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Need for Simplification
of Current COVID-19 Vaccine Use

Current state
Different COVID-19 vaccine compositions and immunization schedules are 
authorized or approved in the U.S., leading to a complex context for use that 
complicates implementation and communication

Desired future state
For all current COVID-19 vaccines used in the U.S.:
– same COVID-19 vaccine strain composition for primary series and booster 

doses 
– simplified immunization schedule (e.g., age- and risk-based) for use in 

periodic vaccination campaigns
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Approach to Periodic Updates 
of Current COVID-19 vaccines

Current state
Continued rapid evolution of SARS-CoV-2 and waning of vaccine-induced 
immunity will likely require revaccination with periodically updated S protein 
sequence(s) contained or encoded in current COVID-19 vaccines

Desired future state
An evidence-driven approach, similar in many ways to the process used for 
influenza vaccines, to monitor and update, as needed, the composition used in 
all COVID-19 vaccines to induce or restore protective immunity through 
periodic vaccination campaigns
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Meeting objectives 
VRBPAC to consider the following topics:
• Transitioning to the same vaccine strain composition for primary series and booster 

vaccination;
• Harmonizing the strain composition of all COVID-19 vaccines (e.g., mRNA, protein-

based);
• Simplifying the immunization schedule for future vaccination campaigns to administer:

– one dose for most adults, adolescents, and older children, and for young children who were 
previously immunized; 

– additional dose(s) for: i) high-risk older adults and persons with compromised immunity; and ii) 
young children who have not been previously immunized;

• Establishing a process for vaccine strain selection recommendations, similar in many 
ways to that used for seasonal influenza vaccines, based on prevailing and predicted 
variants that would take place by June to allow for vaccine production by September;

• Convening a strain selection meeting, at any time between routine periodic strain 
selections, to address a more pathogenic escape variant.
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Approach to updating vaccine composition: 
High-level overview of a continuous* iterative 3-step process

Vaccination Campaign X

Manufacturers update their 
vaccines as recommended and 
submit data package to FDA for 

review

Step 2

Review integrated data 
to determine need for an 

updated composition 
recommendation

Step 1

Real world evidence of 
updated vaccine 

effectiveness

Step 3

VRBPAC
strain change

recommendation

EUA &/or
Approval

Vaccination Campaign Y

Manufacturers update their 
vaccines as recommended and 
submit data package to FDA for 

review

Step 2

Review integrated data 
to determine need for an 

updated composition 
recommendation

Step 1

Real world evidence of 
updated vaccine 

effectiveness

Step 3

EUA &/or
Approval

VRBPAC
strain change

recommendation *at least annually
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Vaccination Campaign X

Manufacturers update their 
vaccines as recommended and 
submit data package to FDA for 

review

Step 2

Review integrated data to 
determine need for an 
updated composition 

recommendation

Step 1

Real world evidence of 
updated vaccine 

effectiveness

Step 3

VRBPAC
strain change

recommendation

EUA &/or
Approval

Continuous genetic, phenotypic, and antigenic characterization

Continuous epidemiological and clinical surveillance

Vaccine effectiveness studies

Approach to updating vaccine composition: 
High-level overview of a continuous* iterative 3-step process
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Vaccination Campaign X

Manufacturers update their 
vaccines as recommended and 
submit data package to FDA for 

review

Step 2

Review integrated data 
to determine need for an 

updated composition 
recommendation

Step 1

Real world evidence of 
updated vaccine 

effectiveness

Step 3

VRBPAC
strain change

recommendation

EUA &/or
Approval

CMC data

Nonclinical data

Clinical 
immunogenicity 

data *at least annually

Approach to updating vaccine composition: 
High-level overview of a continuous* iterative 3-step process
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An Age- and Risk-Based Immunization Schedule
A Proposed Potential Simplified Approach for 

Future Periodic Vaccination Campaigns

General Population 
(age-based; one dose)*

Risk-based adjustments 
(dose(s) and schedule to be determined) **

Most adults

Adolescents and Older children

Young children
who were previously 

immunized

High-risk older adults

Persons with compromised immunity

Young children
who have not 

been previously immunized

*Presumed to have had sufficient S protein exposures such that a single dose of COVID-19 vaccine induces or restores vaccine effectiveness
**Presumed to have insufficient preexisting immunity based on age and other risks (e.g., young children who have not been previously immunized, older 
adults who have higher-level risk for severe COVID-19 and death, and persons with compromised immunity); may require more than one dose of vaccine in 
each COVID-19 vaccination campaign; the number of doses and schedule to be determined
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Overview of Today’s Agenda 
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Overview of Today’s Agenda Continued 
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VRBPAC VOTING QUESTION

Simplification of current COVID-19 vaccine use:
• Vaccine composition: Does the committee recommend harmonizing the 

vaccine strain composition of primary series and booster doses used in the 
U.S. to a single composition, e.g., the composition for all vaccines 
administered currently would be a bivalent vaccine (Original plus Omicron 
BA.4/BA.5)? 
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VRBPAC DISCUSSION TOPICS

Future periodic vaccination campaigns
Periodic update to COVID-19 vaccines:

• Vaccine composition: Please discuss and provide input on the 
consideration of periodic updates to COVID-19 vaccine strain composition, 
including to the currently authorized or approved vaccines to be available 
for use in the U.S. in the fall of 2023.
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VRBPAC DISCUSSION TOPICS CONTINUED

Future periodic vaccination campaigns
Simplification of COVID-19 vaccine use:

• Immunization schedule: Please discuss and provide input on simplifying 
the immunization schedule to authorize or approve:

A) one dose for most adults, adolescents, and older children, and for young children who 
were previously immunized;  

B) additional dose(s) for:
i) high-risk older adults and persons with compromised immunity;
ii) young children who have not been previously immunized.
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