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Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

EU-EC-10008280421 12/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008280540 12/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008280786 12/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Cerebrovascular accident (n/a - Recovered/Resolved - Other Medically Important Condition),

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

Myocardial infarction (n/a - Recovered/Resolved - Life Threatening, Caused/Prolonged Hospitalisation),

Vomiting (1d - Recovered/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])

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008280860 12/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008259728 10/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardio-respiratory arrest (n/a - Fatal - Results in Death),

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

COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Unknown - [n/a - .5mL
- Intramuscular])

PROCORALAN [IVABRADINE HYDROCHLORIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - n/a - n/a - [n/a - n/a - n/a]),

[ALLOPURINOL] (C - n/a - n/a - [n/a - n/a - n/a]),

[AMLODIPINE BESILATE, PERINDOPRIL ARGININE] (C - n/a - n/a - [n/a - n/a - n/a]),

[CARVEDILOL] (C - n/a - n/a - [n/a - n/a - n/a]),

[METFORMIN HYDROCHLORIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

[ROSUVASTATIN, ROSUVASTATIN CALCIUM] (C - n/a - n/a - [n/a - 10mg - n/a]),

[ZOFENOPRIL] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008260257 10/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008260287 10/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

CLOPIDOGREL [CLOPIDOGREL, CLOPIDOGREL BESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

LANTUS [INSULIN GLARGINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

MELATONIN [MELATONIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

SUBOXONE [BUPRENORPHINE, NALOXONE, NALOXONE HYDROCHLORIDE DIHYDRATE, BUPRENORPHINE HYDROCHLORIDE] (C - Product used for unknown 
indication - n/a - [n/a - n/a - n/a]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GLIPIZIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008248520 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008251747 09/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Elderly Male No Death (0d - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [n/a - 
.5mL - Intramuscular])

Not reported ICSR

EU-EC-10008253395 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008253661 09/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardiac arrest (n/a - Fatal - Results in Death),

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

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

Not reported ICSR

EU-EC-10008254024 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Asthenia (n/a - Unknown - ),

Death (4d - Fatal - Results in Death),

Decreased appetite (n/a - Unknown - ),

Productive cough (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])

KEPPRA [LEVETIRACETAM] (C - Product used for unknown indication - n/a - [n/a - 1000mg - Unknown]),

[CYCLOBENZAPRINE, CYCLOBENZAPRINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008254026 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Asthenia (n/a - Unknown - ),

Crying (1wk - Unknown - ),

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

Gait disturbance (n/a - Unknown - ),

General physical health deterioration (n/a - Unknown - ),

Walking aid user (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} - 
Unknown])

[DONEPEZIL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008254253 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008254821 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008255174 09/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Adult Female No Death (n/a - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [1d - 
1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008255437 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [n/a - 
1{DF} - n/a])

GLYCOPYRRONIUM BROMIDE [GLYCOPYRRONIUM BROMIDE] (C - Product used for unknown indication - Dose not changed - [n/a - n/a - Nasal]),

MELATONIN [MELATONIN] (C - Product used for unknown indication - Dose not changed - [n/a - n/a - Oral]),

[AMLODIPINE MESILATE] (C - Product used for unknown indication - Dose not changed - [n/a - n/a - Oral]),

[COLECALCIFEROL] (C - Product used for unknown indication - Dose not changed - [n/a - n/a - Oral]),

[VORTIOXETINE HYDROBROMIDE] (C - Product used for unknown indication - Dose not changed - [n/a - n/a - Oral])

ICSR

EU-EC-10008255529 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008255586 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

ABILIFY [ARIPIPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - 10mg - Unknown]),

XARELTO [RIVAROXABAN] (C - Product used for unknown indication - n/a - [n/a - 20mg - Unknown]),

[BUMETANIDE] (C - Product used for unknown indication - n/a - [n/a - 1mg - n/a]),

[BUPRENORPHINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[BUPROPION HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 300mg - Unknown]),

[DILTIAZEM HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 90mg - Unknown]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - 200ug - Unknown]),

[MECOBALAMIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - 100mg - Unknown]),

[MIDODRINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008255617 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008256943 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

[ALLOPURINOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[COLCHICINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008257196 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation),

Confusional state (n/a - Unknown - Caused/Prolonged Hospitalisation),

Cough (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Dehydration (n/a - Unknown - Caused/Prolonged Hospitalisation),

Exposure to SARS-CoV-2 (n/a - Unknown - Caused/Prolonged Hospitalisation),

Multiple organ dysfunction syndrome (n/a - Unknown - Caused/Prolonged Hospitalisation),

Renal failure (n/a - Unknown - Caused/Prolonged Hospitalisation),

Tremor (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])

JARDIANCE [EMPAGLIFLOZIN] (C - Diabetes mellitus - n/a - [n/a - n/a - Unknown]),

MELATONIN [MELATONIN] (C - Product used for unknown indication - n/a - ),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - ),

[ALDIOXA, DIETHYLENE GLYCOL MONOETHYL ETHER, MAGNESIUM STEARATE, WOOL ALCOHOLS, CETYL ACETATE, SODIUM DEHYDROACETATE, ZEA MAYS] (C -
Immunodeficiency - n/a - [n/a - n/a - Unknown]),

[ASCORBIC ACID] (C - Immunodeficiency - n/a - [n/a - n/a - Unknown]),

[BUDESONIDE, FORMOTEROL FUMARATE DIHYDRATE, FORMOTEROL FUMARATE, BUDESONIDE] (C - Asthma - n/a - [n/a - n/a - Unknown]),

[FORMOTEROL FUMARATE DIHYDRATE] (C - Asthma - n/a - ),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Diabetes mellitus - n/a - [n/a - n/a - Unknown]),

[QUERCETIN] (C - Immunodeficiency - n/a - ),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Asthma - n/a - ),

[ZINC] (C - Immunodeficiency - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008257474 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008257488 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

CLOPIDOGREL HYDROGEN SULFATE [CLOPIDOGREL HYDROGEN SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

SITAGLIPTIN [SITAGLIPTIN] (C - Product used for unknown indication - n/a - [n/a - 100mg - Unknown]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ASCORBIC ACID] (C - Product used for unknown indication - n/a - [n/a - 100mg - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - 40mg - n/a]),

[CALCIUM CARBONATE] (C - Product used for unknown indication - n/a - [n/a - 500mg - n/a]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - 12.5mg - n/a]),

[FAMOTIDINE] (C - Product used for unknown indication - n/a - [n/a - 20mg - n/a]),

[FERROUS SULFATE] (C - Product used for unknown indication - n/a - [n/a - 325mg - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - 20mg - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - 300mg - n/a]),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - [n/a - 500mg - n/a]),

[SALBUTAMOL SULFATE, IPRATROPIUM BROMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[SERTRALINE, SERTRALINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 50mg - n/a])

ICSR

EU-EC-10008257763 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008257899 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation),

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])

Not reported ICSR

EU-EC-10008258018 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008258351 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [n/a - 
1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008258544 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008231692 08/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (2d - Fatal - Results in Death),

Hyperpyrexia (2d - Fatal - Results in Death)

COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - n/a - [n/a - 100ug - 
Intramuscular])

ROLUFTA 55 MICROGRAMS INHALATION POWDER, PRE-DISPENSED [UMECLIDINIUM BROMIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

XARELTO [RIVAROXABAN] (C - n/a - n/a - [n/a - n/a - n/a]),

[BISOPROLOL FUMARATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - n/a - n/a - [n/a - n/a - n/a]),

[RAMIPRIL] (C - n/a - n/a - [n/a - n/a - n/a]),

[TERAZOSIN HYDROCHLORIDE DIHYDRATE] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008239448 08/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

General physical health deterioration (n/a - Fatal - Results in Death)

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

Not reported ICSR

EU-EC-10008239949 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Arrhythmia (1d - Fatal - Results in Death),

Cardiac failure congestive (1d - Fatal - Results in Death),

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

Fall (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])

Not reported ICSR

EU-EC-10008240191 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Dyspnoea (25d - Unknown - Caused/Prolonged Hospitalisation),

Hip fracture (n/a - Fatal - Results in Death),

Pneumonia bacterial (n/a - Fatal - Results in Death),

Poor peripheral circulation (25d - 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])

Not reported ICSR

EU-EC-10008240304 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 

Not 
available

More 
than 85 

Not 
Specified

Female No Death (1d - Fatal - Results in Death) COVID-19 MRNA VACCINE MODERNA (CX-024414) 
[COVID-19 MRNA VACCINE MODERNA (CX-024414)] (S - 

Not reported ICSR
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https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008280860&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008259728&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008260257&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008260287&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008248520&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008251747&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008253395&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008253661&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254024&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254026&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254253&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254821&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255174&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255437&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255529&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255586&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008255617&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008256943&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008257196&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008257474&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008257488&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008257763&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008257899&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008258018&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008258351&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008258544&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008231692&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008239448&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008239949&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008240191&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008240304&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification

Primary 
Source 
Country 
for 
Regulatory
Purposes

Literature 
Reference

Patient 
Age 
Group

Patient 
Age 
Group 
(as per 
reporter)

Patient 
Sex

Parent
Child 
Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

Economic 
Area

Years COVID-19 immunisation - Not applicable - [n/a - 1{DF} - 
Intramuscular])

EU-EC-10008240432 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1440min - 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])

[BACLOFEN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DIAZEPAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[HYDROMORPHONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MELOXICAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008240439 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - 81mg - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CEFTAZIDIME, CEFTAZIDIME PENTAHYDRATE, CEFTAZIDIME PENTAHYDRATE STERILE BUFFERED] (C - Product used for unknown indication - n/a - [n/a - 1500mg - 
n/a]),

[EPOETIN ALFA] (C - Product used for unknown indication - n/a - [n/a - 16000{DF} - n/a]),

[FLUCONAZOLE] (C - Product used for unknown indication - n/a - [n/a - 100mg - n/a]),

[ICODEXTRIN] (C - Product used for unknown indication - n/a - [n/a - 2500mL - n/a]),

[MINERALS NOS, VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 20meq - n/a]),

[VANCOMYCIN, VANCOMYCIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 1500mg - n/a])

ICSR

EU-EC-10008240886 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (9d - Fatal - Results in Death),

Diarrhoea (9d - Unknown - Other Medically Important Condition),

Hypersomnia (9d - Unknown - Other Medically Important Condition),

Hypophagia (9d - 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 - More in ICSR])

Not reported ICSR

EU-EC-10008241033 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008241167 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008241511 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Confusional state (20d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

Dysphagia (20d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Mental impairment (20d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Pancreatitis (20d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Renal failure (20d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Sepsis (20d - 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])

METHOTREXATE [METHOTREXATE] (C - n/a - n/a - ),

[ALENDRONATE SODIUM, ALENDRONATE SODIUM TRIHYDRATE, ALENDRONIC ACID] (C - n/a - n/a - ),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - n/a - n/a - ),

[DORZOLAMIDE, DORZOLAMIDE HYDROCHLORIDE] (C - n/a - n/a - ),

[FOLIC ACID] (C - n/a - n/a - ),

[LATANOPROST] (C - n/a - n/a - ),

[NAPROXEN, NAPROXEN SODIUM] (C - n/a - n/a - ),

[OMEPRAZOLE] (C - n/a - n/a - )

ICSR

EU-EC-10008241543 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Confusional state (n/a - Unknown - ),

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

Dyspnoea (n/a - Unknown - ),

Fatigue (n/a - Unknown - ),

Lethargy (n/a - Unknown - ),

Memory impairment (n/a - Unknown - ),

Nightmare (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])

ELIQUIS [APIXABAN] (C - n/a - n/a - ),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - n/a - n/a - ),

[ATORVASTATIN, ATORVASTATIN CALCIUM, ATORVASTATIN CALCIUM TRIHYDRATE] (C - n/a - n/a - ),

[FUROSEMIDE] (C - n/a - n/a - ),

[GABAPENTIN] (C - n/a - n/a - ),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - n/a - n/a - ),

[POTASSIUM CHLORIDE] (C - n/a - n/a - )

ICSR

EU-EC-10008242238 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008242407 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

ELIQUIS [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008242549 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Abdominal discomfort (n/a - Unknown - ),

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

Pain in extremity (n/a - Unknown - ),

Pyrexia (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])

Not reported ICSR

EU-EC-10008242712 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008242759 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

[OMEPRAZOLE, OMEPRAZOLE MAGNESIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008242760 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Bowel movement irregularity (4d - Unknown - ),

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

Decreased appetite (4d - Unknown - ),

Defaecation disorder (4d - Unknown - ),

Dyspnoea (4d - Unknown - ),

Nausea (4d - Unknown - ),

Pain (4d - 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])

Not reported ICSR

EU-EC-10008242851 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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 - More in ICSR])

Not reported ICSR

EU-EC-10008242869 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Atrial fibrillation (n/a - Unknown - Caused/Prolonged Hospitalisation),

Cardiac failure congestive (n/a - Unknown - Caused/Prolonged Hospitalisation),

Chills (n/a - Unknown - Caused/Prolonged Hospitalisation),

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

Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation),

Nausea (n/a - Unknown - Caused/Prolonged Hospitalisation),

Pain (n/a - Unknown - Caused/Prolonged Hospitalisation),

Polyuria (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])

[ATENOLOL, ATENOLOL BP] (C - Product used for unknown indication - n/a - ),

[CALCITRIOL] (C - Product used for unknown indication - n/a - ),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - ),

[CYANOCOBALAMIN, FOLIC ACID] (C - Product used for unknown indication - n/a - ),

[FUROSEMIDE, POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - )

ICSR

EU-EC-10008243064 08/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Female No Death (n/a - Fatal - Results in Death),

Pyrexia (n/a - Not Recovered/Not Resolved - )

COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - n/a - n/a - [1d - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008243404 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Asthenia (n/a - Unknown - ),

Cold sweat (n/a - Unknown - ),

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

Diarrhoea (n/a - Unknown - ),

Fatigue (n/a - Unknown - ),

Pain (n/a - Unknown - ),

Paraesthesia (n/a - Unknown - ),

Unresponsive to stimuli (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])

PANTOPRAZOLE [PANTOPRAZOLE, PANTOPRAZOLE SODIUM SESQUIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - 40mg - n/a]),

[CETIRIZINE DIHYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 10mg - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - 800mg - n/a]),

[METHOCARBAMOL] (C - Product used for unknown indication - n/a - [n/a - 500mg - n/a]),

[PROPRANOLOL, PROPRANOLOL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 40mg - n/a]),

[SUCRALFATE] (C - Product used for unknown indication - n/a - [n/a - 1g - n/a])

ICSR

EU-EC-10008243431 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (4d - Fatal - Results in Death),

Decreased appetite (4d - Fatal - Results in Death),

Dyspepsia (4d - Fatal - Results in Death),

Fatigue (4d - Fatal - Results in Death),

Myocardial infarction (4d - Fatal - Results in Death),

Nausea (4d - Fatal - Results in Death),

Pain (4d - Fatal - Results in Death),

Pyrexia (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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - 81mg - n/a]),

[ESCITALOPRAM, ESCITALOPRAM OXALATE] (C - Product used for unknown indication - n/a - [n/a - 10mg - n/a]),

[HYDROCHLOROTHIAZIDE] (C - Product used for unknown indication - n/a - [n/a - 12.5mg - n/a]),

[LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - 100mg - n/a]),

[TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - .4mg - n/a])

ICSR

EU-EC-10008243485 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1440min - 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])

Not reported ICSR

EU-EC-10008243708 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cough (n/a - Unknown - Caused/Prolonged Hospitalisation),

Death (17d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Diarrhoea (n/a - Unknown - Caused/Prolonged Hospitalisation),

Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation),

Nausea (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])

Not reported ICSR

EU-EC-10008244118 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Feeding tube user (1d - Fatal - Results in Death),

General physical health deterioration (1d - Fatal - Results in Death),

Hypophagia (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])

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - 20mg - n/a]),

[FAMOTIDINE, FAMOTIDINE, CALCIUM CARBONATE, MAGNESIUM HYDROXIDE] (C - Product used for unknown indication - n/a - [n/a - 20mg - n/a]),

[FLUOXETINE, FLUOXETINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LORAZEPAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MEGESTROL ACETATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PENTOXIFYLLINE] (C - Product used for unknown indication - n/a - [n/a - 800mg - n/a]),

[QUETIAPINE, QUETIAPINE FUMARATE] (C - Product used for unknown indication - n/a - [n/a - 200mg - n/a]),

[TEMAZEPAM] (C - Product used for unknown indication - n/a - [n/a - 20mg - n/a])

ICSR

EU-EC-10008244187 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008244273 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Asthenia (n/a - Unknown - ),

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

Eye movement disorder (n/a - Unknown - ),

Feeling abnormal (n/a - Unknown - )

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

CINACALCET [CINACALCET] (C - Product used for unknown indication - n/a - [n/a - 30mg - Unknown]),

PANTOPRAZOLE [PANTOPRAZOLE, PANTOPRAZOLE SODIUM SESQUIHYDRATE] (C - Dyspepsia - n/a - [n/a - 20mg - Unknown]),

SEVELAMER [SEVELAMER, SEVELAMER CARBONATE] (C - Product used for unknown indication - n/a - [n/a - 2400mg - Unknown]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - 5mg - Unknown]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - 25mg - Unknown]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - 160mg - Unknown]),

[TERAZOSIN, TERAZOSIN HYDROCHLORIDE DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - 2mg - Unknown])

ICSR

EU-EC-10008244735 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Chest pain (n/a - Fatal - Results in Death),

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

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

Gastrooesophageal reflux disease (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])

[BEPOTASTINE BESILATE] (C - Product used for unknown indication - n/a - ),

[BETAXOLOL, BETAXOLOL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - ),

[BRIMONIDINE, BRIMONIDINE TARTRATE] (C - Product used for unknown indication - n/a - ),

[KETOTIFEN] (C - Product used for unknown indication - n/a - ),

[LATANOPROST, NETARSUDIL MESILATE] (C - Product used for unknown indication - n/a - ),

[PROPYLENE GLYCOL, MACROGOL, PROPYLENE GLYCOL, MACROGOL 400] (C - Product used for unknown indication - n/a - ),

[PROPYLENE GLYCOL] (C - Product used for unknown indication - n/a - ),

[TIOTROPIUM, TIOTROPIUM BROMIDE MONOHYDRATE] (C - Product used for unknown indication - n/a - )

ICSR

EU-EC-10008244746 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008245131 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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} - 
Unknown])

PANTOPRAZOLE [PANTOPRAZOLE, PANTOPRAZOLE SODIUM SESQUIHYDRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

PLAVIX [CLOPIDOGREL, CLOPIDOGREL HYDROGEN SULFATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - n/a - n/a - [n/a - n/a - n/a]),

[DOXYCYCLINE, DOXYCYCLINE HYCLATE, DOXYCYCLINE MONOHYDRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[GABAPENTIN] (C - n/a - n/a - [n/a - n/a - n/a]),

[IPRATROPIUM] (C - n/a - n/a - [n/a - n/a - n/a]),

[OLMESARTAN, OLMESARTAN MEDOXOMIL] (C - n/a - n/a - [n/a - n/a - n/a]),

[ROSUVASTATIN, ROSUVASTATIN CALCIUM] (C - n/a - n/a - [n/a - n/a - n/a]),

[UBIDECARENONE] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008245516 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Chest pain (n/a - Unknown - Other Medically Important Condition),

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

Headache (n/a - Unknown - ),

Nausea (n/a - Unknown - ),

Pain (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])

Not reported ICSR

EU-EC-10008245921 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 

Not 
available

18-64 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death) COVID-19 MRNA VACCINE MODERNA (CX-024414) 
[COVID-19 MRNA VACCINE MODERNA (CX-024414)] (S - 

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008240432&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008240439&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008240886&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008241033&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008241167&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008241511&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008241543&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242238&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242407&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242549&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242712&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242759&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242760&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242851&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242869&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243064&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243404&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243431&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243485&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008243708&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244118&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244187&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244273&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244735&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244746&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008245131&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008245516&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008245921&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification
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Country 
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Regulatory
Purposes

Literature 
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Group

Patient 
Age 
Group 
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reporter)
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Sex

Parent
Child 
Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

Economic 
Area

COVID-19 immunisation - Not applicable - [n/a - 1{DF} - 
Unknown])

EU-EC-10008246019 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

[EPINEPHRINE] (C - Asthma - n/a - [n/a - n/a - Unknown]) ICSR

EU-EC-10008246021 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Chronic obstructive pulmonary disease (2d - Unknown - ),

Condition aggravated (2d - Unknown - ),

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])

Not reported ICSR

EU-EC-10008246042 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Brain herniation (1d - Fatal - Results in Death),

Cerebral haemorrhage (1d - Fatal - Results in Death),

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

Intracranial mass (1d - Fatal - Results in Death),

Neurological symptom (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])

ELIQUIS [APIXABAN] (C - Product used for unknown indication - n/a - ),

[AMIODARONE, AMIODARONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - ),

[DIAZEPAM] (C - Product used for unknown indication - n/a - ),

[HYDROCODONE BITARTRATE, PARACETAMOL] (C - Product used for unknown indication - n/a - ),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - ),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - ),

[PARACETAMOL] (C - Product used for unknown indication - n/a - ),

[PRIMIDONE] (C - Product used for unknown indication - n/a - ),

[TRIMETHOPRIM] (C - Product used for unknown indication - n/a - )

ICSR

EU-EC-10008246152 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Abdominal distension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Acute kidney injury (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Chest pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

Dehydration (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Nausea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Renal failure (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Vomiting (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)

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])

IBRANCE [PALBOCICLIB] (C - Product used for unknown indication - Not applicable - ),

[HYDROCHLOROTHIAZIDE] (C - Product used for unknown indication - Not applicable - ),

[LETROZOLE] (C - Product used for unknown indication - Not applicable - ),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - Not applicable - ),

[VITAMIN D] (C - Product used for unknown indication - Not applicable - )

ICSR

EU-EC-10008246404 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Aphonia (n/a - Unknown - Caused/Prolonged Hospitalisation),

Chills (n/a - Unknown - ),

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

Dry throat (n/a - Unknown - ),

Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation),

Eye movement disorder (n/a - Unknown - Caused/Prolonged Hospitalisation),

Fatigue (n/a - Unknown - ),

Immobile (n/a - Unknown - Caused/Prolonged Hospitalisation),

Nasopharyngitis (n/a - Unknown - Caused/Prolonged Hospitalisation),

Pain in extremity (n/a - Unknown - ),

Pallor (n/a - Unknown - Caused/Prolonged Hospitalisation),

Pneumonia (n/a - Unknown - Caused/Prolonged Hospitalisation),

Respiratory tract congestion (n/a - Unknown - Caused/Prolonged Hospitalisation),

Rhinorrhoea (n/a - Unknown - ),

Tremor (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} - n/a])

Not reported ICSR

EU-EC-10008246417 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Cardiac failure acute (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Chest pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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])

Not reported ICSR

EU-EC-10008246817 08/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Diet refusal (n/a - Unknown - ),

Hyponatraemia (n/a - Unknown - )

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

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - 81mg - Unknown]),

[AMLODIPINE BESILATE] (C - Product used for unknown indication - n/a - [n/a - 5mg - Unknown]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - 25mg - Unknown]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008223639 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

NOT AVAILABLE (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

OXYBUTYNIN [OXYBUTYNIN, OXYBUTYNIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

PANTOPRAZOLE [PANTOPRAZOLE, PANTOPRAZOLE SODIUM SESQUIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CALCIUM CARBONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CEFALEXIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CITALOPRAM, CITALOPRAM HYDROBROMIDE, CITALOPRAM HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[DONEPEZIL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LACTOBACILLUS ACIDOPHILUS] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008224469 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008225283 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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} - n/a])

Not reported ICSR

EU-EC-10008225355 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008226244 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008226245 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [n/a - 
1{DF} - Intramuscular])

[HYDROCHLOROTHIAZIDE, AMLODIPINE BESILATE, OLMESARTAN, OLMESARTAN MEDOXOMIL, AMLODIPINE, HYDROCHLOROTHIAZIDE] (C - Product used for 
unknown indication - Dose not changed - [n/a - n/a - Oral])

ICSR

EU-EC-10008226281 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Mental status changes (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])

Not reported ICSR

EU-EC-10008226355 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Malaise (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])

Not reported ICSR

EU-EC-10008228349 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardiac failure congestive (n/a - Fatal - Results in Death),

Condition aggravated (n/a - Fatal - Results in Death),

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

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

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

Oxygen saturation decreased (n/a - Fatal - Results in Death),

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

Unresponsive to stimuli (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])

INCRUSE ELLIPTA [UMECLIDINIUM BROMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FLUTICASONE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FUROSEMIDE, POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 40mg - Unknown]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - 1200mg - Unknown]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - n/a - n/a - [n/a - 20mg - Unknown]),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - [n/a - 1000mg - Unknown]),

[NAPROXEN] (C - Product used for unknown indication - n/a - [n/a - 1000mg - Unknown]),

[POTASSIUM, POTASSIUM CHLORIDE, POTASSIUM GLYCEROPHOSPHATE, POTASSIUM HYDROGEN CARBONATE, POTASSIUM HYDROGEN TARTRATE] (C - Product
used for unknown indication - n/a - [n/a - 10mg - Unknown]),

[SALMETEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008230507 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008232124 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008233213 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Areflexia (1d - Fatal - Results in Death),

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

Dysphagia (1d - Fatal - Results in Death),

Oxygen saturation decreased (1d - Fatal - Results in Death),

Productive cough (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} - 
Unknown])

Not reported ICSR

EU-EC-10008202776 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Not 
Specified

No 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])

Not reported ICSR

EU-EC-10008207592 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Dyspnoea (3d - Fatal - Results in Death),

Pyrexia (3d - Fatal - Results in Death)

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

Not reported ICSR

EU-EC-10008208180 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]) ICSR

EU-EC-10008208435 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008208475 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008208512 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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} - n/a])

Not reported ICSR

EU-EC-10008209361 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008209574 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008209576 06/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008209617 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008209788 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008209853 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008209916 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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 - More in ICSR])

Not reported ICSR

EU-EC-10008210491 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Confusional state (n/a - Unknown - ),

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

Decubitus ulcer (n/a - Unknown - ),

Disorientation (n/a - Unknown - ),

General physical health deterioration (n/a - Unknown - ),

Hypophagia (n/a - Unknown - ),

Lethargy (n/a - Unknown - ),

Mental status changes (n/a - Unknown - ),

Wound dehiscence (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])

[CARBIDOPA, LEVODOPA, LEVODOPA, ANHYDROUS CARBIDOPA, LEVODOPA, CARBIDOPA MONOHYDRATE] (C - n/a - n/a - ),

[DONEPEZIL] (C - n/a - n/a - ),

[FAMOTIDINE] (C - n/a - n/a - ),

[MIRTAZAPINE] (C - n/a - n/a - ),

[PARACETAMOL] (C - n/a - n/a - ),

[QUETIAPINE, QUETIAPINE FUMARATE] (C - n/a - n/a - ),

[SENNA ALEXANDRIAN] (C - n/a - n/a - ),

[TRAMADOL, TRAMADOL HYDROCHLORIDE] (C - n/a - n/a - )

ICSR

EU-EC-10008210664 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

[AMLODIPINE, AMLODIPINE BESILATE] (C - Product used for unknown indication - n/a - ),

[DONEPEZIL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - ),

[ESCITALOPRAM, ESCITALOPRAM OXALATE] (C - Product used for unknown indication - n/a - ),

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246019&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246021&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246042&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246152&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246404&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246417&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008246817&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008223639&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008224469&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008225283&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008225355&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008226244&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008226245&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008226281&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008226355&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008228349&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008230507&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008232124&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008233213&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008202776&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008207592&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008208180&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008208435&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008208475&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008208512&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209361&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209574&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209576&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209617&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209788&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209853&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008209916&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210491&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210664&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification

Primary 
Source 
Country 
for 
Regulatory
Purposes

Literature 
Reference

Patient 
Age 
Group

Patient 
Age 
Group 
(as per 
reporter)

Patient 
Sex

Parent
Child 
Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - ),

[METOPROLOL SUCCINATE] (C - Product used for unknown indication - n/a - ),

[QUETIAPINE, QUETIAPINE FUMARATE] (C - Product used for unknown indication - n/a - ),

[TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - ),

[VITAMIN D] (C - Product used for unknown indication - n/a - )

EU-EC-10008210665 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

Dyspnoea (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])

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN, ATORVASTATIN CALCIUM, ATORVASTATIN CALCIUM TRIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[BUPROPION HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CYCLOBENZAPRINE, CYCLOBENZAPRINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ESTROGENS CONJUGATED, ESTRONE SODIUM SULFATE, EQUILIN SULFATE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FLUOXETINE, FLUOXETINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FLUTICASONE FUROATE, VILANTEROL TRIFENATATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MONTELUKAST, MONTELUKAST SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OMEPRAZOLE, OMEPRAZOLE MAGNESIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008210827 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Female No Atrial fibrillation (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),

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

Malaise (n/a - Unknown - ),

Myalgia (n/a - Unknown - ),

Pancytopenia (n/a - Unknown - Other Medically Important Condition),

Pyrexia (n/a - Unknown - ),

Respiratory distress (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])

Not reported ICSR

EU-EC-10008210875 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008211014 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Abdominal pain upper (1d - Fatal - Results in Death),

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

Diarrhoea (1d - Fatal - Results in Death),

Vomiting (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} - Unknown])

[AMFETAMINE SULFATE, DEXAMFETAMINE SULFATE, AMFETAMINE ASPARTATE, DEXAMFETAMINE SACCHARATE] (C - Product used for unknown indication - n/a - [n/a
- 10mg - n/a]),

[BUPROPION] (C - Product used for unknown indication - n/a - [n/a - 150mg - n/a]),

[TRAMADOL, TRAMADOL HYDROCHLORIDE] (C - n/a - n/a - [n/a - 50mg - n/a])

ICSR

EU-EC-10008211121 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008211143 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]) ICSR

EU-EC-10008211353 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Aphasia (n/a - Fatal - Results in Death),

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

Lip swelling (n/a - Fatal - Results in Death),

Pulseless electrical activity (n/a - Fatal - Results in Death),

Swollen tongue (n/a - Fatal - Results in Death),

Unresponsive to stimuli (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])

[DIPHENHYDRAMINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[EPINEPHRINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008211389 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),

Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),

Headache (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),

Incoherent (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),

Vomiting (n/a - Fatal - Results in Death, Life Threatening, 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])

AREDS [ASCORBIC ACID, TOCOPHERYL ACETATE, XANTOFYL, ZEAXANTHIN, ZINC] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

IRON [IRON] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ASCORBIC ACID, MAGNESIUM OXIDE, HEAVY, MAGNESIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ASCORBIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CALCITONIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[DONEPEZIL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ESCITALOPRAM, ESCITALOPRAM OXALATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MEMANTINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[QUETIAPINE, QUETIAPINE FUMARATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008211547 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008211549 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Malaise (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])

Not reported ICSR

EU-EC-10008211767 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

[ALENDRONATE SODIUM, ALENDRONATE SODIUM TRIHYDRATE, ALENDRONIC ACID] (C - n/a - Not applicable - [n/a - n/a - n/a]),

[CHLORTALIDONE] (C - n/a - Not applicable - [n/a - n/a - n/a]),

[CLONIDINE] (C - n/a - Not applicable - [n/a - n/a - n/a]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - n/a - Not applicable - [n/a - n/a - n/a]),

[METOPROLOL SUCCINATE] (C - n/a - Not applicable - [n/a - n/a - n/a])

ICSR

EU-EC-10008212345 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (1440min - 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])

Not reported ICSR

EU-EC-10008212500 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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 - n/a - 
Intramuscular])

Not reported ICSR

EU-EC-10008212550 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

[SIMVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008212633 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Agitation (3d - Fatal - Results in Death),

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

Dyspnoea (3d - Fatal - Results in Death),

Dyspnoea exertional (3d - Fatal - Results in Death),

Heart rate increased (3d - Fatal - Results in Death),

Hyperhidrosis (3d - Fatal - Results in Death),

Pyrexia (3d - Fatal - Results in Death),

Respiratory rate increased (3d - 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])

Not reported ICSR

EU-EC-10008212732 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008212855 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008213035 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

LANTUS [INSULIN GLARGINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

PIOGLITAZONE [PIOGLITAZONE] (C - Product used for unknown indication - n/a - [n/a - 45mg - Unknown]),

[CYANOCOBALAMIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FLUTICASONE FUROATE, VILANTEROL TRIFENATATE] (C - Product used for unknown indication - n/a - [n/a - 200ug - Unknown]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - 800mg - Unknown]),

[LORATADINE] (C - Product used for unknown indication - n/a - [n/a - 10mg - Unknown]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - 100mg - Unknown]),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - [n/a - 1000mg - Unknown]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - 25mg - Unknown]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - 40mg - Unknown]),

[OXYCODONE, OXYCODONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 7.5mg - Unknown]),

[PAROXETINE, PAROXETINE HYDROCHLORIDE HEMIHYDRATE, PAROXETINE HYDROCHLORIDE, ANHYDROUS] (C - Product used for unknown indication - n/a - [n/a - 
20mg - Unknown]),

[ROSUVASTATIN, ROSUVASTATIN CALCIUM] (C - n/a - n/a - [n/a - 40mg - Unknown]),

[THEOPHYLLINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[VITAMIN D] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008213201 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Foaming at mouth (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Oxygen saturation decreased (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),

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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[POTASSIUM, POTASSIUM CHLORIDE, POTASSIUM GLYCEROPHOSPHATE, POTASSIUM HYDROGEN CARBONATE, POTASSIUM HYDROGEN TARTRATE] (C - Product
used for unknown indication - n/a - [n/a - n/a - Unknown]),

[RISPERIDONE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008213266 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008213274 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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} - 
Unknown - More in ICSR])

Not reported ICSR

EU-EC-10008213319 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008213396 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Asthenia (n/a - Unknown - ),

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

Diarrhoea (n/a - Unknown - ),

Malaise (n/a - Unknown - ),

Musculoskeletal stiffness (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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ASCORBIC ACID, BIOTIN, CALCIUM PANTOTHENATE, CYANOCOBALAMIN, FOLIC ACID, NICOTINAMIDE, RIBOFLAVIN, THIAMINE, PYRIDOXINE HYDROCHLORIDE] (C
- Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FAMOTIDINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LORATADINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[RANITIDINE, RANITIDINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008213500 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Acute myocardial infarction (n/a - Fatal - Results in Death),

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

Cardiac disorder (n/a - Fatal - Results in Death),

Death (1440min - Fatal - Results in Death),

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])

Not reported ICSR

EU-EC-10008213539 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008213693 06/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [n/a - 
1{DF} - Unknown])

Not reported ICSR

EU-EC-10008197568 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008198107 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008198130 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008198197 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008198336 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

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

Feeling abnormal (n/a - Fatal - Results in Death),

Head injury (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])

MULTAQ [DRONEDARONE] (C - Atrial fibrillation - n/a - [n/a - n/a - Unknown]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[EZETIMIBE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210665&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210827&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008210875&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008211014&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008211121&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008211143&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008211353&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008211389&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008211547&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008211549&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008211767&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008212345&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008212500&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008212550&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008212633&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008212732&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008212855&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008213035&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008213201&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008213266&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008213274&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008213319&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008213396&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008213500&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008213539&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008213693&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008197568&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008198107&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008198130&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008198197&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008198336&_xpt=1&_xf=pdf
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Muscular weakness (n/a - Fatal - Results in Death),

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

[LOPERAMIDE HYDROCHLORIDE, LOPERAMIDE OXIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

EU-EC-10008198368 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008198405 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Burning sensation (12d - Fatal - Results in Death),

Cardio-respiratory arrest (12d - Fatal - Results in Death),

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

Fatigue (12d - Fatal - Results in Death),

Herpes zoster (5d - Fatal - Results in Death),

Hypoaesthesia (1d - Fatal - Results in Death),

Loss of consciousness (12d - Fatal - Results in Death),

Myalgia (12d - Fatal - Results in Death),

Neck pain (1d - Fatal - Results in Death),

Pain in extremity (1d - Fatal - Results in Death),

Pyrexia (12d - Fatal - Results in Death),

Rash pruritic (12d - 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])

[ALLOPURINOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[EZETIMIBE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LATANOPROST] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LORATADINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MESALAZINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MOMETASONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008200940 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Back pain (4d - Unknown - ),

Condition aggravated (4d - Unknown - ),

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])

ELIQUIS [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - 5mg - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - 40mg - n/a]),

[MORPHINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 5mg - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - 1300mg - n/a]),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 10meq - n/a]),

[SPIRONOLACTONE] (C - Product used for unknown indication - n/a - [n/a - 12.5mg - n/a]),

[ZOLPIDEM, ZOLPIDEM TARTRATE] (C - Product used for unknown indication - n/a - [n/a - 5mg - n/a])

ICSR

EU-EC-10008201172 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Mental status changes (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Thrombocytopenia (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])

[CHLORPHENAMINE MALEATE, PSEUDOEPHEDRINE HYDROCHLORIDE, IBUPROFEN, IBUPROFEN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LACTULOSE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ONDANSETRON, ONDANSETRON HYDROCHLORIDE, ONDANSETRON HYDROCHLORIDE DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PROCHLORPERAZINE, PROCHLORPERAZINE MALEATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SPIRONOLACTONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TENOFOVIR] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008201499 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [n/a - 
1{DF} - Intramuscular])

BRIVARACETAM [BRIVARACETAM] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral]),

[LAMOTRIGINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral])

ICSR

EU-EC-10008201549 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Obesity (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])

Not reported ICSR

EU-EC-10008201874 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008201965 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008202137 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008202165 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008202195 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008202250 05/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008170003 02/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Renal pain (n/a - Unknown - )

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

IRBESARTAN 75 MG - TABLET (C - n/a - n/a - [n/a - n/a - n/a]),

NOT AVAILABLE (C - n/a - n/a - [n/a - n/a - n/a]),

PREGABALIN [PREGABALIN] (C - n/a - n/a - [n/a - n/a - n/a]),

SEVELAMER HYDROCHLORIDE 800MG TABLET - FILM-COATED TABLET (C - n/a - n/a - [n/a - n/a - n/a]),

SILDENAFIL CITRATE [SILDENAFIL CITRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[INSULIN, INSULIN HUMAN] (C - n/a - n/a - [n/a - n/a - n/a]),

[METOPROLOL TARTRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[NIFEDIPINE] (C - n/a - n/a - [n/a - n/a - n/a]),

[OMEPRAZOLE] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008172916 02/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Dyspnoea (n/a - Unknown - ),

Fatigue (n/a - Unknown - ),

Headache (n/a - Unknown - ),

Respiration abnormal (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])

[ATORVASTATIN] (C - Hyperlipidaemia - n/a - [n/a - 20mg - n/a]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - 2000[iU] - n/a]),

[FAMCICLOVIR] (C - Product used for unknown indication - n/a - [n/a - 250mg - n/a]),

[GLUCOSAMINE HYDROCHLORIDE, CHONDROITIN SULFATE SODIUM, SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MELOXICAM] (C - Product used for unknown indication - n/a - [n/a - 7.5mg - n/a])

ICSR

EU-EC-10008173134 02/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008173171 02/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Acute respiratory failure (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Blood glucose increased (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Cardiac failure acute (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Metabolic encephalopathy (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])

EMPAGLIFLOZIN [EMPAGLIFLOZIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

SITAGLIPTIN [SITAGLIPTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ASCORBIC ACID, CALCIUM GLUBIONATE, CALCIUM CARBONATE, CALCIUM, CALCIUM GLUBIONATE, CALCIUM CARBONATE, COLECALCIFEROL, CALCIUM] (C - 
Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GLIMEPIRIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PROPRANOLOL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008173326 02/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Acute abdomen (n/a - Fatal - Results in Death),

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

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

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

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

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

Sepsis (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 - n/a - 
Intramuscular])

APIXABAN [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - 5mg - n/a]),

INSULIN LISPRO [INSULIN LISPRO] (C - Product used for unknown indication - n/a - ),

[ATENOLOL, ATENOLOL BP] (C - Product used for unknown indication - n/a - [n/a - 75mg - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - 80mg - n/a]),

[COLESTYRAMINE] (C - Product used for unknown indication - n/a - [n/a - 4g - n/a]),

[ESCITALOPRAM, ESCITALOPRAM OXALATE] (C - Product used for unknown indication - n/a - [n/a - 25mg - n/a]),

[FERROUS SULFATE] (C - Product used for unknown indication - n/a - [n/a - 300mg - n/a]),

[FLUCONAZOLE] (C - Product used for unknown indication - n/a - [n/a - 10mg - n/a]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - n/a - [n/a - 10mg - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - 650mg - n/a]),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008173894 02/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008174060 02/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (2d - Fatal - Results in Death),

Multiple organ dysfunction syndrome (2d - Fatal - Results in Death),

Pulse absent (2d - Fatal - Results in Death),

Pulseless electrical activity (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])

METHOTREXATE [METHOTREXATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATENOLOL, ATENOLOL BP] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[BENZONATATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FAMOTIDINE, FAMOTIDINE, CALCIUM CARBONATE, MAGNESIUM HYDROXIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[HYDROXYCHLOROQUINE SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LANSOPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OMEPRAZOLE, OMEPRAZOLE MAGNESIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OXYCODONE, OXYCODONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TROSPIUM, TROSPIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008174251 02/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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} - n/a])

Not reported ICSR

EU-EC-10008174421 02/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

ANORO ELLIPTA [UMECLIDINIUM BROMIDE, VILANTEROL, UMECLIDINIUM BROMIDE, VILANTEROL TRIFENATATE, UMECLIDINIUM, VILANTEROL] (C - Product used for
unknown indication - n/a - [n/a - n/a - n/a]),

INTELENCE [ETRAVIRINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

MIRABEGRON [MIRABEGRON] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[DONEPEZIL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ROSUVASTATIN, ROSUVASTATIN CALCIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TAMSULOSIN, TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008174581 02/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Malaise (3d - 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])

[CETIRIZINE DIHYDROCHLORIDE] (C - Product used for unknown indication - Unknown - ),

[CITALOPRAM, CITALOPRAM HYDROBROMIDE] (C - Product used for unknown indication - Unknown - ),

[MEMANTINE HYDROCHLORIDE] (C - Product used for unknown indication - Unknown - ),

[TEMAZEPAM] (C - Product used for unknown indication - Unknown - )

ICSR

EU-EC-10008174692 02/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008175150 02/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

APIXABAN [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008175359 02/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Diarrhoea (n/a - Unknown - ),

Malaise (n/a - Unknown - ),

Pyrexia (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} - 
Unknown])

Not reported ICSR

EU-EC-10008175531 02/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008175533 02/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Arthralgia (7d - Fatal - Results in Death),

Death (7d - Fatal - Results in Death),

Influenza like illness (7d - Fatal - Results in Death),

Pain in extremity (7d - Fatal - Results in Death),

Syncope (7d - Fatal - Results in Death, Other Medically Important Condition),

Tremor (7d - 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])

[ALPHA-TOCOPHEROL] (C - Product used for unknown indication - Not applicable - [n/a - n/a - n/a]),

[CELECOXIB] (C - Product used for unknown indication - Not applicable - [n/a - 200mg - n/a]),

[LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - Not applicable - [n/a - n/a - n/a]),

[MOXIFLOXACIN] (C - Product used for unknown indication - n/a - [n/a - .5% - n/a]),

[OMEPRAZOLE] (C - Product used for unknown indication - Not applicable - [n/a - n/a - n/a]),

[PIRETANIDE, RAMIPRIL, RAMIPRIL] (C - Product used for unknown indication - Unknown - ),

[VITAMIN D] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a])

ICSR

EU-EC-10008175607 02/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Unresponsive to stimuli (n/a - Fatal - Results in Death),

Vomiting (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])

ELIQUIS [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ASCORBIC ACID, CALCIUM GLUBIONATE, CALCIUM CARBONATE, CALCIUM, CALCIUM GLUBIONATE, CALCIUM CARBONATE, COLECALCIFEROL, CALCIUM] (C - 
Product used for unknown indication - n/a - [n/a - 10mg - n/a]),

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008198368&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008198405&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008200940&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008201172&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008201499&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008201549&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008201874&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008201965&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008202137&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008202165&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008202195&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008202250&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008170003&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008172916&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008173134&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008173171&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008173326&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008173894&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008174060&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008174251&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008174421&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008174581&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008174692&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008175150&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008175359&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008175531&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008175533&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008175607&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification

Primary 
Source 
Country 
for 
Regulatory
Purposes

Literature 
Reference

Patient 
Age 
Group

Patient 
Age 
Group 
(as per 
reporter)

Patient 
Sex

Parent
Child 
Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CEFDINIR] (C - Product used for unknown indication - n/a - [n/a - 300mg - n/a]),

[DIGOXIN] (C - Product used for unknown indication - n/a - [n/a - 125ug - n/a]),

[DIPHENHYDRAMINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 25mg - n/a]),

[LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - 112ug - n/a]),

[MEGESTROL ACETATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - 4500mg - n/a])

EU-EC-10008157048 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [n/a - 
1{DF} - Intramuscular])

INVOKANA [CANAGLIFLOZIN] (C - Type 2 diabetes mellitus - Not applicable - [n/a - 300mg - Oral]),

JANUMET [METFORMIN HYDROCHLORIDE, SITAGLIPTIN, METFORMIN HYDROCHLORIDE, SITAGLIPTIN PHOSPHATE, METFORMIN HYDROCHLORIDE, SITAGLIPTIN 
PHOSPHATE MONOHYDRATE] (C - Type 2 diabetes mellitus - Not applicable - [n/a - 100050mg - Oral]),

PLAVIX [CLOPIDOGREL, CLOPIDOGREL HYDROGEN SULFATE] (C - Product used for unknown indication - Not applicable - [n/a - 75mg - Oral]),

[AMLODIPINE BESILATE, PERINDOPRIL ARGININE, AMLODIPINE, PERINDOPRIL] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral]),

[CHONDROITIN SULFATE, CHONDROITIN SULFATE SODIUM] (C - Product used for unknown indication - Not applicable - [n/a - 800mg - Oral])

ICSR

EU-EC-10008157241 01/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Cerebellar stroke (n/a - Fatal - Results in Death),

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

COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 prophylaxis - Not applicable - [n/a - .
5mL - n/a])

Not reported ICSR

EU-EC-10008157969 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Malaise (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} - 
Unknown])

Not reported ICSR

EU-EC-10008158014 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008159675 01/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE MODERNA DISPERSION FOR 
INJECTION COVID-19 MRNA VACCINE (NUCLEOSIDE 
MODIFIED) [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - n/a - [n/a - .5mL - 
Intramuscular])

Not reported ICSR

EU-EC-10008163017 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008163029 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Impaired work ability (n/a - Unknown - ),

Malaise (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])

Not reported ICSR

EU-EC-10008163472 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Unresponsive to stimuli (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} - 
Unknown])

METHOTREXATE [METHOTREXATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CLONAZEPAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[HYDROCODONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PREDNISONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008164016 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008164044 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008164099 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008164126 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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} - n/a])

Not reported ICSR

EU-EC-10008164753 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Ageusia (19d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Aggression (19d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Asthenia (19d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

COVID-19 pneumonia (10d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Confusional state (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Cough (19d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

Decreased appetite (19d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Fall (19d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Pyrexia (19d - 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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - Not applicable - [n/a - n/a - n/a]),

[BUPROPION] (C - Product used for unknown indication - Not applicable - [n/a - n/a - n/a]),

[CLONAZEPAM] (C - Product used for unknown indication - Not applicable - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - Not applicable - [n/a - n/a - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - Not applicable - [n/a - n/a - n/a]),

[OMEPRAZOLE, PANTOPRAZOLE, PANTOPRAZOLE SODIUM] (C - Product used for unknown indication - Not applicable - [n/a - n/a - n/a]),

[ROSUVASTATIN, ROSUVASTATIN CALCIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008165064 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008165102 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

[WARFARIN, WARFARIN SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008165104 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

[ASCORBIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CYANOCOBALAMIN, FOLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ROSEHIP SEED OIL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008165163 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008165173 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Cough (n/a - Unknown - Life Threatening),

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

Dysgeusia (n/a - Unknown - Life Threatening),

Exposure to SARS-CoV-2 (n/a - Unknown - Life Threatening),

Feeling abnormal (n/a - Unknown - Life Threatening),

Gastrointestinal tract irritation (n/a - Unknown - Life Threatening),

Headache (n/a - Unknown - Life Threatening),

Malaise (n/a - Unknown - Life Threatening),

Micturition urgency (n/a - Unknown - Life Threatening),

Pain (n/a - Unknown - Life Threatening),

Pollakiuria (n/a - Unknown - Life Threatening),

Resuscitation (n/a - Unknown - Life Threatening),

SARS-CoV-2 test negative (n/a - Unknown - Life Threatening),

Somnolence (n/a - Unknown - Life Threatening),

Syncope (n/a - Unknown - Life Threatening),

Upper respiratory tract infection (n/a - Unknown - Life Threatening)

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])

[HYDROCHLOROTHIAZIDE, TRIAMTERENE] (C - n/a - n/a - ),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - n/a - n/a - )

ICSR

EU-EC-10008165204 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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} - 
Unknown])

[METOPROLOL SUCCINATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[PREDNISONE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008165509 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (4d - 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])

Not reported ICSR

EU-EC-10008165609 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

CANNABIDIOL [CANNABIDIOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ATENOLOL, ATENOLOL BP] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[AZELASTINE, AZELASTINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CASSIA] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ESOMEPRAZOLE, ESOMEPRAZOLE MAGNESIUM, ESOMEPRAZOLE MAGNESIUM TRIHYDRATE, ESOMEPRAZOLE SODIUM] (C - Product used for unknown indication - 
n/a - [n/a - n/a - Unknown]),

[HALOPERIDOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[HYDRALAZINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[HYDROCODONE BITARTRATE, PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[HYOSCYAMINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LEVOSALBUTAMOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LORAZEPAM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MIRTAZAPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MORPHINE, MORPHINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[NIFEDIPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[OXYGEN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[TURMERIC] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[UMECLIDINIUM, VILANTEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008165713 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Back pain (n/a - Unknown - ),

Cerebral haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Death (1d - Fatal - Results in Death, 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} - 
Unknown])

Not reported ICSR

EU-EC-10008165939 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008166272 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Cardiac arrest (1d - Unknown - Life Threatening),

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])

Not reported ICSR

EU-EC-10008166369 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Chest pain (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Condition aggravated (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Pulse absent (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Unresponsive to stimuli (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])

Not reported ICSR

EU-EC-10008166382 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Fatigue (2d - Unknown - ),

Myalgia (2d - Unknown - )

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

BRIVIACT [BRIVARACETAM] (C - Product used for unknown indication - Dose not changed - [n/a - 100mg - Oral]),

PANTOZOL CONTROL [PANTOPRAZOLE] (C - Product used for unknown indication - Dose not changed - [n/a - 20mg - Oral]),

[EPROSARTAN MESILATE, HYDROCHLOROTHIAZIDE, EPROSARTAN, HYDROCHLOROTHIAZIDE] (C - Product used for unknown indication - Dose not changed - [n/a - 
600mg - Oral]),

[LAMOTRIGINE] (C - Product used for unknown indication - Dose not changed - [n/a - n/a - Oral]),

[ZOLPIDEM, ZOLPIDEM TARTRATE] (C - Product used for unknown indication - Dose not changed - [n/a - n/a - Oral])

ICSR

EU-EC-10008166624 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [n/a - 
1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008166673 01/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Dyspnoea (n/a - Unknown - ),

Lethargy (n/a - Unknown - ),

Respiration abnormal (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])

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - 10ug - n/a]),

[FERROUS SULFATE] (C - Product used for unknown indication - n/a - [n/a - 325mg - n/a]),

[INSULIN HUMAN, INSULIN HUMAN ZINC, ISOPHANE INSULIN, INSULIN HUMAN] (C - Diabetes mellitus - n/a - [n/a - 20{DF} - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Hypertension - n/a - [n/a - 2.5mg - n/a]),

[SIMVASTATIN] (C - Product used for unknown indication - n/a - [n/a - 20mg - n/a])

ICSR

EU-EC-10008166776 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Not 
Specified

No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008166816 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008167139 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Eye contusion (n/a - Fatal - Results in Death),

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

Unresponsive to stimuli (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} - 
Unknown])

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008157048&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008157241&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008157969&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008158014&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008159675&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008163017&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008163029&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008163472&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008164016&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008164044&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008164099&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008164126&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008164753&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165064&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165102&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165104&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165163&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165173&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165204&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165509&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165609&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165713&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008165939&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008166272&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008166369&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008166382&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008166624&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008166673&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008166776&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008166816&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008167139&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification

Primary 
Source 
Country 
for 
Regulatory
Purposes

Literature 
Reference

Patient 
Age 
Group

Patient 
Age 
Group 
(as per 
reporter)

Patient 
Sex

Parent
Child 
Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

EU-EC-10008167175 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008167208 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (2d - Fatal - Results in Death),

Malaise (2d - 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])

Not reported ICSR

EU-EC-10008167224 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008167291 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

ELIQUIS [APIXABAN] (C - n/a - n/a - [n/a - n/a - Unknown]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - n/a - n/a - [n/a - n/a - Unknown]),

[CARVEDILOL] (C - n/a - n/a - [n/a - n/a - Unknown]),

[ENALAPRIL MALEATE] (C - n/a - n/a - [n/a - n/a - Unknown]),

[OMEPRAZOLE, OMEPRAZOLE MAGNESIUM] (C - n/a - n/a - [n/a - n/a - Unknown]),

[PARACETAMOL] (C - n/a - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008167467 01/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Bronchitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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])

Not reported ICSR

EU-EC-10008144267 31/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (0d - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - n/a - [n/a - .5mL - 
Intramuscular])

SEVELAMER [SEVELAMER, SEVELAMER CARBONATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[BISOPROLOL FUMARATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[CEFTAZIDIME] (C - n/a - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

[METHYLPREDNISOLONE, METHYLPREDNISOLONE ACETATE, METHYLPREDNISOLONE SODIUM HEMISUCCINATE] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008148551 31/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008149389 31/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008152645 31/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008153945 31/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

XARELTO [RIVAROXABAN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - ),

[PROPRANOLOL, PROPRANOLOL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SPIRONOLACTONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SUCRALFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008154089 31/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008154216 31/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008155491 31/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Female No Blood glucose increased (n/a - Unknown - ),

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

Decreased appetite (n/a - Unknown - ),

Dyspnoea (n/a - Unknown - ),

Illness (n/a - Unknown - ),

Loss of consciousness (1d - Recovered/Resolved - Other Medically Important Condition),

Nausea (n/a - Unknown - ),

Unresponsive to stimuli (1d - Fatal - Results in Death, 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])

[INSULIN, INSULIN HUMAN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008155829 31/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008155884 31/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Gastric cancer stage IV (n/a - Unknown - Other Medically Important Condition),

Pneumonia (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} - 
Unknown])

Not reported ICSR

EU-EC-10008156200 31/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008156305 31/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008156345 31/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008156455 31/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008156458 31/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Dyspnoea (n/a - Unknown - ),

Oxygen saturation decreased (n/a - Unknown - ),

Respiratory distress (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])

Not reported ICSR

EU-EC-10008156586 31/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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} - 
Unknown])

[ACETYLSALICYLIC ACID, ASPIRIN BP] (C - n/a - n/a - ),

[ALLIUM SATIVUM] (C - n/a - n/a - ),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - n/a - n/a - ),

[ATORVASTATIN] (C - n/a - n/a - ),

[BUDESONIDE, FORMOTEROL FUMARATE DIHYDRATE, FORMOTEROL FUMARATE, BUDESONIDE] (C - n/a - n/a - ),

[ESCITALOPRAM, ESCITALOPRAM OXALATE] (C - n/a - n/a - ),

[HYDROCODONE BITARTRATE, PARACETAMOL] (C - n/a - n/a - ),

[IBUPROFEN] (C - n/a - n/a - ),

[MONTELUKAST, MONTELUKAST SODIUM] (C - n/a - n/a - ),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - n/a - n/a - ),

[TAMSULOSIN HYDROCHLORIDE] (C - n/a - n/a - )

ICSR

EU-EC-10008156967 31/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Faeces discoloured (n/a - Fatal - Results in Death),

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

Hypoxia (1d - Fatal - Results in Death),

Mental status changes (n/a - Fatal - Results in Death),

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

Pulse absent (1d - Fatal - Results in Death),

Terminal state (1d - Fatal - Results in Death),

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

Vomiting (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])

Not reported ICSR

EU-EC-10008135472 30/03/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Dizziness (n/a - Not Recovered/Not Resolved - ),

Loss of consciousness (n/a - Not Recovered/Not Resolved - ),

Somnolence (n/a - Not Recovered/Not Resolved - )

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

Not reported ICSR

EU-EC-10008136879 30/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Chills (n/a - Not Recovered/Not Resolved - ),

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

Dyspnoea (n/a - Not Recovered/Not Resolved - ),

Hyperhidrosis (n/a - Not Recovered/Not Resolved - ),

Hypothermia (n/a - Not Recovered/Not Resolved - 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])

Not reported ICSR

EU-EC-10008137254 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

IRON [IRON] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ALLOPURINOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LIOTHYRONINE, LIOTHYRONINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OMEPRAZOLE, OMEPRAZOLE MAGNESIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SALBUTAMOL SULFATE, IPRATROPIUM BROMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008137419 30/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - n/a - n/a - [n/a - .5mL - Intramuscular])

Not reported ICSR

EU-EC-10008137569 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Bradycardia (n/a - Unknown - Other Medically Important Condition),

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

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 - ),

Unresponsive to stimuli (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 - More in ICSR])

IBUPROFEN [IBUPROFEN, IBUPROFEN SODIUM] (C - Product used for unknown indication - n/a - [n/a - 200mg - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - 81mg - n/a]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - 1{DF} - Oral])

ICSR

EU-EC-10008137682 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Chills (n/a - Unknown - ),

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

Fatigue (n/a - Unknown - ),

Myalgia (n/a - Unknown - ),

Nausea (n/a - Unknown - ),

Pyrexia (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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - 81mg - Unknown]),

[LORAZEPAM] (C - Product used for unknown indication - n/a - [n/a - 2mg - Unknown]),

[METOPROLOL SUCCINATE] (C - Product used for unknown indication - n/a - [n/a - 100mg - Unknown])

ICSR

EU-EC-10008138494 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

CARBIDOPA, LEVODOPA [CARBIDOPA, LEVODOPA] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DICLOFENAC SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008138785 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008139494 30/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Not 
Specified

No 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])

Not reported ICSR

EU-EC-10008139758 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

LEVETIRACETAM [LEVETIRACETAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LORAZEPAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[POLYCARBOPHIL CALCIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[QUETIAPINE, QUETIAPINE FUMARATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008167175&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008167208&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008167224&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008167291&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008167467&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008144267&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008148551&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008149389&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008152645&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008153945&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008154089&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008154216&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008155491&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008155829&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008155884&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008156200&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008156305&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008156345&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008156455&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008156458&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008156586&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008156967&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008135472&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008136879&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008137254&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008137419&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008137569&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008137682&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008138494&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008138785&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008139494&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008139758&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
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Date

Report Type Primary 
Source 
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Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

[TERAZOSIN, TERAZOSIN HYDROCHLORIDE DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TRAMADOL, TRAMADOL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VITAMIN D] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

EU-EC-10008139785 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008140115 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

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

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

Unresponsive to stimuli (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])

MEMANTINE HYDROCHLORIDE [MEMANTINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 20mg - n/a]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - 5000[iU] - n/a]),

[CYANOCOBALAMIN, VITAMIN B12] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DONEPEZIL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ENALAPRIL, ENALAPRIL MALEATE] (C - Product used for unknown indication - n/a - [n/a - 10mg - n/a]),

[LORATADINE] (C - Product used for unknown indication - n/a - [n/a - 10mg - n/a])

ICSR

EU-EC-10008140148 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008140391 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Decreased appetite (n/a - Unknown - Caused/Prolonged Hospitalisation),

Diarrhoea (n/a - Unknown - Caused/Prolonged Hospitalisation),

Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation),

Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation),

Hypophagia (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])

Not reported ICSR

EU-EC-10008140759 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Condition aggravated (n/a - Not Recovered/Not Resolved - ),

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

Dyspnoea (n/a - Not Recovered/Not Resolved - ),

Hypopnoea (n/a - Not Recovered/Not Resolved - ),

Pallor (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])

DULOXETINE [DULOXETINE, DULOXETINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

MELATONIN [MELATONIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ALLOPURINOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[GLIPIZIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[TORASEMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008141154 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008142389 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008142439 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008142553 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (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 - Unknown - [n/a - 1{DF} - 
Intramuscular])

Not reported ICSR

EU-EC-10008142561 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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} - n/a])

Not reported ICSR

EU-EC-10008142575 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MESO-ZEAXANTHIN, LUTEIN, ZEAXANTHIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VITAMIN D, CALCIUM CARBONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008143190 30/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Chest pain (n/a - Unknown - ),

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])

Not reported ICSR

EU-EC-10008122914 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008123484 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008123493 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (2d - Fatal - Results in Death),

Decreased appetite (n/a - Fatal - Results in Death),

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

Respiration abnormal (n/a - Fatal - Results in Death),

Weight increased (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])

Not reported ICSR

EU-EC-10008123686 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Asthenia (n/a - Unknown - ),

Death (3d - Fatal - Results in Death, Other Medically Important Condition),

Pyrexia (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])

REPATHA [EVOLOCUMAB] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[EPOETIN ALFA] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GLUCOSAMINE, GLUCOSAMINE SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[HYDRALAZINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MIRTAZAPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OXYGEN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008124733 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Chills (12d - Unknown - ),

Cough (12d - Unknown - ),

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

Fatigue (12d - Unknown - ),

Headache (12d - Unknown - ),

Pain (12d - Unknown - ),

Pyrexia (12d - 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])

Not reported ICSR

EU-EC-10008125188 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Muscle spasms (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Pain (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 - Unknown - [n/a - 1{DF} - 
Intramuscular])

Not reported ICSR

EU-EC-10008127775 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008127883 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

[DILTIAZEM, DILTIAZEM HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[HYDROCHLOROTHIAZIDE, TRIAMTERENE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MIRTAZAPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[POTASSIUM, POTASSIUM CHLORIDE, POTASSIUM GLYCEROPHOSPHATE, POTASSIUM HYDROGEN CARBONATE, POTASSIUM HYDROGEN TARTRATE] (C - Product
used for unknown indication - n/a - [n/a - n/a - n/a]),

[QUETIAPINE, QUETIAPINE FUMARATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008128121 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008128223 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008128401 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Dizziness (5d - Unknown - Caused/Prolonged Hospitalisation),

Nausea (5d - Unknown - Caused/Prolonged Hospitalisation),

Vomiting (5d - 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])

BEVESPI AEROSPHERE [GLYCOPYRRONIUM BROMIDE, FORMOTEROL FUMARATE DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

CLOPIDOGREL [CLOPIDOGREL, CLOPIDOGREL BESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

DULOXETINE [DULOXETINE, DULOXETINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[BETHANECHOL CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CITALOPRAM, CITALOPRAM HYDROBROMIDE, CITALOPRAM HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[COLESTYRAMINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FAMOTIDINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GLYCERYL TRINITRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MAGNESIUM OXIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MEGESTROL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MUPIROCIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008128458 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

CLOPIDOGREL [CLOPIDOGREL, CLOPIDOGREL BESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

LANTUS [INSULIN GLARGINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

PANTOPRAZOLE [PANTOPRAZOLE, PANTOPRAZOLE SODIUM SESQUIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[DICLOFENAC, DICLOFENAC POTASSIUM, DICLOFENAC SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[GLYCERYL TRINITRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[HYDROCODONE BITARTRATE, PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[METHOCARBAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ONDANSETRON] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[RAMIPRIL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ROSUVASTATIN, ROSUVASTATIN CALCIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008128464 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

ELIQUIS [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

ZYPREXA [OLANZAPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ATORVASTATIN, ATORVASTATIN CALCIUM, ATORVASTATIN CALCIUM TRIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CASSIA, CASSIA SENNA WHOLE, HYDROXYANTHRACENE GLYCOSIDES, SENNA PODS, SENNOSIDE B, SENNOSIDES] (C - Product used for unknown indication - n/a - 
[n/a - n/a - Unknown]),

[CLOZAPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[DEXAMETHASONE, DEXAMETHASONE PHOSPHATE, DEXAMETHASONE SODIUM PHOSPHATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FLUTICASONE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ONDANSETRON, ONDANSETRON HYDROCHLORIDE, ONDANSETRON HYDROCHLORIDE DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - 
Unknown]),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[SERTRALINE, SERTRALINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[TIOTROPIUM, TIOTROPIUM BROMIDE, TIOTROPIUM BROMIDE MONOHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008129423 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Abdominal pain upper (n/a - Unknown - Caused/Prolonged Hospitalisation),

Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation),

Confusional state (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])

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008139785&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008140115&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008140148&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008140391&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008140759&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008141154&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008142389&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008142439&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008142553&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008142561&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008142575&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008143190&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008122914&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008123484&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008123493&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008123686&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008124733&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008125188&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008127775&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008127883&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008128121&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008128223&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008128401&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008128458&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008128464&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008129423&_xpt=1&_xf=pdf
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Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation),

Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation),

Neck pain (n/a - Unknown - Caused/Prolonged Hospitalisation)

EU-EC-10008129431 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Injection site discomfort (1d - Recovered/Resolved - ),

Loss of consciousness (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])

COQ10 [ASCORBIC ACID;BETACAROTENE;CUPRIC OXIDE;MANGANESE SULFATE;SELENIUM;TOCOPHERYL ACETATE;UBIDECARENONE;ZINC OXIDE] [ASCORBIC 
ACID, BETACAROTENE, CUPRIC OXIDE, MANGANESE SULFATE, SELENIUM, TOCOPHERYL ACETATE, UBIDECARENONE, ZINC OXIDE] (C - Product used for unknown 
indication - n/a - [n/a - n/a - Unknown]),

IRON [IRON] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ALLIUM SATIVUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ASCORBIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FISH OIL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[RRR-ALPHA-TOCOPHEROL FROM VEGETABLE OIL DISTILLATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[UBIDECARENONE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008129675 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

LYRICA [PREGABALIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

PLAVIX [CLOPIDOGREL, CLOPIDOGREL HYDROGEN SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DIAZEPAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MORPHINE SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TIOTROPIUM, TIOTROPIUM BROMIDE, TIOTROPIUM BROMIDE MONOHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008129701 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cold sweat (n/a - Fatal - Results in Death),

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

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

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

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

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

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

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

Pain in extremity (n/a - Fatal - Results in Death)

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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ATORVASTATIN] (C - Hyperlipidaemia - n/a - [n/a - n/a - Unknown]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Hypertension - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008129702 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Endotracheal intubation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Pulseless electrical activity (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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - Drug withdrawn - [n/a - n/a - Oral]),

[ATORVASTATIN] (C - Product used for unknown indication - Drug withdrawn - [n/a - 40mg - Oral]),

[BISACODYL] (C - Product used for unknown indication - n/a - [n/a - 5mg - Oral]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral]),

[METHOCARBAMOL] (C - Product used for unknown indication - Drug withdrawn - [n/a - 1000mg - Oral]),

[METOPROLOL SUCCINATE] (C - Product used for unknown indication - n/a - [n/a - 25mg - Oral]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - 3g - Oral])

ICSR

EU-EC-10008129768 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Confusional state (n/a - Not Recovered/Not Resolved - ),

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

Dementia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),

Diet refusal (n/a - Not Recovered/Not Resolved - ),

Renal failure (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),

Restlessness (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])

Not reported ICSR

EU-EC-10008129778 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardio-respiratory arrest (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation),

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

Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation),

Fall (n/a - Unknown - Caused/Prolonged Hospitalisation),

Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation),

Hypoxia (n/a - Unknown - Caused/Prolonged Hospitalisation),

Musculoskeletal stiffness (n/a - Unknown - Caused/Prolonged Hospitalisation),

Pain (n/a - Unknown - Caused/Prolonged Hospitalisation),

Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation),

Respiration abnormal (n/a - Unknown - Caused/Prolonged Hospitalisation),

Respiratory failure (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation),

Unresponsive to stimuli (n/a - Unknown - Caused/Prolonged Hospitalisation)

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

Not reported ICSR

EU-EC-10008129800 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Conversion disorder (9d - Unknown - ),

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

Dysphagia (4d - Unknown - ),

Fatigue (9d - Unknown - ),

Pyrexia (9d - 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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ALPRAZOLAM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ASCORBIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CYANOCOBALAMIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FERROUS SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MIRTAZAPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[NICOTINAMIDE, RIBOFLAVIN, THIAMINE NITRATE, PYRIDOXINE HYDROCHLORIDE, THIAMINE HYDROCHLORIDE, NICOTINAMIDE, RIBOFLAVIN, PYRIDOXINE 
HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[NICOTINIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[RISPERIDONE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[SOLIDAGO VIRGAUREA] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[THYMUS VULGARIS] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[VACCINIUM MACROCARPON] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ZEA MAYS] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008129819 29/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008080064 26/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Decreased appetite (n/a - Unknown - ),

Dry mouth (n/a - Unknown - ),

Dyspnoea (1d - Unknown - ),

Fatigue (n/a - Unknown - ),

Hyperhidrosis (n/a - Unknown - ),

Pain (n/a - Unknown - ),

Pyrexia (n/a - Unknown - ),

Unresponsive to stimuli (1d - Unknown - Other Medically Important Condition),

Wheezing (n/a - Unknown - )

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

GALVUS [VILDAGLIPTIN] (C - Product used for unknown indication - n/a - [n/a - 50mg - n/a]),

LEVETIRACETAM ACTAVIS [LEVETIRACETAM] (C - Product used for unknown indication - n/a - [n/a - 500mg - n/a]),

SIFROL [PRAMIPEXOLE DIHYDROCHLORIDE MONOHYDRATE] (C - Product used for unknown indication - n/a - [n/a - .25mg - n/a]),

[ESCITALOPRAM] (C - Product used for unknown indication - n/a - [n/a - 10mg - n/a]),

[HALOPERIDOL DECANOATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MACROGOL, SODIUM HYDROGEN CARBONATE, POTASSIUM CHLORIDE, SODIUM CHLORIDE, MACROGOL 3350] (C - Product used for unknown indication - n/a - [n/a - 
n/a - n/a]),

[METFORMIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 1000mg - n/a]),

[NALOXONE HYDROCHLORIDE, OXYCODONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OXAZEPAM] (C - Product used for unknown indication - n/a - [n/a - 15mg - n/a]),

[TORASEMIDE] (C - Product used for unknown indication - n/a - [n/a - 10mg - n/a])

ICSR

EU-EC-10008080824 26/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation)

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

Not reported ICSR

EU-EC-10008082101 26/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - n/a - n/a - [n/a - n/a - Intramuscular])

Not reported ICSR

EU-EC-10008089651 26/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No COVID-19 (n/a - Unknown - ),

COVID-19 pneumonia (8d - Unknown - ),

Cough (n/a - Unknown - ),

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

Dyspnoea (n/a - Unknown - ),

Emotional distress (n/a - Unknown - ),

Malaise (n/a - Unknown - ),

Pyrexia (n/a - Unknown - ),

Rales (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])

IBUPROFEN [IBUPROFEN, IBUPROFEN SODIUM] (C - Product used for unknown indication - n/a - [n/a - 400mg - Unknown]),

TIVICAY [DOLUTEGRAVIR] (C - Product used for unknown indication - n/a - [n/a - 100mg - Unknown]),

[AMOXICILLIN SODIUM, CLAVULANIC ACID, AMOXICILLIN TRIHYDRATE, CLAVULANIC ACID, AMOXICILLIN TRIHYDRATE, POTASSIUM CLAVULANATE, AMOXICILLIN, 
CLAVULANIC ACID, AMOXICILLIN, POTASSIUM CLAVULANATE] (C - Product used for unknown indication - n/a - [n/a - 125mg - Unknown]),

[BENZONATATE] (C - Cough - n/a - [n/a - n/a - Unknown]),

[CETIRIZINE DIHYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 10mg - Unknown]),

[CHLORHEXIDINE GLUCONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[DICLOFENAC, DICLOFENAC POTASSIUM, DICLOFENAC SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Topical]),

[FLUTICASONE PROPIONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LAMIVUDINE, TENOFOVIR DISOPROXIL FUMARATE] (C - Product used for unknown indication - n/a - [n/a - 300mg - Unknown])

ICSR

EU-EC-10008090657 26/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Pyrexia (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 - More in ICSR])

[AMIODARONE, AMIODARONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CLONAZEPAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DIPYRIDAMOLE, ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FENOFIBRATE, FENOFIBRATE MICRONISED] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008090748 26/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Diet refusal (21d - Unknown - ),

Refusal of treatment by patient (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])

Not reported ICSR

EU-EC-10008091287 26/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Decreased appetite (n/a - Unknown - ),

Fatigue (n/a - Unknown - ),

Illness (n/a - Unknown - ),

Insomnia (n/a - Unknown - ),

Lethargy (n/a - Unknown - ),

Malaise (n/a - Unknown - ),

Nocturia (n/a - Unknown - ),

Pollakiuria (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])

Not reported ICSR

EU-EC-10008091610 26/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

[HYDROCHLOROTHIAZIDE, TRIAMTERENE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008091696 26/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

[COLECALCIFEROL, CALCIUM CARBONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FLUOXETINE, FLUOXETINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 20mg - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MAGNESIUM, ALPHA-TOCOPHEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 40meq - n/a]),

[PRAVASTATIN, PRAVASTATIN SODIUM] (C - Product used for unknown indication - n/a - [n/a - 40mg - n/a]),

[TAMSULOSIN, TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 4mg - n/a])

ICSR

EU-EC-10008092065 26/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Fatigue (n/a - Unknown - ),

Malaise (n/a - Unknown - ),

Musculoskeletal stiffness (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])

Not reported ICSR

EU-EC-10008093127 26/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008066318 25/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008072937 25/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

DULOXETINE [DULOXETINE, DULOXETINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

IBUPROFEN [IBUPROFEN, IBUPROFEN SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008129431&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008129675&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008129701&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008129702&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008129768&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008129778&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008129800&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008129819&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008080064&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008080824&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008082101&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008089651&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008090657&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008090748&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008091287&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008091610&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008091696&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008092065&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008093127&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008066318&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008072937&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification

Primary 
Source 
Country 
for 
Regulatory
Purposes

Literature 
Reference

Patient 
Age 
Group

Patient 
Age 
Group 
(as per 
reporter)

Patient 
Sex

Parent
Child 
Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[HYDROCODONE BITARTRATE, PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LORATADINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MORNIFLUMATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[POTASSIUM, POTASSIUM CHLORIDE, POTASSIUM GLYCEROPHOSPHATE, POTASSIUM HYDROGEN CARBONATE, POTASSIUM HYDROGEN TARTRATE] (C - Product
used for unknown indication - n/a - [n/a - n/a - n/a])

EU-EC-10008073127 25/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

ELIQUIS [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CEFTRIAXONE, CEFTRIAXONE DISODIUM, CEFTRIAXONE DISODIUM SALT HEMIHEPTAHYDRATE, CEFTRIAXONE SODIUM, CEFTRIAXONE, LIDOCAINE 
HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ENALAPRIL MALEATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[QUETIAPINE, QUETIAPINE FUMARATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008073446 25/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008073454 25/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (3d - 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])

DULOXETINE [DULOXETINE, DULOXETINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - 600mg - n/a]),

[HYDROCHLOROTHIAZIDE, LISINOPRIL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OXYCODONE, OXYCODONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008073888 25/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008074317 25/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Epistaxis (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])

INVANZ [ERTAPENEM, ERTAPENEM SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CLARITHROMYCIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CYANOCOBALAMIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ENALAPRIL, ENALAPRIL MALEATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[NITROFURANTOIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008075938 25/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Chest pain (n/a - Unknown - ),

Chills (n/a - Unknown - ),

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

Fatigue (n/a - Unknown - ),

Flatulence (n/a - Unknown - ),

Headache (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])

DUPIXENT [DUPILUMAB] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATENOLOL, ATENOLOL BP] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008076183 25/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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 - Unknown - [n/a - 1{DF} - 
Intramuscular])

Not reported ICSR

EU-EC-10008076407 25/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008076808 25/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Malaise (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])

Not reported ICSR

EU-EC-10008077066 25/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Dyspnoea (3d - 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])

Not reported ICSR

EU-EC-10008077752 25/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Brain herniation (n/a - Unknown - Caused/Prolonged Hospitalisation),

Cerebral haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation),

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

Encephalitis (n/a - Unknown - Caused/Prolonged Hospitalisation),

Intracranial mass (n/a - Unknown - Caused/Prolonged Hospitalisation),

Meningioma (n/a - Unknown - Caused/Prolonged Hospitalisation),

Subdural haemorrhage (n/a - Unknown - Caused/Prolonged Hospitalisation),

Vasogenic cerebral oedema (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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - 81mg - n/a]),

[ALENDRONATE SODIUM, ALENDRONATE SODIUM TRIHYDRATE, ALENDRONIC ACID] (C - Product used for unknown indication - n/a - [n/a - 70mg - n/a]),

[HYDROXYCHLOROQUINE SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - 100ug - n/a]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - 50mg - n/a]),

[MECLOZINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 12.5mg - n/a]),

[METOPROLOL SUCCINATE] (C - Product used for unknown indication - n/a - [n/a - 50mg - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - 650mg - n/a]),

[ROSUVASTATIN, ROSUVASTATIN CALCIUM] (C - Product used for unknown indication - n/a - [n/a - 30mg - n/a]),

[VITAMIN D, CALCIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008078068 25/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008078226 25/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

PROPRANOLOL HYDROCHLORIDE [PROPRANOLOL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FERROUS SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FLUTICASONE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LAMOTRIGINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[METHOCARBAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008052986 24/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008052990 24/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GALANTAMINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008052991 24/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008052995 24/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No COVID-19 (n/a - Fatal - Results in Death),

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])

Not reported ICSR

EU-EC-10008052996 24/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Haemorrhage (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])

BUMETANIDE [BUMETANIDE] (C - Product used for unknown indication - n/a - [n/a - 1mg - Unknown]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - 10mg - Unknown]),

[TERAZOSIN, TERAZOSIN HYDROCHLORIDE DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - 10mg - Unknown])

ICSR

EU-EC-10008059187 24/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Asthenia (n/a - Unknown - Life Threatening),

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

Depressed level of consciousness (n/a - Unknown - Life Threatening),

Dizziness (n/a - Unknown - ),

Hypotension (n/a - Unknown - Life Threatening),

Loss of consciousness (n/a - Unknown - Life Threatening, 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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ISOSORBIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[WARFARIN, WARFARIN SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008059610 24/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Dehydration (n/a - Unknown - Caused/Prolonged Hospitalisation),

Foaming at mouth (n/a - Unknown - Caused/Prolonged Hospitalisation),

Hypercalcaemia (n/a - Unknown - Caused/Prolonged Hospitalisation),

Respiratory tract congestion (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])

[LORATADINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MEMANTINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MIRTAZAPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VENLAFAXINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008059698 24/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Loss of consciousness (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])

Not reported ICSR

EU-EC-10008059980 24/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Bedridden (n/a - Not Recovered/Not Resolved - ),

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

Dysphagia (n/a - Not Recovered/Not Resolved - ),

Pyrexia (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])

MELATONIN [MELATONIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[BUSPIRONE, BUSPIRONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CARBIDOPA, LEVODOPA, LEVODOPA, ANHYDROUS CARBIDOPA, LEVODOPA, CARBIDOPA MONOHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - 
Unknown]),

[CASCARA PH. EUR., DANDELION ROOT BHP, SENNA LEAF PH. EUR., VALERIAN ROOT PH. EUR., ALOES POWDERED, DOCUSATE SODIUM, CASSIA] (C - Product 
used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CYANOCOBALAMIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[DONEPEZIL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FAMOTIDINE, FAMOTIDINE, CALCIUM CARBONATE, MAGNESIUM HYDROXIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[HYDROCHLOROTHIAZIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LORAZEPAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MAGNESIUM HYDROXIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MEDROXYPROGESTERONE ACETATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MEMANTINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[METHADONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MORPHINE, MORPHINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[OXCARBAZEPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[QUETIAPINE, QUETIAPINE FUMARATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[SORBITOL (E420)] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[VALPROATE SEMISODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008061818 24/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Abdominal pain (n/a - Unknown - Caused/Prolonged Hospitalisation),

Abdominal tenderness (n/a - Unknown - ),

Apnoeic attack (n/a - Unknown - Caused/Prolonged Hospitalisation),

Cardiac failure congestive (n/a - Unknown - Other Medically Important Condition),

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

Dehydration (n/a - Unknown - ),

Hypophagia (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])

INSULIN DETEMIR [INSULIN DETEMIR] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

MELATONIN [MELATONIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

OLANZAPINE [OLANZAPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ALLOPURINOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CYANOCOBALAMIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ESCITALOPRAM, ESCITALOPRAM OXALATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FISH OIL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FLUTICASONE PROPIONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Nasal]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GLIPIZIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PRAVASTATIN, PRAVASTATIN SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SALBUTAMOL SULFATE, IPRATROPIUM BROMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Nasal])

ICSR

EU-EC-10008064473 24/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Aphasia (n/a - Unknown - Caused/Prolonged Hospitalisation),

Cardiac failure (n/a - Unknown - Caused/Prolonged Hospitalisation),

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

General physical health deterioration (n/a - Unknown - 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])

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008073127&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008073446&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008073454&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008073888&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008074317&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008075938&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008076183&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008076407&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008076808&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008077066&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008077752&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008078068&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008078226&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008052986&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008052990&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008052991&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008052995&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008052996&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008059187&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008059610&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008059698&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008059980&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008061818&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008064473&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification

Primary 
Source 
Country 
for 
Regulatory
Purposes

Literature 
Reference

Patient 
Age 
Group

Patient 
Age 
Group 
(as per 
reporter)

Patient 
Sex

Parent
Child 
Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

Headache (n/a - Unknown - Caused/Prolonged Hospitalisation),

Hepatic failure (n/a - Unknown - Caused/Prolonged Hospitalisation),

Incoherent (n/a - Unknown - Caused/Prolonged Hospitalisation),

Nausea (n/a - Unknown - Caused/Prolonged Hospitalisation),

Palpitations (n/a - Unknown - Caused/Prolonged Hospitalisation),

Renal failure (n/a - Unknown - Caused/Prolonged Hospitalisation),

Vaccination complication (n/a - Unknown - ),

Vaccination site pain (n/a - Unknown - ),

Vomiting (n/a - Unknown - Caused/Prolonged Hospitalisation)

EU-EC-10008064654 24/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [n/a - 
1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008064686 24/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008065025 24/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008037062 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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} - 
Intramuscular])

INCRUSE ELLIPTA [UMECLIDINIUM BROMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - 81mg - n/a]),

[ALPHATOCOPHEROL ACETATE, LUTEIN] (C - Product used for unknown indication - n/a - ),

[LATANOPROST] (C - Product used for unknown indication - n/a - [n/a - .005% - n/a]),

[LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - 25mg - n/a]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - 20mg - n/a]),

[POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - 20meq - n/a]),

[SIMVASTATIN] (C - Product used for unknown indication - n/a - [n/a - 50mg - n/a])

ICSR

EU-EC-10008037072 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No COVID-19 (n/a - Unknown - ),

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])

Not reported ICSR

EU-EC-10008037076 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008041538 23/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

Not 
Specified

Elderly Female No Death (n/a - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [n/a - 
1{DF} - n/a])

ADVAGRAF [TACROLIMUS] (C - n/a - n/a - [n/a - n/a - n/a]),

BUMETANIDE [BUMETANIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

CELLCEPT POWDER FOR ORAL SUSPENSION [MYCOPHENOLATE MOFETIL] (C - n/a - n/a - [n/a - n/a - n/a]),

EPOETIN BETA - SOLUTION FOR INJECTION (C - n/a - n/a - [n/a - n/a - n/a]),

NOT AVAILABLE (C - n/a - n/a - [n/a - n/a - n/a]),

[COLECALCIFEROL, CALCIUM, COLECALCIFEROL, CALCIUM CARBONATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[ESOMEPRAZOLE, ESOMEPRAZOLE MAGNESIUM TRIHYDRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[LANETTE, VASELINE] (C - n/a - n/a - [n/a - n/a - n/a]),

[METOCLOPRAMIDE, METOCLOPRAMIDE HYDROCHLORIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

[OXYCODONE HYDROCHLORIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

[TACROLIMUS] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008041773 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Back pain (n/a - Unknown - ),

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

Headache (n/a - Unknown - ),

Nausea (n/a - Unknown - ),

Seizure (n/a - Unknown - Caused/Prolonged Hospitalisation),

Vaccination site pain (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])

Not reported ICSR

EU-EC-10008043340 23/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008044504 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [n/a - 
1{DF} - Unknown])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[HYDROCHLOROTHIAZIDE] (C - Product used for unknown indication - n/a - ),

[LERCANIDIPINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - ),

[METFORMIN HYDROCHLORIDE] (C - Product used for unknown indication - Not applicable - ),

[METOPROLOL SUCCINATE] (C - Product used for unknown indication - n/a - ),

[TORASEMIDE] (C - Product used for unknown indication - n/a - )

ICSR

EU-EC-10008045780 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

CLOPIDOGREL [CLOPIDOGREL, CLOPIDOGREL BESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

MELATONIN [MELATONIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MIRABEGRON] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SENNA ALEXANDRIAN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SERTRALINE, SERTRALINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TAMSULOSIN, TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VITAMIN D] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008046526 23/03/2021 Death (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} - 
Intramuscular])

[LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]) ICSR

EU-EC-10008047125 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Arrhythmia (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Chest pain (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation),

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

Hypothermia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Pain (n/a - Unknown - Caused/Prolonged Hospitalisation),

Unresponsive to stimuli (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])

APIXABAN [APIXABAN] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

LEVODOPA [LEVODOPA] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[BACLOFEN] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[CARBIDOPA] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[LORAZEPAM] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a])

ICSR

EU-EC-10008047172 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Dementia (3d - 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])

Not reported ICSR

EU-EC-10008047326 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation),

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])

Not reported ICSR

EU-EC-10008047490 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CETIRIZINE, CETIRIZINE DIHYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CLOZAPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FERROUS GLUCONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GLIPIZIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[HYDROXYANTHRACENE GLYCOSIDES, SENNOSIDES] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - COVID-19 immunisation - n/a - [n/a - n/a - n/a]),

[MACROGOL, SODIUM HYDROGEN CARBONATE, POTASSIUM CHLORIDE, SODIUM CHLORIDE, MACROGOL 3350] (C - Product used for unknown indication - n/a - [n/a - 
n/a - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[RISPERIDONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SERTRALINE, SERTRALINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008047601 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (29d - Fatal - Results in Death),

Diarrhoea (n/a - Not Recovered/Not Resolved - ),

Musculoskeletal discomfort (n/a - Unknown - ),

Nausea (n/a - Not Recovered/Not Resolved - ),

Pain (n/a - Unknown - ),

Pyrexia (n/a - Unknown - ),

Unresponsive to stimuli (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),

Vomiting (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])

Not reported ICSR

EU-EC-10008047841 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No COVID-19 (n/a - Unknown - ),

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])

Not reported ICSR

EU-EC-10008047941 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

COLESEVELAM [COLESEVELAM] (C - Product used for unknown indication - n/a - [n/a - 3{DF} - Oral]),

IRON [IRON] (C - Product used for unknown indication - n/a - [n/a - 65mg - Oral]),

LANTUS [INSULIN GLARGINE] (C - Product used for unknown indication - n/a - [n/a - 24{DF} - Subcutaneous - More in ICSR]),

PLAVIX [CLOPIDOGREL, CLOPIDOGREL HYDROGEN SULFATE] (C - Product used for unknown indication - n/a - [n/a - 2{DF} - Unknown]),

[CALCIUM CARBONATE] (C - Product used for unknown indication - n/a - [n/a - 1{DF} - Oral]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - 50000{DF} - Oral]),

[FOSFOMYCIN, FOSFOMYCIN TROMETAMOL] (C - Product used for unknown indication - n/a - [n/a - 3g - Oral]),

[OMEPRAZOLE, PANTOPRAZOLE, PANTOPRAZOLE SODIUM] (C - Product used for unknown indication - n/a - [n/a - 40mg - Oral]),

[RETINOL, THIAMINE HYDROCHLORIDE, ASCORBIC ACID, ERGOCALCIFEROL, NICOTINAMIDE, RIBOFLAVIN, PYRIDOXINE HYDROCHLORIDE, RETINOL] (C - Product 
used for unknown indication - n/a - [n/a - 1{DF} - Oral])

ICSR

EU-EC-10008049164 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Hypotension (2d - Unknown - Caused/Prolonged Hospitalisation),

Hypoxia (2d - Unknown - Caused/Prolonged Hospitalisation),

Loss of consciousness (n/a - Unknown - Caused/Prolonged Hospitalisation),

Small intestinal obstruction (2d - 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])

ELIQUIS [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

OXYBUTYNIN [OXYBUTYNIN, OXYBUTYNIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ALLOPURINOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[AMIODARONE, AMIODARONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[EZETIMIBE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ONDANSETRON, ONDANSETRON HYDROCHLORIDE, ONDANSETRON HYDROCHLORIDE DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008049295 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008049540 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

CLOPIDOGREL [CLOPIDOGREL, CLOPIDOGREL BESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ERGOCALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LORAZEPAM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MORPHINE, MORPHINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[TAMSULOSIN, TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10008049763 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

[VITAMIN D] (C - Product used for unknown indication - n/a - [n/a - 1.25mg - Unknown]) ICSR

EU-EC-10008051030 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (8d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Haemolytic anaemia (n/a - Unknown - Caused/Prolonged Hospitalisation),

Haemorrhagic stroke (n/a - Unknown - Caused/Prolonged Hospitalisation),

Jaundice (n/a - Unknown - Caused/Prolonged Hospitalisation),

Multiple organ dysfunction syndrome (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])

[ATORVASTATIN, ATORVASTATIN CALCIUM, ATORVASTATIN CALCIUM TRIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - 10ug - n/a]),

[AZELASTINE, AZELASTINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral]),

[RISEDRONATE SODIUM] (C - Product used for unknown indication - n/a - [n/a - 35ug - n/a])

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008064654&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008064686&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008065025&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008037062&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008037072&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008037076&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008041538&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008041773&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008043340&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008044504&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008045780&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008046526&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008047125&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008047172&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008047326&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008047490&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008047601&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008047841&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008047941&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008049164&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008049295&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008049540&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008049763&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008051030&_xpt=1&_xf=pdf
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Shock haemorrhagic (n/a - Unknown - Caused/Prolonged Hospitalisation)

EU-EC-10008051121 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No COVID-19 (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Death (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])

Not reported ICSR

EU-EC-10008051215 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008051730 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

[AMLODIPINE, AMLODIPINE BESILATE] (C - Product used for unknown indication - n/a - ),

[ATORVASTATIN, ATORVASTATIN CALCIUM, ATORVASTATIN CALCIUM TRIHYDRATE] (C - Product used for unknown indication - n/a - ),

[CHLORTALIDONE, CHLORTALIDONE PH. EUR., CHLORTALIDONE, RESERPINE] (C - Product used for unknown indication - n/a - ),

[FINASTERIDE] (C - Product used for unknown indication - n/a - ),

[FUROSEMIDE, POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - ),

[GABAPENTIN] (C - Product used for unknown indication - n/a - ),

[GLIPIZIDE] (C - Product used for unknown indication - n/a - ),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - ),

[METFORMIN, METFORMIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - ),

[OMEPRAZOLE, PANTOPRAZOLE, PANTOPRAZOLE SODIUM] (C - Product used for unknown indication - n/a - ),

[TERAZOSIN, TERAZOSIN HYDROCHLORIDE, TERAZOSIN HYDROCHLORIDE DIHYDRATE] (C - Product used for unknown indication - n/a - )

ICSR

EU-EC-10008051742 23/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Cerebrovascular accident (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),

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

Loss of consciousness (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])

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008028670 22/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Aphasia (n/a - Fatal - Results in Death),

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

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

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

Tachypnoea (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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN CALCIUM, EZETIMIBE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MIRTAZAPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OMEPRAZOLE, PANTOPRAZOLE, PANTOPRAZOLE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TRAMADOL, TRAMADOL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008028874 22/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardiac arrest (1d - Fatal - Results in Death),

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

Resuscitation (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])

JANUVIA [SITAGLIPTIN, SITAGLIPTIN PHOSPHATE, SITAGLIPTIN PHOSPHATE MONOHYDRATE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

TRELEGY ELLIPTA [UMECLIDINIUM BROMIDE, FLUTICASONE FUROATE, VILANTEROL] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

XARELTO [RIVAROXABAN] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[METOPROLOL SUCCINATE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[SPIRONOLACTONE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a])

ICSR

EU-EC-10008029005 22/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Back pain (n/a - Unknown - Caused/Prolonged Hospitalisation),

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

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

Headache (n/a - Unknown - ),

Hyperglycaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Hypotension (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Petechiae (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 - n/a - 
Intramuscular])

ELIQUIS [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

ENTRESTO [VALSARTAN, SACUBITRIL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN, ATORVASTATIN CALCIUM, ATORVASTATIN CALCIUM TRIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CYANOCOBALAMIN, VITAMIN B12] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DIGOXIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DONEPEZIL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GLUCOSE, GLUCOSE MONOHYDRATE, GLUCOSE, ANHYDROUS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[INSULIN ASPART] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LINAGLIPTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LORAZEPAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MORNIFLUMATE, TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SPIRONOLACTONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TEMAZEPAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VITAMIN D] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008029033 22/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Unresponsive to stimuli (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])

Not reported ICSR

EU-EC-10008029222 22/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008029657 22/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Condition aggravated (n/a - Unknown - Other Medically Important Condition),

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

Dizziness (n/a - Unknown - Other Medically Important Condition),

Fall (n/a - Unknown - Other Medically Important Condition),

Feeling abnormal (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])

[DONEPEZIL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 10mg - Unknown]),

[LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - 137ug - Unknown]),

[NIFEDIPINE] (C - Product used for unknown indication - n/a - [n/a - 90mg - Unknown]),

[RAMIPRIL] (C - Product used for unknown indication - n/a - [n/a - 20mg - Unknown])

ICSR

EU-EC-10008029719 22/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Malaise (n/a - Unknown - ),

Unresponsive to stimuli (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])

[SIMVASTATIN] (C - Product used for unknown indication - n/a - ) ICSR

EU-EC-10008031312 22/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10008032499 22/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Urinary tract infection (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])

Not reported ICSR

EU-EC-10008032600 22/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008032766 22/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Erythema (n/a - Unknown - ),

Haemangioma of skin (n/a - Unknown - ),

Purulent discharge (n/a - Unknown - ),

Rash (n/a - Unknown - ),

Rash macular (n/a - Unknown - ),

Scab (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])

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008033157 22/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

[GLIPIZIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008033314 22/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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} - 
Unknown])

Not reported ICSR

EU-EC-10008033414 22/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation),

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

Pneumonia (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} - 
Intramuscular])

Not reported ICSR

EU-EC-10008033503 22/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008033583 22/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008034147 22/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Chest pain (n/a - Unknown - ),

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

Feeling abnormal (n/a - Unknown - ),

Vaccination site pain (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])

Not reported ICSR

EU-EC-10007995724 19/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007995782 19/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Asthenia (n/a - Unknown - ),

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 - Unknown - [n/a - 1{DF} - 
Intramuscular])

Not reported ICSR

EU-EC-10007996183 19/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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} - 
Subcutaneous])

Not reported ICSR

EU-EC-10007996439 19/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007997449 19/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007997689 19/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007997867 19/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Aphasia (n/a - Unknown - ),

Communication disorder (n/a - Unknown - ),

Contusion (n/a - Unknown - ),

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

Thrombocytopenia (n/a - Unknown - Other Medically Important Condition),

Thrombosis (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])

Not reported ICSR

EU-EC-10007998926 19/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007999647 19/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No COVID-19 (n/a - Unknown - ),

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])

Not reported ICSR

EU-EC-10008001106 19/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

[SALBUTAMOL SULFATE] (C - Asthma - n/a - ) ICSR

EU-EC-10008001401 19/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008001828 19/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008001906 19/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Illness (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])

Not reported ICSR

EU-EC-10008002290 19/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10008002294 19/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Pyrexia (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])

Not reported ICSR

EU-EC-10008002370 19/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Cyanosis (1d - Fatal - Results in Death),

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

Unresponsive to stimuli (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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CETIRIZINE, CETIRIZINE DIHYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008051121&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008051215&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008051730&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008051742&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008028670&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008028874&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008029005&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008029033&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008029222&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008029657&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008029719&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008031312&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008032499&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008032600&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008032766&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008033157&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008033314&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008033414&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008033503&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008033583&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008034147&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007995724&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007995782&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007996183&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007996439&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007997449&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007997689&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007997867&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007998926&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007999647&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008001106&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008001401&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008001828&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008001906&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008002290&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008002294&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008002370&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification

Primary 
Source 
Country 
for 
Regulatory
Purposes

Literature 
Reference

Patient 
Age 
Group

Patient 
Age 
Group 
(as per 
reporter)

Patient 
Sex

Parent
Child 
Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

[CICLESONIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[HYDRALAZINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[HYDROCHLOROTHIAZIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[INSULIN HUMAN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOSALBUTAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MELOXICAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[POLYCARBOPHIL CALCIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

EU-EC-10008002389 19/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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} - 
Unknown])

Not reported ICSR

EU-EC-10007979388 18/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Abdominal pain (n/a - Unknown - ),

Acidosis (n/a - Unknown - ),

Ascites (n/a - Unknown - Other Medically Important Condition),

Atelectasis (n/a - Unknown - ),

Cholelithiasis (n/a - Unknown - ),

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

Dyspnoea (n/a - Unknown - ),

Enteritis (n/a - Unknown - ),

Hypoglycaemia (n/a - Unknown - ),

Ileus (n/a - Unknown - Other Medically Important Condition),

Nausea (n/a - Unknown - ),

Pericardial effusion (n/a - Unknown - Other Medically Important Condition),

Pleural effusion (n/a - Unknown - ),

Proctitis (n/a - Unknown - ),

Retching (n/a - Unknown - ),

Varices oesophageal (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])

IBUPROFEN [IBUPROFEN, IBUPROFEN SODIUM] (C - Product used for unknown indication - n/a - ),

TESTOSTERONE [TESTOSTERONE] (C - Product used for unknown indication - n/a - ),

[ATROPINE, DIPHENOXYLATE] (C - Product used for unknown indication - n/a - ),

[CALCIUM CARBONATE] (C - Product used for unknown indication - n/a - ),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - ),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - ),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - ),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - ),

[MAGNESIUM CHLORIDE] (C - Product used for unknown indication - n/a - ),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - ),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - ),

[PARACETAMOL] (C - Product used for unknown indication - n/a - ),

[SIMVASTATIN] (C - Product used for unknown indication - n/a - ),

[SUCRALFATE] (C - Product used for unknown indication - n/a - )

ICSR

EU-EC-10007979942 18/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Chills (n/a - Recovering/Resolving - ),

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

Headache (n/a - Recovering/Resolving - ),

Myalgia (n/a - Recovering/Resolving - ),

Nausea (n/a - Recovering/Resolving - ),

Pyrexia (n/a - Recovering/Resolving - )

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])

Not reported ICSR

EU-EC-10007980135 18/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

[METOPROLOL SUCCINATE] (C - Product used for unknown indication - n/a - [n/a - 50mg - n/a]) ICSR

EU-EC-10007981895 18/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007982584 18/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007982602 18/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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} - 
Unknown - More in ICSR])

Not reported ICSR

EU-EC-10007982603 18/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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} - n/a - 
More in ICSR])

Not reported ICSR

EU-EC-10007983355 18/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No COVID-19 (n/a - Unknown - ),

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])

Not reported ICSR

EU-EC-10007983908 18/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007985206 18/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Elderly Male No Death (1d - Fatal - Results in Death),

Dyspnoea (2d - Fatal - Results in Death),

Pyrexia (2d - Fatal - Results in Death)

COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [1d - 
n/a - n/a])

Not reported ICSR

EU-EC-10007967732 17/03/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Asthenia (n/a - Fatal - Results in Death),

Confusional state (n/a - Fatal - Results in Death),

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

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

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

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

Not reported ICSR

EU-EC-10007968795 17/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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 - n/a - 
Unknown])

Not reported ICSR

EU-EC-10007969177 17/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

[ALENDRONIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ANASTROZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[DICLOFENAC SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LOVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[NIFEDIPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007972150 17/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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 - n/a - 
Intramuscular])

Not reported ICSR

EU-EC-10007944887 16/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007944984 16/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Male No Death (n/a - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007946224 16/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Malaise (n/a - Unknown - )

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

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]) ICSR

EU-EC-10007946230 16/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007946397 16/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007947194 16/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Unresponsive to stimuli (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])

Not reported ICSR

EU-EC-10007950670 16/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007950940 16/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (17d - Fatal - Results in Death),

Dysphagia (n/a - Unknown - Caused/Prolonged Hospitalisation),

Pneumonia (n/a - Unknown - Caused/Prolonged Hospitalisation),

Respiratory tract congestion (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])

ROTIGOTINE [ROTIGOTINE] (C - Product used for unknown indication - n/a - [n/a - 6mg - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[AMANTADINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 100mg - n/a]),

[FLUTICASONE PROPIONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[HEPARIN SODIUM] (C - Product used for unknown indication - n/a - [n/a - 5000{DF} - n/a]),

[MAGNESIUM OXIDE] (C - Product used for unknown indication - n/a - [n/a - 400mg - n/a]),

[METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007951488 16/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Fatigue (n/a - Unknown - ),

Hypersomnia (n/a - Unknown - ),

Somnolence (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 - 2{DF} - n/a])

AREDS [ASCORBIC ACID, TOCOPHERYL ACETATE, XANTOFYL, ZEAXANTHIN, ZINC] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[BIOTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DILTIAZEM, DILTIAZEM HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DIPYRIDAMOLE, ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[INSULIN, INSULIN HUMAN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ONDANSETRON, ONDANSETRON HYDROCHLORIDE, ONDANSETRON HYDROCHLORIDE DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[POTASSIUM, POTASSIUM CHLORIDE, POTASSIUM GLYCEROPHOSPHATE, POTASSIUM HYDROGEN CARBONATE, POTASSIUM HYDROGEN TARTRATE] (C - Product
used for unknown indication - n/a - [n/a - n/a - n/a]),

[SIMETICONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TRIMETHOPRIM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007952167 16/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007934444 15/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007934847 15/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

SARS-CoV-2 test positive (5d - 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])

[ATORVASTATIN, ATORVASTATIN CALCIUM, ATORVASTATIN CALCIUM TRIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - 10mg - n/a]),

[DEXTROMETHORPHAN, GUAIFENESIN] (C - Product used for unknown indication - n/a - [n/a - 60mL - n/a]),

[GLIPIZIDE] (C - Product used for unknown indication - n/a - [n/a - 10mg - Oral]),

[METFORMIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 1000mg - Oral])

ICSR

EU-EC-10007934953 15/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Ageusia (9d - Unknown - ),

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

Decreased appetite (9d - 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])

Not reported ICSR

EU-EC-10007935605 15/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No Asthenia (n/a - Not Recovered/Not Resolved - ),

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

Dysstasia (n/a - Not Recovered/Not Resolved - ),

Gait inability (n/a - Not Recovered/Not Resolved - ),

Malaise (n/a - Not Recovered/Not Resolved - )

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

Not reported ICSR

EU-EC-10007938700 15/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Acute kidney injury (n/a - Unknown - Caused/Prolonged Hospitalisation),

Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation),

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

Hyperkalaemia (n/a - Unknown - Caused/Prolonged Hospitalisation),

Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation),

Hypoxia (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])

XARELTO [RIVAROXABAN] (C - n/a - n/a - ),

[BUDESONIDE, FORMOTEROL FUMARATE DIHYDRATE, FORMOTEROL FUMARATE, BUDESONIDE] (C - n/a - n/a - ),

[FUROSEMIDE] (C - n/a - n/a - ),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - n/a - n/a - ),

[OMEPRAZOLE] (C - n/a - n/a - ),

[ROPINIROLE, ROPINIROLE HYDROCHLORIDE] (C - n/a - n/a - ),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - n/a - n/a - ),

[SIMVASTATIN] (C - n/a - n/a - ),

[SOTALOL, SOTALOL HYDROCHLORIDE] (C - n/a - n/a - ),

[TAMSULOSIN HYDROCHLORIDE] (C - n/a - n/a - )

ICSR

EU-EC-10007938839 15/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007938937 15/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Aphasia (n/a - Unknown - ),

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

Decreased appetite (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])

[ASCORBIC ACID, IRON] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATENOLOL, ATENOLOL BP] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CALCIUM CARBONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008002389&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007979388&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007979942&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007980135&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007981895&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007982584&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007982602&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007982603&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007983355&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007983908&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007985206&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007967732&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007968795&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007969177&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007972150&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007944887&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007944984&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007946224&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007946230&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007946397&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007947194&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007950670&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007950940&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007951488&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007952167&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007934444&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007934847&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007934953&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007935605&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007938700&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007938839&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007938937&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification

Primary 
Source 
Country 
for 
Regulatory
Purposes

Literature 
Reference

Patient 
Age 
Group

Patient 
Age 
Group 
(as per 
reporter)

Patient 
Sex

Parent
Child 
Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

Dyskinesia (n/a - Unknown - ),

Gait inability (n/a - Unknown - )

[CYANOCOBALAMIN, FOLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DOCUSATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ERGOCALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TAMOXIFEN, TAMOXIFEN CITRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TRAZODONE, TRAZODONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VITAMIN D] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

EU-EC-10007939628 15/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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} - 
Unknown])

Not reported ICSR

EU-EC-10007907475 12/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10007907742 12/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Back pain (4d - Unknown - ),

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

Diet refusal (4d - Unknown - ),

Fluid intake reduced (4d - Unknown - ),

General physical health deterioration (4d - Unknown - ),

Haematemesis (4d - Unknown - ),

Nausea (4d - Unknown - ),

Vomiting (4d - 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])

FENTANYL [FENTANYL, FENTANYL CITRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Transdermal]),

IBUPROFEN [IBUPROFEN, IBUPROFEN SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LORAZEPAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MACROGOL 3350] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MORPHINE, MORPHINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ONDANSETRON] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007907794 12/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Chills (1d - Unknown - ),

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

Wheezing (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])

JANUVIA [SITAGLIPTIN, SITAGLIPTIN PHOSPHATE, SITAGLIPTIN PHOSPHATE MONOHYDRATE] (C - n/a - n/a - ),

PLAVIX [CLOPIDOGREL, CLOPIDOGREL HYDROGEN SULFATE] (C - n/a - n/a - ),

[ACETYLSALICYLIC ACID, ASPIRIN BP] (C - n/a - n/a - ),

[ASCORBIC ACID, CALCIUM GLUBIONATE, CALCIUM CARBONATE, CALCIUM, CALCIUM GLUBIONATE, CALCIUM CARBONATE, COLECALCIFEROL, CALCIUM] (C - n/a 
- n/a - ),

[ASCORBIC ACID] (C - n/a - n/a - ),

[ATORVASTATIN, ATORVASTATIN CALCIUM, ATORVASTATIN CALCIUM TRIHYDRATE] (C - n/a - n/a - ),

[CARBIDOPA, LEVODOPA, LEVODOPA, ANHYDROUS CARBIDOPA, LEVODOPA, CARBIDOPA MONOHYDRATE] (C - n/a - n/a - ),

[CYANOCOBALAMIN, VITAMIN B12] (C - n/a - n/a - ),

[DOXAZOSIN, DOXAZOSIN MESILATE] (C - n/a - n/a - ),

[FINASTERIDE] (C - n/a - n/a - ),

[FLUOXETINE, FLUOXETINE HYDROCHLORIDE] (C - n/a - n/a - ),

[METOPROLOL, METOPROLOL TARTRATE] (C - n/a - n/a - ),

[MORNIFLUMATE, TAMSULOSIN HYDROCHLORIDE] (C - n/a - n/a - ),

[VITAMIN D] (C - n/a - n/a - )

ICSR

EU-EC-10007908288 12/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Chills (n/a - Unknown - ),

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

Decreased appetite (n/a - Unknown - ),

Depressed level of consciousness (n/a - Unknown - Other Medically Important Condition),

Fatigue (n/a - Unknown - ),

Food refusal (n/a - Unknown - ),

Loss of consciousness (n/a - Unknown - Other Medically Important Condition),

Pyrexia (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])

Not reported ICSR

EU-EC-10007908419 12/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Asthenia (n/a - Unknown - Other Medically Important Condition),

Condition aggravated (n/a - Unknown - Other Medically Important Condition),

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

Decreased appetite (n/a - Unknown - Other Medically Important Condition),

General physical health deterioration (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 - n/a - 
Intramuscular])

[AMINO ACIDS] (C - Product used for unknown indication - n/a - [n/a - 360mL - n/a]),

[CARBOHYDRATES NOS] (C - Product used for unknown indication - n/a - [n/a - 360mL - n/a]),

[FATS NOS] (C - Product used for unknown indication - n/a - [n/a - 360mL - n/a]),

[FIBRE, DIETARY] (C - Product used for unknown indication - n/a - [n/a - 360mL - n/a]),

[MINERALS NOS] (C - Product used for unknown indication - n/a - [n/a - 360mL - n/a]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - 360mL - n/a]),

[ZINC SULPHATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007908622 12/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Hypersomnia (n/a - Unknown - )

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

[ALLOPURINOL] (C - Product used for unknown indication - n/a - [n/a - 100mg - n/a]),

[ATORVASTATIN CALCIUM] (C - Product used for unknown indication - n/a - [n/a - 40mg - n/a]),

[CALCITRIOL] (C - Product used for unknown indication - n/a - [n/a - .25ug - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - 40mg - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - 300mg - n/a]),

[GLIBENCLAMIDE] (C - Product used for unknown indication - n/a - [n/a - 2.5mg - n/a]),

[GLYCERYL TRINITRATE] (C - Product used for unknown indication - n/a - [n/a - .4mg - n/a]),

[ISOSORBIDE] (C - Product used for unknown indication - n/a - [n/a - 60mg - n/a]),

[WARFARIN, WARFARIN SODIUM] (C - Product used for unknown indication - n/a - [n/a - 5mg - n/a])

ICSR

EU-EC-10007908777 12/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - 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])

Not reported ICSR

EU-EC-10007894360 11/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Not 
Specified

No Death (1d - Fatal - Results in Death),

Pneumonia aspiration (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 - Unknown - [n/a - 1{DF} - 
Intramuscular])

APIXABAN [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - 5mg - Oral]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - 5mg - Oral]),

[DOCUSATE] (C - Product used for unknown indication - n/a - [n/a - 200mg - n/a]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - 20mg - Oral]),

[ZINC] (C - Product used for unknown indication - n/a - [n/a - 220mg - Oral])

ICSR

EU-EC-10007894703 11/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007895621 11/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Incoherent (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Injection site pain (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Liver function test abnormal (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Malaise (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Nausea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Pyrexia (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Urinary retention (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Vomiting (4d - 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])

Not reported ICSR

EU-EC-10007896195 11/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Cardio-respiratory arrest (n/a - Unknown - ),

Chills (n/a - Unknown - ),

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

Pulse absent (n/a - Unknown - ),

Pyrexia (n/a - Unknown - ),

Tremor (n/a - Unknown - ),

Unresponsive to stimuli (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 - Unknown - [n/a - 1{DF} - 
Intramuscular])

[CYANOCOBALAMIN, VITAMIN B12] (C - n/a - n/a - ),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - n/a - n/a - ),

[LACTULOSE] (C - n/a - n/a - ),

[MEGESTROL ACETATE] (C - n/a - n/a - ),

[METOPROLOL TARTRATE] (C - n/a - n/a - ),

[RIFAXIMIN] (C - n/a - n/a - ),

[SILYBUM MARIANUM] (C - n/a - n/a - ),

[SPIRONOLACTONE] (C - n/a - n/a - ),

[TRAMADOL, TRAMADOL HYDROCHLORIDE] (C - n/a - n/a - )

ICSR

EU-EC-10007896719 11/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death, Other Medically Important Condition),

Pulse absent (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])

Not reported ICSR

EU-EC-10007897758 11/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Influenza like illness (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])

Not reported ICSR

EU-EC-10007898249 11/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Malaise (n/a - Unknown - ),

Muscular weakness (n/a - Unknown - ),

Unresponsive to stimuli (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])

[AMMONIUM LACTATE] (C - Product used for unknown indication - n/a - [n/a - 24% - Topical]),

[CALCIUM CARBONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - 1500mg - Oral]),

[VITAMIN D] (C - Product used for unknown indication - n/a - [n/a - 400[iU] - Oral])

ICSR

EU-EC-10007898302 11/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Ageusia (n/a - Unknown - ),

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

Lethargy (n/a - Unknown - ),

Malaise (n/a - Unknown - ),

Nausea (n/a - Unknown - ),

Pyrexia (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])

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10007875653 10/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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} - n/a])

Not reported ICSR

EU-EC-10007878996 10/03/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - n/a - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007880196 10/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Headache (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])

CLOPIDOGREL [CLOPIDOGREL, CLOPIDOGREL BESILATE] (C - Product used for unknown indication - n/a - ),

PANTOPRAZOLE [PANTOPRAZOLE, PANTOPRAZOLE SODIUM SESQUIHYDRATE] (C - Product used for unknown indication - n/a - ),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - ),

[GABAPENTIN] (C - Product used for unknown indication - n/a - ),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - ),

[MONTELUKAST, MONTELUKAST SODIUM] (C - Product used for unknown indication - n/a - ),

[OXYCODONE, PARACETAMOL] (C - Product used for unknown indication - n/a - ),

[TAMSULOSIN, TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - ),

[TRAZODONE, TRAZODONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - )

ICSR

EU-EC-10007880827 10/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Abdominal distension (n/a - Unknown - ),

Abdominal pain upper (n/a - Unknown - ),

Cholecystectomy (1d - Unknown - Caused/Prolonged Hospitalisation),

Condition aggravated (n/a - Unknown - ),

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

General physical health deterioration (n/a - Unknown - ),

Nausea (n/a - Unknown - ),

Pancreatitis acute (n/a - Unknown - Life Threatening)

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])

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10007881945 10/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007883653 10/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007884353 10/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

[ASCORBIC ACID, FOLIC ACID, NICOTINAMIDE, ASCORBIC ACID, RETINOL] (C - n/a - n/a - [n/a - n/a - n/a]),

[LACTOBACILLUS ACIDOPHILUS] (C - n/a - n/a - [n/a - n/a - n/a]),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Diabetes mellitus - n/a - [n/a - n/a - n/a]),

[OMEPRAZOLE] (C - n/a - n/a - [n/a - n/a - n/a]),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PSYLLIUM] (C - n/a - n/a - [n/a - n/a - n/a]),

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007939628&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007907475&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007907742&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007907794&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007908288&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007908419&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007908622&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007908777&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007894360&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007894703&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007895621&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007896195&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007896719&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007897758&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007898249&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007898302&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007875653&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007878996&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007880196&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007880827&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007881945&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007883653&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007884353&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification

Primary 
Source 
Country 
for 
Regulatory
Purposes

Literature 
Reference

Patient 
Age 
Group

Patient 
Age 
Group 
(as per 
reporter)

Patient 
Sex

Parent
Child 
Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

[TAMSULOSIN HYDROCHLORIDE] (C - n/a - n/a - [n/a - n/a - n/a])

EU-EC-10007885472 10/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Myalgia (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])

[DABIGATRAN] (C - Blood pressure measurement - n/a - [n/a - 150mg - n/a]),

[DOXAZOSIN, DOXAZOSIN MESILATE] (C - Product used for unknown indication - n/a - [n/a - 2mg - Oral]),

[LABETALOL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 200mg - n/a])

ICSR

EU-EC-10007885560 10/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007885683 10/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Acute respiratory distress syndrome (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

General physical health deterioration (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Hypoxia (13d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Tachycardia (13d - 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 - Unknown - [n/a - 1{DF} - 
Intramuscular])

[HYPROMELLOSE, GLYCEROL, MACROGOL 400, POLYVINYL ALCOHOL, PROPYLENE GLYCOL, VASELINE, LIQUID PARAFFIN] (C - Product used for unknown indication -
Unknown - [n/a - n/a - n/a]),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a])

ICSR

EU-EC-10007886081 10/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007886109 10/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007866329 09/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Condition aggravated (n/a - Unknown - Caused/Prolonged Hospitalisation),

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

Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation),

Headache (n/a - Unknown - Caused/Prolonged Hospitalisation),

Subdural haematoma (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])

[AMLODIPINE, AMLODIPINE BESILATE] (C - Product used for unknown indication - n/a - [n/a - 10mg - Oral]),

[ASCORBIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - 500mg - Oral])

ICSR

EU-EC-10007866634 09/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007866700 09/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007867019 09/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Chills (n/a - Unknown - ),

Death (3d - Fatal - Results in Death),

Malaise (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])

Not reported ICSR

EU-EC-10007867170 09/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007867254 09/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Incorrect route of product administration (n/a - Recovered/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} - 
Intradermal])

Not reported ICSR

EU-EC-10007867942 09/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007868246 09/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007868503 09/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007868617 09/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Vaccination site pain (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])

Not reported ICSR

EU-EC-10007869424 09/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

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])

PANTOPRAZOLE [PANTOPRAZOLE, PANTOPRAZOLE SODIUM SESQUIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LOPERAMIDE, LOPERAMIDE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[POTASSIUM, POTASSIUM CHLORIDE, POTASSIUM GLYCEROPHOSPHATE, POTASSIUM HYDROGEN CARBONATE, POTASSIUM HYDROGEN TARTRATE] (C - Product
used for unknown indication - n/a - [n/a - n/a - n/a]),

[PRAVASTATIN, PRAVASTATIN SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SALBUTAMOL, SALBUTAMOL MICRONIZED, SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TRIAMTERENE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007870113 09/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Asthenia (9d - Fatal - Results in Death),

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

Dyspnoea (9d - Fatal - Results in Death),

Dyspnoea exertional (9d - Fatal - Results in Death),

Fatigue (9d - Fatal - Results in Death),

Lethargy (9d - 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])

Not reported ICSR

EU-EC-10007870153 09/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Asthenia (n/a - Unknown - Caused/Prolonged Hospitalisation),

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

Decreased appetite (n/a - Unknown - Caused/Prolonged Hospitalisation),

Fatigue (n/a - Unknown - Caused/Prolonged Hospitalisation),

Headache (n/a - Unknown - Caused/Prolonged Hospitalisation),

Nausea (n/a - Unknown - Caused/Prolonged Hospitalisation),

Pain (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])

[AMIODARONE, AMIODARONE HYDROCHLORIDE] (C - Product used for unknown indication - Not applicable - [n/a - 100mg - n/a]),

[DICLOFENAC, DICLOFENAC POTASSIUM, DICLOFENAC SODIUM] (C - Product used for unknown indication - Not applicable - [n/a - 1% - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - Not applicable - [n/a - 40mg - n/a]),

[HYDRALAZINE] (C - Product used for unknown indication - Not applicable - [n/a - 50mg - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - Not applicable - [n/a - 100mg - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - Not applicable - [n/a - 100mg - n/a]),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - Not applicable - [n/a - 10meq - n/a]),

[WARFARIN, WARFARIN SODIUM] (C - Product used for unknown indication - Not applicable - [n/a - 2.5mg - n/a])

ICSR

EU-EC-10007870173 09/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007870293 09/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation),

Medical device site haemorrhage (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])

Not reported ICSR

EU-EC-10007870400 09/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cough (n/a - Unknown - ),

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

Dyspnoea (n/a - Unknown - Caused/Prolonged Hospitalisation),

Fatigue (n/a - Unknown - ),

Malaise (n/a - Unknown - ),

Oxygen saturation decreased (n/a - Unknown - Caused/Prolonged Hospitalisation)

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

Not reported ICSR

EU-EC-10007851949 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No COVID-19 (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation),

Cerebrovascular accident (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

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

Seizure (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} - n/a])

Not reported ICSR

EU-EC-10007854316 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardiac arrest (n/a - Unknown - Life Threatening),

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

Syncope (n/a - Unknown - Other Medically Important Condition),

Unresponsive to stimuli (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 - Unknown - [n/a - 1{DF} - 
Intramuscular])

ELIQUIS [APIXABAN] (C - Product used for unknown indication - Unknown - ),

INCRUSE [UMECLIDINIUM BROMIDE] (C - Product used for unknown indication - Unknown - ),

RENVELA [SEVELAMER CARBONATE] (C - Product used for unknown indication - Unknown - ),

[AMLODIPINE, AMLODIPINE BESILATE] (C - Product used for unknown indication - Unknown - ),

[DICLOFENAC POTASSIUM] (C - Product used for unknown indication - Unknown - ),

[FLUTICASONE FUROATE, VILANTEROL TRIFENATATE] (C - Product used for unknown indication - Unknown - ),

[GABAPENTIN] (C - Product used for unknown indication - Unknown - ),

[LIDOCAINE, LIDOCAINE HYDROCHLORIDE] (C - Product used for unknown indication - Unknown - ),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - Unknown - ),

[LOVASTATIN] (C - Product used for unknown indication - Unknown - ),

[MACROGOL 3350] (C - Product used for unknown indication - Unknown - ),

[METOPROLOL TARTRATE] (C - Product used for unknown indication - Unknown - ),

[NICOTINAMIDE, RIBOFLAVIN, THIAMINE NITRATE, PYRIDOXINE HYDROCHLORIDE, THIAMINE HYDROCHLORIDE, NICOTINAMIDE, RIBOFLAVIN, PYRIDOXINE 
HYDROCHLORIDE] (C - Product used for unknown indication - Unknown - ),

[OMEPRAZOLE, OMEPRAZOLE MAGNESIUM] (C - Product used for unknown indication - Unknown - ),

[PARACETAMOL] (C - Product used for unknown indication - Unknown - ),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Product used for unknown indication - Unknown - ),

[SENNA ALEXANDRIAN] (C - Product used for unknown indication - Unknown - ),

[SODIUM POLYSTYRENE SULPHONATE] (C - Product used for unknown indication - Unknown - ),

[WARFARIN SODIUM] (C - Product used for unknown indication - Unknown - )

ICSR

EU-EC-10007854460 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Immobile (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])

Not reported ICSR

EU-EC-10007854640 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Disorientation (n/a - Unknown - ),

Fall (n/a - Unknown - ),

Pruritus (n/a - Unknown - ),

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])

[BISACODYL] (C - Product used for unknown indication - Unknown - [n/a - n/a - Unknown]),

[HYOSCYAMINE SULFATE] (C - Product used for unknown indication - Unknown - [n/a - n/a - Unknown]),

[PARACETAMOL] (C - Product used for unknown indication - Unknown - [n/a - n/a - Unknown])

ICSR

EU-EC-10007855182 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007855292 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

DULOXETINE [DULOXETINE, DULOXETINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

ELIQUIS [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

PREGABALIN [PREGABALIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ASCORBIC ACID, CYANOCOBALAMIN, FOLIC ACID, SUCCINIC ACID, FERROUS FUMARATE, IRON] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DILTIAZEM, DILTIAZEM HYDROCHLORIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LATANOPROST] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL SUCCINATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ROSUVASTATIN, ROSUVASTATIN CALCIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007855299 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Myocardial infarction (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])

Not reported ICSR

EU-EC-10007855849 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death, Other Medically Important Condition),

Fall (n/a - Unknown - ),

Head injury (n/a - Unknown - ),

Injection site ulcer (n/a - Unknown - ),

Malaise (n/a - Unknown - ),

Neck pain (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])

Not reported ICSR

EU-EC-10007856013 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

[ACETYLSALICYLIC ACID, ASPIRIN BP] (C - Product used for unknown indication - n/a - [n/a - 81mg - n/a]),

[AMIODARONE, AMIODARONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 100mg - n/a]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - 2.5mg - n/a]),

[BUDESONIDE, FORMOTEROL FUMARATE DIHYDRATE, FORMOTEROL FUMARATE, BUDESONIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CALCITRIOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[IPRATROPIUM, SALBUTAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007856056 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007885472&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007885560&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007885683&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007886081&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007886109&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007866329&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007866634&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007866700&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007867019&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007867170&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007867254&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007867942&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007868246&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007868503&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007868617&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007869424&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007870113&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007870153&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007870173&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007870293&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007870400&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007851949&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007854316&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007854460&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007854640&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007855182&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007855292&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007855299&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007855849&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007856013&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007856056&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
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Group 
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Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

EU-EC-10007856235 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007856535 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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} - 
Unknown])

CARBIDOPA, LEVODOPA [CARBIDOPA, LEVODOPA] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral]),

[CYANOCOBALAMIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral]),

[FINASTERIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FISH OIL, ALPHA-TOCOPHEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - 500mg - Oral]),

[TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - .4mg - Oral]),

[TIMOLOL, TIMOLOL MALEATE] (C - Product used for unknown indication - n/a - [n/a - 2[drp] - n/a])

ICSR

EU-EC-10007856556 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007856680 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Hyperventilation (n/a - Unknown - ),

Muscle rigidity (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 - Unknown - [n/a - 1{DF} - 
Intramuscular])

Not reported ICSR

EU-EC-10007857198 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007857240 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

[CYANOCOBALAMIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]) ICSR

EU-EC-10007857264 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007857364 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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 - n/a - 
Intramuscular])

Not reported ICSR

EU-EC-10007857398 08/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

[DOCUSATE SODIUM, CASSIA] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral]),

[OXYMETAZOLINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Nasal])

ICSR

EU-EC-10007805048 05/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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} - n/a])

Not reported ICSR

EU-EC-10007805898 05/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Acute respiratory distress syndrome (20d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically 
Important Condition),

COVID-19 pneumonia (20d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important 
Condition),

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

Respiratory failure (20d - Fatal - Results in Death, 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])

Not reported ICSR

EU-EC-10007806532 05/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007807240 05/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007807356 05/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Acute myocardial infarction (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition),

Chest pain (n/a - Fatal - Results in Death),

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

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

Pericarditis (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])

Not reported ICSR

EU-EC-10007808605 05/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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} - n/a])

Not reported ICSR

EU-EC-10007808974 05/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Respiratory arrest (n/a - Unknown - Other Medically Important Condition),

Retching (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])

Not reported ICSR

EU-EC-10007809354 05/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Fatigue (1d - Unknown - ),

Pain in extremity (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])

Not reported ICSR

EU-EC-10007809368 05/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Unresponsive to stimuli (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])

Not reported ICSR

EU-EC-10007809458 05/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007809810 05/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Cardiac failure congestive (2d - Fatal - Results in Death),

Cardiomegaly (2d - Fatal - Results in Death),

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

Feeling hot (2d - Fatal - Results in Death),

Hiatus hernia (2d - Fatal - Results in Death),

Hypoxia (2d - Fatal - Results in Death),

Leukocytosis (2d - Fatal - Results in Death),

Pleural effusion (2d - Fatal - Results in Death),

Pulmonary oedema (2d - Fatal - Results in Death),

Pulmonary vascular disorder (2d - Fatal - Results in Death),

Renal failure (2d - Fatal - Results in Death),

Spinal fracture (2d - Fatal - Results in Death),

Urinary tract infection (2d - Fatal - Results in Death),

Vomiting (2d - Fatal - Results in Death),

White blood cell disorder (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} - 
Intramuscular])

[ALPRAZOLAM] (C - Product used for unknown indication - n/a - ),

[CEFALEXIN MONOHYDRATE] (C - Product used for unknown indication - n/a - ),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - ),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - ),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - ),

[OMEPRAZOLE, PANTOPRAZOLE, PANTOPRAZOLE SODIUM] (C - Product used for unknown indication - n/a - )

ICSR

EU-EC-10007809838 05/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (2d - 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])

Not reported ICSR

EU-EC-10007809923 05/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

ELIQUIS [APIXABAN] (C - Product used for unknown indication - n/a - ),

PROTEINEX [NOT AVAILABLE] (C - Product used for unknown indication - n/a - ),

[ACETIC ACID] (C - Bladder catheterisation - n/a - ),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - ),

[ATORVASTATIN, ATORVASTATIN CALCIUM, ATORVASTATIN CALCIUM TRIHYDRATE] (C - Product used for unknown indication - n/a - ),

[COLESTYRAMINE] (C - Product used for unknown indication - n/a - ),

[FERROUS SULFATE] (C - Product used for unknown indication - n/a - ),

[FINASTERIDE] (C - Product used for unknown indication - n/a - ),

[FLAVOXATE] (C - Product used for unknown indication - n/a - ),

[LACTOBACILLUS] (C - Product used for unknown indication - n/a - ),

[LORATADINE] (C - Product used for unknown indication - n/a - ),

[MACROGOL 3350] (C - Product used for unknown indication - n/a - ),

[MAGNESIUM OXIDE] (C - Product used for unknown indication - n/a - ),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - ),

[OMEPRAZOLE, PANTOPRAZOLE, PANTOPRAZOLE SODIUM] (C - Product used for unknown indication - n/a - ),

[PARACETAMOL] (C - Product used for unknown indication - n/a - ),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - ),

[TAMSULOSIN, TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - )

ICSR

EU-EC-10007809936 05/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Respiratory arrest (n/a - Unknown - Other Medically Important Condition),

Syncope (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])

BUMETANIDE [BUMETANIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

PANTOPRAZOLE [PANTOPRAZOLE, PANTOPRAZOLE SODIUM SESQUIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CANDESARTAN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[INSULIN, INSULIN HUMAN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOLAZONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TAMSULOSIN, TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[WARFARIN, WARFARIN SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007810048 05/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007810173 05/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Abdominal distension (3d - Unknown - ),

Cardio-respiratory arrest (3d - Unknown - Life Threatening),

Death (3d - Fatal - Results in Death),

Decreased appetite (3d - Unknown - ),

Fatigue (3d - Unknown - ),

Feeling abnormal (3d - Unknown - )

COVID-19 MRNA VACCINE MODERNA (CX-024414) 
[COVID-19 MRNA VACCINE MODERNA (CX-024414)] (S - 
COVID-19 immunisation - Not applicable - [n/a - 2{DF} - 
Intramuscular])

[ASCORBIC ACID] (C - Product used for unknown indication - n/a - [n/a - 500mg - n/a]),

[BISACODYL] (C - Product used for unknown indication - n/a - [n/a - 10mg - n/a]),

[CLOMIPRAMINE] (C - Product used for unknown indication - n/a - [n/a - 200mg - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - 20mg - n/a]),

[METOPROLOL SUCCINATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VALPROIC ACID] (C - Product used for unknown indication - n/a - [n/a - 2000mg - n/a]),

[VITAMIN D, CALCIUM CARBONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007784029 04/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Acute respiratory failure (6d - Fatal - Results in Death, 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 - Not applicable - [n/a - 1{DF} - 
Intramuscular])

Not reported ICSR

EU-EC-10007786022 04/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Hypotension (n/a - Unknown - Caused/Prolonged Hospitalisation),

Oxygen saturation decreased (n/a - Unknown - Caused/Prolonged Hospitalisation),

Peripheral coldness (n/a - Unknown - Caused/Prolonged Hospitalisation),

Pyrexia (n/a - Unknown - Caused/Prolonged Hospitalisation),

Unresponsive to stimuli (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])

INSULIN DETEMIR [INSULIN DETEMIR] (C - Diabetes mellitus - n/a - [n/a - n/a - Unknown]),

SEVELAMER [SEVELAMER, SEVELAMER CARBONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CYANOCOBALAMIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MEGLUMINE AMIDOTRIZOATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MIDODRINE] (C - n/a - n/a - [n/a - n/a - Unknown]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[SODIUM POLYSTYRENE SULPHONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007788326 04/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - 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 - n/a - n/a])

Not reported ICSR

EU-EC-10007789065 04/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardiac failure (30min - Fatal - Results in Death),

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

Fatigue (68h - Unknown - ),

Feeling cold (20h - Unknown - ),

Hyperhidrosis (20h - Unknown - ),

Hypersomnia (68h - Unknown - ),

Hypotension (30min - Fatal - Results in Death),

Illness (n/a - Unknown - ),

Mobility decreased (n/a - Unknown - ),

Tremor (68h - 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])

[WARFARIN SODIUM] (C - Cardiac failure congestive, Prophylaxis - n/a - [n/a - n/a - Unknown]) ICSR

EU-EC-10007791414 04/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 

Not 
available

65-85 
Years

Not 
Specified

Male No 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} - 

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007856235&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007856535&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007856556&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007856680&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007857198&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007857240&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007857264&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007857364&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007857398&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007805048&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007805898&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007806532&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007807240&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007807356&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007808605&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007808974&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007809354&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007809368&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007809458&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007809810&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007809838&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007809923&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007809936&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007810048&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007810173&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007784029&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007786022&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007788326&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007789065&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007791414&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification

Primary 
Source 
Country 
for 
Regulatory
Purposes

Literature 
Reference

Patient 
Age 
Group

Patient 
Age 
Group 
(as per 
reporter)

Patient 
Sex

Parent
Child 
Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

Area Intramuscular])

EU-EC-10007792482 04/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007793167 04/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007793219 04/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007793721 04/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Axillary pain (2d - Not Recovered/Not Resolved - ),

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])

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10007794123 04/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007794202 04/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007794748 04/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

CLOPIDOGREL [CLOPIDOGREL, CLOPIDOGREL BESILATE] (C - Product used for unknown indication - n/a - ),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - ),

[ASCORBIC ACID, MAGNESIUM OXIDE, HEAVY, MAGNESIUM] (C - Product used for unknown indication - n/a - ),

[CARVEDILOL] (C - Product used for unknown indication - n/a - ),

[CYCLOBENZAPRINE] (C - Product used for unknown indication - n/a - ),

[DOCUSATE SODIUM] (C - Product used for unknown indication - n/a - ),

[FERROUS SULFATE] (C - Product used for unknown indication - n/a - ),

[GLYCERYL TRINITRATE] (C - Product used for unknown indication - n/a - ),

[GUAIFENESIN] (C - Product used for unknown indication - n/a - ),

[HYDROCODONE BITARTRATE, PARACETAMOL] (C - Product used for unknown indication - n/a - ),

[INSULIN BOVINE ISOPHANE] (C - Product used for unknown indication - n/a - ),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - ),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - n/a - n/a - ),

[ROSUVASTATIN, ROSUVASTATIN CALCIUM] (C - Product used for unknown indication - n/a - ),

[SPIRONOLACTONE] (C - Product used for unknown indication - n/a - ),

[TRAMADOL, TRAMADOL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - ),

[WARFARIN, WARFARIN SODIUM] (C - Product used for unknown indication - n/a - )

ICSR

EU-EC-10007795215 04/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007773993 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Aspiration (n/a - Fatal - Results in Death),

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

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

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

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

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

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

Left atrial dilatation (n/a - Fatal - Results in Death),

Lung consolidation (n/a - Fatal - Results in Death),

Lung opacity (n/a - Fatal - Results in Death),

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

Oropharyngeal pain (n/a - Fatal - Results in Death),

Pulmonary granuloma (n/a - Fatal - Results in Death),

Pulmonary hilum mass (n/a - Fatal - Results in Death),

Pulmonary mass (n/a - Fatal - Results in Death),

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

Vomiting (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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[AMOXICILLIN, AMOXICILLIN TRIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GLUCOSAMINE, CHONDROITIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ONDANSETRON, ONDANSETRON HYDROCHLORIDE, ONDANSETRON HYDROCHLORIDE DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TAMSULOSIN, TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[THIAMINE HYDROCHLORIDE, RETINOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007778372 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007778500 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Asthenia (4d - Fatal - Results in Death),

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

Decreased appetite (4d - Fatal - Results in Death),

Food refusal (4d - Fatal - Results in Death),

Memory impairment (4d - Fatal - Results in Death),

Mobility decreased (4d - Fatal - Results in Death),

Somnolence (4d - Fatal - Results in Death),

Visual impairment (4d - 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])

Not reported ICSR

EU-EC-10007778506 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

General physical health deterioration (1d - Fatal - Results in Death),

Malaise (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])

RENVELA [SEVELAMER CARBONATE] (C - Product used for unknown indication - n/a - [n/a - 800mg - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - 81mg - n/a]),

[AMLODIPINE BESILATE, ATORVASTATIN CALCIUM] (C - Product used for unknown indication - n/a - [n/a - 5mg - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - 20mg - n/a]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - 1000[iU] - n/a]),

[CYANOCOBALAMIN, VITAMIN B12] (C - Product used for unknown indication - n/a - [n/a - 1000ug - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - 80mg - n/a]),

[METOPROLOL, METOPROLOL TARTRATE PH. EUR.] (C - Product used for unknown indication - n/a - [n/a - 25mg - n/a])

ICSR

EU-EC-10007779455 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007779497 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Mental status changes (n/a - Fatal - Results in Death),

Nausea (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])

ANORO [UMECLIDINIUM BROMIDE, VILANTEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

MELATONIN [MELATONIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

PIOGLITAZONE [PIOGLITAZONE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

SYMTUZA [EMTRICITABINE, TENOFOVIR ALAFENAMIDE FUMARATE, DARUNAVIR ETHANOLATE, COBICISTAT, EMTRICITABINE, TENOFOVIR ALAFENAMIDE, 
DARUNAVIR, COBICISTAT] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

VICTOZA [LIRAGLUTIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[INSULIN DEGLUDEC] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[RISPERIDONE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[SERTRALINE, SERTRALINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007779616 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (8d - 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])

Not reported ICSR

EU-EC-10007780540 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007780625 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - ),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - ),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - ),

[DOCUSATE SODIUM] (C - Product used for unknown indication - n/a - ),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - ),

[MACROGOL, SODIUM HYDROGEN CARBONATE, POTASSIUM CHLORIDE, SODIUM CHLORIDE, MACROGOL 3350] (C - Product used for unknown indication - n/a - ),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - ),

[PRAVASTATIN, PRAVASTATIN SODIUM] (C - Product used for unknown indication - n/a - )

ICSR

EU-EC-10007780791 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Cardiac arrest (3d - Fatal - Results in Death, Other Medically Important Condition),

Chills (3d - Fatal - Results in Death),

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

Decreased appetite (3d - Fatal - Results in Death),

Headache (3d - Fatal - Results in Death),

Nausea (3d - Fatal - Results in Death),

Psychomotor hyperactivity (3d - Fatal - Results in Death),

Pyrexia (2d - Fatal - Results in Death),

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

Vaccination site pain (3d - 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])

Not reported ICSR

EU-EC-10007780816 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Asthenia (n/a - Fatal - Results in Death),

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

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

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

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

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

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

MELATONIN [MELATONIN] (C - n/a - n/a - ),

[CLONAZEPAM] (C - n/a - n/a - ),

[FLUNISOLIDE] (C - n/a - n/a - ),

[MACROGOL 3350] (C - n/a - n/a - ),

[MAGNESIUM HYDROXIDE] (C - n/a - n/a - ),

[OMEPRAZOLE] (C - n/a - n/a - ),

[PARACETAMOL] (C - n/a - n/a - ),

[TAMSULOSIN HYDROCHLORIDE] (C - n/a - n/a - )

ICSR

EU-EC-10007782024 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Illness (1d - Fatal - Results in Death),

Syncope (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])

[ALENDRONATE SODIUM] (C - Product used for unknown indication - n/a - [n/a - 1{DF} - Oral]),

[ASCORBIC ACID, CALCIUM GLUBIONATE, CALCIUM CARBONATE, CALCIUM, CALCIUM GLUBIONATE, CALCIUM CARBONATE, COLECALCIFEROL, CALCIUM] (C - 
Product used for unknown indication - n/a - [n/a - 2{DF} - Oral])

ICSR

EU-EC-10007782292 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

AZOPT [BRINZOLAMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Ophthalmic]),

BRIVIACT [BRIVARACETAM] (C - Product used for unknown indication - n/a - [n/a - 100mg - Oral]),

[BACITRACIN ZINC, NEOMYCIN SULFATE, POLYMYXIN B SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Topical]),

[CALCIUM CARBONATE] (C - Product used for unknown indication - n/a - [n/a - 600mg - Oral])

ICSR

EU-EC-10007782297 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007782507 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

3-11 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Unresponsive to stimuli (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])

LANTUS [INSULIN GLARGINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

MELATONIN [MELATONIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

PANTOPRAZOLE [PANTOPRAZOLE, PANTOPRAZOLE SODIUM SESQUIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID, ASPIRIN BP] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CETIRIZINE DIHYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[EZETIMIBE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FERROUS SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FLUTICASONE PROPIONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[IPRATROPIUM BROMIDE MONOHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MACROGOL 3350] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007792482&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007793167&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007793219&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007793721&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007794123&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007794202&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007794748&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007795215&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007773993&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007778372&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007778500&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007778506&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007779455&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007779497&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007779616&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007780540&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007780625&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007780791&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007780816&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007782024&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007782292&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007782297&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007782507&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification

Primary 
Source 
Country 
for 
Regulatory
Purposes

Literature 
Reference

Patient 
Age 
Group

Patient 
Age 
Group 
(as per 
reporter)

Patient 
Sex

Parent
Child 
Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

[METOCLOPRAMIDE, METOCLOPRAMIDE HYDROCHLORIDE, METOCLOPRAMIDE HYDROCHLORIDE MONOHYDRATE] (C - Product used for unknown indication - n/a - 
[n/a - n/a - n/a]),

[METOPROLOL SUCCINATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OLODATEROL HYDROCHLORIDE, TIOTROPIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PAROXETINE, PAROXETINE HYDROCHLORIDE HEMIHYDRATE, PAROXETINE HYDROCHLORIDE, ANHYDROUS] (C - Product used for unknown indication - n/a - [n/a - 
n/a - n/a]),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SUCRALFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TAMSULOSIN, TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

EU-EC-10007782570 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007782627 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

[COLECALCIFEROL] (C - Product used for unknown indication - Unknown - ),

[GLATIRAMER, GLATIRAMER ACETATE] (C - Product used for unknown indication - Unknown - ),

[HYDROCHLOROTHIAZIDE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[HYDROXYZINE] (C - Product used for unknown indication - Unknown - ),

[LEVONORGESTREL, LEVONORGESTREL MICRONISED] (C - Product used for unknown indication - Unknown - ),

[PREDNISONE] (C - Product used for unknown indication - Unknown - ),

[TRIAMCINOLONE] (C - Product used for unknown indication - Unknown - ),

[VALACICLOVIR HYDROCHLORIDE] (C - Product used for unknown indication - Unknown - )

ICSR

EU-EC-10007783467 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007783469 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007783494 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007783506 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007783507 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

FENTANYL [FENTANYL, FENTANYL CITRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[HYDROCODONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007768245 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007768368 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007768815 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Bradycardia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Cardio-respiratory arrest (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

Diarrhoea haemorrhagic (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Hyporesponsive to stimuli (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Hypotension (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])

HYDROCORTISONE [HYDROCORTISONE, HYDROCORTISONE SODIUM SUCCINATE] (C - n/a - Unknown - [n/a - n/a - n/a]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - n/a - Unknown - [n/a - n/a - n/a]),

[CANNABIS] (C - n/a - Unknown - [n/a - n/a - n/a]),

[DULOXETINE] (C - n/a - Unknown - [n/a - n/a - n/a]),

[FAMOTIDINE] (C - n/a - Unknown - [n/a - n/a - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - n/a - Unknown - [n/a - n/a - n/a]),

[MIRTAZAPINE] (C - n/a - Unknown - [n/a - n/a - n/a]),

[MONTELUKAST, MONTELUKAST SODIUM] (C - n/a - Unknown - [n/a - n/a - n/a]),

[OXYMORPHONE HYDROCHLORIDE] (C - n/a - Unknown - [n/a - n/a - n/a]),

[SIMVASTATIN] (C - n/a - Unknown - [n/a - n/a - n/a])

ICSR

EU-EC-10007768816 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Cerebrovascular accident (n/a - Fatal - Results in Death),

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

General physical health deterioration (n/a - Fatal - Results in Death),

Loss of consciousness (n/a - Fatal - Results in Death),

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

Pulmonary embolism (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])

Not reported ICSR

EU-EC-10007768940 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007769065 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

[ACETYLSALICYLIC ACID] (C - n/a - n/a - [n/a - n/a - n/a]),

[ALLOPURINOL] (C - n/a - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - n/a - n/a - [n/a - n/a - n/a]),

[CARVEDILOL] (C - n/a - n/a - [n/a - n/a - n/a]),

[HALOPERIDOL] (C - n/a - n/a - [n/a - n/a - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[VALPROIC ACID] (C - n/a - n/a - [n/a - n/a - n/a]),

[ZIPRASIDONE] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007769621 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

LYRICA [PREGABALIN] (C - Product used for unknown indication - Unknown - [n/a - 200mg - Unknown]),

[ATORVASTATIN CALCIUM] (C - Product used for unknown indication - Unknown - [n/a - n/a - Unknown]),

[FLUOXETINE HYDROCHLORIDE] (C - Product used for unknown indication - Unknown - [n/a - n/a - Unknown]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - Unknown - [n/a - n/a - Unknown]),

[MAGNESIUM OXIDE] (C - Product used for unknown indication - Unknown - [n/a - n/a - Unknown]),

[METOPROLOL TARTRATE] (C - Product used for unknown indication - Unknown - [n/a - 25mg - Unknown]),

[OMEPRAZOLE] (C - Product used for unknown indication - Unknown - [n/a - n/a - Unknown]),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - Unknown - [n/a - 20meq - Unknown])

ICSR

EU-EC-10007770035 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Chronic kidney disease (1d - Fatal - Results in Death),

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

Pneumonia (1d - Fatal - Results in Death),

Septic shock (1d - Fatal - Results in Death),

Urinary tract infection (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])

Not reported ICSR

EU-EC-10007770694 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (10d - 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])

Not reported ICSR

EU-EC-10007770719 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardio-respiratory arrest (n/a - 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 - 2{DF} - 
Intramuscular])

Not reported ICSR

EU-EC-10007771199 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Malaise (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])

[ATORVASTATIN, ATORVASTATIN CALCIUM, ATORVASTATIN CALCIUM TRIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - 40mg - n/a]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - 25mg - Oral]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - n/a - [n/a - 20mg - Oral]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - 2.5mg - Oral]),

[PANTOPRAZOLE SODIUM SESQUIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PHENOBARBITAL, PHENOBARBITAL SODIUM] (C - Product used for unknown indication - n/a - [n/a - 60mg - Oral]),

[TERAZOSIN, TERAZOSIN HYDROCHLORIDE, TERAZOSIN HYDROCHLORIDE DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - 10mg - Oral])

ICSR

EU-EC-10007771210 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Cardiogenic shock (1d - Fatal - Results in Death),

Cold sweat (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

Nausea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Sepsis (1d - Fatal - Results in Death),

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 - Unknown - [n/a - 1{DF} - 
Intramuscular])

Not reported ICSR

EU-EC-10007771212 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Abdominal pain (7d - Fatal - Results in Death),

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

Diarrhoea (7d - Fatal - Results in Death),

Injection site pain (7d - Fatal - Results in Death),

Vomiting (7d - 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])

Not reported ICSR

EU-EC-10007771251 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007771491 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

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])

Not reported ICSR

EU-EC-10007771521 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death, Other Medically Important Condition),

Malaise (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])

OXYBUTYNIN HYDROCHLORIDE [OXYBUTYNIN HYDROCHLORIDE] (C - Hypertonic bladder - Unknown - [n/a - n/a - n/a]),

TRULICITY [DULAGLUTIDE] (C - Type 2 diabetes mellitus - Unknown - [n/a - n/a - n/a]),

[ESCITALOPRAM, ESCITALOPRAM OXALATE] (C - Generalised anxiety disorder - Unknown - [n/a - n/a - n/a]),

[EZETIMIBE] (C - Low density lipoprotein increased - Unknown - [n/a - n/a - n/a]),

[HYDROCHLOROTHIAZIDE] (C - Hypertension - Unknown - [n/a - n/a - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Hypertension - Unknown - [n/a - n/a - n/a]),

[TAMSULOSIN HYDROCHLORIDE] (C - Prostatomegaly - Unknown - [n/a - n/a - n/a])

ICSR

EU-EC-10007771541 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Bedridden (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Dyspnoea (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Fatigue (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)

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])

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - 5mg - Unknown]),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - [n/a - 1000mg - Unknown]),

[OMEPRAZOLE, OMEPRAZOLE SODIUM] (C - Product used for unknown indication - n/a - [n/a - 40mg - Unknown]),

[SIMVASTATIN] (C - Product used for unknown indication - n/a - [n/a - 20mg - Unknown])

ICSR

EU-EC-10007771618 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Arthralgia (n/a - Not Recovered/Not Resolved - ),

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

Impaired work ability (n/a - Fatal - Results in Death, Disabling),

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

Pain (n/a - Not Recovered/Not Resolved - ),

Vaccination site pain (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])

Not reported ICSR

EU-EC-10007772013 02/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardiac arrest (n/a - Unknown - Other Medically Important Condition),

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

Unresponsive to stimuli (1d - Unknown - )

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

Not reported ICSR

EU-EC-10007754892 01/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Blood pressure increased (n/a - Fatal - Results in Death, Other Medically Important Condition),

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

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

Heart rate increased (n/a - Fatal - Results in Death),

Respiratory arrest (n/a - Fatal - Results in Death, Life Threatening, 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 - Unknown - [n/a - 1{DF} - 
Intramuscular])

LEVETIRACETAM [LEVETIRACETAM] (C - n/a - n/a - [n/a - n/a - n/a]),

[BRIMONIDINE, BRIMONIDINE TARTRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[COLECALCIFEROL] (C - n/a - n/a - [n/a - n/a - n/a]),

[DOCUSATE SODIUM] (C - n/a - n/a - [n/a - n/a - n/a]),

[DONEPEZIL HYDROCHLORIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[PARACETAMOL] (C - n/a - n/a - [n/a - n/a - n/a]),

[SENNOSIDE B] (C - n/a - n/a - [n/a - n/a - n/a]),

[VALPROATE SEMISODIUM] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007758521 01/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

PANTOPRAZOLE [PANTOPRAZOLE, PANTOPRAZOLE SODIUM SESQUIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[AMMONIUM CHLORIDE, CHLORPHENAMINE MALEATE, DIHYDROCODEINE BITARTRATE, METHYLEPHEDRINE HYDROCHLORIDE-DL] (C - Product used for unknown 
indication - n/a - [n/a - n/a - n/a]),

[BISACODYL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CALCIUM CARBONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DOCUSATE SODIUM, CASSIA] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007782570&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007782627&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007783467&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007783469&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007783494&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007783506&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007783507&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007768245&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007768368&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007768815&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007768816&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007768940&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007769065&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007769621&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007770035&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007770694&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007770719&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771199&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771210&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771212&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771251&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771491&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771521&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771541&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007771618&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007772013&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007754892&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007758521&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification

Primary 
Source 
Country 
for 
Regulatory
Purposes

Literature 
Reference

Patient 
Age 
Group

Patient 
Age 
Group 
(as per 
reporter)

Patient 
Sex

Parent
Child 
Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

[HYOSCYAMINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOMENTHOL, CAJUPUT OIL, EUCALYPTUS OIL, METHYL SALICYLATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LORAZEPAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MAGNESIUM HYDROXIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MORPHINE, MORPHINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PREDNISONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SALBUTAMOL SULFATE, IPRATROPIUM BROMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TAMSULOSIN, TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VASELINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

EU-EC-10007759155 01/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Condition aggravated (1d - Fatal - Results in Death),

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

Dyspnoea (1d - Fatal - Results in Death),

Unresponsive to stimuli (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])

Not reported ICSR

EU-EC-10007759758 01/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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} - 
Unknown])

Not reported ICSR

EU-EC-10007743746 28/02/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No 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 - n/a - 
Intramuscular])

Not reported ICSR

EU-EC-10007744248 28/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Anaemia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Cardiac failure congestive (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Condition aggravated (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

Pyrexia (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Unresponsive to stimuli (4d - 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 - n/a - n/a])

[ACETYLSALICYLIC ACID] (C - n/a - n/a - [n/a - 81mg - n/a]),

[AMIODARONE, AMIODARONE HYDROCHLORIDE] (C - n/a - n/a - [n/a - 1000mg - n/a]),

[CASSIA] (C - n/a - n/a - [n/a - 8.5mg - n/a]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - n/a - n/a - [n/a - 40mg - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - n/a - Unknown - [n/a - 10mg - n/a]),

[MEMANTINE HYDROCHLORIDE] (C - n/a - n/a - [n/a - 28mg - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - n/a - n/a - [n/a - 25mg - n/a]),

[OMEPRAZOLE, PANTOPRAZOLE, PANTOPRAZOLE SODIUM] (C - n/a - n/a - [n/a - 40mg - n/a]),

[POTASSIUM CHLORIDE] (C - n/a - n/a - [n/a - 10meq - n/a]),

[SIMVASTATIN] (C - n/a - n/a - [n/a - 40mg - n/a])

ICSR

EU-EC-10007741042 27/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007741045 27/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007741049 27/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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 - Unknown - [n/a - 1{DF} - 
Intramuscular])

Not reported ICSR

EU-EC-10007741054 27/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death, Other Medically Important Condition),

Dyspnoea (n/a - Unknown - ),

Pain (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])

Not reported ICSR

EU-EC-10007741088 27/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (2d - Fatal - Results in Death),

Pneumonia aspiration (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])

OLANZAPINE [OLANZAPINE] (C - n/a - n/a - ),

[CARVEDILOL] (C - n/a - n/a - ),

[CITALOPRAM HYDROCHLORIDE] (C - n/a - n/a - ),

[PHENYTOIN SODIUM] (C - n/a - n/a - )

ICSR

EU-EC-10007736335 26/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Dyspnoea (2d - Fatal - Results in Death),

Hypopnoea (2d - Fatal - Results in Death),

Palpitations (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} - 
Intramuscular])

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GLIPIZIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LINAGLIPTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[NAPROXEN, NAPROXEN SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TIMOLOL, TIMOLOL MALEATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Ophthalmic]),

[TRAZODONE, TRAZODONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007716198 25/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

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

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

Feeling abnormal (n/a - Fatal - Results in Death),

Memory impairment (n/a - Fatal - Results in Death)

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

DEXAMETHASONE [DEXAMETHASONE, DEXAMETHASONE SODIUM PHOSPHATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ASCORBIC ACID, RIBOFLAVIN, DEXTRIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007725693 25/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007726058 25/02/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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} - n/a])

Not reported ICSR

EU-EC-10007726533 25/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Cardiac arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Cerebral infarction (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

Pulseless electrical activity (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])

Not reported ICSR

EU-EC-10007726557 25/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardiac arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Crepitations (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Dyspnoea (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Productive cough (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 - 2{DF} - 
Intramuscular])

Not reported ICSR

EU-EC-10007727273 25/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

HEALTHY EYES [ASCORBIC ACID, BETACAROTENE, COPPER, DUNALIELLA SALINA, SELENIUM, XANTOFYL, ZEAXANTHIN, ZINC CHELATE] (C - n/a - n/a - ),

[ATORVASTATIN] (C - n/a - n/a - ),

[DIPHENHYDRAMINE] (C - n/a - n/a - ),

[FUROSEMIDE] (C - n/a - n/a - ),

[GABAPENTIN] (C - n/a - n/a - ),

[GLYCERYL TRINITRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[ISOSORBIDE MONONITRATE] (C - n/a - n/a - ),

[LOPERAMIDE HYDROCHLORIDE, LOPERAMIDE OXIDE] (C - n/a - n/a - ),

[METOPROLOL SUCCINATE] (C - n/a - n/a - ),

[POTASSIUM CLAVULANATE] (C - n/a - n/a - ),

[WARFARIN SODIUM] (C - n/a - n/a - )

ICSR

EU-EC-10007727291 25/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Cerebrovascular accident (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),

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])

DULOXETINE [DULOXETINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

PANTOPRAZOLE [PANTOPRAZOLE, PANTOPRAZOLE SODIUM SESQUIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SOLIFENACIN, SOLIFENACIN SUCCINATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TRAMADOL, TRAMADOL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007727370 25/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Dyspnoea (11d - 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 - Unknown - [n/a - 1{DF} - 
Intramuscular])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - 81mg - n/a]),

[ALLOPURINOL] (C - Product used for unknown indication - n/a - [n/a - 300mg - n/a]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - 10mg - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - 40mg - n/a]),

[GLIBENCLAMIDE] (C - Product used for unknown indication - n/a - [n/a - 2.5mg - n/a]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - 100mg - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - 25mg - n/a]),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 10meq - n/a]),

[PRAVASTATIN, PRAVASTATIN SODIUM] (C - Product used for unknown indication - n/a - [n/a - 40mg - n/a])

ICSR

EU-EC-10007727398 25/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Unresponsive to stimuli (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])

Not reported ICSR

EU-EC-10007704861 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007705148 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Injection site pain (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])

Not reported ICSR

EU-EC-10007705186 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No COVID-19 (22d - Fatal - Results in Death),

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} - n/a])

Not reported ICSR

EU-EC-10007705188 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No COVID-19 pneumonia (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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])

ELIQUIS [APIXABAN] (C - Product used for unknown indication - Unknown - [n/a - 5mg - n/a]),

LYRICA [PREGABALIN] (C - Product used for unknown indication - Unknown - [n/a - 50mg - n/a]),

[ALLOPURINOL] (C - Product used for unknown indication - n/a - [n/a - 300mg - n/a]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - Unknown - [n/a - 5mg - n/a]),

[COLECALCIFEROL] (C - Product used for unknown indication - Unknown - [n/a - 25ug - n/a]),

[FUROSEMIDE, POTASSIUM CHLORIDE] (C - Product used for unknown indication - Unknown - [n/a - 20mg - n/a]),

[METOPROLOL SUCCINATE] (C - Product used for unknown indication - Unknown - [n/a - 50mg - n/a]),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 20meq - n/a])

ICSR

EU-EC-10007709981 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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} - 
Unknown])

Not reported ICSR

EU-EC-10007710468 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

APIXABAN [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ALLOPURINOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[BUDESONIDE, FORMOTEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FISH OIL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LACTOBACILLUS ACIDOPHILUS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOLAZONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PANTOPRAZOLE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[POTASSIUM, POTASSIUM CHLORIDE, POTASSIUM GLYCEROPHOSPHATE, POTASSIUM HYDROGEN CARBONATE, POTASSIUM HYDROGEN TARTRATE] (C - Product
used for unknown indication - n/a - [n/a - n/a - n/a]),

[SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TERAZOSIN, TERAZOSIN HYDROCHLORIDE DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007710618 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007711149 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Bradycardia (n/a - Fatal - Results in Death),

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

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

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

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

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

[BICALUTAMIDE] (C - n/a - n/a - [n/a - 50mg - n/a]),

[LEVOTHYROXINE SODIUM] (C - n/a - n/a - [n/a - 25ug - n/a]),

[NAPROXEN, NAPROXEN SODIUM] (C - n/a - n/a - [n/a - 440mg - n/a]),

[OMEPRAZOLE] (C - n/a - n/a - [n/a - 10mg - n/a]),

[PARACETAMOL] (C - n/a - n/a - [n/a - 1500mg - n/a]),

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007759155&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007759758&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007743746&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007744248&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007741042&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007741045&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007741049&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007741054&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007741088&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007736335&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007716198&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007725693&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007726058&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007726533&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007726557&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007727273&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007727291&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007727370&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007727398&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007704861&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007705148&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007705186&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007705188&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007709981&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007710468&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007710618&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007711149&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
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Date
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Source 
Qualification
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for 
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Purposes
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Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

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

Unresponsive to stimuli (n/a - Fatal - Results in Death)

[SERTRALINE, SERTRALINE HYDROCHLORIDE] (C - n/a - n/a - [n/a - 25mg - n/a]),

[VITAMINS NOS] (C - n/a - n/a - [n/a - n/a - n/a])

EU-EC-10007712368 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007712900 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007713049 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No COVID-19 (16d - Fatal - Results in Death, 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} - 
Intramuscular])

EVISTA [RALOXIFENE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

MELATONIN [MELATONIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

XARELTO [RIVAROXABAN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ASCORBIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CRANBERRY] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DOCUSATE SODIUM, CASANTHRANOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FAMOTIDINE, FAMOTIDINE, CALCIUM CARBONATE, MAGNESIUM HYDROXIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FOLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LACTOBACILLUS ACIDOPHILUS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MAGNESIUM OXIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MINERALS NOS, VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MIRTAZAPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SERTRALINE, SERTRALINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SIMETICONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VALPROATE SEMISODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ZINC] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007713371 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Cardio-respiratory distress (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Dyspnoea (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Fatigue (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

General physical condition abnormal (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Pyrexia (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} - 
Unknown])

SEVELAMER CARBONATE [SEVELAMER CARBONATE] (C - Product used for unknown indication - n/a - [n/a - 800mg - Unknown]),

[ASCORBIC ACID] (C - Product used for unknown indication - n/a - [n/a - 500mg - Unknown]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - 3.125mg - Unknown]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - 10mg - Unknown]),

[THIAMINE] (C - Product used for unknown indication - n/a - [n/a - 100mg - Unknown]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007713518 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Headache (1d - Fatal - Results in Death),

Injection site pain (1d - Fatal - Results in Death),

Vomiting (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])

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[PRAVASTATIN, PRAVASTATIN SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007713531 24/02/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Not 
Specified

No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE MODERNA DISPERSION FOR 
INJECTION COVID-19 MRNA VACCINE (NUCLEOSIDE 
MODIFIED) [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - n/a - n/a - [n/a - n/a - Intramuscular])

Not reported ICSR

EU-EC-10007713589 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Cough (3d - Fatal - Results in Death),

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

Dyspnoea (3d - Fatal - Results in Death),

Hyperaesthesia (3d - Fatal - Results in Death),

Mental status changes (3d - Fatal - Results in Death),

Oxygen saturation decreased (3d - Fatal - Results in Death),

Pyrexia (3d - Fatal - Results in Death),

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

Speech disorder (3d - 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])

Not reported ICSR

EU-EC-10007713749 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - 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])

Not reported ICSR

EU-EC-10007713849 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Dysarthria (2d - Fatal - Results in Death),

Fatigue (3d - Fatal - Results in Death),

Malaise (3d - Fatal - Results in Death),

Memory impairment (3d - 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])

Not reported ICSR

EU-EC-10007713997 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007714394 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Asthenia (1d - Fatal - Results in Death),

COVID-19 (1d - Fatal - Results in Death),

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

Decreased appetite (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])

ENSURE CLEAR [CARBOHYDRATES NOS, MINERALS NOS, PROTEINS NOS, VITAMINS NOS] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[ASCORBIC ACID] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[DOCUSATE SODIUM, SENNOSIDES] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[FAMOTIDINE, FAMOTIDINE, CALCIUM CARBONATE, MAGNESIUM HYDROXIDE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[HYPROMELLOSE, GLYCEROL, MACROGOL 400, POLYVINYL ALCOHOL, PROPYLENE GLYCOL, VASELINE, LIQUID PARAFFIN] (C - Product used for unknown indication -
Unknown - [n/a - n/a - n/a]),

[MACROGOL 3350] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[METOPROLOL TARTRATE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[POTASSIUM CHLORIDE, GLUCOSE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[TRAMADOL, TRAMADOL HYDROCHLORIDE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a])

ICSR

EU-EC-10007714432 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TAMSULOSIN, TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[WARFARIN, WARFARIN SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007714677 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Dizziness (1d - Fatal - Results in Death),

Malaise (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])

Not reported ICSR

EU-EC-10007714975 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007715463 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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 - Unknown - [n/a - 1{DF} - n/a])

KETOCONAZOLE [KETOCONAZOLE] (C - n/a - n/a - [n/a - n/a - n/a]),

XARELTO [RIVAROXABAN] (C - n/a - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - n/a - n/a - [n/a - n/a - n/a]),

[BUPROPION] (C - n/a - n/a - [n/a - n/a - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[SERTRALINE, SERTRALINE HYDROCHLORIDE] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007715481 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death, Other Medically Important Condition),

Syncope (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])

OXYBUTYNIN HYDROCHLORIDE [OXYBUTYNIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 15mg - n/a]),

[CAPTOPRIL] (C - Product used for unknown indication - n/a - [n/a - 100mg - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - 40mg - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - 300mg - n/a]),

[HYDRALAZINE] (C - Product used for unknown indication - n/a - [n/a - 50mg - n/a]),

[INDOMETHACIN SODIUM TRIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - 75mg - n/a]),

[METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - 100mg - n/a]),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 20meq - n/a]),

[SPIRONOLACTONE] (C - Product used for unknown indication - n/a - [n/a - 25mg - n/a]),

[TAMSULOSIN, TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - .4mg - n/a]),

[VENLAFAXINE, VENLAFAXINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 75mg - n/a]),

[VERAPAMIL, VERAPAMIL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 240mg - n/a])

ICSR

EU-EC-10007715902 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007715906 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Cardiac failure congestive (n/a - Fatal - Results in Death),

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

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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PAROXETINE, PAROXETINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PIROXICAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007715915 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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} - 
Intramuscular])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - Not applicable - [n/a - 81mg - n/a]),

[ALLOPURINOL] (C - Product used for unknown indication - Not applicable - [n/a - 300mg - n/a]),

[BACLOFEN] (C - Product used for unknown indication - Not applicable - [n/a - 10mg - n/a]),

[CLOBETASOL PROPIONATE] (C - Product used for unknown indication - Not applicable - [n/a - n/a - n/a]),

[CYANOCOBALAMIN] (C - Product used for unknown indication - Not applicable - [n/a - n/a - n/a]),

[FISH OIL] (C - Product used for unknown indication - Not applicable - ),

[NEBIVOLOL, NEBIVOLOL HYDROCHLORIDE] (C - Product used for unknown indication - Not applicable - [n/a - 10mg - n/a]),

[SALBUTAMOL SULFATE] (C - Product used for unknown indication - Not applicable - [n/a - n/a - n/a])

ICSR

EU-EC-10007715917 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Asthenia (9d - 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),

Pneumonia (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])

PROLIA [DENOSUMAB] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[ALPHATOCOPHEROL ACETATE, LUTEIN] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[FLUTICASONE PROPIONATE, SALMETEROL] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[FUROSEMIDE, POTASSIUM CHLORIDE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[HYDROCHLOROTHIAZIDE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[HYDROCODONE BITARTRATE, PARACETAMOL] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[HYDROXYZINE, HYDROXYZINE HYDROCHLORIDE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[LANSOPRAZOLE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[LEVOSALBUTAMOL] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[MELOXICAM] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[NYSTATIN] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[PARACETAMOL, CAFFEINE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[POVIDONE, POLYVINYL ALCOHOL] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[SALBUTAMOL SULFATE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[TIOTROPIUM, TIOTROPIUM BROMIDE, TIOTROPIUM BROMIDE MONOHYDRATE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a])

ICSR

EU-EC-10007698050 23/02/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - 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} - Unknown])

Not reported ICSR

EU-EC-10007698153 23/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 

Not 
available

65-85 
Years

Not 
Specified

Male No 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} - 

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007712368&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007712900&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713049&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713371&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713518&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713531&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713589&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713749&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713849&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007713997&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007714394&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007714432&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007714677&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007714975&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007715463&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007715481&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007715902&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007715906&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007715915&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007715917&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007698050&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007698153&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification

Primary 
Source 
Country 
for 
Regulatory
Purposes

Literature 
Reference

Patient 
Age 
Group

Patient 
Age 
Group 
(as per 
reporter)

Patient 
Sex

Parent
Child 
Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

Area Intramuscular])

EU-EC-10007700182 23/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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} - n/a])

Not reported ICSR

EU-EC-10007700537 23/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007700952 23/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007701450 23/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Asthenia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Fall (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)

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])

Not reported ICSR

EU-EC-10007701494 23/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007701512 23/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007701517 23/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

[AMLODIPINE, AMLODIPINE BESILATE] (C - Product used for unknown indication - n/a - [n/a - 5mg - n/a]),

[GABAPENTIN] (C - Neuralgia - n/a - [n/a - 100mg - Oral]),

[LOSARTAN POTASSIUM] (C - Hypertension - n/a - [n/a - 50mg - Oral])

ICSR

EU-EC-10007701651 23/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No COVID-19 (11d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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])

DULOXETINE [DULOXETINE] (C - Product used for unknown indication - n/a - ),

IBUPROFEN [IBUPROFEN, IBUPROFEN SODIUM] (C - Product used for unknown indication - n/a - ),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - ),

[CRANBERRY] (C - Product used for unknown indication - n/a - ),

[GUAIFENESIN] (C - Product used for unknown indication - n/a - ),

[LACTOBACILLUS ACIDOPHILUS] (C - Product used for unknown indication - n/a - ),

[LORAZEPAM] (C - Product used for unknown indication - n/a - ),

[MACROGOL 3350] (C - Product used for unknown indication - n/a - ),

[TRAMADOL, TRAMADOL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - ),

[VITAMIN D] (C - Product used for unknown indication - n/a - ),

[ZINC] (C - Product used for unknown indication - n/a - )

ICSR

EU-EC-10007701757 23/02/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Brain hypoxia (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Coma (n/a - Unknown - Caused/Prolonged Hospitalisation, Other Medically Important Condition),

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

Loss of consciousness (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])

KEPPRA [LEVETIRACETAM] (C - Seizure - n/a - [n/a - n/a - Unknown]),

[LAMOTRIGINE] (C - Seizure - n/a - [n/a - n/a - Unknown]),

[PHENOBARBITAL, PHENOBARBITAL SODIUM] (C - Seizure - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007701765 23/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007689975 22/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007690151 22/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007690152 22/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No COVID-19 (13d - Fatal - Results in Death),

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])

TRULICITY [DULAGLUTIDE] (C - Product used for unknown indication - Unknown - ),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - Unknown - ),

[ATORVASTATIN] (C - Product used for unknown indication - Unknown - ),

[FUROSEMIDE] (C - Product used for unknown indication - Unknown - ),

[GABAPENTIN] (C - Product used for unknown indication - Unknown - ),

[GLIPIZIDE] (C - Product used for unknown indication - Unknown - ),

[LORATADINE] (C - Product used for unknown indication - Unknown - ),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - Unknown - ),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - Unknown - ),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - Unknown - ),

[OMEPRAZOLE] (C - Product used for unknown indication - Unknown - )

ICSR

EU-EC-10007690656 22/02/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No COVID-19 (n/a - Unknown - ),

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])

Not reported ICSR

EU-EC-10007690953 22/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007691006 22/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Anaemia (n/a - Fatal - Results in Death),

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

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

Gastrointestinal haemorrhage (n/a - Fatal - Results in Death)

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

[AMLODIPINE, AMLODIPINE BESILATE] (C - Product used for unknown indication - n/a - [n/a - 10mg - Oral]),

[BENAZEPRIL] (C - Product used for unknown indication - n/a - [n/a - 20mg - Oral]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - 600mg - Oral]),

[METOPROLOL SUCCINATE] (C - Product used for unknown indication - n/a - [n/a - 100mg - Oral]),

[ROSUVASTATIN, ROSUVASTATIN CALCIUM] (C - Product used for unknown indication - n/a - [n/a - 10mg - Oral])

ICSR

EU-EC-10007691119 22/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

[ATORVASTATIN CALCIUM] (C - Product used for unknown indication - n/a - [n/a - 20mg - n/a]) ICSR

EU-EC-10007691230 22/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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} - n/a])

Not reported ICSR

EU-EC-10007691417 22/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Internal haemorrhage (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])

Not reported ICSR

EU-EC-10007665151 19/02/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

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

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

Not reported ICSR

EU-EC-10007668369 19/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Abdominal pain (n/a - Unknown - ),

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

Diarrhoea (n/a - Unknown - ),

Injection site pain (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 - Unknown - [n/a - 1{DF} - 
Intramuscular])

Not reported ICSR

EU-EC-10007673855 19/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Immobile (4d - Fatal - Results in Death, Other Medically Important Condition),

Pruritus (8d - Fatal - Results in Death),

Respiratory disorder (3d - Fatal - Results in Death),

Unresponsive to stimuli (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} - 
Intramuscular])

CLOPIDOGREL [CLOPIDOGREL, CLOPIDOGREL BESILATE] (C - Product used for unknown indication - n/a - ),

ELIQUIS [APIXABAN] (C - Product used for unknown indication - n/a - ),

MELATONIN [MELATONIN] (C - Product used for unknown indication - n/a - ),

METHOTREXATE [METHOTREXATE] (C - Product used for unknown indication - n/a - ),

PANTOPRAZOLE [PANTOPRAZOLE, PANTOPRAZOLE SODIUM SESQUIHYDRATE] (C - Product used for unknown indication - n/a - ),

[ASCORBIC ACID, CALCIUM GLUBIONATE, CALCIUM CARBONATE, CALCIUM, CALCIUM GLUBIONATE, CALCIUM CARBONATE, COLECALCIFEROL, CALCIUM] (C - 
Product used for unknown indication - n/a - ),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - ),

[CALCITRIOL] (C - Product used for unknown indication - n/a - ),

[DIGOXIN] (C - Product used for unknown indication - n/a - ),

[FOLIC ACID] (C - Product used for unknown indication - n/a - ),

[LATANOPROST] (C - Product used for unknown indication - n/a - ),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - ),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PREDNISONE] (C - Product used for unknown indication - n/a - )

ICSR

EU-EC-10007655569 18/02/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Body temperature abnormal (1d - Fatal - Results in Death),

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

Dyspnoea (2d - Fatal - Results in Death),

Fatigue (1d - Fatal - Results in Death),

Feeling abnormal (3d - Fatal - Results in Death),

Limb discomfort (3d - Fatal - Results in Death),

Swelling (2d - Fatal - Results in Death),

Unresponsive to stimuli (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} - 
Unknown])

RENVELA [SEVELAMER CARBONATE] (C - Product used for unknown indication - n/a - [n/a - 800mg - Unknown]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - 81mg - Unknown]),

[CALCIUM ACETATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CINACALCET] (C - Product used for unknown indication - n/a - [n/a - 80mg - Unknown]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[GLIPIZIDE] (C - Product used for unknown indication - n/a - [n/a - 5mg - Unknown]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - 20mg - Unknown]),

[RIFAMPICIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[VITAMIN D] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007655976 18/02/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007642441 17/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

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

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

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

Tachypnoea (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])

[ASCORBIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DOCUSATE SODIUM, CASSIA] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VACCINIUM MACROCARPON (CRANBERRY) FRUIT EXTRACT] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007643111 17/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

JANUVIA [SITAGLIPTIN, SITAGLIPTIN PHOSPHATE, SITAGLIPTIN PHOSPHATE MONOHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

LANTUS [INSULIN GLARGINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ALENDRONATE SODIUM, ALENDRONATE SODIUM TRIHYDRATE, ALENDRONIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DOCUSATE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SIMVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TRAZODONE, TRAZODONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007644194 17/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Respiratory arrest (1d - Fatal - Results in Death),

Vomiting (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])

CARBIDOPA, LEVODOPA [CARBIDOPA, LEVODOPA] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral]),

MELATONIN [MELATONIN] (C - Product used for unknown indication - n/a - [n/a - 3mg - Oral]),

RIVASTIGMINE [RIVASTIGMINE, RIVASTIGMINE HYDROGEN TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[AMLODIPINE BESILATE] (C - Product used for unknown indication - n/a - [n/a - 5mg - Oral]),

[ASCORBIC ACID, CALCIUM GLUBIONATE, CALCIUM CARBONATE, CALCIUM, CALCIUM GLUBIONATE, CALCIUM CARBONATE, COLECALCIFEROL, CALCIUM] (C - 
Product used for unknown indication - n/a - [n/a - 1200mg - Oral]),

[ATORVASTATIN CALCIUM] (C - Product used for unknown indication - n/a - [n/a - 20mg - Oral]),

[CASSIA] (C - Product used for unknown indication - n/a - [n/a - 17.2mg - Oral]),

[METFORMIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 1000mg - Oral]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - 1{DF} - Oral])

ICSR

EU-EC-10007644232 17/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Asthenia (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Cardiac arrest (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Confusional state (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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 - Unknown - [n/a - n/a - 
Intramuscular])

SEVELAMER CARBONATE [SEVELAMER CARBONATE] (C - n/a - n/a - [n/a - 800mg - Oral]),

[FLUTICASONE PROPIONATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[MACROGOL 3350] (C - n/a - n/a - [n/a - n/a - Oral]),

[OMEPRAZOLE] (C - n/a - n/a - [n/a - 20mg - Oral]),

[PARACETAMOL] (C - n/a - n/a - [n/a - n/a - Oral]),

[SOTALOL, SOTALOL HYDROCHLORIDE] (C - n/a - n/a - [n/a - 80mg - Oral])

ICSR

EU-EC-10007644467 17/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Decreased appetite (2d - Fatal - Results in Death),

Depressed level of consciousness (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} - 
Intramuscular])

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[DONEPEZIL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MEMANTINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MIRTAZAPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[SULFAMETHOXAZOLE, TRIMETHOPRIM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007700182&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007700537&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007700952&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007701450&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007701494&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007701512&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007701517&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007701651&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007701757&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007701765&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007689975&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007690151&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007690152&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007690656&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007690953&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007691006&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007691119&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007691230&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007691417&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007665151&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007668369&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007673855&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007655569&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007655976&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007642441&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007643111&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007644194&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007644232&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007644467&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification

Primary 
Source 
Country 
for 
Regulatory
Purposes

Literature 
Reference

Patient 
Age 
Group

Patient 
Age 
Group 
(as per 
reporter)

Patient 
Sex

Parent
Child 
Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

EU-EC-10007647975 17/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007629221 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Headache (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])

INSULIN LISPRO [INSULIN LISPRO] (C - Product used for unknown indication - n/a - [n/a - 100{DF} - Unknown]),

LEVEMIR [INSULIN DETEMIR] (C - Product used for unknown indication - n/a - [n/a - 55{DF} - Unknown]),

[ALLOPURINOL] (C - Product used for unknown indication - n/a - [n/a - 3000mg - Unknown]),

[AMLODIPINE, AMLODIPINE BESILATE] (C - Product used for unknown indication - n/a - [n/a - 5mg - Unknown]),

[LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[SIMVASTATIN] (C - Product used for unknown indication - n/a - [n/a - 25mg - Unknown])

ICSR

EU-EC-10007631279 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

FLORAJEN 3 [BIFIDOBACTERIUM LACTIS, BIFIDOBACTERIUM LONGUM, LACTOBACILLUS ACIDOPHILUS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

KETOCONAZOLE [KETOCONAZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CARBOHYDRATES NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DOCUSATE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FATS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FIBRE, DIETARY] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[HYDRALAZINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[HYDROCORTISONE ACETATE, LIDOCAINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LORAZEPAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MINERALS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PARACETAMOL, SALICYLAMIDE, PROMETHAZINE METHYLENEDIOXY SALICYLATE, ANHYDROUS CAFFEINE] (C - Product used for unknown indication - n/a - [n/a - n/a - 
n/a]),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SODIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Nasal]),

[SODIUM MONOFLUOROPHOSPHATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007631387 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007631388 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (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} - 
Intramuscular])

AVANAFIL [AVANAFIL] (C - Product used for unknown indication - n/a - [n/a - 200mg - Unknown]),

ELIQUIS [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - 5mg - Unknown]),

SILDENAFIL CITRATE [SILDENAFIL CITRATE] (C - Product used for unknown indication - n/a - [n/a - 100mg - n/a]),

TADALAFIL [TADALAFIL] (C - Product used for unknown indication - n/a - [n/a - 20mg - Unknown]),

[AMYLASE, LIPASE, PROTEASE, PANCREALIPASE, PANCREAS POWDER, PANCREAS POWDER FROM PORCINE, PANCREATIN, PANCREATIN BP] (C - Product used 
for unknown indication - n/a - [n/a - 114000{DF} - Unknown - More in ICSR]),

[DOXYCYCLINE HYCLATE] (C - Product used for unknown indication - n/a - [n/a - 100mg - Unknown]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - 40mg - Unknown]),

[LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[PANTOPRAZOLE SODIUM] (C - Product used for unknown indication - n/a - [n/a - 40mg - Unknown]),

[TRAMADOL, TRAMADOL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 50mg - Oral]),

[TRAZODONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 100mg - Unknown]),

[TRIAMCINOLONE, TRIAMCINOLONE ACETONIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007631424 16/02/2021 Not reported ICSR

EU-EC-10007631557 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Syncope (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])

Not reported ICSR

EU-EC-10007631664 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007631665 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (6d - Fatal - Results in Death),

General physical health deterioration (6d - Fatal - Results in Death),

Hypophagia (6d - Fatal - Results in Death),

Hyporesponsive to stimuli (6d - Fatal - Results in Death),

Somnolence (6d - 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])

[HYDROCHLOROTHIAZIDE] (C - Product used for unknown indication - n/a - [n/a - 12.5mg - n/a]),

[METOPROLOL, METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - 25mg - n/a]),

[TERAZOSIN, TERAZOSIN HYDROCHLORIDE DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - 5mg - Oral]),

[VALPROATE SEMISODIUM] (C - Product used for unknown indication - n/a - [n/a - 750mg - n/a])

ICSR

EU-EC-10007631775 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (22d - 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])

IBUPROFEN [IBUPROFEN, IBUPROFEN SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MORPHINE SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OXYBUTYNIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007631944 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007632085 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ALFUZOSIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ALLOPURINOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CARBIDOPA, LEVODOPA, LEVODOPA, ANHYDROUS CARBIDOPA, LEVODOPA, CARBIDOPA MONOHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - 
Unknown]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ESCITALOPRAM, ESCITALOPRAM OXALATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FINASTERIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MIRTAZAPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ROPINIROLE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[TROSPIUM, TROSPIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007632101 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

ELIQUIS [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - 5mg - Oral]),

IRON [IRON] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

MELATONIN [MELATONIN] (C - Product used for unknown indication - n/a - [n/a - 3mg - Oral]),

[ATORVASTATIN CALCIUM] (C - Product used for unknown indication - n/a - [n/a - 40mg - Oral]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - 25ug - Oral]),

[DICLOFENAC SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[METFORMIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 500mg - Oral]),

[NIFEDIPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - 325mg - Oral]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007632323 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Body temperature increased (1d - Fatal - Results in Death),

Complication associated with device (1d - Fatal - Results in Death),

Cough (1d - Fatal - Results in Death),

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

Dyspnoea (1d - Fatal - Results in Death),

Hypoxia (1d - Fatal - Results in Death),

Secretion discharge (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])

Not reported ICSR

EU-EC-10007632449 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

[BUPROPION HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ZOLPIDEM TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007632573 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Cough (2d - Fatal - Results in Death),

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

Dyspnoea (2d - Fatal - Results in Death),

Feeling abnormal (2d - 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])

[DILTIAZEM, DILTIAZEM HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 120mg - Unknown]),

[ERYTHROMYCIN] (C - Product used for unknown indication - n/a - [n/a - 4% - Unknown]),

[FERROUS ION] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FOLIC ACID] (C - Product used for unknown indication - n/a - [n/a - 1mg - Unknown]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - n/a - [n/a - 40mg - Unknown]),

[HYDROXYCHLOROQUINE SULFATE] (C - Product used for unknown indication - n/a - [n/a - 2{DF} - Unknown]),

[KETOTIFEN] (C - Product used for unknown indication - n/a - [n/a - 2[drp] - Unknown]),

[METOPROLOL SUCCINATE] (C - Product used for unknown indication - n/a - [n/a - 200mg - Unknown])

ICSR

EU-EC-10007632779 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

[CETIRIZINE DIHYDROCHLORIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

[PARACETAMOL] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007633973 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death, Other Medically Important Condition),

Dyspnoea (5d - Fatal - Results in Death),

Oedema (5d - 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])

CARBIDOPA, LEVODOPA [CARBIDOPA, LEVODOPA] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

OXYBUTYNIN [OXYBUTYNIN, OXYBUTYNIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FINASTERIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[GUAR] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LACTOBACILLUS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL SUCCINATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MINERALS NOS, VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PRAVASTATIN, PRAVASTATIN SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TAMSULOSIN, TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TIMOLOL MALEATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007634225 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Asthenia (5d - Fatal - Results in Death),

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])

Not reported ICSR

EU-EC-10007634481 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007634817 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Aneurysm ruptured (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Cerebral haemorrhage (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Death (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Loss of consciousness (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Unresponsive to stimuli (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])

Not reported ICSR

EU-EC-10007635055 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Body temperature increased (2d - Fatal - Results in Death),

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

Headache (2d - Fatal - Results in Death),

Lethargy (2d - Fatal - Results in Death),

Neck pain (2d - Fatal - Results in Death),

Respiration abnormal (5min - Fatal - Results in Death),

Tremor (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} - 
Intramuscular])

DEXAMETHASONE [DEXAMETHASONE, DEXAMETHASONE SODIUM PHOSPHATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

LEVETIRACETAM [LEVETIRACETAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

PROBIOTICS NOS [PROBIOTICS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACICLOVIR SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATENOLOL, ATENOLOL BP] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CEFPODOXIME] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CHLORTALIDONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FLUCONAZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[IBUPROFEN, NAPROXEN, NAPROXEN SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MINERALS NOS, VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007647975&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007629221&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631279&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631387&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631388&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631424&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631557&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631664&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631665&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631775&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007631944&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007632085&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007632101&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007632323&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007632449&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007632573&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007632779&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007633973&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007634225&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007634481&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007634817&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007635055&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification
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Country 
for 
Regulatory
Purposes

Literature 
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Age 
Group 
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reporter)

Patient 
Sex
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Report

Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[POTASSIUM, POTASSIUM CHLORIDE, POTASSIUM GLYCEROPHOSPHATE, POTASSIUM HYDROGEN CARBONATE, POTASSIUM HYDROGEN TARTRATE] (C - Product
used for unknown indication - n/a - [n/a - n/a - n/a]),

[TOPIRAMATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

EU-EC-10007635067 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007635069 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007635079 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Fatigue (3d - 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])

Not reported ICSR

EU-EC-10007635246 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007635302 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

General physical health deterioration (4d - 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])

[AMYLASE, LIPASE, PROTEASE, PANCREALIPASE, PANCREAS POWDER, PANCREAS POWDER FROM PORCINE, PANCREATIN, PANCREATIN BP] (C - Product used 
for unknown indication - n/a - [n/a - n/a - n/a]),

[ATENOLOL, ATENOLOL BP] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[BISACODYL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CALCIUM CITRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DONEPEZIL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ESCITALOPRAM, ESCITALOPRAM OXALATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ESTRADIOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FAMOTIDINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FERROUS SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[IBANDRONIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LACTOBACILLUS ACIDOPHILUS, BIFIDOBACTERIUM SPP.] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MEMANTINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[QUETIAPINE, QUETIAPINE FUMARATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SIMVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SODIUM HYDROGEN CARBONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TOLNAFTATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007635421 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Basal ganglia stroke (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

Haemorrhagic stroke (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])

[SIMVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10007635492 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Pulse absent (1d - Fatal - Results in Death),

Vomiting (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])

CYMBALTA [DULOXETINE, DULOXETINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 30mg - Unknown]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - 81mg - Unknown]),

[AMLODIPINE, AMLODIPINE BESILATE] (C - Product used for unknown indication - n/a - [n/a - 10mg - Unknown]),

[ASCORBIC ACID] (C - Product used for unknown indication - n/a - [n/a - 1000mg - Unknown]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - 12.5mg - Unknown]),

[CHLORMADINONE ACETATE] (C - Product used for unknown indication - n/a - [n/a - 90mL - Unknown]),

[FOLIC ACID] (C - Product used for unknown indication - n/a - [n/a - 1mg - Unknown]),

[LORAZEPAM] (C - Product used for unknown indication - n/a - [n/a - 1.5mg - Unknown]),

[THIAMINE HYDROCHLORIDE, RETINOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[THIAMINE] (C - Product used for unknown indication - n/a - [n/a - 100mg - Unknown])

ICSR

EU-EC-10007635568 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007620825 15/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Unresponsive to stimuli (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])

MEMANTINE HYDROCHLORIDE [MEMANTINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 20mg - n/a]),

MULTIPLE VITAMINS WITH MINERALS [AMINOBENZOIC ACID, BETAINE HYDROCHLORIDE, CHOLINE BITARTRATE, CITRUS LIMON, ECHINACEA PURPUREA ROOT, 
GLUTAMIC ACID HYDROCHLORIDE, INOSITOL, LAMINARIA DIGITATA POWDER, MALUS DOMESTICA, MEDICAGO SATIVA, METHIONINE, MINERALS NOS, PEPSIN, 
QUERCETIN DIHYDRATE, ROSA CANINA, RUTOSIDE, VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - 15mL - n/a]),

[ASCORBIC ACID] (C - Product used for unknown indication - n/a - [n/a - 500mg - n/a]),

[FAMOTIDINE] (C - Product used for unknown indication - n/a - [n/a - 40mg - n/a]),

[HYDROXYANTHRACENE GLYCOSIDES, SENNOSIDES] (C - Product used for unknown indication - n/a - [n/a - 8.6mg - n/a]),

[MACROGOL 3350] (C - Product used for unknown indication - n/a - [n/a - 7g - n/a])

ICSR

EU-EC-10007620993 15/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007621297 15/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Chest pain (n/a - Fatal - Results in Death),

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

Heart rate irregular (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])

ANORO [UMECLIDINIUM BROMIDE, VILANTEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[BUMETANIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FLUTICASONE PROPIONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007621697 15/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No COVID-19 (n/a - Fatal - Results in Death),

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])

ENSURE PLUS [CARBOHYDRATES NOS, ELECTROLYTES NOS, FATTY ACIDS NOS, MINERALS NOS, PROTEINS NOS, VITAMINS NOS] (C - Product used for unknown 
indication - n/a - [n/a - n/a - n/a]),

RENVELA [SEVELAMER CARBONATE] (C - Product used for unknown indication - n/a - [n/a - 800mg - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - 81mg - n/a]),

[CALCIUM ACETATE] (C - Product used for unknown indication - n/a - [n/a - 667mg - n/a]),

[CINACALCET] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[EUCERIN, UREA, WOOL ALCOHOLS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE] (C - Product used for unknown indication - n/a - [n/a - 80mg - n/a]),

[GLIPIZIDE] (C - Product used for unknown indication - n/a - [n/a - 5mg - n/a]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - 20mg - n/a]),

[RIFAMPICIN] (C - Product used for unknown indication - n/a - [n/a - 300mg - n/a])

ICSR

EU-EC-10007622064 15/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Chills (3d - Fatal - Results in Death),

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

Dyspnoea (3d - Fatal - Results in Death),

Malaise (3d - Fatal - Results in Death),

Myalgia (3d - Fatal - Results in Death),

Pyrexia (3d - Fatal - Results in Death),

Respiration abnormal (3d - 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])

Not reported ICSR

EU-EC-10007598963 12/02/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 MRNA VACCINE (NUCLEOSIDE MODIFIED) 
MODERNA [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - n/a - n/a - [n/a - .5mL - Intramuscular])

PROLIA [DENOSUMAB] (C - n/a - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - n/a - n/a - [n/a - n/a - n/a]),

[BISOPROLOL FUMARATE, BISOPROLOL HEMIFUMARATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[CANDESARTAN CILEXETIL] (C - n/a - n/a - [n/a - n/a - n/a]),

[COLECALCIFEROL, CALCIUM, COLECALCIFEROL, CALCIUM CARBONATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[SIMVASTATIN] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007601617 12/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Back pain (3d - Fatal - Results in Death),

Cardiac disorder (1d - Fatal - Results in Death),

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

Dizziness (2d - Fatal - Results in Death),

Pain in extremity (3d - 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])

Not reported ICSR

EU-EC-10007604518 12/02/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No 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 - Unknown - [n/a - 1{DF} - n/a])

Not reported ICSR

EU-EC-10007574015 11/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007575367 11/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Cardiac arrest (1d - Fatal - Results in Death),

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])

PLAVIX [CLOPIDOGREL, CLOPIDOGREL HYDROGEN SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DONEPEZIL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LORATADINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PENTOXIFYLLINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TAMSULOSIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TRAZODONE, TRAZODONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007575416 11/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

INSULIN LISPRO [INSULIN LISPRO] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

OXYBUTYNIN HYDROCHLORIDE [OXYBUTYNIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ALLOPURINOL] (C - Product used for unknown indication - n/a - [n/a - 100mg - n/a]),

[AMITRIPTYLINE, AMITRIPTYLINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 10mg - n/a]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - n/a - [n/a - 10mg - n/a]),

[ATORVASTATIN, ATORVASTATIN CALCIUM, ATORVASTATIN CALCIUM TRIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - 80mg - n/a]),

[BACLOFEN] (C - Product used for unknown indication - n/a - [n/a - 5mg - n/a]),

[CANDESARTAN] (C - Product used for unknown indication - n/a - [n/a - 32mg - n/a]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - n/a - [n/a - 80mg - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - 100mg - n/a]),

[HYDRALAZINE] (C - Product used for unknown indication - n/a - [n/a - 50mg - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 20meq - n/a]),

[TURMERIC] (C - Product used for unknown indication - n/a - [n/a - 400mg - n/a])

ICSR

EU-EC-10007578222 11/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Cerebrovascular accident (4d - Fatal - Results in Death, Other Medically Important Condition),

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

Decreased appetite (4d - Fatal - Results in Death),

Grip strength decreased (4d - Fatal - Results in Death),

Hemiplegia (4d - Fatal - Results in Death, Other Medically Important Condition),

Hypotonia (4d - Fatal - Results in Death),

Speech disorder (4d - Fatal - Results in Death),

Weight decreased (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])

[CARMELLOSE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[DILTIAZEM, DILTIAZEM HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[DOCUSATE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ESCITALOPRAM OXALATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MACROGOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MAGNESIUM HYDROXIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007579963 11/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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} - 
Intramuscular])

Not reported ICSR

EU-EC-10007587644 11/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[OXYCODONE, OXYCODONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007587932 11/02/2021 Spontaneous Healthcare Non Not 65-85 Not Female No Death (n/a - Fatal - Results in Death) COVID-19 MRNA VACCINE MODERNA (CX-024414) [LORAZEPAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]) ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007635067&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007635069&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007635079&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007635246&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007635302&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007635421&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007635492&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007635568&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007620825&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007620993&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007621297&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007621697&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007622064&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007598963&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007601617&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007604518&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007574015&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007575367&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007575416&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007578222&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007579963&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007587644&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007587932&_xpt=1&_xf=pdf
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Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

Professional European 
Economic 
Area

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

EU-EC-10007588041 11/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Unresponsive to stimuli (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])

BUMETANIDE [BUMETANIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

ELIQUIS [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

OXYBUTYNIN [OXYBUTYNIN, OXYBUTYNIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ALENDRONATE SODIUM, ALENDRONATE SODIUM TRIHYDRATE, ALENDRONIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MELOXICAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MONTELUKAST, MONTELUKAST SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PREDNISONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PROMETHAZINE, PROMETHAZINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TRIAMCINOLONE, TRIAMCINOLONE ACETONIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007588052 11/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death, Other Medically Important Condition),

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

Feeding disorder (n/a - Fatal - Results in Death),

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

Mobility decreased (n/a - Fatal - Results in Death),

Speech disorder (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])

DEXAMETHASONE [DEXAMETHASONE, DEXAMETHASONE SODIUM PHOSPHATE] (C - Pruritus - Unknown - [n/a - 4mg - Unknown]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Product used for unknown indication - Unknown - [n/a - 5mg - Unknown]),

[BISOPROLOL, BISOPROLOL FUMARATE, BISOPROLOL HEMIFUMARATE] (C - Product used for unknown indication - Unknown - [n/a - 10mg - Unknown]),

[FUROSEMIDE] (C - Product used for unknown indication - Unknown - [n/a - 160mg - Unknown]),

[ISOSORBIDE DINITRATE] (C - Product used for unknown indication - Unknown - [n/a - 30mg - Unknown]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - Unknown - [n/a - .075mg - Unknown]),

[PARACETAMOL] (C - Product used for unknown indication - Unknown - [n/a - 3000mg - Oral]),

[SALINE, SODIUM CHLORIDE] (C - Product used for unknown indication - Unknown - [n/a - n/a - Unknown])

ICSR

EU-EC-10007589271 11/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Blood lactic acid increased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Bradycardia (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Heart sounds abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Pulse absent (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Respiration abnormal (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Resuscitation (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Unresponsive to stimuli (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

White blood cell count increased (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])

CLOPIDOGREL HYDROGEN SULFATE [CLOPIDOGREL HYDROGEN SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ASCORBIC ACID, ZINC, COPPER, RETINOL, ALPHA-TOCOPHEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FERROUS GLUCONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FLUTICASONE PROPIONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[GLYCERYL TRINITRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Sublingual]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MACROGOL 3350] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MAGNESIUM HYDROXIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MENTHOL, CAMPHOR, METHYL SALICYLATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[METOPROLOL SUCCINATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ONDANSETRON] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[SPIRONOLACTONE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[TRAMADOL, TRAMADOL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007589810 11/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007590057 11/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

Not reported ICSR

EU-EC-10007590071 11/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Malaise (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])

Not reported ICSR

EU-EC-10007590289 11/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Anal incontinence (1d - Fatal - Results in Death),

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

Hypotonia (1d - Fatal - Results in Death),

Unresponsive to stimuli (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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - 81mg - n/a]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - n/a - [n/a - 20mg - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - 325mg - Unknown]),

[SENNOSIDE B] (C - Product used for unknown indication - n/a - [n/a - 8.6mg - n/a])

ICSR

EU-EC-10007590534 11/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - 300mg - Unknown]),

[HYDROCODONE BITARTRATE, PARACETAMOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[TORASEMIDE] (C - Product used for unknown indication - n/a - [n/a - 100mg - Oral]),

[VALSARTAN] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral]),

[WARFARIN, WARFARIN SODIUM] (C - Product used for unknown indication - n/a - [n/a - 4mg - Unknown])

ICSR

EU-EC-10007590538 11/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

[AMLODIPINE BESILATE] (C - Hypertension - n/a - [n/a - 10mg - Oral]),

[INSULIN, INSULIN HUMAN] (C - Diabetes mellitus - n/a - [n/a - n/a - Subcutaneous]),

[PARACETAMOL] (C - Body temperature increased, Pain - n/a - [n/a - 1300mg - Oral])

ICSR

EU-EC-10007590678 11/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

[ATORVASTATIN] (C - Blood phosphorus - n/a - [n/a - n/a - n/a]),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007571408 10/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Dyspnoea (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])

CYMBALTA [DULOXETINE, DULOXETINE HYDROCHLORIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

KEPPRA [LEVETIRACETAM] (C - n/a - n/a - [n/a - n/a - n/a]),

[AMIODARONE, AMIODARONE HYDROCHLORIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN, ATORVASTATIN CALCIUM, ATORVASTATIN CALCIUM TRIHYDRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[CARVEDILOL] (C - n/a - n/a - [n/a - n/a - n/a]),

[CICLESONIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

[GUAIFENESIN] (C - n/a - n/a - [n/a - n/a - n/a]),

[IPRATROPIUM, IPRATROPIUM BROMIDE, IPRATROPIUM BROMIDE ANHYDROUS, IPRATROPIUM BROMIDE MONOHYDRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - n/a - n/a - [n/a - n/a - n/a]),

[MEGESTROL ACETATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[MORNIFLUMATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[OMEPRAZOLE, PANTOPRAZOLE, PANTOPRAZOLE SODIUM] (C - n/a - n/a - [n/a - n/a - n/a]),

[POTASSIUM, POTASSIUM CHLORIDE, POTASSIUM GLYCEROPHOSPHATE, POTASSIUM HYDROGEN CARBONATE, POTASSIUM HYDROGEN TARTRATE] (C - n/a - 
n/a - [n/a - n/a - n/a]),

[PREDNISONE] (C - n/a - n/a - [n/a - n/a - n/a]),

[RIFAMPICIN] (C - n/a - n/a - [n/a - n/a - n/a]),

[SUCRALFATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[SULFAMETHOXAZOLE, TRIMETHOPRIM] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007572288 10/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Erythema (n/a - Unknown - ),

Localised oedema (n/a - Unknown - ),

Skin warm (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])

[CETIRIZINE, CETIRIZINE DIHYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[TILACTASE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007573894 10/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

ELIQUIS [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[AMIODARONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FERROUS SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007575640 10/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

X-ray with contrast (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])

Not reported ICSR

EU-EC-10007577139 10/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

ELIQUIS [APIXABAN] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ASCORBIC ACID, CALCIUM GLUBIONATE, CALCIUM CARBONATE, CALCIUM, CALCIUM GLUBIONATE, CALCIUM CARBONATE, COLECALCIFEROL, CALCIUM] (C - 
Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[AZELASTINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FAMOTIDINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FLUOXETINE, FLUOXETINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MAGNESIUM OXIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MONTELUKAST, MONTELUKAST SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[OMEPRAZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[POTASSIUM, POTASSIUM CHLORIDE, POTASSIUM GLYCEROPHOSPHATE, POTASSIUM HYDROGEN CARBONATE, POTASSIUM HYDROGEN TARTRATE] (C - Product
used for unknown indication - n/a - [n/a - n/a - Unknown]),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[TERAZOSIN, TERAZOSIN HYDROCHLORIDE DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007577551 10/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Dyspnoea (4d - Fatal - Results in Death, Other Medically Important Condition),

Renal failure (4d - 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])

Not reported ICSR

EU-EC-10007577691 10/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Aphasia (n/a - Fatal - Results in Death),

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

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

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

Endotracheal intubation (1d - Fatal - Results in Death),

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

Respiratory failure (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])

Not reported ICSR

EU-EC-10007577822 10/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007577844 10/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Acute respiratory failure (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

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

Hypoxia (6d - 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])

CELLCEPT [MYCOPHENOLATE MOFETIL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

ZYPREXA [OLANZAPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[ATOVAQUONE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CARVEDILOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[CICLESONIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Respiratory (inhalation)]),

[EZETIMIBE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[FENOFIBRATE, FENOFIBRATE (NANONISED)] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[LEVOSALBUTAMOL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Respiratory (inhalation)]),

[MACROGOL 3350] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[OMEPRAZOLE, OMEPRAZOLE MAGNESIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[PAROXETINE, PAROXETINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[PREDNISONE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[TRAZODONE, TRAZODONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[UMECLIDINIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007577901 10/02/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Female No COVID-19 (n/a - Fatal - Results in Death),

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])

Not reported ICSR

EU-EC-10007578963 10/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No COVID-19 (n/a - Fatal - Results in Death),

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

Exposure to SARS-CoV-2 (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])

CARBIDOPA, LEVODOPA [CARBIDOPA, LEVODOPA] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

FENTANYL [FENTANYL, FENTANYL CITRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

INCRUSE ELLIPTA [UMECLIDINIUM BROMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[AMILORIDE HYDROCHLORIDE, HYDROCHLOROTHIAZIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CLONAZEPAM] (C - n/a - n/a - [n/a - n/a - n/a]),

[ESCITALOPRAM, ESCITALOPRAM OXALATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MIRTAZAPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MORPHINE SULFATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007588041&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007588052&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007589271&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007589810&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007590057&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007590071&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007590289&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007590534&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007590538&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007590678&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007571408&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007572288&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007573894&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007575640&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577139&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577551&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577691&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577822&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577844&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007577901&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007578963&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification

Primary 
Source 
Country 
for 
Regulatory
Purposes
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Sex
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Reaction List PT (Duration ? Outcome - Seriousness Criteria) Suspect/interacting Drug List (Drug Char - Indication PT - 
Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route]) ICSR
Form

[POTASSIUM CHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[PREDNISONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TORASEMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[TRAZODONE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

EU-EC-10007579213 10/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007579428 10/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007560292 09/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No 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])

KETOCONAZOLE [KETOCONAZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

LEVEMIR [INSULIN DETEMIR] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

LEVETIRACETAM [LEVETIRACETAM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

PROLIA [DENOSUMAB] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

VIMPAT [LACOSAMIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[AMINO ACIDS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ANASTROZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CALCIUM CARBONATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[CARBOHYDRATES NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[COLECALCIFEROL] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[DOCUSATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FATS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FIBRE, DIETARY] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[FLUVOXAMINE MALEATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[INSULIN ASPART] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LORATADINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[LUBIPROSTONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MACROGOL 3350] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[MINERALS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[POLYCARBOPHIL CALCIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[SELENIUM SULFIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[VITAMINS NOS] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007560610 09/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Syncope (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])

Not reported ICSR

EU-EC-10007560641 09/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Unresponsive to stimuli (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 - n/a - 
Intramuscular])

OXYBUTYNIN [OXYBUTYNIN, OXYBUTYNIN HYDROCHLORIDE] (C - Product used for unknown indication - n/a - ),

[AMLODIPINE, AMLODIPINE BESILATE] (C - Product used for unknown indication - n/a - ),

[ATORVASTATIN, ATORVASTATIN CALCIUM, ATORVASTATIN CALCIUM TRIHYDRATE] (C - Product used for unknown indication - n/a - ),

[BENZATROPINE MESILATE] (C - Product used for unknown indication - n/a - ),

[HYDROCHLOROTHIAZIDE, TRIAMTERENE] (C - Product used for unknown indication - n/a - ),

[LITHIUM] (C - Product used for unknown indication - n/a - ),

[PALIPERIDONE PALMITATE] (C - Product used for unknown indication - n/a - )

ICSR

EU-EC-10007561572 09/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

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

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

Somnolence (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])

[DOXAZOSIN, DOXAZOSIN MESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[RISPERIDONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007562136 09/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No COVID-19 (n/a - Fatal - Results in Death),

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])

FENTANYL [FENTANYL, FENTANYL CITRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[HYDROCODONE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[MIRTAZAPINE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[QUETIAPINE, QUETIAPINE FUMARATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007562600 09/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007562698 09/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No 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])

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[FUROSEMIDE, FUROSEMIDE SODIUM] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[PARACETAMOL] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[POTASSIUM, POTASSIUM CHLORIDE, POTASSIUM GLYCEROPHOSPHATE, POTASSIUM HYDROGEN CARBONATE, POTASSIUM HYDROGEN TARTRATE] (C - Product
used for unknown indication - Unknown - [n/a - n/a - n/a]),

[SPIRONOLACTONE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a]),

[TIOTROPIUM, TIOTROPIUM BROMIDE, TIOTROPIUM BROMIDE MONOHYDRATE] (C - Product used for unknown indication - Unknown - [n/a - n/a - n/a])

ICSR

EU-EC-10007562787 09/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No 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])

Not reported ICSR

EU-EC-10007551665 08/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No 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])

RANOLAZINE [RANOLAZINE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - 80mg - n/a]),

[BIOTIN] (C - Product used for unknown indication - n/a - [n/a - 2500mg - n/a]),

[CICLOSPORIN] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[EZETIMIBE] (C - Product used for unknown indication - n/a - [n/a - 10mg - n/a]),

[FISH OIL] (C - Product used for unknown indication - n/a - [n/a - 1000mg - n/a]),

[GABAPENTIN] (C - Product used for unknown indication - n/a - [n/a - 200mg - n/a]),

[LYSINE HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - 1000mg - n/a]),

[METOPROLOL TARTRATE] (C - Product used for unknown indication - n/a - [n/a - 100mg - n/a]),

[OMEPRAZOLE, OMEPRAZOLE MAGNESIUM] (C - Product used for unknown indication - n/a - [n/a - 20mg - n/a]),

[ZINC, CALCIUM, MAGNESIUM] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007531410 05/02/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE MODERNA DISPERSION FOR 
INJECTION COVID-19 MRNA VACCINE (NUCLEOSIDE 
MODIFIED) [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [n/a - 
1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10007531445 05/02/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Female No Anxiety (n/a - Unknown - ),

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

Pyrexia (n/a - Unknown - ),

Respiratory distress (n/a - Unknown - Other Medically Important Condition)

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

Not reported ICSR

EU-EC-10007531483 05/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death) COVID-19 VACCINE MODERNA DISPERSION FOR 
INJECTION COVID-19 MRNA VACCINE (NUCLEOSIDE 
MODIFIED) [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [n/a - 
1{DF} - Intramuscular])

[PARACETAMOL] (C - Product used for unknown indication - Unknown - ) ICSR

EU-EC-10007532699 05/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death) COVID-19 VACCINE MODERNA DISPERSION FOR 
INJECTION COVID-19 MRNA VACCINE (NUCLEOSIDE 
MODIFIED) [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [n/a - 
1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10007485176 01/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Hypophagia (n/a - Unknown - ),

Hypotension (n/a - Unknown - ),

Somnolence (n/a - Unknown - )

COVID-19 VACCINE MODERNA DISPERSION FOR 
INJECTION COVID-19 MRNA VACCINE (NUCLEOSIDE 
MODIFIED) [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Unknown - [n/a - 1
{DF} - Intramuscular])

[DOXAZOSIN, DOXAZOSIN MESILATE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a]),

[RISPERIDONE] (C - Product used for unknown indication - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007488513 01/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Decreased appetite (n/a - Recovered/Resolved - ),

Pain (n/a - Recovered/Resolved - ),

Pyrexia (n/a - Recovered/Resolved - )

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

[ACETYLSALICYLIC ACID] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral]),

[ATORVASTATIN] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral]),

[CILOSTAZOL] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[GLIMEPIRIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral]),

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Product used for unknown indication - n/a - [n/a - n/a - Oral]),

[PROPRANOLOL, PROPRANOLOL HYDROCHLORIDE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown]),

[THIAMAZOLE] (C - Product used for unknown indication - n/a - [n/a - n/a - Unknown])

ICSR

EU-EC-10007471030 29/01/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Blood creatinine increased (n/a - Unknown - Other Medically Important Condition),

Blood urea increased (n/a - Unknown - Other Medically Important Condition),

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

Dyspnoea (n/a - Unknown - Other Medically Important Condition),

Erythema (n/a - Unknown - ),

Heart rate increased (n/a - Unknown - Other Medically Important Condition),

Leukocytosis (n/a - Unknown - Other Medically Important Condition),

Oxygen saturation decreased (n/a - Unknown - Other Medically Important Condition),

Pulmonary congestion (n/a - Unknown - Other Medically Important Condition),

Pyrexia (n/a - Unknown - ),

Respiratory rate increased (n/a - Unknown - Other Medically Important Condition)

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

Not reported ICSR

EU-EC-10007450884 28/01/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Fatigue (n/a - Unknown - )

COVID-19 VACCINE MODERNA DISPERSION FOR 
INJECTION COVID-19 MRNA VACCINE (NUCLEOSIDE 
MODIFIED) [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Unknown - [n/a - 1
{DF} - Intramuscular])

Not reported ICSR

EU-EC-10007450992 28/01/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death) COVID-19 VACCINE MODERNA DISPERSION FOR 
INJECTION COVID-19 MRNA VACCINE (NUCLEOSIDE 
MODIFIED) [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [n/a - 
1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10007419556 24/01/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (0d - Fatal - Results in Death) COVID-19 VACCINE MODERNA DISPERSION FOR 
INJECTION COVID-19 MRNA VACCINE (NUCLEOSIDE 
MODIFIED) [COVID-19 MRNA VACCINE MODERNA (CX-
024414)] (S - COVID-19 immunisation - Not applicable - [n/a - 
.3mL - Intramuscular])

[ESCITALOPRAM] (C - n/a - n/a - [n/a - 1{DF} - Unknown]),

[FAMOTIDINE] (C - n/a - n/a - [n/a - 20mg - Unknown]),

[METFORMIN HYDROCHLORIDE] (C - n/a - n/a - [n/a - 500mg - Unknown]),

[PHENOBARBITAL] (C - n/a - n/a - [n/a - 1{DF} - Unknown])

ICSR

EU-EC-10007416329 23/01/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Erythema (n/a - Unknown - ),

Feeling hot (n/a - Unknown - ),

Swelling (n/a - Unknown - )

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

Not reported ICSR

Rows 1 - 683 (All Rows)
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https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007531445&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007531483&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007532699&_xpt=1&_xf=pdf
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