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4 - 10 fold higher risk of myocarditis with SARS-CoV-2 infection
than with vaccination

1/350 US adults has died from COVID to date (2,900/million)
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At the F.D.As urging, Phizer-
BioNTech and Moderna are

expanding their trials for children 5
to 11.

fee

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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Hospitalizations of Children and Adolescents with Laboratory-Confirmed
COVID-19 — COVID-NET, 14 States, July 2021-January 2022
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Pfizer Falters With Test of Vaccine for Youngest
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The change to the ongoing trials, which studies children between six menths and 5 years old, is
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Pfizer and BioNTech Initiate Rolling Submission for Emergency Usc«
Authorization of Their COVID-19 Vaccine in Children 6 Months
Through 4 Years of Age Following Request From U.S. FDA




MARKETS BUSINESS INVESTING TECH POLITICS CHEC TV INVESTING CLUB PRO &

Pfizer delays its FDA application to

expand its Covid vaccine to kids under <
5 until Aprit MAY

FPUBLISHED FRI, FEB 11 2022-1:37 PM EST | UPDATED FRI, FEB 11 20232-6:55 PM EST
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_ _ , , ) The News With
KEY * Pfizer and BioMTech said they needed more data “because rates of infection and EhIFII‘"ﬂ Smith

POINTS iliness remain high in children of this age™ due to the omicron variant. UP NEXT | Mhartawids Bichaing
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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
TN e, MR JETIE T m resuits 1 thE Fhase 453 Rid oo ; nounceon March 23, 2022 showed a

Pfizer and BioNTech'’s three-dose Covid vaccine for children 6 months to 5
years old was 809% effective at preventing illness during the omicron wave, « .

according to preliminary clinical trial results released Monday.

A third dose of the vaccine elicited a strong immune response and was well#' Ry SOy
. . . . . . 1 SSl T -"'Iu = limited onily ta | .
tolerated by the kids with a majority of the side effects mild to moderate, '

according to the companies. ' T &
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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?




What is the effectiveness of these vaccines?
I11ZERO!!]




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 B Right away [ Wait and see [ Only if required [l Definitely not

32%

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... 7" See topline for full question wording Vaccine Monitor
SOURCE: KFF COVID-19 Vaccine Monitor (April 13-26, 2022) « PNG




