
 
 
Date: April 6, 2022 

The Vaccines and Related Biological Products Advisory Committee met on April 6, 2022 to discuss considerations for COVID-19 vaccine booster doses and process 
for COVID-10 vaccine strain selection to address current and emerging variants.  There was no discussion of specific products or votes taken, rather FDA organized 
summary presentations on the state of the pandemic to stimulate discussion of open scientific and policy questions.  These questions included: what is the optimal 
strain composition for COVID-19 vaccines to address current and emerging SARS-CoV-2 variants; when and how frequently to consider strain composition changes; 
how to implement a formal process for COVID-19 vaccine strain selection; and what is the optimal timing for use of COVID-19 vaccine booster doses among the 
general population and among specific sub-populations. The purpose of this VRBPAC meeting was to discuss a framework to address some of the challenges posed 
by these outstanding questions.  

Presentations included Update on the Epidemiology of COVID-19 Variants (CDC), COVID-19 Vaccine Effectiveness in Children and Adults (CDC), Israeli Experience 
with Fourth Booster Doses in Older Adults (Israeli MOH and Weissman Institute), Predicting Future SARS-CoV-2 Variants (NIAID and Fred Hutch), Modeling of Future 
US COVID-19 Outbreaks (IHME, Wash U), WHO Perspective on Variants for COVID-19 Vaccine Composition (WHO Melbourne), Perpective on Variant Vaccine 
Development and Production (BARDA) and Proposed Framework for Addressing Future COVID-19 Outbreaks (CBER).  Following this, there was the Public Hearing 
and 2.5h of committee discussion of how to address FDA questions.  Key takeaways (many remained open questions): 

• Covid is constantly changing and although less severe, Omicron still has resulted in a lot of hospitalizations 

• CDC presented data showing that a second booster dose does benefit but perhaps for only a short time 

• mRNA #3 receipt increases protection across all severity outcomes and remains high among immunocompetents for 4-6 mo 

• Israeli data on mRNA #4 in 60+ results in 2-4-fold further protection against death compared with mRNA #3 precipients (NEJM today) 

• New strains most likely will come from Omicron variants but it’s possible that another variant will emerge out of nowhere that evades vaccine 

• WHO presented how they choose new influenza strains but also highlighted differences for COVID, especially that there is not clear seasonality 

• BARDA presentation outlined timeline of manufacturing; should we make multivalent vaccines or stick with monovalent?  For new vaccine for fall, clinical 
trials have to start in early May to meet demand 

• What lab results will tell us we need an updated vaccine?  Real-world effectiveness needs to be part of the decision as no CoP as yet 

• FDA stated if vaccine is changed, this will be applied to all vaccines to minimize confusion in the field with differing regimens 

• Consensus that we can’t keep boosting every few months; what level of protection will be enough? 

• Another meeting is planned on this topic, likely early summer 

• A selection of slides from the various presentations can be found in the following pages, the full set of slide presentations can be found HERE. 
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1. Update on Epidemiology of SARS-KCoV-2 Strains (H. Scobie, CDC) 
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2.  COVID Vaccine Effectiveness in Children and Adults (R. Link-Gelles, CDC) 
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3.  Protection by 4th dose of BNT 162b2 against Omicron in Israel (S. Alroy-Preis, MOH and R. Milo, Weizmann) 
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4.  Continuing SARS-C0V-2 evolution under population immune pressure (T. Bedford, Fred Hutch) 
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5. SARS-CoV-2 Antigenic Space (J. Beigel NIAID) 
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6.  IHME COVID-19 modeling update (C. Murray, IHME) 
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7. Technical Advisory Group on COVID-19 Vaccine Composition (K. Subbara0, WHO Melbourne) 
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8. COVID-19 Vaccine Strain Selection – Points to Consider for Manufacturing Timelines (R. Johnson, BARDA) 
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8.  Proposed Framework for Addressing Future COVID-19 Vaccine Strain Composition (J. Weir, CBER) 
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