The Medical Letter

on Drugs and Therapeutics

Volume 63 November 29, 2021

IN THIS ISSUE

Pfizer/BioNTech COVID-19 Vaccine Authorized for Children 5-11 Years Old ................. p 185

ISSUE No.

1638

Important Copyright Message

FORWARDING OR COPYING IS A VIOLATION OF U.S. AND INTERNATIONAL COPYRIGHT LAWS

The Medical Letter, Inc. publications are protected by U.S. and international copyright laws.
Forwarding, copying or any distribution of this material is prohibited.

Sharing a password with a non-subscriber or otherwise making the contents of this site
available to third parties is strictly prohibited.

By accessing and reading the attached content | agree to comply with U.S. and international
copyright laws and these terms and conditions of The Medical Letter, Inc.

For further information click: Subscriptions, Site Licenses, Reprints
or call customer service at: 800-211-2769

Published by The Medical Letter, Inc. « A Nonprofit Organization » medicalletter.org



http://medicalletter.org/sub-prods
http://medicalletter.org/sitelicense
http://medicalletter.org/copyright

The Medical Letter publications are protected by US and international copyright laws.
Forwarding, copying or any other distribution of this material is strictly prohibited.
For further information call: 800-211-2769

The Medical Letter

on Drugs and Therapeutics

Volume 63 (Issue 1638)

November 29, 2021

IN BRIEF

Pfizer/BioNTech COVID-19 Vaccine
Authorized for Children 5-11 Years Old

The FDA has issued an Emergency Use Authorization
(EUA) for a lower-strength (10 mcg/0.2 mL) formu-
lation of the mRNA-based COVID-19 vaccine
manufactured by Pfizer/BioNTech (Comirnaty) for use
in children 5-11 years old." The original formulation
of Comirnaty (30 mcg/0.3 mL) is FDA-licensed for
use in persons >16 years old and available under an
EUA for use in adolescents 12-15 years old.??

CLINICAL STUDIES — A study compared the
immunogenicity of a 10-mcg dose of Comirnaty in
264 children 5-11 years old with that of a 30-mcg
dose in 253 persons 16-25 years old. Geometric
mean titer levels of anti-SARS-CoV-2 neutralizing
antibodies 1 month after the second dose in the two
groups were similar (1197.6 vs 1146.5), and 99.2% of
persons in each group experienced a seroresponse.*

In an observer-blind efficacy trial, 1968 children 5-11
years old with no evidence of prior SARS-CoV-2 infec-
tion were randomized 2:1 to receive Comirnaty 10 mcg
or placebo at 0 and 3 weeks. There were 3 cases of
COVID-19 with onset >7 days after the second dose in
children who received the vaccine and 16 cases in those
who received placebo; the vaccine efficacy rate was
90.7%. No cases of severe COVID-19 or hospitalizations
due to COVID-19 occurred in either group.*

ADVERSE EFFECTS — The 10-mcg dose of Comirnaty
appears to be better tolerated in children 5-11 years
old than the 30-mcg dose is in adolescents 12-15
years old. In the efficacy trial, fatigue, headache,
muscle pain, and injection-site pain and redness
were common following administration of the
vaccine. Most adverse effects were mild or moderate
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in severity and occurred at a higher frequency after
the second dose. No serious adverse effects related
to vaccination, including myocarditis/pericarditis and
anaphylaxis, were reported.**®

DOSAGE AND ADMINISTRATION — The new
Comirnaty formulation is supplied in vials with orange
rather than purple caps. After the contents are diluted
with 1.3 mL of normal saline, each vial provides ten
10 mcg/0.2 mL doses of the vaccine. Children 5-11
years old should receive two 10-mcg primary doses of
the vaccine intramuscularly 3 weeks apart.” Booster
doses of Comirnaty have not been authorized for use
in children to date. =
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