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5 WARNINGS AND PRECAUTIONS

5.2 Myocarditis and Pericarditis
Postmarketing data demonstrate increased
risks of myocarditis and pericarditis,
particularly within 7 days following the
second dose. The observed risk is higher
among males under 40 years of age than
among females and older males. The observed
risk is highest in males 12 through 17 years of
age. Although some cases required intensive
care support, available data from short-term
follow-up suggest that most individuals have
had resolution of symptoms with conservative
management. Information is not yet available
about potential long-term sequelae. The CDC
has published considerations related to
myocarditis and pericarditis after vaccination,
including for vaccination of individuals with a

history of myocarditis or pericarditis

4.4 Special warnings and precautions for
use

Myocarditis and pericarditis

Very rare cases of myocarditis and pericarditis
have been observed following

vaccination with Comirnaty. These cases have
primarily occurred within 14 days

following vaccination, more often after the
second vaccination, and more often in
younger men. Available data suggest that the
course of myocarditis and pericarditis
following vaccination is not different from
myocarditis or pericarditis in general.
Healthcare professionals should be alert to the
signs and symptoms of myocarditis and
pericarditis. Vaccinees should be instructed to
seek immediate medical attention if

they develop symptoms indicative of

myocarditis or pericarditis such as (acute and

4.4 Special warnings and precautions for
use

General recommendations

Myocarditis and pericarditis

Very rare cases of myocarditis and pericarditis
have been observed following vaccination
with Comirnaty. These cases have primarily
occurred within 14 days following
vaccination, more often after the second
vaccination, and more often in younger men.
Available data suggest that the course of
myocarditis and pericarditis following
vaccination is not different from myocarditis
or pericarditis in general.

Healthcare professionals should be alert to the
signs and symptoms of myocarditis and
pericarditis. Vaccinees should be instructed to
seek immediate medical attention if they
develop symptoms indicative of myocarditis or

pericarditis such as (acute and persisting) chest




(https://www.cdc.gov/vaccines/covid-

19/clinical-considerations/myocarditis.html).

6 OVERALL SAFETY SUMMARY
Myocarditis and pericarditis have been
reported following administration of the
Pfizer-BioNTech COVID-19 Vaccine outside

of clinical trials.

6.2 Post Authorization Experience

The following adverse reactions have been
identified during post authorization use of
Pfizer-BioNTech COVID-19 Vaccine.
Because these reactions are reported

voluntarily, it is not always possible to reliably

persisting) chest pain, shortness of breath, or
palpitations following vaccination.
Healthcare professionals should consult
guidance and/or specialists to diagnose and

treat this condition.

4.8 Undesirable effects

Table 1 Adverse reactions from
Comirnaty clinical trials and post-
authorisation

experience in individuals 12 years of age
and older

Cardiac disorders

Not known (cannot be estimated from the
available data): Myocarditis®, Pericarditis®

c. Adverse reaction determined post-authorisation.

pain, shortness of breath, or palpitations
following vaccination.

Healthcare professionals should consult
guidance and/or specialists to diagnose and
treat this condition.

The risk of myocarditis after a third dose of

Comirnaty has not yet been characterised.

4.8 Undesirable effects

Tabulated list of adverse reactions from

clinical studies and post-authorisation

experience in individuals 12 years of age and

older

Cardiac disorders

Not known (cannot be estimated from the
available data): Myocarditis®; Pericarditis¢

d. Adverse reaction determined post-authorisation.




estimate their frequency or establish a causal
relationship to vaccine exposure.

Cardiac Disorders: myocarditis, pericarditis
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5 WARNINGS AND PRECAUTIONS

5.2 Myocarditis and Pericarditis
Postmarketing data demonstrate increased
risks of myocarditis and pericarditis,
particularly within 7 days following the
second dose. The observed risk is higher
among males under 40 years of age than
among females and older males. The observed
risk is highest in males 18 through 24 years of
age. Although some cases required intensive
care support, available data from short-term
follow-up suggest that most individuals have
had resolution of symptoms with conservative
management. Information is not yet available
about potential long-term sequelae. The CDC
has published considerations related to
myocarditis and pericarditis after vaccination,
including for vaccination of individuals with a
history of myocarditis or pericarditis
(https://www.cdc.gov/vaccines/covid-

19/clinical-considerations/myocarditis.html).

4.4 Special warnings and precautions for
use

Myocarditis and pericarditis

There have been very rare reports of
myocarditis and pericarditis occurring after
vaccination with Spikevax, often in younger
men and shortly after the second dose of the
vaccine. These are typically mild cases and
individuals tend to recover within a short time
following standard treatment and rest.
Healthcare professionals should be alert to the
signs and symptoms of myocarditis and
pericarditis. Vaccinated individuals should
also seek immediate medical attention should
they experience new onset of chest pain,
shortness of breath, palpitations or

arrhythmias.

4.4 Special warnings and precautions for
use

Myocarditis and pericarditis

Very rare cases of myocarditis and pericarditis
have been observed following vaccination
with Spikevax. These cases have primarily
occurred within 14 days following
vaccination, more often after the second
vaccination, and more often in younger men.
Available data suggest that the course of
myocarditis and pericarditis following
vaccination is not different from myocarditis
or pericarditis in general.

Healthcare professionals should be alert to the
signs and symptoms of myocarditis and
pericarditis.

Vaccinees should be instructed to seek
immediate medical attention if they develop
symptoms indicative of myocarditis or

pericarditis such as (acute and persisting) chest

11




6 OVERALL SAFETY SUMMARY
Myocarditis and pericarditis have been
reported following administration of the
Moderna COVID-19 Vaccine during mass

vaccination outside of clinical trials.

6.2 Post-Authorization Experience

The following adverse reactions have been
identified during post-authorization use of the
Moderna COVID-19 Vaccine. Because these
reactions are reported voluntarily, it is not
always possible to reliably estimate their
frequency or establish a causal relationship to
vaccine exposure.

Cardiac Disorders: myocarditis, pericarditis

4.8 Undesirable effects

Table 1 Adverse reactions from Spikevax
clinical trials and post-authorisation
experience in individuals 12 years of age
and older

Cardiac disorders

Frequency not known (cannot be estimated
from the available data): Myocarditis,

Pericarditis

pain, shortness of breath, or palpitations
following vaccination.

Healthcare professionals should consult
guidance and/or specialists to diagnose and

treat this condition.

4.8 Undesirable effects

Table 1: Adverse reactions from Spikevax
clinical trials and post authorisation
experience in individuals 12 years of age
and older

Cardiac disorders

Frequency not known (cannot be estimated
from the available data): Myocarditis,

Pericarditis

12
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