30.11.2022 17.06

Line Listing Report
Time run: 30/11/2022 15:16:33

Run Line Listing Report

Primary Suspect/interacting | Concomitant/Not
EV Primary Source patient Patient ) Parent Reactiqn List PT Drug‘ LisF (Drug Char Administered Drug
EU Local Gateyvay Report Type |Source Country Literature Reference Age Age Group |Patient Child (Dure;tlon — Outcome |- In_dlcatlon PT - Llst_ (leug Char - ) ICSR
Number Receipt Qualification for Group (as per Sex Report | Seriousness Action taken - Indication PT - Action |Form
Date Regulatory reporter) Criteria) [Duration - Dose - taken - [Duration -
Purposes Route]) Dose - Route])
EU-EC- 07/02/2022 | Spontaneous | Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011513965 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Drug ineffective (n/a |- Unknown])
- Unknown - Other
Medically Important
Condition)
EU-EC- 07/02/2022 |Spontaneous | Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011513977 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Vaccination failure - Unknown])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10011514044 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovering/Resolving |COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d - n/a
- Intramuscular])
Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Oropharyngeal pain
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vertigo (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10011514070 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Fall (n/a - Unknown - |immunisation - Not
) applicable - [n/a -
n/a - n/a])
EU-EC- 07/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Vaccination site COMIRNATY Not reported ICSR
10011514087 Healthcare |Economic Years erythema (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not n/a-n/a-[n/a-n/a
Resolved - - Intramuscular])
Disabling),
Vaccination site
haematoma (n/a -
Not Recovered/Not
Resolved -
Disabling),
Vaccination site
oedema (n/a - Not
Recovered/Not
Resolved -
Disabling),
Vaccination site pain
(n/a - Not
Recovered/Not
Resolved -
Disabling),
Vaccination site
pruritus (n/a - Not
Recovered/Not
Resolved -
Disabling),
Vaccination site
warmth (n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 07/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10011514314 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area n/a - Not applicable -
Fall (n/a - Unknown - |[n/a - n/a - n/a])
)
Head injury (n/a -
Unknown - ),
Nausea (n/a -
Recovered/Resolved
=)
Presyncope (n/a -
Unknown - )
EU-EC- 07/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Cyanosis (n/a - COMIRNATY Not reported ICSR
10011514366 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area n/a - Not applicable -
Malaise (n/a - [n/a - n/a-n/a])
Unknown - ),
Nausea (n/a -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 1/64
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Unknown - ),

Pallor (n/a -
Unknown - )

EU-EC-
10011514386

07/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Fall (0d -
Recovered/Resolved

)

Skin abrasion (0d -
Recovered/Resolved
=)

Syncope (0d -
Recovered/Resolved

-)

COMIRNATY
[TOZINAMERAN] (S -
n/a - Not applicable -
[n/a - n/a - n/al)

Not reported

(%]
7o

EU-EC-
10011514392

07/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Dizziness (n/a -
Unknown - ),

Head injury (n/a -
Unknown - )

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

Not reported

(%]
70

EU-EC-
10011514526

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Pain in extremity
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

(%}
70

EU-EC-
10011514537

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Vaccination site pain
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

(%}
>0

EU-EC-
10011514538

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Cardiac imaging
procedure abnormal
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

Chest discomfort
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Dyspnoea (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

(2]
el

EU-EC-
10011514544

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest discomfort
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Chest pain (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011514545

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Not
Specified

Female

Colitis ulcerative (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Diarrhoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Nausea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

Not reported
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Vomiting (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

EU-EC-
10011514555

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest discomfort
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011514563

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

s}
\
|0

EU-EC-
10011514581

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

Vomiting (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

s}
\
0

EU-EC-
10011514590

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Chest pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Myocarditis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Platelet count
decreased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Polyarthritis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011514594

https://dap.ema.europa.eu/analytics/saw.dll?Go

07/02/2022

Spontaneous

Healthcare
Professional

Non
European

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort

(n/a-

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Economic Recovering/Resolving |COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d - n/a
- Unknown])
Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Palpitations (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/02/2022 | Spontaneous | Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (6d | COMIRNATY Not reported ICSR
10011514600 Professional |European Years |Specified - [TOZINAMERAN] (S -
Economic Recovered/Resolved |COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d - n/a
- Intramuscular])
Chest pain (6d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Dyspnoea (6d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Respiration abnormal
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011514722 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Influenza (n/a -
Recovering/Resolving
EU-EC- 07/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Influenza (0d - COMIRNATY Not reported ICSR
10011514738 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Oedema peripheral ~ |COMIRNATY Not reported ICSR
10011515064 Professional |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Area Recovered/Not n/a-nfa-[n/a-n/a
Resolved - Other - n/a))
Medically Important
Condition),
Urticaria (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011515358 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area n/a - Not applicable -
Vomiting (n/a - [n/a - n/a-n/a])
Unknown - )
EU-EC- 07/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Fall (n/a - Unknown - | COMIRNATY Not reported ICSR
10011515411 Healthcare |Economic Years |Specified , [TOZINAMERAN] (S -
Professional |Area n/a - Not applicable -
Haematoma (n/a- |[n/a - n/a - n/a])
Unknown - ),
Head injury (n/a -
Unknown - ),
Syncope (3s -
Recovered/Resolved
-)
EU-EC- 07/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10011515422 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area n/a - Not applicable -
Pallor (n/a - [n/a - n/a-n/a])
Unknown - )
EU-EC- 07/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011515435 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- Intramuscular -
Vaccination failure More in ICSR])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10011515515 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- Unknown])
Palpitations (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 4/64
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EU-EC-
10011515520

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Run Line Listing Report

Not
Specified

Male

No

Cardiac discomfort
(4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Dizziness (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Headache (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Palpitations (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

ICS

7o

EU-EC-
10011515550

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthma exercise
induced (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Chest discomfort
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011515577

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest discomfort
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),

Chest pain (10d -
Recovered/Resolved
- Other Medically
Important
Condition),

Discomfort (11d -
Recovered/Resolved
- Other Medically
Important
Condition),

Palpitations (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011515578

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Respiration abnormal
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011515586

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Carpal tunnel
syndrome (n/a -
Unknown - Other
Medically Important
Condition),

Seizure (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

s}
\
|0

EU-EC-
10011515593

https://dap.ema.europa.eu/analytics/saw.dll?Go

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arrhythmia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Discomfort (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Dizziness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Headache (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

Not reported

)
]
[0
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Nausea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Neck pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Respiration abnormal
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

Upper respiratory
tract infection (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Vomiting (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

EU-EC-
10011515607

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

COVID-19 (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Drug ineffective (n/a

Recovered/Resolved
- Other Medically
Important
Condition),

Pyrexia (n/a -
Recovered/Resolved

W

Rhinorrhoea (n/a -
Recovered/Resolved

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

Not reported

(%]
70

EU-EC-
10011515608

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Bell's palsy (n/a -
Unknown - Other
Medically Important
Condition),

Hypoaesthesia (n/a -
Recovering/Resolving
- Other Medically

Important Condition)

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

Not reported

%
o]

EU-EC-
10011515619

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Inappropriate
schedule of product
administration (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

(%]
7o

EU-EC-
10011515661

07/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Menstruation delayed
(1wk - Unknown - ),

Menstruation
irregular (n/a -
Unknown - )

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

Not reported

(2]
el

EU-EC-
10011515755

07/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Chills (n/a -
Recovered/Resolved

-

Dizziness (n/a -
Recovered/Resolved

)
Fatigue (n/a -
Recovered/Resolved

=)

Feeding disorder
(n/a-
Recovered/Resolved

)

Headache (n/a -
Recovered/Resolved
=)

Nausea (n/a -
Recovered/Resolved
=)

Pain (n/a -
Recovered/Resolved

W

Pyrexia (n/a -
Recovered/Resolved

»

Somnolence (24h -
Recovered/Resolved

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

Not reported

(9]
o]

EU-EC-
10011515774

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Not
Specified

Female

Arthralgia (n/a - Not
Recovered/Not
Resolved -
Disabling),

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not

Not reported
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Back pain (n/a - Not
Recovered/Not
Resolved -
Disabling),

Bone pain (n/a - Not
Recovered/Not
Resolved -
Disabling),

Headache (n/a - Not
Recovered/Not
Resolved -
Disabling),

Inappropriate
schedule of product
administration (n/a -
Unknown - ),

Irritability (n/a - Not
Recovered/Not
Resolved -
Disabling),

Myalgia (n/a - Not
Recovered/Not
Resolved -
Disabling),

Peripheral coldness
(n/a - Not
Recovered/Not
Resolved -
Disabling),

Poor quality sleep
(n/a - Not
Recovered/Not
Resolved -
Disabling),

Pruritus (n/a -
Recovering/Resolving
- Disabling),

Rash (n/a - Unknown
- Disabling),

Skin temperature
(n/a - Not
Recovered/Not
Resolved - Disabling)

applicable - [1d - n/a
- n/a])

EU-EC-
10011515794

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Suspected COVID-19
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

s}
%
wl

EU-EC-
10011515830

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Headache (n/a -
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

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

Nausea (n/a -
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

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

Pyrexia (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Somnolence (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

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

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

[TRANEXAMIC ACID]
(C - Heavy menstrual
bleeding - n/a - [n/a
- n/a-n/a)l)

(%}
70

EU-EC-

https://dap.ema.europa.eu/analytics/saw.dll?Go

07/02/2022

Spontaneous

Healthcare

European

Not available

12-17

Female

Incorrect dose

COMIRNATY 10

Not reported

7/64
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10011515882 Professional |Economic Years |Specified administered (n/a - |MICROGRAMS/DOSE
Area Unknown - ), CONCENTRATE FOR
DISPERSION FOR
Underdose (n/a - INJECTION
Unknown - ) [TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 07/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Not Male No Apathy (n/a - COMIRNATY Not reported ICSR
10011515907 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically n/a-n/a-[n/a-
Important .3mL -
Condition), Intramuscular])
Asthenia (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Chills (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Hypotonic-
hyporesponsive
episode (20s -
Recovered/Resolved
- Other Medically
Important
Condition),
Loss of
consciousness (20s -
Recovered/Resolved
- Other Medically
Important
Condition),
Presyncope (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Syncope (20s -
Recovered/Resolved
- Other Medically
Important
Condition),
Vomiting (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Cardiac arrest (n/a - |COMIRNATY Not reported ICSR
10011515940 Professional |European Years |Specified Fatal - Results in [TOZINAMERAN] (S -
Economic Death), COVID-19
Area immunisation - Not
Pulmonary embolism |applicable - [1d - n/a
(n/a - Fatal - Results |- n/a])
in Death)
EU-EC- 07/02/2022 |Spontaneous | Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN [CHLORPHENAMINE |ICSR
10011515950 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S - [MALEATE,
Professional |Economic Medically Important |COVID-19 PSEUDOEPHEDRINE
Area Condition), immunisation - Not ~ |HYDROCHLORIDE,
applicable - [1d - n/a |IBUPROFEN,
Vaccination failure - Intramuscular]) IBUPROFEN] (C - n/a
(n/a - Unknown - -n/a-[nfa-n/a-
Other Medically Oral]),
Important Condition)
[LEVOTHYROXINE
SODIUM] (C -
Hypothyroidism - n/a
- [n/a - n/a - Oral])
EU-EC- 07/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Female |No Hypersensitivity (0d - | COMIRNATY Not reported ICSR
10011516016 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically COVID-19 - n/a -
Important [n/a-.3mL -
Condition), Intramuscular])
Rash maculo-papular
(od -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No Lip swelling (14d -  |COMIRNATY Not reported ICSR
10011516156 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |Immunisation - n/a -
Condition), [n/a-.3mL-
Intramuscular])
Mouth swelling (14d
- Unknown - Other
Medically Important
Condition),
Peripheral swelling
(14d - Unknown -
Other Medically
Important
Condition),
Swelling face (14d -
Unknown - Other
Medically Important
Condition)
EU-EC- 07/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported ICSR
10011516174 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
- [n/a - n/a - n/a])
EU-EC- 07/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10011516232 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a-n/a])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 8/64
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Injection site pain
Recovered/Resolved
=)
Pyrexia (1d -
Recovering/Resolving
EU-EC- 07/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Injection site pain COMIRNATY Not reported ICSR
10011516243 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
- [n/a- n/a- n/a])
EU-EC- 07/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011516264 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a-n/a-
Abortion Intramuscular])
spontaneous (n/a -
Unknown - Other
Medically Important
Condition),
Vaginal haemorrhage
(n/a - Unknown - )
EU-EC- 07/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011516431 Professional |Economic Years |Specified bleeding (27d - [TOZINAMERAN] (S -
Area Recovering/Resolving | Immunisation - n/a -
- [n/a - n/a - n/a])
EU-EC- 07/02/2022 | Spontaneous | Non European |Not available 12-17 |Not Male No Diarrhoea (n/a - COMIRNATY Not reported ICSR
10011516725 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Dizziness (3d - applicable - [n/a -
Recovered/Resolved |n/a - n/a])
Headache (5d -
Recovered/Resolved
=)
Nausea (4d -
Recovered/Resolved
=)
Pain (24h -
Recovered/Resolved
=)
Pyrexia (24h -
Recovered/Resolved
=)
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 07/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Cough (19d - Not COMIRNATY Not reported ICSR
10011516897 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (17d - Not
Recovered/Not
Resolved - ),
Feeling hot (17d -
Not Recovered/Not
Resolved - ),
Headache (17d - Not
Recovered/Not
Resolved - ),
Influenza (17d - Not
Recovered/Not
Resolved - ),
Limb discomfort (17d
- Not Recovered/Not
Resolved - ),
Pyrexia (17d - Not
Recovered/Not
Resolved - )
EU-EC- 07/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Oligomenorrhoea COMIRNATY Not reported ICSR
10011517239 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy | COMIRNATY Not reported ICSR
10011517522 Healthcare |Economic Years (3d- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
- [n/a - n/a- n/a])
EU-EC- 07/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation COMIRNATY Not reported ICSR
10011517864 Healthcare |Economic Years |Specified irregular (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/02/2022 |Spontaneous [Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10011517885 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COvID-19
immunisation - Not
Heavy menstrual applicable - [n/a -
bleeding (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 07/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011518597 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Vaccination failure
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 9/64



30.11.2022 17.06

Run Line Listing Report

EU-EC-
10011518626

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

(%2}
70

EU-EC-
10011518660

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)

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

Not reported

(%}
>0

EU-EC-
10011518676

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

(9
o]

EU-EC-
10011518693

07/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Blood pressure
abnormal (n/a -
Recovered/Resolved

)

Hypotonic-
hyporesponsive
episode (n/a -
Recovered/Resolved

-

Presyncope (n/a -
Recovered/Resolved

-)

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

Not reported

)
»
|0

EU-EC-
10011518918

07/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Headache (0d -
Recovered/Resolved

»

Nausea (1d -
Recovered/Resolved

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

Not reported

s}
%
|0

EU-EC-
10011519286

07/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Ecchymosis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Immune
thrombocytopenia
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Immunisation
reaction (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Petechiae (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Thrombocytopenia
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

s}
\
0

EU-EC-
10011519288

07/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Adolescent

Male

No

C-reactive protein
increased (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Chest discomfort
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Cough (n/a -
Recovered/Resolved
=)

Fibrin D dimer
increased (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Headache (n/a -
Recovered/Resolved

-

Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pain in extremity
(n/a-
Recovered/Resolved

W

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

Not reported

10/64
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Pyrexia (n/a -
Recovered/Resolved
Troponin T increased
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011519425 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011519443 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011519448 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011519451 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011519453 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011519511 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Application site COMIRNATY Not reported ICSR
10011519582 Healthcare |Economic Years reaction (n/a - [TOZINAMERAN] (S -
Professional |Area Unknown - ), n/a-n/a-[n/a-n/a
- n/a])
Chills (n/a -
Unknown - ),
Headache (n/a -
Unknown - ),
Myalgia (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 07/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011519619 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011519667 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011519827 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011519973 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011520012 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
https://dap.ema.europa.eu/analytics/saw.dll?Go 11/64
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Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011520167 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011520251 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011520383 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011520529 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011520550 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011520577 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011520579 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011520587 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011520611 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011520626 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011520652 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011520869 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
https://dap.ema.europa.eu/analytics/saw.dll?Go 12/64
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10011520889 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dyspnoea (n/a - Not |COMIRNATY Not reported ICSR
10011520897 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a-n/a-[n/a-n/a
- n/al)
Eye swelling (n/a -
Not Recovered/Not
Resolved - ),
Lymph node pain
(n/a - Not
Recovered/Not
Resolved - ),
Peripheral swelling
(n/a - Not
Recovered/Not
Resolved - ),
Swelling face (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 07/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10011520954 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) n/a-nfa-[n/a-n/a
- n/al)
Intercostal neuralgia
(n/a-
Recovered/Resolved
EU-EC- 07/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Application site pain  |COMIRNATY Not reported ICSR
10011520972 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not n/a-n/a-[n/a-n/a
Resolved - ), - n/a))
Urticaria (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011520994 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011520999 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011521054 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011521112 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Back pain (n/a - Not |COMIRNATY Not reported ICSR
10011521141 Healthcare |Economic Years Recovered/Not CONCENTRATE FOR
Professional |Area Resolved - ), DISPERSION FOR
INJECTION COVID-
Ear pain (n/a - Not |19 MRNA VACCINE
Recovered/Not (NUCLEOSIDE
Resolved - ), MODIFIED)
[TOZINAMERAN] (S -
Headache (n/a - Not |COVID-19
Recovered/Not immunisation - Not
Resolved - ), applicable - [n/a -
n/a - n/a])
Oversensing (n/a -
Not Recovered/Not
Resolved - ),
Pain in jaw (n/a -
Not Recovered/Not
Resolved - ),
Photophobia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 07/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (2d - COMIRNATY Not reported ICSR
10011521432 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Pyrexia (2d - applicable - [1d - n/a
Recovered/Resolved |- Intramuscular])
=)
Vaccination site pain
(2d -
Recovered/Resolved
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
https://dap.ema.europa.eu/analytics/saw.dlI?Go 13/64
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10011521464

Professional

Economic
Area

Years

Run Line Listing Report

Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

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

EU-EC-
10011521497

07/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

9]
o]

EU-EC-
10011521534

07/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

|ﬁ
]
[0

EU-EC-
10011521757

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Angioedema (2d -
Recovered/Resolved
- Other Medically
Important
Condition),

Pruritus (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Rash (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

s}
%
pel

EU-EC-
10011521762

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Asymptomatic
COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)

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

LEVETIRACETAM
[LEVETIRACETAM] (C
- Epilepsy - n/a -
[n/a - nfa - n/a]),

NOVORAPID
[INSULIN ASPART]
(C-nfa-n/fa-[n/a-
n/a - n/al),

[CLOBAZAM] (C - n/a
-nfa-[n/a-n/a-

n/al)

(2}
70

EU-EC-
10011521763

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Inappropriate
schedule of product
administration (n/a -
Unknown - Other
Medically Important
Condition),

Malaise (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

s}
\
[0

EU-EC-
10011521764

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Costochondritis (n/a

Recovered/Resolved
- Other Medically
Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Unknown - )

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

Not reported

EU-EC-
10011521767

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Not
Specified

Male

No

Inappropriate
schedule of product
administration (n/a -
Unknown - ),

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not

Not reported

14/64
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Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Mobility decreased
(n/a - Unknown -
Other Medically
Important Condition)

applicable - [1d - n/a
- n/a])

EU-EC-
10011521790

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

COVID-19 (7d -
Recovered/Resolved
- Other Medically
Important
Condition),

Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)

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

Not reported

s)
@)
|0

EU-EC-
10011521811

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Headache (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Unknown -),

Malaise (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

o)
%
]

EU-EC-
10011521882

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Epistaxis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Immune
thrombocytopenia
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Petechiae (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Rash pruritic (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011521897

07/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

(]
>0

EU-EC-
10011521969

07/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

(9]
o]

EU-EC-
10011521972

07/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

(9]
70

EU-EC-
10011522031

https://dap.ema.europa.eu/analytics/saw.dll?Go

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Influenza like illness
(n/a - Unknown -
Other Medically
Important
Condition),

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

Not reported

v
o]

15/64
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Run Line Listing Report

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

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

Vaccination site pain
(n/a - Unknown -
Other Medically
Important
Condition),

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

Weight decreased
(n/a - Unknown -
Other Medically
Important Condition)

EU-EC-
10011522052

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Type 1 diabetes
mellitus (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

)
()
|0

EU-EC-
10011522067

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest discomfort
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Dizziness (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Dyspnoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Nausea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Palpitations (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Pericarditis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

|ﬁ
(9]
o]

EU-EC-
10011522203

07/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

(%]
vl

EU-EC-
10011522237

07/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Herpes zoster (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

s}
\
|0

EU-EC-
10011522293

07/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Intentional self-injury
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

Mixed anxiety and
depressive disorder
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

)
0
|0

EU-EC-
10011522358

07/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Optic neuritis (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation,
Disabling),

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

Not reported

16/64
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Run Line Listing Report

Papilloedema (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation,
Disabling)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Child Male No Anxiety (n/a - COMIRNATY Not reported ICSR
10011522371 Professional |Economic Years Unknown -), [TOZINAMERAN] (S -
Area COVID-19
Autoimmune immunisation - Not
thyroiditis (n/a - applicable - [n/a -
Unknown - 1{DF} -
Caused/Prolonged Intramuscular])
Hospitalisation,
Other Medically
Important
Condition),
Malaise (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pallor (n/a -
Unknown - ),
Paraesthesia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Presyncope (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Menstruation COMIRNATY Not reported ICSR
10011522415 Healthcare |Economic Years |Specified irregular (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Rash (3wk - COMIRNATY Not reported ICSR
10011522849 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 07/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder  |COMIRNATY Not reported ICSR
10011522900 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
-) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 07/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011522984 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
n/a - Intramuscular])
EU-EC- 07/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011523186 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a - n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011523210 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a - [n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011523239 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (n/a - Not COMIRNATY Not reported ICSR
10011523304 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Influenza (n/a - Not
Recovered/Not
Resolved - ),
Limb discomfort (n/a
- Not Recovered/Not
Resolved - ),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - ),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 17/64
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Run Line Listing Report

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

EU-EC-
10011523394

07/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Heavy menstrual
bleeding (n/a -
Unknown - ),

Polymenorrhoea (n/a
- Unknown - )

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

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

(2]
Pl

EU-EC-
10011523423

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Palpitations (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Respiration abnormal
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

|'r_'\
»
|0

EU-EC-
10011523425

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Inappropriate
schedule of product
administration (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

9]
]
0

EU-EC-
10011523427

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Blood creatine
phosphokinase
decreased (n/a -
Unknown - ),

Chest discomfort
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Dizziness (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Heart rate abnormal
(n/a - Not
Recovered/Not
Resolved - ),

Hydronephrosis (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Nasopharyngitis (n/a
- Not Recovered/Not
Resolved - ),

Overdose (n/a -
Recovering/Resolving
=)

Pyrexia (n/a -
Unknown - ),

Respiratory rate
increased (n/a - Not
Recovered/Not
Resolved - ),

Urinary tract
infection (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [1d -
.5mL - n/a])

Not reported

]
(9]
o]

EU-EC-
10011523434

07/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Inappropriate
schedule of product
administration (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Not reported

18/64
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Pain in extremity
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Respiration abnormal
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

EU-EC-
10011523435

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest discomfort
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011523436

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Diarrhoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Nausea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011523440

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Discomfort (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Palpitations (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

[~
\
|0

EU-EC-
10011523444

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Dyspnoea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Recovering/Resolving

)

Sinus tachycardia
(n/a-
Recovering/Resolving

- Other Medically
Important Condition)

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

Not reported

s}
»
0

EU-EC-
10011523453

https://dap.ema.europa.eu/analytics/saw.dll?Go

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest discomfort
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Decreased appetite
(n/a - Unknown - ),

Discomfort (n/a -
Unknown - ),

Fatigue (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Headache (n/a -
Recovering/Resolving
- Other Medically
Important

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

Not reported
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Condition),

Pain (n/a - Unknown

EU-EC-
10011523457

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Diarrhoea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Pain in extremity
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Rhinorrhoea (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011523459

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Palpitations (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011523469

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest discomfort
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Discomfort (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Dyspnoea (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Respiratory arrest
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

)
]
|70

EU-EC-
10011523475

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Fatigue (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Inappropriate
schedule of product
administration (n/a -
Recovering/Resolving

4

Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011523486

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Myalgia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011523489

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pericarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011523529

07/02/2022

Spontaneous

Healthcare
Professional

European
Economic

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Adolescent

Female

No

COVID-19 (n/a -
Unknown - Other

COMIRNATY
[TOZINAMERAN] (S -

Not reported

s}
\
0
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Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous [Non European [Not available 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10011523663 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Heavy menstrual applicable - [n/a -
bleeding (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved - ),
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011523675 Healthcare |Economic Years |Specified bleeding (3d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/02/2022 | Spontaneous | Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011523680 Healthcare |Economic Years |Specified Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011523871 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Abdominal pain COMIRNATY Not reported ICSR
10011524056 Professional |Economic Years |Specified upper (n/a - [TOZINAMERAN] (S -
Area Unknown - Other COVID-19
Medically Important |immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 07/02/2022 | Spontaneous | Healthcare |Non Park, J.. Self-limited myocarditis |12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported ICSR
10011524115 Professional |European |presenting with chest pain and Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic [ST segment elevation in - Caused/Prolonged |COVID-19
Area adolescents after vaccination with Hospitalisation, immunisation - Not
the BNT162b2 mRNA vaccine. Other Medically applicable - [n/a -
Cardiology in the Young. Important Condition) |n/a - n/a])
2022;32(1):146-149.
doi:10.1017/51047951121002547
Park, J.. Self-limited myocarditis
presenting with chest pain and
ST segment elevation in
adolescents after vaccination with
the BNT162b2 mRNA vaccine.
Cardiology in the Young. 2021;32
(1):146-149.
doi:10.1017/51047951121002547
EU-EC- 07/02/2022 |Spontaneous | Healthcare |Non Not available 12-17 |Not Female |No Blood creatinine COMIRNATY Not reported ICSR
10011524127 Professional |European Years |Specified increased (n/a - Not |[TOZINAMERAN] (S -
Economic Recovered/Not COVID-19
Area Resolved - immunisation - Not
Caused/Prolonged applicable - [1d - n/a
Hospitalisation), - n/al)
Chromaturia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
IgA nephropathy
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Protein urine present
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10011524130 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Pyrexia (n/a - - Unknown])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Diarrhoea (0d - COMIRNATY Not reported ICSR
10011524141 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Caused/Prolonged |COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Fibrin D dimer - Intramuscular])
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Headache (6d -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 21/64
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Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Multisystem
inflammatory
syndrome in children
(6d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Neck pain (6d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

New daily persistent
headache (6d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pyrexia (6d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Thrombocytopenia
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Vaccination site pain
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

EU-EC-
10011524148

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest discomfort
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

Chest pain (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Dyspnoea exertional
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011524152

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Suspected COVID-19
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

(%]
>0

EU-EC-
10011524173

07/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Heart rate increased
(id -
Recovered/Resolved
- Other Medically
Important
Condition),

Inappropriate
schedule of product
administration (n/a -
Unknown - )

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

Not reported

(%}
>0

EU-EC-
10011524177

07/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

COVID-19 (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

(%}
>0

EU-EC-
10011524665

07/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Yes

Chills (n/a - Not
Recovered/Not
Resolved - ),

Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - )

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

Not reported

(%}
70

EU-EC-
10011524670

07/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Adolescent

Male

No

Application site pain
(n/a-
Recovered/Resolved

)

Arthralgia (n/a -
Recovered/Resolved

=)
Chills (n/a -

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

Not reported

(9]
]
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Recovered/Resolved

W

Cough (n/a -
Recovered/Resolved
=)

Fatigue (n/a -
Recovered/Resolved

4

Headache (n/a -
Recovered/Resolved
=)

Malaise (n/a -
Recovered/Resolved

I

Myalgia (n/a -
Recovered/Resolved

=)
Nasopharyngitis (n/a

Recovered/Resolved

=)

Oropharyngeal pain
(n/a-
Recovered/Resolved

W

Pyrexia (n/a -
Recovered/Resolved

EU-EC-
10011524738

07/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Application site pain
(n/a-
Recovered/Resolved

4

Arthralgia (n/a -
Recovered/Resolved
=)

Chills (n/a -
Recovered/Resolved

-

Cough (n/a -
Recovered/Resolved

=)

Fatigue (n/a -
Recovered/Resolved

-

Headache (n/a -
Recovered/Resolved

W

Malaise (n/a -
Recovered/Resolved

=)

Myalgia (n/a -
Recovered/Resolved

)
Nasopharyngitis (n/a

Recovered/Resolved

)

Oropharyngeal pain
(n/a-
Recovered/Resolved

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

Not reported

EU-EC-
10011524961

07/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Not
Specified

Male

Angioedema (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Lip swelling (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Obstructive airways
disorder (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Oropharyngeal pain
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pharyngeal erythema
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pruritus (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Rash (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Respiratory tract
oedema (n/a -

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

Not reported

23/64
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Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Tonsillar
inflammation (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Urticaria (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/02/2022 | Spontaneous | Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10011525158 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S -
Economic Recovering/Resolving | COVID-19
Area - Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [1d - n/a
- n/al)
Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Hypoaesthesia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011525193 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Drug ineffective (n/a |- Unknown])
- Unknown - Other
Medically Important
Condition)
EU-EC- 07/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Urticaria (n/a - Not |COMIRNATY Not reported ICSR
10011525812 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 07/02/2022 | Spontaneous | Non European |Not available 12-17 |Not Male No Nasal congestion COMIRNATY Not reported ICSR
10011525822 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Nasopharyngitis (n/a |n/a - n/a])
- Unknown - ),
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 07/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY Not reported ICSR
10011525825 Professional |Economic Years abscess (n/a - Not  |[TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ) immunisation -
Unknown - [n/a -
1{DF} -
Intramuscular])
EU-EC- 07/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Eczema vesicular COMIRNATY Not reported ICSR
10011525834 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving |COVID-19
=) immunisation - Not
applicable - [n/a -
Headache (n/a - 1{DF} - n/a])
Recovering/Resolving
=)
Vaccination site
lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (64d - |COMIRNATY Not reported ICSR
10011526046 Professional | Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Drug
withdrawn - [1d - n/a
- Intramuscular])
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011526162 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Drug
withdrawn - [1d - n/a
- Intramuscular -
More in ICSR])
EU-EC- 07/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011526783 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Nasopharyngitis (n/a |- n/a])
- Unknown - ),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011526832 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a-n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
https://dap.ema.europa.eu/analytics/saw.dlI?Go 24/64
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10011526906

Professional

Economic
Area

Years

Run Line Listing Report

Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

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

EU-EC-
10011526950

07/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Arrhythmia (65d -
Recovered/Resolved
- Other Medically
Important
Condition),

Dyspnoea (65d -
Recovered/Resolved
- Other Medically
Important
Condition),

Influenza like illness
(65d -
Recovered/Resolved
- Other Medically
Important Condition)

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

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

Not reported

EU-EC-
10011526962

07/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Myalgia (2d -
Recovering/Resolving

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

Not reported

EU-EC-
10011527063

07/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Balance disorder (2d

Recovered/Resolved

=)
Deafness (2d -
Recovered/Resolved

W

Diarrhoea (2d -
Recovered/Resolved

=)
Dizziness (2d -
Recovered/Resolved

)

Fatigue (2d -
Recovered/Resolved

)

Headache (2d -
Recovered/Resolved

)

Influenza (2d -
Recovered/Resolved
=)

Injection site pain
(2d -
Recovered/Resolved
=)

Visual impairment
(2d -
Recovered/Resolved

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

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

Not reported

EU-EC-
10011527298

07/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (1d - Not
Recovered/Not
Resolved - ),

Dyspnoea (1d - Not
Recovered/Not
Resolved - ),

Influenza (1d - Not
Recovered/Not
Resolved - ),

Limb discomfort (1d
- Not Recovered/Not
Resolved - ),

Oropharyngeal pain
(1d - Not
Recovered/Not
Resolved - ),

Pyrexia (1d - Not
Recovered/Not
Resolved - ),

Vomiting (1d - Not
Recovered/Not
Resolved - )

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

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

Not reported

EU-EC-
10011507206

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Headache (18d - Not
Recovered/Not
Resolved - )

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

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

Not reported

|ﬁ
\
|0

EU-EC-
10011507303

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Adolescent

Female

Cough (n/a -
Recovering/Resolving
=)

Influenza (n/a -
Recovering/Resolving

)
Nasopharyngitis (n/a

Recovering/Resolving

W

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

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

Not reported

|('_'1
v
o

25/64
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Run Line Listing Report

Oropharyngeal pain
(n/a -
Recovering/Resolving
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 06/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Tachycardia (n/a - COMIRNATY Not reported ICSR
10011507404 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Apathy (1d - COMIRNATY Not reported ICSR
10011510285 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Influenza like illness |applicable - [n/a -
(n/a- 1{DF} -
Recovering/Resolving | Intramuscular])
=)
Pallor (1d -
Recovered/Resolved
Vaccination site pain
(n/a-
Recovering/Resolving
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (3d - COMIRNATY Not reported ICSR
10011510583 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Fatigue (2d -
Unknown - ),
Influenza (3d -
Unknown - ),
Injection site pain
(6d - Unknown - ),
Limb discomfort (3d
- Unknown - ),
Paraesthesia (4d -
Unknown - )
EU-EC- 06/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (0d - COMIRNATY Not reported ICSR
10011510599 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Dizziness (0d -
Recovered/Resolved
=)
Injection site
erythema (0d -
Recovered/Resolved
With Sequelae - ),
Injection site
swelling (1d - Not
Recovered/Not
Resolved - ),
Limb discomfort (1d
- Not Recovered/Not
Resolved - ),
Lymphadenopathy
(0d -
Recovered/Resolved
With Sequelae - ),
Myalgia (0d -
Recovering/Resolving
=)
Paraesthesia (0d -
Recovering/Resolving
EU-EC- 06/02/2022 |Spontaneous [Non European |Not available 12-17 |Not Male No Pyrexia (n/a - Not COMIRNATY Not reported ICSR
10011510655 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a-n/a-[n/a-n/a
- n/a])
Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011510810 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged |COVID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011510857 Healthcare |Economic Years (4d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
=) [n/a - n/a - n/a])
Vaccination site pain
(4d -
Recovered/Resolved
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Panic attack (16d - |COMIRNATY Not reported ICSR
10011510871 Healthcare |Economic Years Not Recovered/Not  [[TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Eye pruritus (1d - COMIRNATY Not reported ICSR
10011510882 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Headache (35d - Not |[n/a - n/a - n/a])
Recovered/Not
Resolved - ),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 26/64
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Irritability (35d -
Unknown - ),
Nervousness (35d -
Unknown - )
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10011510884 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a-n/a])
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Vaccination site
swelling (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |[Female |No Vaccination site pain |COMIRNATY Not reported ICSR
10011510889 Healthcare |Economic Years (38d - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ) [n/a - n/a - n/a])
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder  |COMIRNATY Not reported ICSR
10011510891 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ) [n/a - n/a - n/a])
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Injection site COMIRNATY Not reported ICSR
10011510893 Healthcare |Economic Years erythema (0d - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a - n/a-n/a])
Pain (0d - Not
Recovered/Not
Resolved - )
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Tinnitus (7d - COMIRNATY Not reported ICSR
10011510896 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/al)
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Chills (0d - Not COMIRNATY Not reported ICSR
10011510897 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Injection site pain
(1d - Not
Recovered/Not
Resolved - ),
Lymphadenopathy
(2d - Not
Recovered/Not
Resolved - ),
Pyrexia (1d - Not
Recovered/Not
Resolved - )
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Chills (3d - Unknown |COMIRNATY Not reported ICSR
10011510902 Healthcare |Economic Years =) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Influenza like illness |[n/a - n/a - n/a])
(3d - Unknown - ),
Pyrexia (3d -
Unknown - )
EU-EC- 06/02/2022 |Spontaneous [Non European [Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10011510905 Healthcare |Economic Years (n/a - Unknown - ) |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Cystitis noninfective |COMIRNATY Not reported ICSR
10011510916 Healthcare |Economic Years (3d - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ) [n/a - n/a - n/a])
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Limb discomfort (8d |COMIRNATY Not reported ICSR
10011510922 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
- [n/a - n/a - n/a])
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Cough (94d - Not COMIRNATY Not reported ICSR
10011510936 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10011510950 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Headache (3d -
Recovered/Resolved
Lymphadenopathy
(3d-
Recovering/Resolving
=)
Vaccination site pain
(3d-
Recovering/Resolving
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Arthralgia (n/a - COMIRNATY Not reported ICSR
10011510961 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Chest pain (n/a -
Recovered/Resolved
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Rash (7d - COMIRNATY Not reported ICSR
10011510976 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Urticaria (7d -
Recovered/Resolved
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (0d - COMIRNATY Not reported ICSR
10011510981 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/a])
Dizziness (0d -
https://dap.ema.europa.eu/analytics/saw.dll?Go 27/64



30.11.2022 17.07

Run Line Listing Report

Recovered/Resolved
=)
Headache (0d -
Recovered/Resolved
=)
Nausea (0d -
Recovered/Resolved
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Chest discomfort (1d |COMIRNATY Not reported ICSR
10011510984 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved  |Immunisation - n/a -
=) [n/a-n/a-n/a])
Headache (0d -
Recovered/Resolved
=)
Influenza (0d -
Recovered/Resolved
=)
Malaise (0d -
Recovered/Resolved
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Not No Arrhythmia (24d - COMIRNATY Not reported ICSR
10011511009 Healthcare |Economic Years Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Hypoaesthesia (20d -
Not Recovered/Not
Resolved - ),
Vomiting (20d - Not
Recovered/Not
Resolved - )
EU-EC- 06/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (0d - Not |COMIRNATY Not reported ICSR
10011511012 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a-n/a])
Peripheral swelling
(0d - Not
Recovered/Not
Resolved - )
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Urticaria (154d - Not |COMIRNATY Not reported ICSR
10011511013 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder ~|COMIRNATY Not reported ICSR
10011511018 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ) [n/a - n/a - n/a])
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness |COMIRNATY Not reported ICSR
10011511063 Healthcare |Economic Years (3d- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved  |Immunisation - n/a -
=), [n/a-n/fa-
Intramuscular])
Injected limb
mobility decreased
(3d-
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Epistaxis (3d - COMIRNATY Not reported ICSR
10011511073 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area -) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 06/02/2022 |Spontaneous [Non European [Not available 12-17 |Not Female |No Injection site pain COMIRNATY Not reported ICSR
10011511080 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved  |Immunisation - n/a -
=) [n/a - n/a - n/a])
Pain in extremity (3d
Recovered/Resolved
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (6d - COMIRNATY Not reported ICSR
10011511085 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Diarrhoea (6d -
Recovering/Resolving
=)
Dizziness (6d -
Recovering/Resolving
=)
Headache (6d -
Recovering/Resolving
=)
Hypotension (6d -
Recovering/Resolving
=)
Myalgia (6d -
Recovering/Resolving
=)
Pyrexia (6d -
Recovering/Resolving
=)
Vomiting (6d -
Recovering/Resolving
-)
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Headache (2d - COMIRNATY Not reported ICSR
10011511089 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/a])
Injection site
https://dap.ema.europa.eu/analytics/saw.dlI?Go 28/64
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bruising (7d -
Recovered/Resolved

=)

Injection site
erythema (17d -
Recovered/Resolved
=)

Injection site pain

Recovered/Resolved

=)

Injection site
swelling (17d -
Recovered/Resolved

=)

Local reaction (7d -
Recovered/Resolved

)

Malaise (2d -
Recovered/Resolved
=)

Peripheral swelling
(17d -
Recovered/Resolved

’

Pyrexia (2d -
Recovered/Resolved

-

Rash (17d -
Recovered/Resolved

»

Sensory disturbance
(0d -
Recovered/Resolved

EU-EC-
10011511094

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Injection site
swelling (1d -
Recovering/Resolving

=)
Lymphadenopathy
(1d -

Recovering/Resolving

Pain in extremity (2d

Recovering/Resolving

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

Not reported

EU-EC-
10011511137

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Lymphadenopathy
(4d -
Recovering/Resolving
=)

Neuralgia (4d -
Recovering/Resolving

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

Not reported

(]
7

EU-EC-
10011511139

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Eye pain (0d - Not
Recovered/Not
Resolved - ),

Fatigue (0d - Not
Recovered/Not
Resolved - )

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

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

Not reported

(%2}
7o

EU-EC-
10011511493

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Amenorrhoea (n/a -
Not Recovered/Not
Resolved - ),

Arthralgia (n/a - Not
Recovered/Not
Resolved - ),

Fatigue (n/a -
Recovering/Resolving

)
Polymenorrhoea (n/a

Recovered/Resolved

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

Not reported

(%]
70

EU-EC-
10011511528

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Arthralgia (n/a -
Recovering/Resolving

W

Chills (n/a -
Recovering/Resolving

=)
Headache (n/a -
Recovering/Resolving

i

Malaise (n/a -
Recovering/Resolving
=)

Myalgia (n/a -
Recovering/Resolving

»

Nausea (1d -
Recovered/Resolved
=)

Pyrexia (n/a -
Recovering/Resolving

-)

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

Not reported

{2}
70

EU-EC-
10011512502

06/02/2022

Spontaneous

Non
Healthcare

European

Economic

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Adolescent

Male

No

Fatigue (65d -
Unknown - Other

COMIRNATY
[TOZINAMERAN] (S -

Not reported

29/64
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Professional

Area

Run Line Listing Report

Medically Important
Condition),

Syncope (65d -
Unknown - Other
Medically Important
Condition)

Immunisation - fl/a -
[n/a - n/a - n/a])

EU-EC-
10011512504

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (5d -
Recovered/Resolved

W

Influenza (5d -
Recovered/Resolved

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

Not reported

s}
\
0

EU-EC-
10011512505

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Limb discomfort (30d
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Myocarditis (30d -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Spinal pain (30d -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Tachycardia (30d -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

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

Not reported

]
)
%o

EU-EC-
10011512506

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Hypersensitivity (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Hypoaesthesia (1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pruritus (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Swelling face (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Tachycardia (1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011512508

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Arrhythmia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10011512511

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Arthralgia (11d -
Recovering/Resolving

»

Pyrexia (11d -
Recovering/Resolving

-)

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

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

Not reported

EU-EC-
10011512514

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Child

Male

No

Circulatory collapse
(3d-
Recovered/Resolved
- Other Medically
Important
Condition),

Diarrhoea (3d -
Recovered/Resolved
- Other Medically
Important
Condition),

Pyrexia (3d -
Recovered/Resolved
- Other Medically
Important
Condition),

Vomiting (3d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

|ﬁ
]
70

EU-EC-
10011512515

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Arrhythmia (5d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011512518

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (1d -
Recovered/Resolved
=)

Influenza like illness
(1d -
Recovered/Resolved

I

Pyrexia (1d -
Recovered/Resolved

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

Not reported

EU-EC-
10011512523

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Adolescent

Female

Dyspnoea (3d -
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

Not reported

9]
)
|0

30/64
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Tachycardia (3d -
Recovering/Resolving

EU-EC-
10011512524

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Fatigue (1d -
Unknown -
Caused/Prolonged
Hospitalisation),

Headache (0d -
Unknown -
Caused/Prolonged
Hospitalisation),

Influenza (1d -
Unknown -
Caused/Prolonged
Hospitalisation),

Influenza like illness
(1d - Unknown -
Caused/Prolonged
Hospitalisation),

Injection site pain
(1d - Unknown -
Caused/Prolonged
Hospitalisation),

Limb discomfort (1d
- Unknown -
Caused/Prolonged
Hospitalisation),

Malaise (0d -
Unknown -
Caused/Prolonged
Hospitalisation),

Myalgia (1d -
Unknown -
Caused/Prolonged
Hospitalisation),

Nausea (1d -
Unknown -
Caused/Prolonged
Hospitalisation),

Pain in extremity (1d
- Unknown -
Caused/Prolonged
Hospitalisation),

Somnolence (1d -
Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10011512526

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Rash (1d -
Recovered/Resolved

=)

Urticaria (1d -
Recovered/Resolved

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

Not reported

(%}
7

EU-EC-
10011512528

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chills (4d -
Recovering/Resolving
-)
Lymphadenopathy

(4d -

Recovering/Resolving

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

Not reported

{2}
>0

EU-EC-
10011512530

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Lymphadenopathy
(0d - Not
Recovered/Not
Resolved - ),

Vaccination site joint
swelling (0d - Not
Recovered/Not
Resolved - )

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - n/a -
[n/a-n/a-
Intravenous (not
otherwise specified)])

Not reported

(%]
70

EU-EC-
10011512531

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (2d -
Recovering/Resolving

i

Erythema (2d -
Recovering/Resolving

W

Headache (2d -
Recovering/Resolving

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

Not reported

(2]
>0

EU-EC-
10011512534

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Chest pain (1d - Not
Recovered/Not
Resolved - ),

Dyspnoea (1d - Not
Recovered/Not
Resolved - ),

Facial paralysis (4d -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Paraesthesia (4d -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

s}
\
|0

EU-EC-
10011512535

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Not
Specified

Female

No

Headache (5d -
Recovered/Resolved

=)

Influenza (5d -

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

Not reported

31/64
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Recovered/Resolved
EU-EC- 06/02/2022 |Spontaneous [Non European [Not available 12-17 |Adolescent |[Female |No Migraine (n/a - Not |COMIRNATY Not reported ICSR
10011512537 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Muscle spasms (n/a -
Not Recovered/Not
Resolved - ),
Muscular weakness
(n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Arrhythmia (9d - COMIRNATY Not reported ICSR
10011512539 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Other Medically Immunisation - n/a -
Important [n/a - n/a-n/a])
Condition),
Facial paralysis (9d -
Recovering/Resolving
- Other Medically
Important
Condition),
Vaccination site pain
(9d -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 06/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dry skin (4d - COMIRNATY Not reported ICSR
10011512540 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Rash (4d -
Recovered/Resolved
=)
Vomiting (4d -
Recovered/Resolved
)
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Gastrointestinal pain [COMIRNATY Not reported ICSR
10011512542 Healthcare |Economic Years (3d- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
=) [n/a-n/a-n/a])
Limb discomfort (3d
Recovered/Resolved
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenitis (n/a - |COMIRNATY Not reported ICSR
10011512543 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Lymphadenopathy [n/a-n/a-
(n/a - Unknown - )  |Subcutaneous])
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011512544 Healthcare |Economic Years (1d- [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
=) [n/a-n/a-n/a])
Menstrual disorder
(id -
Recovering/Resolving
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (2d - COMIRNATY Not reported ICSR
10011512547 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/a])
Pyrexia (2d -
Recovered/Resolved
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (0d - Not |COMIRNATY Not reported ICSR
10011512548 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a-n/a])
Pain in extremity (0d
- Not Recovered/Not
Resolved - )
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Headache (125d - COMIRNATY Not reported ICSR
10011512549 Healthcare |Economic Years |Specified Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Hypertension (125d -
Not Recovered/Not
Resolved - )
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Headache (0d - COMIRNATY Not reported ICSR
10011512550 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a-n/a])
Influenza like illness
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
=)
Vomiting (0d -
Recovered/Resolved
)
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY Not reported ICSR
10011512551 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Nausea (1d -
Recovered/Resolved
EU-EC- 06/02/2022 |Spontaneous [Non European |Not available 12-17 |Adolescent |[Female |No Pain in extremity (0d |COMIRNATY Not reported ICSR
10011512554 Healthcare |Economic Years - Unknown - ), [TOZINAMERAN] (S -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 32/64
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Professional |Area Immunisation - n/a -
Paraesthesia (0d - [n/a - n/a - n/a])
Unknown - )
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Headache (2d - COMIRNATY Not reported ICSR
10011512555 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Vomiting (2d -
Recovering/Resolving
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Fatigue (28d - COMIRNATY Not reported ICSR
10011512556 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Nightmare (28d -
Recovered/Resolved
EU-EC- 06/02/2022 |Spontaneous [Non European [Not available 12-17 |Adolescent |Male No Hypoaesthesia (5d - |COMIRNATY Not reported ICSR
10011512557 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a-n/a])
Paraesthesia (5d -
Not Recovered/Not
Resolved - )
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Headache (5d - COMIRNATY Not reported ICSR
10011512558 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Influenza (5d -
Recovered/Resolved
-)
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10011512559 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Influenza like illness |[n/a - n/a - n/a])
(38d -
Recovered/Resolved
With Sequelae - ),
Lymphadenopathy
(38d -
Recovered/Resolved
With Sequelae - )
EU-EC- 06/02/2022 |Spontaneous [Non European |Not available 12-17 |Adolescent |Male No Fatigue (3d - Not COMIRNATY Not reported ICSR
10011512562 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a-n/a])
Headache (3d - Not
Recovered/Not
Resolved - )
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Malaise (1d - COMIRNATY Not reported ICSR
10011512563 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Pruritus (4d - Not COMIRNATY Not reported ICSR
10011512565 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a-n/a-
Rash pruritic (4d - Subcutaneous])
Not Recovered/Not
Resolved - )
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (21d - COMIRNATY Not reported ICSR
10011512566 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10011512567 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Neck pain (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Not Female |No Dyspnoea (79d - COMIRNATY Not reported ICSR
10011512568 Healthcare |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Cardiovascular COMIRNATY Not reported ICSR
10011512569 Healthcare |Economic Years disorder (4d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
=) [n/a - n/a - n/a])
Dizziness (4d -
Recovering/Resolving
=)
Headache (6d -
Recovering/Resolving
=)
Injection site pain
(3d-
Recovered/Resolved
=)
Pain in extremity (6d
Recovering/Resolving
=)
Vaccination site
swelling (3d -
Recovered/Resolved
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Back pain (4d - COMIRNATY Not reported ICSR
10011512571 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Muscular weakness
(4d -
Recovering/Resolving
=)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 33/64
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Myalgia (4d -
Recovering/Resolving

W

Pyrexia (4d -
Recovering/Resolving

EU-EC-
10011512572

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Pyrexia (3d - Not
Recovered/Not
Resolved - )

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

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

Not reported

(9]
o]

EU-EC-
10011512573

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Diarrhoea (1d -
Recovered/Resolved
=)

Nausea (1d -
Recovered/Resolved

-)

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

Not reported

(2]
70

EU-EC-
10011512574

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Eye infection (17d -
Recovered/Resolved

)

Fatigue (113d -
Recovering/Resolving

-

Headache (17d -
Recovered/Resolved

W

Myalgia (92d -
Recovered/Resolved

=)

Pain (92d -
Recovered/Resolved

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

Not reported

(%]
70

EU-EC-
10011512575

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Eye haemorrhage
(n/a - Unknown - ),

Fatigue (3d -
Recovering/Resolving

i

Influenza like illness
(3d-
Recovering/Resolving

i

Injection site pain
(n/a - Unknown - ),

Pyrexia (3d -
Recovering/Resolving

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

Not reported

(%}
>0

EU-EC-
10011512576

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (0d -
Recovered/Resolved

=)

Fatigue (1d -
Recovering/Resolving

i

Feeling hot (0d -
Recovered/Resolved

-

Headache (1d - Not
Recovered/Not
Resolved - ),

Limb discomfort (1d
- Not Recovered/Not
Resolved - ),

Pyrexia (0d -
Recovered/Resolved
=)

Sleep disorder (1d -
Not Recovered/Not
Resolved - )

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

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

Not reported

[\
7]

EU-EC-
10011512579

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Influenza (4d -
Unknown - ),

Pain (4d - Unknown -
)

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

Not reported

s}
%
pel

EU-EC-
10011512581

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

Blood pressure
increased (2d -
Unknown - ),

Dizziness (2d -
Unknown - ),

Heart rate increased
(2d - Unknown - ),

Lymphadenopathy
(2d - Unknown - ),

Nausea (2d -
Unknown - ),

Pyrexia (2d -
Unknown - ),

Tachycardia (2d -
Unknown - Other
Medically Important
Condition)

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

Not reported

|ﬁ
(9]
o]

EU-EC-
10011512583

06/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

Not reported

EU-EC-
10011512585

06/02/2022

Spontaneous

Non
Healthcare

European
Economic

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Adolescent

Female

Chest discomfort (0d
- Unknown - ),

COMIRNATY
[TOZINAMERAN] (S -

Not reported

34/64
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Professional |Area Immunisation - n/a -
Chills (0d - Unknown |[n/a - n/a - n/a])
Dizziness (0d -
Unknown - ),
Fatigue (0d -
Unknown - ),
Feeling hot (0d -
Unknown - ),
Headache (0d -
Unknown - ),
Injection site pain
(1d - Unknown - ),
Limb discomfort (0d
- Unknown - ),
Malaise (0d -
Unknown - ),
Myalgia (0d -
Unknown - ),
Nausea (0d -
Unknown - ),
Rash (0d - Unknown
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness |COMIRNATY Not reported ICSR
10011512587 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
=) [n/a-n/a-n/a])
Pyrexia (7d -
Recovering/Resolving
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (0d - COMIRNATY Not reported ICSR
10011512588 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/a])
Syncope (0d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 06/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (4d - COMIRNATY Not reported ICSR
10011512589 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Headache (4d -
Recovering/Resolving
=)
Nausea (4d -
Recovering/Resolving
=)
Sleep disorder (4d -
Recovering/Resolving
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Tachycardia (9d - COMIRNATY Not reported ICSR
10011512590 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 06/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (2d - COMIRNATY Not reported ICSR
10011512591 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Pyrexia (2d -
Recovered/Resolved
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dizziness (5d - COMIRNATY Not reported ICSR
10011512592 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Influenza like illness
Recovered/Resolved
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Gastrointestinal pain | COMIRNATY Not reported ICSR
10011512593 Healthcare |Economic Years (3d- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
=) [n/a - n/a - n/a])
Limb discomfort (3d
Recovered/Resolved
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Diarrhoea (1d - COMIRNATY Not reported ICSR
10011512595 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Dizziness (1d -
Recovering/Resolving
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Male No Rash (n/a - Not COMIRNATY Not reported ICSR
10011512597 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/al)
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (2d - COMIRNATY Not reported ICSR
10011512598 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Caused/Prolonged |Immunisation - n/a -
Hospitalisation), [n/a - n/a - n/a])
Influenza like illness
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (12d - COMIRNATY Not reported ICSR
10011512599 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area
https://dap.ema.europa.eu/analytics/saw.dlI?Go 35/64



30.11.2022 17.07

Run Line Listing Report

- Other Medically Immunisation - n/a -
Important Condition) |[n/a - n/a - n/a])
EU-EC- 06/02/2022 |Spontaneous [Non European [Not available 12-17 |Adolescent |Male No Dizziness (34d - Not |COMIRNATY Not reported ICSR
10011512600 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (32d - Not
Recovered/Not
Resolved - ),
Lymphadenopathy
(8d - Not
Recovered/Not
Resolved - ),
Pyrexia (33d - Not
Recovered/Not
Resolved - )
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Blood glucose COMIRNATY Not reported ICSR
10011512601 Healthcare |Economic Years decreased (2d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved  |Immunisation - n/a -
=) [n/a - n/a - n/a])
Diabetes mellitus (2d
Recovered/Resolved
- Other Medically
Important
Condition),
Headache (2d -
Recovered/Resolved
-)
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Injection site COMIRNATY Not reported ICSR
10011512606 Healthcare |Economic Years swelling (3d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved  |Immunisation - n/a -
=) [n/a - n/a - n/al)
Lymphadenopathy
(3d-
Recovered/Resolved
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011512608 Healthcare |Economic Years (10d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
=) [n/a - n/a - n/a])
Pyrexia (2d -
Recovered/Resolved
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Constipation (11d - |COMIRNATY Not reported ICSR
10011512609 Healthcare |Economic Years Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a-n/a])
Headache (11d - Not
Recovered/Not
Resolved - ),
Nausea (11d - Not
Recovered/Not
Resolved - )
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (2d - COMIRNATY Not reported ICSR
10011512610 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Influenza like illness
Recovered/Resolved
=)
Injection site pain
(5d -
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (3d - Not |COMIRNATY Not reported ICSR
10011512612 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a-n/a])
Lymphadenopathy
(3d - Not
Recovered/Not
Resolved - ),
Vomiting (3d - Not
Recovered/Not
Resolved - )
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (16d - COMIRNATY Not reported ICSR
10011512614 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 06/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Facial paresis (17d - |COMIRNATY Not reported ICSR
10011512618 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Paraesthesia (17d -
Recovered/Resolved
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY Not reported ICSR
10011512619 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a-n/a-
Vaccination site pain |Intramuscular])
(1d -
Recovering/Resolving
EU-EC- 06/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (11d - COMIRNATY Not reported ICSR
10011512620 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported ICSR
10011512624 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area
https://dap.ema.europa.eu/analytics/saw.dlI?Go 36/64
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Herpes zoster (n/a - |Immunisation - n/a -
Not Recovered/Not |[n/a - n/a - n/a])
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011512626 Healthcare |Economic Years (3d - Unknown -) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Chills (0d - COMIRNATY Not reported ICSR
10011512629 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Influenza like illness
(0d -
Recovering/Resolving
-)
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Arrhythmia (7d - Not [COMIRNATY Not reported ICSR
10011512632 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other Immunisation - n/a -
Medically Important |[n/a - n/a - n/a])
Condition),
Lymphadenopathy
(7d - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 06/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arrhythmia (4d - Not [COMIRNATY Not reported ICSR
10011512633 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other Immunisation - n/a -
Medically Important |[n/a - n/a - n/a])
Condition)
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Nausea (6d - Not COMIRNATY Not reported ICSR
10011512634 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a-n/a-n/a])
Vomiting (n/a -
Unknown - )
EU-EC- 06/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Anaphylactic reaction [COMIRNATY Not reported ICSR
10011512635 Healthcare |Economic Years (1d - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
- Caused/Prolonged |[n/a - n/a - n/a])
Hospitalisation),
Anaphylactic shock
(1d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Influenza like illness
(1d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Rash (1d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Dizziness (0d - COMIRNATY Not reported ICSR
10011512637 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Fatigue (0d -
Recovered/Resolved
=)
Injection site pain
(1d -
Recovered/Resolved
=)
Pyrexia (0d -
Recovered/Resolved
EU-EC- 06/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Loss of COMIRNATY COVID- |Not reported ICSR
10011512640 Healthcare |Economic Years |Specified consciousness (n/a - |19 MRNA VACCINE
Professional |Area Unknown - Other (NUCLEOSIDE
Medically Important |MODIFIED)
Condition), [TOZINAMERAN] (S -
n/a-n/a-[n/a-n/a
Musculoskeletal - Intramuscular])
stiffness (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Not Female |No Pain in extremity COMIRNATY Not reported ICSR
10011512652 Healthcare |Economic Years |Specified (n/a - Unknown - )  |[TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
-n/a])
EU-EC- 06/02/2022 | Spontaneous | Non European |Not available 12-17 |Not Male No Pain in extremity COMIRNATY COVID- |Not reported ICSR
10011512833 Healthcare |Economic Years |Specified (n/a - Unknown -) |19 MRNA VACCINE
Professional |Area (NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S -
n/a-nfa-[n/a-n/a
- n/a])
EU-EC- 05/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Impulse-control COMIRNATY Not reported ICSR
10011502797 Healthcare |Economic Years disorder (6d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved  |Immunisation - n/a -
- [n/a - n/a - n/a])
EU-EC- 05/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (64d - |COMIRNATY Not reported ICSR
10011503015 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 05/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Alopecia (124d - Not |COMIRNATY Not reported ICSR
10011503253 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 05/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Axillary pain (n/a - |COMIRNATY Not reported ICSR
10011503505 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 37/64
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Area
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Resolved - ),

Fatigue (n/a - Not
Recovered/Not
Resolved - ),

Headache (n/a - Not
Recovered/Not
Resolved - ),

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

COVID-19
immunisation - n/a -
[n/a-.3mL-
Intramuscular])

EU-EC-
10011503758

05/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Burning sensation
(n/a - Unknown -),

Chest pain (n/a -
Unknown - ),

Paraesthesia (n/a -
Unknown - ),

Peripheral swelling
(n/a - Unknown - )

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

Not reported

(%]
7o

EU-EC-
10011503793

05/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Skin reaction (3d -
Recovered/Resolved

COMIRNATY
[TOZINAMERAN] (S -
Immunisation - Not
applicable - [n/a -
30ug -
Intramuscular])

Not reported

1%}
Pl

EU-EC-
10011503900

05/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a

Recovering/Resolving

)

Fatigue (n/a -
Recovering/Resolving
=)

Headache (n/a -
Recovering/Resolving

W

Pyrexia (n/a -
Recovering/Resolving

-)

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

Not reported

(2]
7o

EU-EC-
10011504025

05/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Chromaturia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Fatigue (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Hepatitis acute (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Injection site pain
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

Jaundice (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Urine copper (n/a -
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

(9]
o]

EU-EC-
10011504173

https://dap.ema.europa.eu/analytics/saw.dll?Go

05/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Chest pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

Musculoskeletal pain

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

Not reported

38/64
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(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

Vomiting (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

EU-EC-
10011504230

05/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Myopericarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

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

Not reported

9]
(9]
o]

EU-EC-
10011504257

05/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest pain (n/a - Not
Recovered/Not
Resolved - Life
Threatening),

Myocarditis (n/a -
Not Recovered/Not
Resolved - Life
Threatening),

Pain in extremity
(n/a - Not
Recovered/Not
Resolved - Life
Threatening),

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

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

Not reported

s}
\
|0

EU-EC-
10011504283

05/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Deafness (14d -
Recovered/Resolved
- Other Medically
Important
Condition),

Dyspnoea (14d -
Recovered/Resolved
- Other Medically
Important
Condition),

Loss of
consciousness (14d -
Recovered/Resolved
- Other Medically
Important
Condition),

Vision blurred (14d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011505155

05/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Anaphylactic shock
(n/a - Unknown -
Life Threatening),

Hypotension (n/a -
Unknown - Life
Threatening),

Pallor (n/a -
Unknown - Life
Threatening),

Seizure (n/a -
Unknown - Life
Threatening),

Syncope (n/a -
Unknown - Life
Threatening),

Tachycardia (n/a -
Unknown - Life
Threatening)

COMIRNATY
[TOZINAMERAN] (S -
n/a-n/a-[n/a-
3mL -
Intramuscular])

Not reported

EU-EC-
10011505207

05/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Loss of
consciousness (n/a -
Unknown - Other
Medically Important
Condition),

Visual impairment
(n/a - Unknown -
Other Medically
Important Condition)

COMIRNATY
[TOZINAMERAN] (S -
n/fa-n/a-[n/a-
.3mL -
Intramuscular])

Not reported

EU-EC-
10011505554

https://dap.ema.europa.eu/analytics/saw.dll?Go

05/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

1IIrd nerve disorder
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

IVth nerve disorder
(n/a - Not

COMIRNATY
[TOZINAMERAN] (S -
nfa-n/a-[n/a-
3mL -
Intramuscular])

Not reported

39/64
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Recovered/Not
Resolved - Other
Medically Important
Condition),

Strabismus (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)

EU-EC-
10011505671

05/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain
upper (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Arachnoid cyst (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Chest pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Dizziness (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Dyspnoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Headache (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Nausea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Pollakiuria (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Pyrexia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN] (S -
n/fa-n/a-[n/a-
.3mL -
Intramuscular])

Not reported

EU-EC-
10011505986

05/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Axillary pain (1d -
Recovering/Resolving

)

Myalgia (1d -
Recovering/Resolving

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

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

Not reported

o)
%
o]

EU-EC-
10011505989

05/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Dizziness (0d -
Unknown - ),

Dyspnoea (0d -
Unknown - ),

Feeling hot (0d -
Unknown - ),

Headache (0d -
Unknown - ),

Limb discomfort (0d
- Unknown - ),

Nausea (0d -
Unknown - ),

Tachycardia (0d -
Unknown - )

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

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

Not reported

s}
\
0

EU-EC-
10011505996

05/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (5d -
Recovered/Resolved

W

Influenza (6d -
Recovered/Resolved

)
Limb discomfort (6d

Recovered/Resolved

-

Myalgia (8d -
Recovered/Resolved

»

Pyrexia (4d -
Recovered/Resolved

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

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

Not reported

EU-EC-
10011506011

05/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (n/a - Not
Recovered/Not
Resolved - ),

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

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 05/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY Not reported ICSR
10011506028 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Feeling hot (1d -
Recovered/Resolved
=)
Headache (1d -
Recovered/Resolved
=)
Influenza (1d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 05/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Influenza (n/a - COMIRNATY Not reported ICSR
10011506064 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 05/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011506143 Healthcare |Economic Years (8d- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
- [n/a - n/a - n/a])
EU-EC- 05/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011506174 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ), [n/a - n/a-n/a])
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 05/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY Not reported ICSR
10011506175 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not Immunisation - n/a -
Resolved - ) [n/a - n/a - n/a])
EU-EC- 05/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Chills (0d - COMIRNATY Not reported ICSR
10011506197 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a - n/a])
Fatigue (1d -
Recovered/Resolved
=)
Headache (0d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
=)
Pyrexia (0d -
Recovered/Resolved
EU-EC- 05/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Fatigue (0d - COMIRNATY Not reported ICSR
10011506201 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Headache (0d - [n/a - n/a - n/a])
Unknown - ),
Lymphadenopathy
(0d - Unknown - ),
Vaccination site
reaction (0d -
Unknown - )
EU-EC- 05/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Abdominal COMIRNATY Not reported ICSR
10011506242 Healthcare |Economic Years discomfort (4d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved  |Immunisation - n/a -
=) [n/a - n/a - n/a])
Diarrhoea (4d -
Recovered/Resolved
=)
Oropharyngeal pain
(4d -
Recovered/Resolved
=)
Pyrexia (4d -
Recovered/Resolved
=)
Vomiting (4d -
Recovered/Resolved
-)
EU-EC- 04/02/2022 | Spontaneous | Non European |Not available 12-17 |Not Male No Extrasystoles (n/a - |COMIRNATY Not reported ICSR
10011490031 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition), applicable - [n/a -
1{DF} -
Hyperpyrexia (n/a - |Intramuscular])
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
https://dap.ema.europa.eu/analytics/saw.dlI?Go 41/64
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Medically Important
Condition),

Troponin I increased
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

EU-EC-
10011490600

04/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest pain (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Dyspnoea (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Fatigue (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Heart rate increased
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Palpitations (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Tachycardia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011490606

04/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Headache (n/a -
Recovering/Resolving
=)

Pain in extremity
(n/a-
Recovering/Resolving

)

Pyrexia (n/a -
Recovering/Resolving

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

AERIUS
[DESLORATADINE]
(C-n/a-n/a-[n/a-
n/a - n/a]),

AVAMYS
[FLUTICASONE
FUROATE] (C - n/a -
n/a-[n/a-n/a-
n/al),

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

[SERTRALINE,
SERTRALINE
HYDROCHLORIDE]
(C-nfa-n/a-[n/a-
n/a - n/a])

%
o]

EU-EC-
10011490626

04/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Not
Specified

Female

C-reactive protein
increased (n/a -
Unknown - ),

Cellulitis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Erythema (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Erythema multiforme
(36d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Erythema nodosum

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

OLOPATADINE

[OLOPATADINE] (C -
Rhinitis allergic - n/a
- [n/a - n/a - Oral]),

[MONTELUKAST,
MONTELUKAST
SODIUM] (C -
Asthma - n/a - [n/a -
n/a - Oral])
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(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Inguinal mass (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Interleukin-2
receptor increased
(n/a - Unknown - ),

Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),

Lymphoma (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Palmar erythema
(26d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Pruritus (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Rash (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Swelling (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Tenderness (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

EU-EC- 04/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Urticaria (n/a - Not  |COMIRNATY [ANAS BARBARIAE  |ICSR
10011491830 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S - |HEPATIS ET CORDIS
Professional |Economic Resolved - Life COVID-19 EXTRACTUM, ANAS
Area Threatening) immunisation - Not | BARBARIAE HEPATIS
applicable - [1d - n/a |ET CORDIS
- n/al) EXTRACTUM K200]
(C-n/a-n/a-[n/a-
n/a - n/a]),
[LACTOBACILLUS] (C
-n/a-n/a-[n/a-
n/a - n/al),
[ZINC] (C-n/a-n/a
- [n/a - n/a - n/a])
EU-EC- 04/02/2022 | Spontaneous | Healthcare |Non Not available 12-17 |Not Female |No Cold sweat (n/a - TOZINAMERAN Not reported ICSR
10011491833 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic =), COVID-19
Area immunisation - Not
Dizziness (n/a - Not |applicable - [1d - n/a
Recovered/Not - Intramuscular])
Resolved - ),
Fall (n/a - Unknown -
)
Headache (n/a -
Recovered/Resolved
=)
Hyperhidrosis (n/a -
Unknown - ),
Loss of
consciousness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Nasopharyngitis (n/a
Recovered/Resolved
=)
Pallor (n/a -
Unknown - )
EU-EC- 04/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10011491840 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
n/a - Intramuscular])
Headache (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 43/64
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Malaise (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 04/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Not No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011491976 Healthcare |European Years |Specified |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Drug ineffective (n/a
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 04/02/2022 |Spontaneous |Healthcare |Non Ogapos;leary, S.. Myocarditis 12-17 |Not Male No Dyspnoea (n/a - TOZINAMERAN Not reported ICSR
10011491984 Professional |European |after SARS-CoV-2 Vaccination: Years |Specified Unknown - [TOZINAMERAN] (S -
Economic |True, True, and...Related?. Caused/Prolonged COVID-19
Area Pediatrics. Hospitalisation), immunisation - Not
2021;doi:10.1542/peds.2021- applicable - [n/a -
052644 Marshall, M.. Malaise (n/a - n/a - n/al])
Symptomatic Acute Myocarditis in Unknown -
Seven Adolescents Following Caused/Prolonged
Pfizer BioNTech COVID-19 Hospitalisation),
Vaccination. Pediatrics.
2021;148(3):€2021052478. Myocarditis (n/a -
doi:10.1542/peds.2021-052478 Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 04/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Not Female |No Intermenstrual COMIRNATY Not reported ICSR
10011492198 Professional |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S -
Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 04/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported ICSR
10011492524 Professional |Economic Years |Specified Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged n/a-n/a-[n/a-n/a
Hospitalisation), - Intramuscular])
Influenza like illness
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Myalgia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Oropharyngeal pain
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Pharyngeal
inflammation (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 04/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (1h - COMIRNATY Not reported ICSR
10011492547 Professional |Economic Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - Not
applicable - [n/a -
.3mg - n/a])
EU-EC- 04/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Epistaxis (n/a - COMIRNATY COVID- |Not reported ICSR
10011492557 Healthcare |Economic Years Recovered/Resolved |19 MRNA VACCINE
Professional |Area - (NUCLEOSIDE
MODIFIED)
CONCENTRATE FOR
DISPERSION FOR
INJECTION
[TOZINAMERAN] (S -
COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 04/02/2022 | Spontaneous | Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011492698 Healthcare |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Menarche (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved - ),
Myalgia (4d -
Recovered/Resolved
Polymenorrhoea (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 04/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Cold sweat (0d - COMIRNATY Not reported ICSR
10011492724 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Confusional state (0d |applicable - [n/a -
- 1{DF} -
Recovered/Resolved |Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 44/64
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=)

Dyspnoea (0d -
Recovered/Resolved
- Other Medically
Important
Condition),

Hypertension (0d -
Recovered/Resolved
- Other Medically
Important
Condition),

Hyperventilation (0d

Recovered/Resolved
- Other Medically
Important
Condition),

Loss of
consciousness (0d -
Recovered/Resolved
- Other Medically
Important
Condition),

Paraesthesia (0d -
Recovered/Resolved
- Other Medically
Important
Condition),

Tachycardia (0d -
Recovered/Resolved
- Other Medically
Important Condition)

EU-EC-
10011492894

04/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Syncope (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10011492982

04/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dyspnoea (374d -
Not Recovered/Not
Resolved - )

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

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

Not reported

EU-EC-
10011492986

04/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Dizziness (2d - Not
Recovered/Not
Resolved - ),

Fatigue (2d - Not
Recovered/Not
Resolved - ),

Headache (1d -
Recovering/Resolving

W

Headache (2d - Not
Recovered/Not
Resolved - ),

Injection site pain
(2d - Not
Recovered/Not
Resolved - ),

Malaise (2d - Not
Recovered/Not
Resolved - ),

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

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

Not reported

EU-EC-
10011493277

04/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Crohn's disease (n/a

Recovering/Resolving

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

NOT AVAILABLE (C -
n/a - Dose increased
- [n/a - 1{DF} -
n/al),

NOT AVAILABLE (C -

n/a-n/a-[n/a-
400[iU] - n/a])

(9]
Pl

EU-EC-
10011493629

04/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Pyrexia (24h -
Recovered/Resolved
- Other Medically
Important
Condition),

Tachycardia (24h -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

(2]
>0

EU-EC-
10011493689

04/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (1d -
Recovering/Resolving

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

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

Not reported

EU-EC-
10011493704

04/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Dizziness (n/a - Not
Recovered/Not
Resolved - ),

Feeling hot (3d -
Recovered/Resolved

W

Headache (n/a - Not
Recovered/Not
Resolved - ),

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

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

Not reported

EU-EC-
10011493982

04/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Loss of
consciousness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Not reported
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Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 04/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Burning sensation COMIRNATY Not reported ICSR
10011494248 Healthcare |Economic Years (n/a - Not CONCENTRATE FOR
Professional |Area Recovered/Not DISPERSION FOR
Resolved - ), INJECTION COVID-
19 MRNA VACCINE
Dyspnoea (n/a - Not |(NUCLEOSIDE
Recovered/Not MODIFIED)
Resolved - ), [TOZINAMERAN] (S -
COVID-19
Pain (n/a - Not immunisation - Not
Recovered/Not applicable - [n/a -
Resolved - ), n/a - n/al)
Swelling (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 04/02/2022 | Spontaneous | Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011494726 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 04/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011494739 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Arthralgia (1min - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Chills (1d -
Recovered/Resolved
=)
Pyrexia (0d -
Recovered/Resolved
EU-EC- 04/02/2022 |Spontaneous | Non Non Not available 12-17 |Not Female |No Amnesia (n/a - Not |[TOZINAMERAN Not reported ICSR
10011494790 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d - n/a
- n/a])
Cognitive disorder
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Dissociative disorder
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Headache (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Hypoaesthesia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Nausea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Neurological
symptom (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Tinnitus (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 04/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011494972 Healthcare |European Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S -
Professional |Economic Recovered/Not COvID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition) n/a - n/a])
EU-EC- 04/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Nausea (n/a - Not ~ |COMIRNATY Not reported ICSR
10011495200 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), Immunisation - n/a -
[n/a - n/a-n/a])
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 04/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Myocarditis (3d - COMIRNATY Not reported ICSR
10011495228 Healthcare |Economic Years Unknown - Other [TOZINAMERAN] (S -
Professional |Area Medically Important |Immunisation - n/a -
Condition) [n/a - 1{DF} - n/a])
EU-EC- 04/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Nausea (1d - COMIRNATY Not reported ICSR
10011495286 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/a])
Vomiting (0d -
Recovered/Resolved
-)
EU-EC- 04/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Dizziness (166d - Not | COMIRNATY Not reported ICSR
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10011495347 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 04/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY Not reported ICSR
10011495365 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - n/a-n/a])
Dizziness (n/a -
Recovering/Resolving
=)
Fatigue (2d -
Recovering/Resolving
=)
Headache (1d -
Recovered/Resolved
=)
Nausea (2d -
Recovering/Resolving
EU-EC- 04/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Limb discomfort (1d |COMIRNATY Not reported ICSR
10011495420 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |Immunisation - n/a -
-) [n/a - n/a- n/a])
EU-EC- 04/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (1d - COMIRNATY Not reported ICSR
10011495431 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/a])
Injection site pain
(2d -
Recovered/Resolved
=)
Limb discomfort (1d
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 04/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10011495804 Professional |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Heavy menstrual applicable - [n/a -
bleeding (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved - ),
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 04/02/2022 | Spontaneous | Non European |Not available 12-17 |Not Female |No Menstruation delayed | COMIRNATY Not reported ICSR
10011495808 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
=) immunisation - Not
applicable - [n/a -
Polymenorrhoea (n/a |1{DF} - n/al)
Recovered/Resolved
EU-EC- 04/02/2022 |Spontaneous | Healthcare |Non Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported ICSR
10011496043 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Dengue fever (n/a - |immunisation - Not
Recovering/Resolving |applicable - [1d - n/a
- Life Threatening, |- Intramuscular])
Caused/Prolonged
Hospitalisation),
Headache (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - ),
Suspected COVID-19
(n/a-
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Unknown - )
EU-EC- 04/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY COVID- |Not reported ICSR
10011496047 Healthcare |Economic Years |Specified Recovered/Resolved |19 MRNA VACCINE
Professional |Area - Other Medically (NUCLEOSIDE
Important MODIFIED)
Condition), [TOZINAMERAN] (S -
n/a-nfa-[n/a-n/a
Bone pain (n/a - - Intravenous bolus])
Recovered/Resolved
- Other Medically
Important
Condition),
Chills (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Feeling of body
temperature change
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),
Headache (n/a -
Recovered/Resolved
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- Other Medically
Important
Condition),

Myalgia (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Nausea (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Pain (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Petechiae (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Vomiting (n/a -
Recovered/Resolved
- Other Medically
Important Condition)

EU-EC-
10011496061

04/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Autoimmune
disorder (n/a -
Unknown - Disabling,
Other Medically
Important
Condition),

Central nervous
system lesion (n/a -
Unknown - Disabling,
Other Medically
Important
Condition),

Depressed mood
(n/a - Unknown -
Life Threatening,
Disabling),

Dizziness (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Disabling),

Gait disturbance (n/a
- Unknown - Life
Threatening,
Disabling),

Headache (n/a -
Unknown - Life
Threatening,
Disabling),

Palpitations (n/a -
Unknown - Life
Threatening,
Disabling)

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

Not reported

EU-EC-
10011496076

04/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Asymptomatic
COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

]
]
7]

EU-EC-
10011496186

04/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Discomfort (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Dysphagia (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Dyspnoea (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

Swelling face (3d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

|ﬁ
\
|0

EU-EC-
10011496245

04/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Headache (1d -
Recovered/Resolved
=)

Nausea (1d -
Recovered/Resolved

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

Not reported

(2]
7o

EU-EC-
10011496361

04/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Injection site pain

Recovered/Resolved

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

Not reported

EU-EC-
10011496446

04/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

https://dap.ema.europa.eu/analytics/saw.dll?Go

Not available

12-17
Years

Adolescent

Female

Chills (n/a -
Unknown - ),

Dizziness (n/a -

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

Not reported
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Unknown - ),
Fatigue (n/a -
Unknown - ),
Headache (n/a -
Unknown - ),
Influenza (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 04/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported ICSR
10011496447 Healthcare |Economic Years (n/a - Unknown - ), |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Injection site [n/a - n/a-n/a])
swelling (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - ),
Sleep disorder (n/a -
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 04/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Injection site COMIRNATY Not reported ICSR
10011496532 Healthcare |Economic Years swelling (20d - [TOZINAMERAN] (S -
Professional |Area Unknown - ), Immunisation - n/a -
[n/a - n/a - n/al)
Menstrual disorder
(20d - Unknown - )
EU-EC- 04/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Inappropriate COMIRNATY Not reported ICSR
10011496850 Healthcare |European Years |Specified schedule of product |[TOZINAMERAN] (S -
Professional |Economic administration (n/a - [COVID-19
Area Unknown - ), immunisation - Not
applicable - [n/a -
Type 1 diabetes n/a - n/a])
mellitus (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Weight decreased
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 04/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No Asthma (n/a - Not COMIRNATY Not reported ICSR
10011497161 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important |immunisation - Drug
Condition) withdrawn - [24d -
1{DF} -
Intramuscular])
EU-EC- 04/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Facial bones fracture |COMIRNATY Not reported ICSR
10011497897 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovering/Resolving | COVID-19
=) immunisation - n/a -
[1d - 1{DF} -
Fall (n/a - Intramuscular])
Recovering/Resolving
Loss of
consciousness (n/a -
Recovering/Resolving
=)
Malaise (n/a -
Recovering/Resolving
EU-EC- 04/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No Facial paralysis (10d |COMIRNATY Not reported ICSR
10011497919 Professional |Economic Years - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 04/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Urticaria (4d - COMIRNATY Not reported ICSR
10011497975 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 04/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |[Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICSR
10011498026 Professional |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [164d -
.3mL -
Intramuscular]),
COVID-19 MRNA
VACCINE MODERNA
(CX-024414) [COVID-
19 MRNA VACCINE
MODERNA (CX-
024414)] (S - COVID-
19 immunisation -
Not applicable - [1d -
.5mL -
Intramuscular])
EU-EC- 04/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (62d - |COMIRNATY Not reported ICSR
10011498188 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Drug
Dysmenorrhoea (n/a |withdrawn - [1d -
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- Not Recovered/Not |1{DF} -
Resolved - ), Intramuscular])
Menometrorrhagia
(n/a - Not
Recovered/Not
Resolved - ),
Oligomenorrhoea
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 04/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Insomnia (2d - COMIRNATY Not reported ICSR
10011498364 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Pain in extremity (2d |applicable - [1min -
- 3mL -
Recovered/Resolved |Intramuscular])
=)
Pyrexia (2d -
Recovered/Resolved
=)
Vaccination site pain
(2d -
Recovered/Resolved
EU-EC- 04/02/2022 |Spontaneous | Non Non Not available 12-17 |Not Male No Drug ineffective (n/a |COMIRNATY Not reported ICSR
10011498743 Healthcare |European Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19
Area Medically Important  |immunisation - Not
Condition), applicable - [1d - n/a
- Intramuscular])
Suspected COVID-19
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 04/02/2022 |Spontaneous [Non European |Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011498754 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Area Medically Important |COVID-19
Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a |n/a - Intramuscular])
- Unknown - Other
Medically Important
Condition)
EU-EC- 04/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011498917 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Pyrexia (n/a - Not applicable - [n/a -
Recovered/Not n/a - Intramuscular])
Resolved - )
EU-EC- 04/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY DESLORATADINE ICSR
10011498943 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S - |[DESLORATADINE]
Professional |Area Recovering/Resolving |COVID-19 (C-n/a-n/a-[n/a-
=) immunisation - Not  |5mg - n/a])
applicable - [n/a -
Heavy menstrual n/a - n/a])
bleeding (n/a -
Recovering/Resolving
Menstrual disorder
(n/a -
Recovering/Resolving
Polymenorrhoea (n/a
Recovering/Resolving
EU-EC- 04/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Thrombocytopenia | COMIRNATY Not reported ICSR
10011499316 Professional |Economic Years (7d - [TOZINAMERAN] (S -
Area Recovered/Resolved  |Immunisation - n/a -
- Caused/Prolonged |[n/a - 2{DF} - n/a])
Hospitalisation)
EU-EC- 04/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Headache (n/a - COMIRNATY Not reported ICSR
10011499550 Professional |Economic Years |Specified |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =), COVID-19
immunisation - Not
Poor quality product |applicable - [1d - n/a
administered (n/a - |- n/a])
Unknown - ),
Product storage error
(n/a - Unknown - )
EU-EC- 04/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Breast pain (n/a - COMIRNATY Not reported ICSR
10011499653 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) Immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 04/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No Crohn's disease (n/a |COMIRNATY Not reported ICSR
10011500214 Professional |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition) applicable - [n/a -
1{DF} - n/a])
EU-EC- 04/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Axillary pain (n/a- |COMIRNATY Not reported ICSR
10011500297 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 04/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - COMIRNATY Not reported ICSR
10011500441 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 04/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Herpes zoster (nfa - |COMIRNATY Not reported ICSR
10011500630 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S -
Professional |Area
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Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 04/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Rash morbilliform COMIRNATY Not reported ICSR
10011500648 Healthcare |Economic Years (n/a - Unknown - ) |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 04/02/2022 |Spontaneous | Healthcare |Non Not available 12-17 |Not Female |No Autonomic nervous  |COMIRNATY Not reported ICSR
10011500704 Professional |European Years |Specified system imbalance [TOZINAMERAN] (S -
Economic (n/a - Not COVID-19
Area Recovered/Not immunisation - Not
Resolved - Other applicable - [1d - n/a
Medically Important |- n/a])
Condition),
Dysstasia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Loss of personal
independence in
daily activities (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Migraine (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 04/02/2022 | Spontaneous | Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10011500884 Professional |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Economic =), COVID-19
Area immunisation - Not
Cough (1wk - applicable - [1d - n/a
Recovered/Resolved |- Intramuscular])
=)
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Troponin I decreased
(n/a - Unknown - )
EU-EC- 04/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Glomerulonephritis | COMIRNATY Not reported ICSR
10011501039 Healthcare |Economic Years acute (n/a - [TOZINAMERAN] (S -
Professional |Area Unknown - ), Immunisation - n/a -
[n/a - 2{DF} - n/a])
Splenomegaly (n/a -
Unknown - )
EU-EC- 04/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011501310 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Other Medically Immunisation - n/a -
Important Condition) |[n/a - 1{DF} - n/a])
EU-EC- 04/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Immune COMIRNATY Not reported ICSR
10011501343 Healthcare |Economic Years thrombocytopenia [TOZINAMERAN] (S -
Professional |Area (n/a- Immunisation - n/a -
Recovering/Resolving |[n/a - 2{DF} - n/a])
- Caused/Prolonged
Hospitalisation)
EU-EC- 03/02/2022 |Spontaneous [Non European [Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported ICSR
10011476432 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Pyrexia (n/a - applicable - [n/a -
Recovered/Resolved |.3mL -
- Intramuscular])
EU-EC- 03/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Male No Myopericarditis (14d |COMIRNATY Not reported ICSR
10011476470 Professional |Economic Years |Specified - [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- Caused/Prolonged |immunisation - n/a -
Hospitalisation) [n/a - 1{DF} -
Intramuscular])
EU-EC- 03/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Not Male No Pyrexia (2d - COMIRNATY Not reported ICSR
10011476634 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area - COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 03/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10011476754 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =), COVID-19
immunisation - n/a -
Somnolence (n/fa- |[n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 03/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Female |No Headache (2d - COMIRNATY Not reported ICSR
10011476761 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - n/a -
Pyrexia (2d -
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Recovered/Resolved |[n/a - 1{DF} -
- Intramuscular])
EU-EC- 03/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myopericarditis (n/a - | COMIRNATY Not reported ICSR
10011476923 Professional |Economic Years |Specified Unknown - [TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation) immunisation - n/a -
[n/a - 30ug -
Intramuscular])
EU-EC- 03/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011476959 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition), applicable - [n/a -
.3mL -
Pyrexia (n/a - Not Intramuscular])
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 03/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Female |No Hyperhidrosis (n/a - |COMIRNATY Not reported ICSR
10011477158 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Area =) COVID-19
immunisation - Not
Nausea (n/a - applicable - [n/a -
Recovered/Resolved |1{DF} -
=) Intramuscular])
Pallor (n/a -
Recovered/Resolved
=)
Presyncope (n/a -
Recovered/Resolved
EU-EC- 03/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Acne (n/a - Not COMIRNATY Not reported ICSR
10011477183 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), n/a-n/a-[n/a-n/a
- n/al)
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 03/02/2022 | Spontaneous | Non European |Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10011477188 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Injection site pain applicable - [n/a -
(n/a- 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 03/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Syncope (0d - COMIRNATY Not reported ICSR
10011477970 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 03/02/2022 | Spontaneous Healthcare |Non Not available 12-17 |Not Not No Extensive swelling of | COMIRNATY Not reported ICSR
10011477994 Professional |European Years |Specified |Specified vaccinated limb (n/a |[TOZINAMERAN] (S -
Economic - COVID-19
Area Recovering/Resolving |immunisation - Not
- Other Medically applicable - [1d - n/a
Important Condition) |- n/a])
EU-EC- 03/02/2022 |Spontaneous | Non Non Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011477998 Healthcare |European Years |Specified bleeding (n/a - [TOZINAMERAN] (S -
Professional |Economic Unknown - Disabling, |COVID-19
Area Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/a])
Hypomenorrhoea
(n/a - Unknown -
Disabling, Other
Medically Important
Condition),
Menstruation delayed
(n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),
Menstruation
irregular (n/a -
Unknown - Disabling,
Other Medically
Important Condition)
EU-EC- 03/02/2022 | Spontaneous Healthcare |Non Not available 12-17 |Not Male No Muscular weakness | COMIRNATY Not reported ICSR
10011478001 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Disabling), COVID-19
Area immunisation - Not
Myalgia (n/a - applicable - [1d - n/a
Unknown - - n/al)
Disabling),
Myositis (n/a -
Recovering/Resolving
- Disabling)
EU-EC- 03/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Renal failure (n/a - | TOZINAMERAN Not reported ICSR
10011478003 Healthcare |European Years |Specified Unknown - [TOZINAMERAN] (S -
Professional |Economic Caused/Prolonged  |COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [n/a -
Important n/a - n/al])
Condition),
Seizure (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 52/64
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EU-EC-
10011478025

03/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Chills (0d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Tremor (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10011478028

03/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Pain (n/a -
Recovering/Resolving
- Disabling, Other
Medically Important
Condition),

Traumatic delivery
(n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011478036

https://dap.ema.europa.eu/analytics/saw.dll?Go

03/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Blood creatine
phosphokinase
increased (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Blood lactate
dehydrogenase
increased (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Cardiac ventricular
thrombosis (n/a -
Not Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Chest X-ray
abnormal (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Dilatation ventricular
(n/a - Unknown -
Life Threatening,
Caused/Prolonged
Hospitalisation),

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

Fatigue (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Left ventricular
dysfunction (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Myocarditis (n/a -
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Oedema (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Oxygen saturation
decreased (n/a -
Unknown - Life
Threatening,
Caused/Prolonged

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

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

Pericardial effusion
(n/a - Unknown -
Life Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pleural effusion (n/a
- Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Rash (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Tachycardia (n/a -
Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

Thrombosis (n/a -
Not Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Troponin T increased
(n/a - Unknown -
Life Threatening,
Caused/Prolonged
Hospitalisation),

Vomiting (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation)

EU-EC-
10011478042

03/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Guillain-Barre
syndrome (26d -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation),

Paralysis (26d -
Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation)

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

Not reported

s}
\
|0

EU-EC-
10011478069

03/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Peripheral swelling
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

o]
%
o]

EU-EC-
10011478080

03/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)

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

Not reported

s}
\
0

EU-EC-
10011478102

https://dap.ema.europa.eu/analytics/saw.dll?Go

03/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Dysuria (n/a -
Unknown - ),

Myelitis transverse
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Myelopathy (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Paraplegia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Vomiting (n/a -
Unknown -

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

Not reported

o]
[\
7]
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Caused/Prolonged
Hospitalisation)
EU-EC- 03/02/2022 |Spontaneous [Non Non Not available 12-17 |Not Female |No Menstruation delayed | COMIRNATY Not reported ICSR
10011478128 Healthcare |European Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Economic Recovered/Not COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [1d - n/a
Condition) - n/a])
EU-EC- 03/02/2022 |Spontaneous | Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011478279 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Vaccination failure - Unknown])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 03/02/2022 |Spontaneous [Non Non Not available 12-17 |Not Female |No Axillary pain (n/fa- |TOZINAMERAN Not reported ICSR
10011479462 Healthcare |European Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Professional | Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d - n/a
- n/al)
Back pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Insomnia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Malaise (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Nausea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Neck pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Peripheral swelling
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),
Swelling (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 03/02/2022 |Spontaneous | Healthcare |Non O&apos;Leary, S.. Myocarditis 12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported ICSR
10011479542 Professional |European |after SARS-CoV-2 Vaccination: Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic |True, True, and Related?. - Caused/Prolonged |COVID-19
Area Pediatrics. 2021 Marshall, M.. Hospitalisation, immunisation - Not
Symptomatic Acute Myocarditis in Other Medically applicable - [n/a -
7 Adolescents After Pfizer- Important Condition) |n/a - n/a])
BioNTech COVID-19 Vaccination.
Pediatrics. 2021;148
(3):10.1542/peds.2021-052478.
doi:10.1542/peds.2021-052478
Marshall, M.. Symptomatic Acute
Myocarditis in Seven Adolescents
Following Pfizer BioNTech COVID-
19 Vaccination. Pediatrics.
2021;148(3):1-11.
doi:10.1542/peds.2021-052478
EU-EC- 03/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anxiety (n/a - COMIRNATY Not reported ICSR
10011479565 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic - Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 03/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Chest pain (n/a - Not |[COMIRNATY Not reported ICSR
10011479627 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d - n/a
- n/a])
Myalgia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 03/02/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011479653 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Drug ineffective (n/a |- n/a - More in
- Unknown - Other  |ICSR])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 55/64
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Medically Important
Condition),
Respiratory tract
infection bacterial
(n/a - Unknown - )
EU-EC- 03/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011479676 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - Intramuscular])
EU-EC- 03/02/2022 | Spontaneous | Non Non Not available 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011479708 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important |COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Chest discomfort - n/al)
(n/a - Unknown - ),
Costochondritis (n/a
- Unknown - ),
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition),
Dyspnoea (n/a -
Unknown - ),
Iliness (n/a -
Unknown - ),
Malaise (n/a -
Unknown - ),
Post-acute COVID-19
syndrome (n/a -
Unknown - )
EU-EC- 03/02/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10011479713 Professional |European Years |Specified Unknown - Life [TOZINAMERAN] (S -
Economic Threatening), COVID-19
Area immunisation - Not
Fibrin D dimer applicable - [1d - n/a
increased (n/a - - n/al)
Unknown - Life
Threatening),
Pulmonary embolism
(n/a - Unknown -
Life Threatening)
EU-EC- 03/02/2022 | Spontaneous | Non Non Not available 12-17 |Not Male No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10011479722 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Other COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Hyperhidrosis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Nausea (n/a -
Unknown - Other
Medically Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),
Thirst (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 03/02/2022 |Spontaneous |Non European |Not available 12-17 |Child Female |No Menarche (n/a - COMIRNATY Not reported ICSR
10011480341 Healthcare |Economic Years Unknown - ), CONCENTRATE FOR
Professional |Area DISPERSION FOR
SARS-CoV-2 test INJECTION COVID-
positive (n/a - 19 MRNA VACCINE
Unknown -) (NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S -
COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 03/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Abdominal pain (2d - | COMIRNATY Not reported ICSR
10011480346 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Area - Disabling), COvID-19
immunisation - Not
Chills (2d - applicable - [n/a -
Recovered/Resolved |n/a - n/a])
- Disabling),
Disturbance in
attention (2d -
Recovered/Resolved
- Disabling),
Fatigue (2d -
Recovered/Resolved
- Disabling),
Headache (2d -
Recovered/Resolved
- Disabling),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 56/64
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Injection site
reaction (2d -
Recovered/Resolved
- Disabling),
Malaise (2d -
Recovered/Resolved
- Disabling),
Nausea (2d -
Recovered/Resolved
- Disabling),
Pyrexia (2d -
Recovered/Resolved
- Disabling),
Rash (2d -
Recovered/Resolved
- Disabling),
Skin disorder (2d -
Recovered/Resolved
- Disabling)
EU-EC- 03/02/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10011480376 Healthcare |Economic Years |Specified Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Hypomenorrhoea applicable - [n/a -
(n/a- 1{DF} - n/a])
Recovered/Resolved
EU-EC- 03/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Female |No Limb discomfort (0d |COMIRNATY Not reported ICSR
10011480715 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area Recovering/Resolving | Immunisation - n/a -
- [n/a- n/a- n/a])
EU-EC- 03/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Not Male No Sudden death (n/a - |COMIRNATY Not reported ICSR
10011481066 Professional |Economic Years |Specified Fatal - Results in [TOZINAMERAN] (S -
Area Death, Other COVID-19 - n/a -
Medically Important |[n/a - n/a -
Condition) Intramuscular])
EU-EC- 03/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Child Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011481783 Professional |Economic Years - [TOZINAMERAN] (S -
Area Recovering/Resolving |n/a - n/a - [1d - n/a -
=) Intramuscular])
Diarrhoea (n/a -
Recovering/Resolving
=)
Pain in extremity
(n/a-
Recovering/Resolving
=)
Vaccination site pain
(n/a-
Recovering/Resolving
-)
EU-EC- 03/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Female |No Dysmenorrhoea (62d |COMIRNATY Not reported ICSR
10011482285 Professional |Economic Years |Specified - [TOZINAMERAN] (S -
Area Recovered/Resolved  |Immunisation - n/a -
=) [n/a-nfa-
Intramuscular])
Heavy menstrual
bleeding (62d -
Recovered/Resolved
EU-EC- 03/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011482473 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - Other Immunisation - n/a -
Medically Important |[n/a - 3{DF} - n/a])
Condition)
EU-EC- 03/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011482919 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 03/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011482921 Healthcare |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 03/02/2022 |Spontaneous | Non Non Not available 12-17 |Not Male No Condition aggravated | TOZINAMERAN Not reported ICSR
10011483082 Healthcare |European Years |Specified (n/a- [TOZINAMERAN] (S -
Professional |Economic Recovered/Resolved |COVID-19
Area - Life Threatening), |immunisation - Not
applicable - [n/a -
Dysphagia (n/a - n/a - n/a])
Recovered/Resolved
- Life Threatening),
Dyspnoea (n/a -
Recovered/Resolved
- Life Threatening),
Loss of
consciousness (n/a -
Recovered/Resolved
- Life Threatening,
Other Medically
Important
Condition),
Oropharyngeal
discomfort (n/a -
Recovered/Resolved
- Life Threatening),
Seizure (n/a -
Recovered/Resolved
- Life Threatening,
Other Medically
Important Condition)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 57/64
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EU-EC-
10011483120

03/02/2022 | Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Run Line Listing Report

Not
Specified

Female

No

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

Head injury (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),

Loss of
consciousness (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Suspected COVID-19
(n/a - Unknown -
Other Medically
Important
Condition),

Syncope (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10011483124

03/02/2022 | Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

COVID-19 (3d -
Recovered/Resolved
- Other Medically
Important
Condition),

Drug ineffective (3d -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

9]
(9]
o]

EU-EC-
10011483252

03/02/2022 |Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Angioedema (5d -
Recovered/Resolved
- Disabling, Other
Medically Important
Condition),

COVID-19 (8d -
Recovered/Resolved
- Disabling, Other
Medically Important
Condition),

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

Chest pain (n/a -
Unknown - Disabling,
Other Medically
Important
Condition),

Drug ineffective (n/a
- Unknown -
Disabling, Other
Medically Important
Condition),

Dyspnoea (99d -
Recovered/Resolved
- Disabling, Other
Medically Important
Condition),

Fatigue (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important
Condition),

Lip swelling (1d -
Recovered/Resolved
- Disabling, Other
Medically Important
Condition),

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

Pulmonary function
test abnormal (n/a -
Unknown - Disabling,
Other Medically
Important
Condition),

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

Urticaria (n/a - Not
Recovered/Not
Resolved - Disabling,
Other Medically
Important Condition)

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

Not reported

s}
»
pel

EU-EC-

03/02/2022 | Spontaneous

https://dap.ema.europa.eu/analytics/saw.dll?Go

Non

Non

Not available

12-17

Female

Blindness (n/a -

COMIRNATY

[DESOGESTREL,
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10011483263

Healthcare
Professional

European
Economic
Area

Years

Run Line Listing Report

Specified

Recovered/Resolved
- Other Medically
Important
Condition),

Deafness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Headache (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Tremor (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

ETHINYLESTRADIOL]
(C - Menstruation
delayed - n/a - [n/a -
n/a - n/al),

[SERTRALINE
HYDROCHLORIDE]
(C - Obsessive
thoughts - n/a - [n/a
- n/a-n/al)

EU-EC-
10011483266

03/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

s}
»
|0

EU-EC-
10011483269

03/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Axillary pain (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

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

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

Vaccination site
swelling (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

|ﬁ
)
|0

EU-EC-
10011483290

03/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Parosmia (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10011483298

03/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

COVID-19 (n/a -
Unknown - Other
Medically Important
Condition),

Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go

59/64



30.11.2022 17.07

EU-EC- 03/02/2022

10011483342

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Run Line Listing Report

Adolescent

Female

No

Rash (3d - Not
Recovered/Not
Resolved - )

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

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

Not reported

EU-EC-
10011483403

03/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Pyrexia (1d -
Recovering/Resolving

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

Not reported

EU-EC-
10011483750

03/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Acne (n/a -
Recovering/Resolving

4

Fatigue (4d -
Recovered/Resolved

W

Malaise (1d -
Recovered/Resolved

-

Menstruation
irregular (n/a -
Recovering/Resolving

)

Myalgia (4d -
Recovered/Resolved

-)

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

[ASCORBIC ACID,
CALCIUM
GLUBIONATE,
CALCIUM
CARBONATE,
CALCIUM, CALCIUM
GLUBIONATE,
CALCIUM
CARBONATE,
COLECALCIFEROL,
CALCIUM] (C - n/a -
n/a-[nfa-n/a-
n/al),

[ASCORBIC ACID,
MAGNESIUM OXIDE,
HEAVY, MAGNESIUM]
(C-nfa-n/fa-[n/a-
n/a - n/al),

[RETINOL] (C - n/a -
n/a-[n/a-n/a-
n/al),

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

EU-EC-
10011483757

03/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dysmenorrhoea (n/a
- Not Recovered/Not
Resolved - ),

Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - )

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

Not reported

s}
»
0

EU-EC-
10011483998

03/02/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chest pain (n/a -
Unknown -
Disabling),

Dyspnoea (n/a -
Unknown -
Disabling),

Fatigue (n/a -
Unknown -
Disabling),

Nausea (5d -
Recovered/Resolved
- Disabling),

Palpitations (n/a -
Unknown -
Disabling),

Pyrexia (5d -
Recovered/Resolved
- Disabling),

Syncope (n/a -
Unknown -
Disabling),

Tachycardia (n/a -
Unknown -
Disabling),

Vomiting (1d -
Recovered/Resolved
- Disabling)

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

Not reported

|('_'1
K
pel

EU-EC-
10011484006

03/02/2022

https://dap.ema.europa.eu/analytics/saw.dll?Go

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Fatigue (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

Headache (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Hyperhidrosis (2d -
Recovered/Resolved
- Other Medically
Important
Condition),

Iliness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Nausea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

Pain in extremity (0d
Recovered/Resolved
- Other Medically
Important

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

Not reported
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Run Line Listing Report

Condition),
Pyrexia (2d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 03/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Rash (2d - Not COMIRNATY Not reported ICSR
10011484458 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ) Immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 03/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pericarditis (2mo - |COMIRNATY Not reported ICSR
10011484592 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - Other Medically COVID-19
Important Condition) |immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 03/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Histiocytic COMIRNATY Not reported ICSR
10011484632 Professional |Economic Years necrotising [TOZINAMERAN] (S -
Area lymphadenitis (n/a - |COVID-19
Not Recovered/Not  [immunisation - n/a -
Resolved - [n/a - 1{DF} -
Caused/Prolonged Intramuscular])
Hospitalisation)
EU-EC- 03/02/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011484696 Healthcare |European Years |Specified Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Dyspnoea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Fatigue (n/a -
Unknown - Other
Medically Important
Condition),
Headache (2d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 03/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Blood pressure COMIRNATY [LEVOTHYROXINE, |ICSR
10011484718 Healthcare |Economic Years |Specified decreased (0d - [TOZINAMERAN] (S - |LEVOTHYROXINE
Professional |Area Recovered/Resolved |COVID-19 SODIUM] (C -
=) immunisation - Not | Autoimmune
applicable - [1d - n/a |thyroiditis - n/a -
Vaccination site pain |- Intramuscular]) [n/a - n/a - Oral])
(id -
Recovered/Resolved
EU-EC- 03/02/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chillblains (n/a - Not |COMIRNATY Not reported ICSR
10011484798 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - Other COVID-19
Medically Important |immunisation - Drug
Condition), withdrawn - [1d -
1{DF} -
Pyrexia (n/a - Not Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 03/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No Facial paralysis (n/a - |COMIRNATY Not reported ICSR
10011484835 Professional |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Area - Caused/Prolonged |COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 03/02/2022 | Spontaneous | Non Non Not available 12-17 |Not Male No Arrhythmia (2d - COMIRNATY Not reported ICSR
10011484844 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Professional |Economic - Other Medically COvID-19
Area Important immunisation - Not
Condition), applicable - [1d - n/a
- nfa])
Dizziness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Dyspnoea (n/a -
Unknown - Other
Medically Important
Condition),
Fatigue (n/a -
Unknown - Other
Medically Important
Condition),
Headache (5d -
Recovered/Resolved
- Other Medically
Important
Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Orthostatic
hypertension (6d -
Recovered/Resolved
- Other Medically
Important
Condition),
Palpitations (n/a -
Unknown - Other
Medically Important
Condition),
Tachycardia (1d -
Recovered/Resolved
- Other Medically
https://dap.ema.europa.eu/analytics/saw.dlI?Go 61/64
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Run Line Listing Report

Important
Condition),
Tachycardia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 03/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011484888 Professional |Economic Years |Specified - [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19
=), immunisation - Not
applicable - [n/a -
Decreased appetite |n/a - n/a])
(n/a-
Recovering/Resolving
Exercise tolerance
decreased (n/a -
Recovering/Resolving
- Disabling),
Exertional headache
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Headache (n/a - Not
Recovered/Not
Resolved -
Disabling),
Insomnia (n/a -
Recovering/Resolving
=)
Loss of personal
independence in
daily activities (n/a -
Recovering/Resolving
- Disabling),
Malaise (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
- Disabling),
Rash (n/a -
Recovered/Resolved
=)
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 03/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011484985 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area - COvID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 03/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Chills (n/a - Not COMIRNATY Not reported ICSR
10011485020 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - n/a -
Headache (n/a - Not |[n/a - 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 03/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstrual disorder |COMIRNATY Not reported ICSR
10011485116 Professional |Economic Years (n/a- [TOZINAMERAN] (S -
Area Recovered/Resolved |COVID-19
- immunisation - Drug
withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 03/02/2022 | Spontaneous | Non European |Not available 12-17 |Not Female |No Menstruation COMIRNATY Not reported ICSR
10011485433 Healthcare |Economic Years |Specified irregular (n/a - Not  |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 03/02/2022 | Spontaneous | Non European |Not available 12-17 |Adult Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10011485449 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =) COVID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Heavy menstrual
bleeding (n/a -
Recovering/Resolving
=)
Malaise (9d -
Recovered/Resolved
=)
Menstruation
irregular (n/a -
Recovering/Resolving
=)
Myalgia (7d -
Recovered/Resolved
=)
Nausea (7d -
Recovered/Resolved
https://dap.ema.europa.eu/analytics/saw.dlI?Go 62/64
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EU-EC- 03/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Polymenorrhoea (n/a |COMIRNATY Not reported ICSR
10011485466 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S -
Professional |Area Resolved - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 03/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/fa |COMIRNATY Not reported ICSR
10011485512 Professional |Economic Years - [TOZINAMERAN] (S -
Area Recovering/Resolving |COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 03/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Not Male No Bell's palsy (n/a - COMIRNATY Not reported ICSR
10011485718 Professional |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S -
Area Resolved - Other COVID-19
Medically Important |immunisation - Not
Condition), applicable - [n/a -
.3mL - n/a])
Chest pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Oesophageal ulcer
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 03/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Oropharyngeal COMIRNATY [EPINEPHRINE] (C - |ICSR
10011485857 Professional |Economic Years |Specified discomfort (n/a - [TOZINAMERAN] (S - |n/a - n/a - [n/a - n/a
Area Recovering/Resolving |n/a - n/a - [n/a - n/a |- n/a])
- Other Medically - n/al)
Important Condition)
EU-EC- 03/02/2022 |Spontaneous | Non European |Not available 12-17 |Adolescent |Male Yes Paraesthesia (n/a - |COMIRNATY Not reported ICSR
10011485874 Healthcare |Economic Years Unknown - [TOZINAMERAN] (S -
Professional |Area Disabling) COVID-19
immunisation - Not
applicable - [21d -
3mL -
Intramuscular])
EU-EC- 03/02/2022 |Spontaneous [Non European |Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011485966 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S -
Professional |Area Medically Important |COVID-19
Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a |n/a - n/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 03/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10011486040 Healthcare |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Polymenorrhoea (n/a | 1{DF} - n/a])
- Not Recovered/Not
Resolved - )
EU-EC- 03/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011486338 Healthcare |Economic Years 3d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved  |Immunisation - n/a -
=) [n/a - n/a-n/a])
Rash (3d -
Recovered/Resolved
EU-EC- 03/02/2022 | Spontaneous | Non European |Not available 12-17 |Adolescent |Male No Chills (1d - COMIRNATY Not reported ICSR
10011486382 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S -
Professional |Area =), Immunisation - n/a -
[n/a - n/a - n/a])
Injection site pain
(1d -
Recovering/Resolving
Vaccination site pain
(1d -
Recovering/Resolving
EU-EC- 03/02/2022 | Spontaneous | Non European |Not available 12-17 |Not Male No Chest pain (n/a - Not [COMIRNATY Not reported ICSR
10011486404 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S -
Professional |Area Resolved - ), COVID-19
immunisation - Not
Pain in extremity applicable - [1d - n/a
(n/a - Not - n/a))
Recovered/Not
Resolved - )
EU-EC- 03/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011486719 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |n/a - n/a-[n/a-n/a
Condition), - Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 03/02/2022 |Spontaneous | Healthcare |Non Not available 12-17 |Not Female |No Nervousness (0d - COMIRNATY Not reported ICSR
10011486797 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S -
Economic =) n/a - Not applicable -
Area [n/a-n/a-
Product Intramuscular]),
administration error
(0d - Unknown - ),  |[INFLUENZA A VIRUS
A/BRISBANE/10/2010
Syncope (0d - (HIN1) ANTIGEN
Recovered/Resolved |(MDCK CELL
- Other Medically DERIVED,
Important PROPIOLACTONE
Condition), INACTIVATED)] (S -
n/a - Not applicable -
Vaccination site pain [[n/a - n/a -
(od - Intramuscular])
Recovered/Resolved
EU-EC- 03/02/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed | COMIRNATY Not reported ICSR
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10011486839 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S -
Professional |Area Recovered/Not COvID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 03/02/2022 |Spontaneous | Non Non Not available 12-17 |Not Male No Carditis (n/a - TOZINAMERAN Not reported ICSR
10011487174 Healthcare |European Years |Specified Unknown - [TOZINAMERAN] (S -
Professional |Economic Caused/Prolonged COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d - n/a
Important - n/al)
Condition),
Dyspnoea (n/a -
Unknown - ),
Impaired quality of
life (n/a - Unknown -
)
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Insomnia (n/a -
Unknown - ),
Palpitations (n/a -
Unknown - )
EU-EC- 03/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Abdominal pain COMIRNATY Not reported ICSR
10011487699 Professional |Economic Years |Specified upper (n/a - [TOZINAMERAN] (S -
Area Unknown - ), COVID-19
immunisation - Not
Gastrointestinal applicable - [n/a -
inflammation (n/a - |n/a - n/a])
Recovering/Resolving
=)
Lymphadenitis (n/a -
Recovering/Resolving
EU-EC- 03/02/2022 |Spontaneous | Non European |Not available 12-17 |Not Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011487859 Healthcare |Economic Years |Specified (4d - [TOZINAMERAN] (S -
Professional |Area Recovered/Resolved |COVID-19
- immunisation - Not
applicable - [n/a -
Muscle disorder (n/a |n/a - Intramuscular])
- Not Recovered/Not
Resolved - ),
Myalgia (2d -
Recovered/Resolved
-)
EU-EC- 03/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No Dysgeusia (n/a - Not |COMIRNATY Not reported ICSR
10011488121 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Malaise (8d - applicable - [1d -
Recovered/Resolved |.3mL -
=) Intramuscular])
Myalgia (8d -
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
EU-EC- 03/02/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation COMIRNATY Not reported ICSR
10011488160 Healthcare |Economic Years irregular (n/a - Not |[TOZINAMERAN] (S -
Professional |Area Recovered/Not COVID-19
Resolved - ) immunisation - Drug
withdrawn - [1d - n/a
- Intraocular - More
in ICSR])
EU-EC- 03/02/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - Not COMIRNATY Not reported ICSR
10011488330 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ), COVID-19
immunisation - Not
Vomiting (n/a - Not  |applicable - [1d -
Recovered/Not 1{DF} - n/a])
Resolved - )
EU-EC- 03/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Rash (n/a - COMIRNATY Not reported ICSR
10011488347 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S -
Area -) COvID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 03/02/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Erythema (n/a - Not |COMIRNATY Not reported ICSR
10011488352 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 03/02/2022 | Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Female |No Angioedema (n/a - |COMIRNATY Not reported ICSR
10011488355 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S -
Area Medically Important |COVID-19
Condition) immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 03/02/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Vomiting (n/a - Not | COMIRNATY Not reported ICSR
10011488365 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S -
Area Resolved - ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])
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