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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

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

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




(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.

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
estimate their frequency or establish a causal

relationship to vaccine exposure.

pericarditis such as (acute and persisting) chest
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

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¢

d. Adverse reaction determined post-authorisation.

pericarditis such as (acute and persisting) chest
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.
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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.

Some, but not all, observational analyses of
postmarketing data suggest that there may be
an increased risk of myocarditis and
pericarditis in males under 40 years of age
following the second dose of the Moderna
COVID-19 Vaccine relative to other

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

12




authorized or approved mRNA COVID-19
vaccines. Although postmarketing data
following a booster dose of mRNA vaccines
are limited, available evidence suggests a
lower myocarditis risk following a booster
dose relative to the risk following the primary
series second dose.

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).

6 OVERALL SAFETY SUMMARY
Anaphylaxis and other severe allergic
reactions, myocarditis, pericarditis, and
syncope have been reported following
administration of the Moderna COVID-19

Vaccine outside of clinical trials..

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

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 (0.5
mL, 100 micrograms) or booster dose (0.25
mL, 50 micrograms) of Spikevax has not yet

been characterised.

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

13




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

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

Pericarditis

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

Pericarditis
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(1) 252
KUTOXERZEHBIPIRD £, RKRED EHRH%,

OAgence nationale de sécurité du medicament et des produits de santé (11 A8 H) :

Le risque de myocardite et péricardite aprés la vaccination Govid-19 est confirmé
mais peu fréquent et d’ évolution favorable

https://ansm. sante. fr/actualites/le-risque—de-myocardite—et—pericardite—apres-

la-vaccination—-covid-19-est-confirme-mais—-peu-frequent-et-devolution-favorable

=4 BEHECBULZERBICO LB EEMRNAT 7 F > & DEE

B |
M #6  OR[IC95%]*t OR[IC95%]*+t 1o —=2BEET 10075 EHEM 27 10
&M e R R

12-29 i MN=4 550 N=455
[ 7. £ 3 3724 288 1.0 10

Pfizer-BioNTech :

iEE:1~T7H 150 22 2.1[1.3-3.3] 2.1[1.3-3.5] 341000 [250 200-782 900] 2.9[1.3-4.0]
1EBE: 8~218 2587 23 1.0 j0.6-1.6] 1.0 j0.6-1.5]

2EH: 1~TH 120 72 10.5 [7.3-15.1] 10.9[7.6-15.8] 37 500 (36 400-39 200] 26.7 [25.5-27.5]
ZEIR:8~21H 184 15 13[0.7-2.2] 1.2 [0.6-2.1]

Moderna :

1ER:1~7H 25 3 1.8 [0.5-6.3] 2.1 [0.6-7.3]

1EB:8~218 34 4 1.6 [0.6-4.6] 1.4 [0.4-4.3]

3EE:1~7H 5 28 86.7 [32.8-228.8]  79.8 [29.8-213.4] 7 600 [7 500-7 700] 131.6 [129.9-133.3]
ZEIH: 8~21R 11 o

30-50 & MN=2 700 N=270

SRl 2169 185 1.0 10

Pfizer-BioNTech :

1EE:1~78 52 12 1.5 [0.8-2.9] 1.5 [0.8-2.9]

1EE: 8~218 175 13 0.9 [0.5-1.6] 0.9 [0.5-1,7]

2EA:1~TH 76 23 3.8[2.3-6.2] 4.2 [2.5-7.0] 211000 [188 100-268 200] 4.7 [3.7-5.3]
2EH:8~21R8 140 14 13 §0.7-2.3] 14 §0.8-2.5]

Moderna :

1EA:1~7H 10 3 3.3[0.8-12.1] 3.3[0.5-12.3]

1EE:8~21H 20 4 2.4 [0.8-7.0] 2.6 [0.8-8.2]

2ER:1~7H 11 15 16.8 [7.5-37.7] 18.0[8.0-40.6] 37 700 [36 200-40 900] 26.5 [24.4-27.6]
3EH:8~218 7 1 1.8(0.2-14.7] 2.0[0.2-16.3]

*EBHET AT v F ER ST waFrSER N, ERECHESITERES - RFE e

(MEEAEREERLEGSEFRRERTHN | SELANOOHRORE, ERAHAOCOVID-1 9 0EEECTHEE

OR: #w i |, [IC95%] : ssnigm =il
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EhH ZHICBEHLERICH L OBEEMRNAT 7 F » £ ORE

| Xt
Eot- ] #®  OR[IC95%]*t OR[IC95%]*+t 1 —RBETIT 1007 B Y - 0
LR DEARES
12-29 @& N=0 50 M=85
SR L 773 62 1.0 10
Pfizer-BioNTech :
1EB: 1~7H 37 3 1.1[0.3-4.0] 1.3 [0.4-4.6]
1EH: 8~210 61 7 1.6[0.7-3.8] 1.7 [0.7-4.0]
2EE: 1~7H 25 12 9.3[3.7-22.7] 11.4[4.5-28.6] 232 400 [219 800-272 4.3 |3.7-4.5]
700]
2EHRB:8~21R 43 2 06[0.1-2.7] 0.7 10.1-3.0]
Moderna :
1EmEB: 1~78 1 1 13,1 [0.8-218.1] 12.6[0.7-216.2)
1EHE:B~21H 5 0 - -
2EB:1~TH 5 8 26.7 [7.7-92.7] 40.6 [9.9-166.4] 26 800 [26 500-28 800] 37.3 [34.7-32.7]
2EH:8~218 0 a
30-50 g N=9390 MN=99
WL 781 82 1.0 1.0
Pfizer-BioNTech :
1HHE: 1~7H 37 4 1.0[0.3-2.9] 1.0 10.3-2.5]
1EHA: 8~210 78 2 0.2 [0.1-1.0] 0.2 {0.1-1.1]
2EH:1~7H 26 3 1.1[0.3-3.7] 1.1[0.3-4.0]
2EH:8~210 48 4 0.8[0.3-2.3] 1.0[0.3-2.9]
Modernao :
1EH :1~7H 4 1 2.3 [0:3-21.1) 2.6 [0.3-23.4]
1B : 8~218 8 1 1.1[0.1-8.9] 1.9 [0.2-16.6]
Z2EIH: 1~TH 7 2 2.8 [0.6-13.3] 25[0.4-14.0]
Z2EE: 8~218 ¥ i}
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(2) FaA4v
KUTOXBZHMERO L. REREBD ZHR/E.

QOPaul Ehrlich Institute (10 A 26 H) : Verdachtsfalle von Nebenwirkungen und
Impfkomplikationen nach COVID-19 seit Beginn der
Impfkampagne am 27.12.2020 bis zum 30.09. 2021
https://www. pei.de/SharedDocs/Downloads/DE/newsroom/dossiers/sicherheitsberich
te/sicherheitsbericht-27-12-20-bis—30-09-21. pdf? blob=publicationFile&v=8

Impfung zum Schutz vor

#5 aIFTABHBERCGETATHEICESL, R VERBEN D105 EEES -
D DS g D Ak BE BE
BEMIICEW TR, PHHEREOBENLBPRELSR,

Comirnaty Spikevax
1058 K 7 » OEEHEE 105 BN e © OWEHEE
FEiE B Eig B o4
(%)

12-17 4.81 0,49 11.41°
18-20 468 0,97 11,71 2,05
30-39 1.88 1.1 4,67 112
40-49 1,12 0,93 2,13 0,80
50-59 0,71 0,77 0,99 091
60-69 0,38 0,29 0,31
70-70 0.47 0,25 0,50 0,45
89+ 0,18 0,13 047
23 1.57 0.65 3,78 1,09
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