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What is the risk and
iImpact of myocarditis for
young adults aged 16 to
18 years following a
COVID vaccination?

What the research says

As of November 2021, the Pfizer-BioNTech
and Moderna vaccines have been authorised
for use in young adults aged 16 to 18 years.
Many countries have now initiated vaccination
programmes that include those aged 1618
years.

The Pfizer-BioNTech vaccine has been
evaluated as suitable for use by the World
Health Organization and has Emergency Use
Authorization® from the FDA in this age group.
The Pfizer-BioNTech vaccine is already being
used in a number of EU and non-EU countries
to vaccinate children >12 years of age. The
Moderna vaccine is approved for use in those
>12 years old in Canada. In the US, the FDA
have delayed a decision on the use of the
Moderna vaccine in those aged 16-18 years
until at least January 2022 in order to
undertake a detailed review of the safety data.

An increased risk for myocarditis in
adolescents (particularly males) following
vaccination with the Pfizer-BioNTech and
Moderna vaccines (both of which are mRNA-
based vaccines) have been reported. These
events appear to be rare and are estimated to
affect 70 boys aged 12 to 17 years out of 1
million vaccinations (CDC June 2021).

This compares with a rate of diagnosis of
myocarditis of approximately 10 to 20 cases
per 100,000 people per year in the US and
these cases are usually associated with viral
infection (American Heart
Association/American Stroke Association
2021). In fact, COVID-19 illness is associated
with a higher rate of myocarditis than is
observed following vaccination (American
Heart Association/American Stroke
Association 2021). The events, presenting as
chest pain and changes in heart rhythm, are
generally mild and temporary, with complete
recovery following a period of rest (CDC
November 2021). These events occur more
often following the second vaccine dose and
usually within a week of vaccination.

A number of vaccines are under investigation
for use in the 16—-18-year-old age group. The
results of the CoronaVac (an inactivated
SARS-CoV-2-based vaccine) study in a
Chinese population indicates that vaccination
is safe and induces immune responses in
children and adolescents aged 3—-17 years
(Han et al 2021).

aAn Emergency Use Authorization permits the use of a
medical product that has either not yet received
regulatory approval or has not received regulatory
approval for a specific indication, to be used in an
emergency situation to diagnose, treat, or prevent
serious or life-threatening diseases or conditions

qrimary Carg
.

.E I Pc R ::cl‘l':‘bl::::tllyglobally

9,
. Est. 2001
L3 v“.mry Group o

Page 1 of 2

[ ) q.eg




Iqeo

What this means for your clinical
practice

¢ Adolescents and their parents/guardians
with concerns can be advised that the data
suggest the vaccines available for use in
those aged 16-18 years of age are safe
and effective

¢ Vaccination should be encouraged in those
aged 16-18 years given the potential acute
and long-term risks associated with COVID-
19 illness and the likelihood that any side
effects following vaccination, including
myocarditis, are likely to be mild and
temporary

e The evidence suggests the risk of serious
side effects is small, but more data will
emerge on this as the pandemic evolves
and vaccination continues

e SARS-CoV-2 vaccine programs should be
initiated and delivered according to National
guidelines, with vaccines used according to
their licenses
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applicability for the primary care context. The content does not imply direction by the IPCRG nor does it form a d
position of the IPCRG on this subject. The content may be adapted as new evidence arises. This content is
advisory; it is intended for general use and should not be regarded as applicable to a specific case.
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