years Male Death (1d - 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])

9519

click or scan

EU-EC-
10008653552

2021-05-
14

Healthcare
Professional Non EEA 65-85

Years Male Death (1d - 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 - More in
ICSR])

9520

click or scan

EU-EC-
10008653539

2021-05-
14

Healthcare
Professional Non EEA 18-64

Years Male Death (1d - 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])

9521

click or scan

EU-EC-
10008653403

2021-05-
14

Healthcare
Professional Non EEA 65-85

Years Male Acute cardiac event (n/a - Fatal - Results in Death, Other Medically Important Condition)

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 - More in
ICSR])

9522

click or scan

EU-EC-
10008652692

2021-05-
14

Healthcare
Professional Non EEA 65-85

Years Female Death (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])

9523

click or scan

EU-EC-
10008652680

2021-05-
14

Healthcare
Professional Non EEA

More
than 85
Years

Female Death (1d - 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])

# 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])

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