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Bivalent mRNA COVID-19 Vaccines: Steps Toward 
Simplification of Recommendations

• Bivalent mRNA COVID-19 vaccines authorized and recommended to be used for all 
doses administered to individuals 6 months of age and older.
◦ Decisions based on review of totality of data, including safety and effectiveness, population 

immunity, implementation considerations

• Monovalent mRNA COVID-19 vaccines no longer authorized and recommended for use.
◦ Deauthorization of monovalent product not related to safety concerns.

• Additional bivalent mRNA dose for people 65+ and with certain kinds of 
immunocompromise authorized

• No changes to Novavax monovalent and J&J monovalent vaccine authorizations and 
recommendations.
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CDC Advisory Committee Updates: 
COVID-19 Vaccine Safety

• Safety of mRNA COVID-19 bivalent booster
◦ Updated data on ischemic stroke from the Vaccine Safety Datalink (VSD) system & 

Vaccine Adverse Event Reporting System (VAERS)
◦ No evidence of increased risk of ischemic stroke after mRNA COVID 19 bivalent 

boosters in U.S. & international surveillance.

• V-safe
◦ COVID-19 vaccine monitoring ending soon.
◦ Next generation v-safe for other vaccines under development.

• Safety monitoring continues
◦ Full list of vaccine safety monitoring systems.

ACIP 4/19/23 VAERS Presentation | V-safe Presentation (Dr. Tom Shimabukuro)

https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety.html
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-04-19/03-COVID-Shimabukuro-508.pdf%E2%80%8B
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CDC Advisory Committee Updates:
COVID-19 Vaccine Effectiveness

• Monovalent mRNA vaccines protect against symptomatic infection in 
children aged 6 months–4 years (Pfizer-BioNTech) and 6 months–5 years 
(Moderna); protection wanes over time.

• Bivalent mRNA vaccines protect against emergency department/urgent 
care visits and hospitalizations in adults; protection wanes over time.

• mRNA vaccines provide durable protection against invasive mechanical 
ventilation and death.

ACIP 4/19/23 Dr. Ruth Link-Gelles Presentation

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-04-19/05-COVID-Link-Gelles-508.pdf


Implications of Updated Recommendations 

• Simpler – single bivalent vaccine for most persons

• Flexibility for persons at higher risk of severe COVID-19

• Remain less simple for younger children

ACIP 4/19/23, Dr. Evelyn Twentyman Presentation

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-04-19/07-COVID-Twentyman-508.pdf


Summary of mRNA COVID-19 Vaccination Schedule Revision

• People ages 6 years and older who are unvaccinated or previously received only 
monovalent vaccine doses are recommended to receive 1 bivalent mRNA vaccine dose

• For young children, the number of bivalent doses at time of initial vaccination depends 
on age and vaccine product
◦ Children ages 6 months–4 years are recommended to receive either 2 or 3 bivalent mRNA 

vaccine doses
◦ Children age 5 years are recommended to receive either 1 or 2 bivalent mRNA vaccine 

doses

• Some people may receive an additional bivalent mRNA vaccine dose
◦ Most individuals with certain kinds of immunocompromise: at least 2 months following the 

initial dose of a bivalent COVID-19 vaccine*
◦ Adults 65+: at least 4 months following the initial dose of a bivalent COVID-19 vaccine
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*Further age-appropriate doses of mRNA COVID-19 Vaccine, Bivalent may be administered at the discretion of the healthcare provider, taking into consideration the individual’s 
clinical circumstances. See FDA fact sheets for more information

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html#covid-vaccines
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html


Table 1. COVID-19 vaccination schedule for people who are not moderately or severely immunocompromised by COVID-19 
vaccination history, April 2023

CDC Interim Clinical Considerations, Table 1 | Moderna Fact Sheet for HCP

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html#covid-vaccines
https://www.fda.gov/media/167208/download
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moderately or severely 
immunocompromised by COVID-19 vaccination history, April 2023
Table 1. COVID-19 vaccination schedule for people who are not 



Guidance for Immunocompromised Young Children

• CDC guidance will be available soon

• Refer to HCP fact sheets
◦ Moderna Fact Sheet for HCP
◦ Pfizer Fact Sheet for HCP
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https://www.fda.gov/media/167208/download
https://www.fda.gov/media/167211/download


Interchangeability of COVID-19 vaccines
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Vaccine Status Age Recommendation

Children who are unvaccinated 6 months-5 years Should receive all bivalent doses from 
the same manufacturer

For people who are not moderately or 
severely immunocompromised and 
previously initiated vaccination with a 
monovalent mRNA vaccine

6 months-4 years who received 1 or more doses of 
monovalent mRNA vaccine

Only bivalent mRNA vaccine dose(s) 
from the same vaccine manufacturer.

5 year old who previously received 1 or more doses 
of Monovalent Moderna COVID-19 Vaccine

Either bivalent Moderna or 
bivalent Pfizer-BioNTech COVID-19 
vaccine.

5 year old who previously received 1 or more doses 
of Monovalent Pfizer-BioNTech COVID-19 are 
authorized

Only bivalent Pfizer-BioNTech COVID-
19 Vaccine

6 years and older who previously received 1 or 
more doses of a monovalent mRNA vaccine

Either bivalent Moderna or bivalent 
Pfizer-BioNTech COVID-19 vaccine.

CDC Interim Clinical Considerations

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html


Updated: Appendix B. People who received 
COVID-19 vaccine outside the United States
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Updated: Appendix D. Vaccine 
Administration Errors & Deviations

CDC Interim Clinical Considerations, Appendix B | Appendix D

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us-appendix.html#appendix-b
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us-appendix.html#appendix-d


COVID-19 Vaccine Product Guide

12CDPH COVID-19 Vaccine Product Guide

https://eziz.org/assets/docs/COVID19/IMM-1399.pdf


Looking Ahead

• June 2023: FDA Vaccines and Related Biological 
Products Advisory Committee (VRBPAC) meeting

• Fall 2023: Commercialization
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Resources

• Updated materials from FDA
◦ Pfizer Fact Sheet for HCP
◦ Moderna Fact Sheet for HCP
◦ Moderna Dear Healthcare Provider Letter

• Updated materials from CDC
◦ CDC Interim Clinical Considerations for COVID-19 Vaccine
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