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 Andrew Kroger is a federal government employee with no financial interest or 
conflict with the manufacturer of any product named in this presentation.

 Andrew Kroger will discuss off-label CDC recommendations for COVID-19 vaccines. 
 The use of trade names is for identification purposes 
only and does not imply endorsement by the ACIP or CDC.

Disclosures



 The recommendations to be discussed are 
primarily those of the Advisory Committee on 
Immunization Practices (ACIP).
- Composed of 15 experts in clinical medicine and public health

- Provides guidance on use of vaccines and other biologic products 
to DHHS, CDC, and the U.S. Public Health Service

Disclosures

Advisory Committee on Immunization Practices (ACIP) | CDC

Next ACIP Meeting
September 22, 2023

https://www.cdc.gov/vaccines/acip/index.html


COVID-19 Vaccine



 Coronavirus (SARS-CoV-2 virus)

 Identified in Wuhan, China (December 2019)

 First U.S. case – January 20, 2020

 On January 30, 2023, the end of the pandemic to occur on May 11, 2023, was 
declared

 New strain circulating – BA.2.86

COVID-19 Disease

https://www.cdc.gov/mmwr/volumes/69/wr/mm6924e2.htm?s_cid=mm6924e2_w



• Strain XBB.1.5
• Two formulations

‒ Comirnaty (Pfizer-BioNTech)
‒ Spikevax (Moderna)

• mRNA vaccines 
‒ Vaccine recipient generates the antigen

• FDA approved/licensed for persons 12 years old and older
• CDC: Effective against COVID-19 hospitalization and long COVID-19
• CDC recommended for all persons 6 months old and older

COVID-19 Vaccine: 2023-2024/1vCOV-mRNA



• One dose of vaccine (Comirnaty or Spikevax) generally recommended regardless of 
previous history of COVID-19 vaccine doses

• Off-label recommendation for persons 5 years old through 11 years old (emergency 
use authorization per FDA)

• Note that additional doses may be recommended for 5 year olds that began a series 
before the 5th birthday and are currently 5 years old

COVID-19 Vaccine: Recommendations (5 Years Old 
and Older)



History at Age 4 years Recommended Doses at Age 5 years

One Moderna bivalent One Spikevax
One Pfizer bivalent Two Comirnaty
One Moderna monovalent, one Moderna 
bivalent

One Spikevax

One Moderna monovalent, one Pfizer 
bivalent

One Comirnaty

Two Moderna monovalent, one Moderna 
bivalent 

One Spikevax

Two Moderna monovalent, one Pfizer 
bivalent

One Comirnaty

COVID-19 Vaccine: Recommendations (Aging from 4 
to 5 Years) – Immunocompetent 

Clinical Guidance for COVID-19 Vaccination | CDC

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


History at Age 4 years Recommended Doses at Age 5 years

One Pfizer monovalent, one Pfizer 
bivalent

One Comirnaty

Two Pfizer monovalent, one Pfizer 
bivalent

One Comirnaty

Three Pfizer monovalent, one Pfizer 
bivalent

One Comirnaty

COVID-19 Vaccine: Recommendations (Aging from 4 
to 5 Years) – Immunocompetent 

Clinical Guidance for COVID-19 Vaccination | CDC

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


COVID-19 Vaccine: Formulation for 5 through 11 years



COVID-19 Vaccine: Formulation for 12 Years and 
Older



 Similar to vaccination in persons 5 years through 11 years
 OFF-LABEL

COVID-19 Vaccine in Persons 6 months through 4 
Years





• Can receive additional doses of Comirnaty or Spikevax at two month intervals, per 
provider’s discretion

Immunosuppressed Patients









History at Age 4 Years Recommended Doses at Age 5 Years
One monovalent Moderna Two Spikevax
One bivalent Moderna Two Spikevax
One monovalent Pfizer Two Comirnaty
On bivalent Pfizer Two Comirnaty

COVID-19 Vaccine: Recommendations (Aging from 4 
to 5 Years) - Immunosuppressed

Clinical Guidance for COVID-19 Vaccination | CDC

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


History at Age 4 Years Recommended Doses at Age 5 Years
One monovalent Moderna, one bivalent 
Moderna

One Spikevax

Two monovalent Moderna, one bivalent 
Moderna

One Spikevax

Three monovalent Moderna, one bivalent 
Moderna

One Spikevax

Three monovalent Moderna, one bivalent 
Pfizer

One Comirnaty

One monovalent Pfizer, one bivalent Pfizer One Comirnaty
Two monovalent Pfizer, one bivalent Pfizer One Comirnaty

COVID-19 Vaccine: Recommendations (Aging from 4 
to 5 Years) - Immunosuppressed

Clinical Guidance for COVID-19 Vaccination | CDC

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


History at Age 4 Years Recommended Doses at Age 5 Years
Three monovalent Pfizer, one bivalent 
Pfizer

One Comirnaty

COVID-19 Vaccine: Recommendations (Aging from 4 
to 5 Years) - Immunosuppressed

Clinical Guidance for COVID-19 Vaccination | CDC

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


• Person can receive a dose of Comirnaty or Spikevax if it has been two months from 
their most recent mRNA (Pfizer/Moderna), Novavax, or Janssen dose.

Timing of First Dose



Contraindications and Precautions

Clinical Guidance for COVID-19 Vaccination | CDC

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