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Comirnaty is indicated for active immunisation to prevent COVID-19 caused by SARS-CoV-2
virus, in individuals 12 years of age and older.

COVID-19 mRNA Vaccine

Concentrate for dispersion for injection

4.4

Myocarditis and pericarditis
There is an increased risk of myocarditis and pericarditis following vaccination with Comirnaty.
These conditions can develop within just a few days after vaccination, and have primarily
occurred within 14 days. They have been observed more often after the second vaccination, and
more often in younger males. Available data suggest that the course of myocarditis and
pericarditis following vaccination is not different from myocarditis or pericarditis in general.

Anxiety-related reactions
Anxiety-related reactions, including vasovagal reactions (syncope), hyperventilation or
stress-related reactions (e.g. dizziness, palpitations, increases in heart rate, alterations in blood
pressure, tingling-sensations-paraesthesia, hypoaesthesia and sweating) may occur in
association with the vaccination process itself. Stress-related reactions are temporary and resolve
on their own. Individuals should be advised to bring symptoms to the attention of the vaccination
provider for evaluation. It is important that precautions are in place to avoid injury from fainting.
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Special warnings and precautions for use
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Description of selected adverse reactions

Myocarditis
The increased risk of myocarditis after vaccination with Comirnaty is highest in younger males.

Two large European pharmacoepidemiological studies have estimated the excess risk in younger
males following the second dose of Comirnaty. One study showed that in a period of 7 days after
the second dose there were about 0.265 (95% CI 0.255 - 0.275) extra cases of myocarditis in 12-
29 year old males per 10,000 compared to unexposed persons. In another study, in a period of
28 days after the second dose there were 0.57 [95% CI 0.39 — 0.75] extra cases of myocarditis in
16-24 year old males per 10,000 compared to unexposed persons.
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