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FDA delays decision on Moderna coronavirus vaccine for adolescents to
evaluate myocarditis risk, company says

The agency says the review will take until at least January, according to the company
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At the F.D.A/'s urging, Pfizer-
BioNTech and Moderna are
expanding their trials for children 5
to 11.

fae

By Sheryl Gay Stolberg, Sharon LaFraniere and Noah Weiland

July 28, 2021

The ED.A. has asked the companies to include 3,000 children in the
5-to-11-year-old group, the group for whom resulivere expected
first, according to people familiar with the situatich. One of the
people, granted anonymity to speak freely, described that figure as
double the original number of study participants.

Dig deeper into the moment.
Special offer: Subscribe for 51 a week.

A spokesman for Moderna, Ray Jordan, confirmed that the
company intends to expand its trial “to enroll a larger safety
database which increases the likelihood of detecting rarer events”
and expects to seek emergency authafatiun late this year or early
next year.
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Figure 2. Local Reactions and Systemic Events Reported in the Phase 2-3 Trial within 7 Days after Injection of BNT162b2 or Placebo.
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Pfizer determined that two low doses of its vaccine did not produce an adequate immune response in some kids under 5, likely 164 —0-4yrs g;‘:i';g’"'Pmd"""'"B"t
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posing a setback to providing shots for the youngest population. e

144 ——12-17 yrs
By Kaia Hubbard = Dec. 17,2021, at 4:03 p.m

The change to the ongoing trials, which studies children between six months and 5 years old, is
likely a setback in the timeline for making the shots available to the youngest population.
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Although the company said the two lower doses of a vaccine generated a strong immune « ----- T e —
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response in kids under age 2, the same wasn't true for 2- to 5-year-olds.

Jul Aug Sep Oct Nov Dec Jan
201 2022

Surveillance week end date

Abbreviation: COVID-NET = Coronavirus Disease 2019-Associated Hospitalization Surveillance Network.

* Number of patients with laboratory-confirmed COVID-19-associated hospitalizations per 100,000 population; rates are subject to change as additional data are reported.

T COVID-NET sites are in the following 14 states: California, Colorade, Connecticut, Georgia, lowa, Maryland, Michigan, Minnesota, New Mexico, New York, Ohio, Oregon,
Tennessee, and Utah. Starting the week ending December 4, 2021, Maryland data are removed from weekly rate calculations.
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Pfizer and BioNTech Initiate Rolling Submission for Emergency Use«
Authorization of Their COVID-19 Vaccine in Children 6 Months
Through 4 Years of Age Following Request From U.S. FDA

Tuesday, February 01, 2022 - 04:20pm

Iy ina 2

« With pediatric COVID-19 cases surpassing 10 million and at the request of the FDA, the companies have submitted available
data on the safety and efficacy of two 3 g doses as part of a three-dose primary series for this age group to address the
urgent public health need

« Companies plan to submit additional data on @ third 3 yig dose in this age group in the coming months

« If authorization is granted, the Pfizer-BioNTech vaccine would be the first COVID-19 voccine available for pediatric
populations under 5 years of age
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Pfizer delays its FDA application to
expand its Covid vaccine to kids under <
5 until Aprit MAY
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KEY ® Pfizer and BioNTech said they needed more data “because rates of infection and Shepard Smith

POINTS illness remain high in children of this age” due to the omicron variant. UP NEXT | Worldwide Exchang

05:00 am ET

® Dr. Peter Marks, head of the FDA division responsible for vaccine safety, said the «
sudden decision to delay authorization should reassure parents that the FDA is
doing due diligence to make sure the vaccine is safe and effective for kids.

® Marks said parents will have to rely on mitigation measures to protect their children
as they wait for the vaccine’s authorization in the coming months.




Moderna Files for Authorization of Its COVID-19

Vaccine in Young Children Six Months to Under Six
Years of Age
Pfizer says third Covid vaccine shot
for kids under 5 is 80% effective 4/28/2022

against omicron

PUBLISHED MON, MAY 23 2022.6:45 AM EDT | UPDATED MON, MAY 23 2022.10:15 AM EDT

Positive interim results from the Phase 2/3 KidCOVE study, announcedn March 23, 2022 showed a robust
neutralizing antibody response in the 6 month to under 6 years of age group after a two-dose primary series of

MRNA-1273, along with a favorable safety profile. The antibody titers in the pre-specified 6 month to 23 month and «

ears to under 6 years age sub-groups met the statistical criteria for similarity to the adults in the COVE study,

Pfizer and BioNTech’s three-dose Covid vaccine for children 6 months to 5
years old was 80% effective at preventing illness during the omicron wave,
which satisfied the primary objective of the study. The previously announced results included a supportive

according to preliminary clinical trial results released Monday.

&Iiminary efficacy analysis on cases mostly collected during the Omicron wave, including home testing for COVID-

A third dose of the vaccine elicited a strong immune response and was well
19. When the analysis is limited only to cases confirmed positive for SARS-CoV-2 by central lab RT-PCR vaccine

tolerated by the kids with a majority of the side effects mild to moderate,
efficacy remained significant at 51% (95% Cl: 21-69) for 6 months to <2 years and 37% (95% Cl: 13-54) for 2 to <6

according to the companies.
years. These efficacy estimates are similar to vaccine efficacy estimates in adults against Omicron after two doses of

MRNA-1273.

The EUA submission for children ages 6 months to under 6 years will be complete next week. Moderna is also «

currently studying booster doses for all pediatric cohorts.

VRBPAC meeting: Moderna 6 — 17 year old on June 14
Moderna + Pfizer (2 dose vs 3 dose primary series) on June 15
After VRBPAC meeting = FDA decision
CIP decision = CDC decision




What is the effectiveness of these vaccines?
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Walt Orenstein: Vaccinations save lives




Figure 1

One In Five Parents Of Children Under 5 Want To Vaccinate Their
Child For COVID-19 Right Away When Authorized, But Four In Ten
Want To Wait And See

Thinking about your child between the ages of...have they received at least one dose of a COVID-19 vaccine, or not? If
not, do you think you will get them vaccinated...?

Bl Child is vaccinated [ Right away [ Wait and see [ Only if required [l Definitely not

Under 5 18% 38% 11% 27%

A 4 4

NOTE: Asked of parents or guardians of children under 18. For parents of children under 5, question was worded "Thinking about

your child under the age of 5, once there is a COVID-19 vaccine authorized and available for your child’s age group, do you think you ~ KFF COVID-19
will...?" See topline for full question wording. Vaccine Monitor
SOURCE: KFF COVID-19 Vaccine Monitor (April 13-26, 2022) « PNG




