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Parent
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Reaction List PT
(Duration – Outcome
- Seriousness
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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-
10007461421

29/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

Not
Specified

Not
Specified

Not
Specified

No Facial paralysis (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 -
Unknown - [n/a -
1{DF} -
Intramuscular])

Not reported ICSR

EU-EC-
10007450293

27/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial paralysis (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Hypoaesthesia (n/a -
Recovering/Resolving
- ),

Musculoskeletal
stiffness (n/a -
Recovering/Resolving
- )

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

[LOSARTAN,
LOSARTAN
POTASSIUM] (C
- Hypertension -
n/a - [n/a - n/a -
Unknown])

ICSR

EU-EC-
10007403163

22/01/2021 Spontaneous Non
Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paresis (20min
-
Recovered/Resolved
- )

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-
10007401097

21/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

Not
Specified

Adult Female No Facial paralysis (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported ICSR

EU-EC-
10007376252

19/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

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

Facial paralysis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Fatigue (n/a -
Unknown - ),

Hypoaesthesia (n/a -
Not Recovered/Not
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])

Not reported ICSR

EU-EC-
10007344375

13/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

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

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

Headache (n/a -
Unknown - ),

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

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007461421&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007450293&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007403163&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007401097&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007376252&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007344375&_xpt=1&_xf=pdf
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Hemiplegia (n/a -
Unknown - Other
Medically Important
Condition),

Motor dysfunction
(n/a - Not
Recovered/Not
Resolved - ),

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

immunisation -
Unknown - [n/a -
1{DF} -
Intramuscular])

EU-EC-
10007347258

13/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

Not
Specified

Not
Specified

Female No Facial paralysis (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 -
Unknown - [n/a -
1{DF} -
Intramuscular])

Not reported ICSR
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