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What Does That Mean?
How Did We Get There?

Where Do We Go From Here?

Big Day: November 2, 2021
CDC Approves Pfizer-BioNTech 

COVID-19 Vaccine Use for 
Children Ages 5-11 Years Old. 
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Why were vaccine trials 
in elementary age 

children important?
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Transmission 
in school and 
families 
during Delta 
Variant

Lam-Hine et al. MMWR Morb Mortal Wkly Rep ePub: 27 
August 2021
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Jefferson Jones: ACIP; Nov 2
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Jefferson Jones: ACIP; Nov 2
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Who makes these decisions?
• FDA: Vaccines and Related Biological Products 

Advisory Committee (VRBPAC)
• CDC: Advisory Committee on Immunization 

Practices (ACIP)

https://www.cdc.gov/vaccines/parents/infographics/journey-of-child-
vaccine.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fvaccines%2F
parents%2Finfographics%2Fjourney-of-child-vaccine-text.html
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FDA Approval versus ACIP Recommendations

FDA: 
• How the vaccine works
• What was the process 
• What were the findings at every step of 

development and testing?
• Efficacy data
• Safety data
• For Whom is the vaccine appropriate to 

approve?
• “The VRBPAC recommendation is based on the 

totality of scientific evidence available”

ACIP: 
• The safety and effectiveness of the vaccine 

when given at specific ages. Only vaccines 
licensed or authorized by FDA are 
recommended.

• The severity of the disease..
• The number of people who get the disease if 

there is no vaccine. 
• How well a vaccine works for people of 

different ages. 
• How practical the recommendations are to 

put into practice. 
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What were the 
questions the 
VRBAC (FDA) group 
was asked on 
October 26? 

Should Pfizer-BioNTech COVID-19 vaccine 
(2-doses, 10µg, IM) be approved for 
children 5–11 years of age, under an 
Emergency Use Authorization??

Does access to the vaccine outweigh risks 
in this age group?
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What was the 
question the ACIP 
group was asked 
on November 2? 

Should vaccination with Pfizer-
BioNTech COVID-19 vaccine (2-
doses, 10µg, IM) be 
recommended for children 5–11 
years of age, under an Emergency 
Use Authorization?
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Alejandra Gurtman MD, ACIP, Nov 2 
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What is 
“Immunobridging”? 
Why is it so 
important for 
pediatric vaccine trial 
evaluation?
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Sarah Oliver Nov 2 ACIP
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https://vsafe.cdc.gov/
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Tip #1
Dosages are determined by 
age, not a child’s size or 
weight. Some children may be 
11 years old when they get 
their first dose and 12 at the 
time of their second dose. 
They should receive a dose 
based on their age on the day 
of vaccination, according to 
the CDC.
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Tip #2
The COVID-19 vaccine can be 
given at the same times as 
other routine vaccines but 
should be done in a different 
injection site. 
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Tip #3
. 

The CDC and AAP also recommend children with prior COVID-19 
infection get vaccinated.

This includes children who have a history of multisystem 
inflammatory syndrome in children (MIS-C) if they have clinically 
recovered, if 90 days have passed since their diagnosis and they 
are in an area of high or substantial community transmission or 
otherwise have increased risk for exposure to the virus. 

Even if they don’t meet all the criteria post-MIS-C, the CDC said 
vaccination may be considered.
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Individuals who had an 
anaphylactic reaction 

to the first dose of 
mRNA COVID vaccine

Individuals with a prior 
anaphylactic or other 

immediate allergic 
reaction to components 

of the mRNA COVID 
vaccine (Polysorbate)

Are currently ill with 
COVID infection (finish 

isolation first)

Are currently ill with 
another moderate to 
severe acute illness

Tip 4:   Who should NOT get an mRNA vaccine?
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Tip #5
. Get your children VACCINATED as soon as possible.

2.6 million children under age 12 have received the vaccine in the 
US so far. 

As of November 18, 2021, around 443 million COVID-19 vaccine 
doses had been administered in the United States to all ages.

Every step in the vaccine development and testing process was 
followed and completed. 

Children are still getting infected….but not vaccinated children. 
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More resources 
on vaccine 
science, 
vaccine trials,  
and the 
vaccine 
approval 
process for kids

◦ From the World Health Organization: https://www.who.int/news-
room/feature-stories/detail/how-are-vaccines-
developed?gclid=Cj0KCQiAhMOMBhDhARIsAPVml-
GEpH0hUhzlvuZRVBbxIXFOqQUojAdHez-
Imz966e6BGQNNsonp7DgaAlD7EALw_wcB

◦ AHA Greater Impact Toolkit: https://www.aha.org/joining-hands-
greater-impact

◦ https://publications.aap.org/aapnews/news/15461/Answers-to-
lingering-questions-about-vaccinating-5

◦ https://healthychildren.org/English/health-
issues/conditions/COVID-19/Pages/The-Science-Behind-the-
COVID-19-Vaccine-Parent-FAQs.aspx

◦ https://www.cdc.gov/coronavirus/2019-
ncov/vaccines/recommendations/children-
teens.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fc
oronavirus%2F2019-
ncov%2Fvaccines%2Frecommendations%2Fadolescents.html

◦ What are the Long-Term Side Effects of the COVID Vaccine? 
https://www.youtube.com/watch?v=E1YRdE91x5Q

◦ https://www.chop.edu/health-resources/supporting-your-school-
age-child-during-and-after-covid-19-vaccination
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