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1. SPIKEVAX (COVID-19 Vaccine, mRNA; Moderna)
2. COMIRNATY (COVID-19 Vaccine, mRNA; Pfizer-BioNTech)

*A 3rd adult COVID-19 immunization – Novavax COVID-19 Vaccine; Adjuvanted – exists but is not FDA-
approved (still under Emergency Use Authorization) and is not yet commercially available. This resource will 
focus on the aforementioned mRNA COVID-19 Vaccines.

WHY ARE THEY CALLED "MONOVALENT" SHOTS?

These mRNA vaccine formulations are monovalent, meaning they target one strain of the SARS-CoV-2 virus: 
the Omicron XBB.1.5 subvariant. The FDA voted to target this lineage to better cover the predominantly 
circulating strains that descend from this variant (>99% of sequenced SARS-CoV-2 specimens in the US as of 
9/2/2023) which are forecasted to carry the most infectious risk for the 2023-24 season. The retired bivalent 
vaccines (covering 2 strains) are no longer authorized/approved/recommended, as the 2 viral strains they 
covered are no longer in major circulation.

WHY ARE THEY CALLED "UPDATED" SHOTS?

The FDA designates the 2023-24 COVID-19 vaccines as updated shots in anticipation of needing to provide 
revised formulas annually, similar to the flu shot, which changes each year. Viruses that mutate sufficiently 
over time require administration of vaccines with updated compositions that reflect those viral changes. This 
is in contrast to previous COVID-19 vaccines labeled as boosters. A booster shot gives a single “boost” to the 
immunity conferred from a prior administration of the same vaccine (e.g., shingles, hepatitis, or the original 
COVID-19 vaccines). As we anticipate regular re-administration, possibly on an annual basis, we are moving 
away from the term booster, typically reserved for vaccine series.

HOW SAFE/EFFECTIVE ARE THESE UPDATED 2023-24 mRNA COVID-19 VACCINES?

On 9-11-23, the FDA approved these updated mRNA COVID-19 vaccines for persons aged ≥12 years, based 
on published assessments of the vaccine effectiveness (VE) and safety of their prior bivalent vaccine 
formulations. 

Among adolescents and adults, benefits of bivalent vaccination were assessed using pooled observational 
VE data for 3 outcomes:

1. Medically attended COVID-19 (ED or UTC visit) – pooled VE: 53% (95% CI = 50%–56%); low certainty
2. Hospitalization attributed to COVID-19 – pooled VE: 48% (95% CI = 30%–61%); low certainty
3. Death attributed to COVID-19 – pooled VE: 61% (95% CI = 41%–74%); very low certainty

Regarding serious adverse event potential, the risk for myocarditis or pericarditis after receipt of a bivalent 
vaccine dose is uncertain because myocarditis is a rare outcome, and bivalent vaccination coverage is 
relatively low, especially in adolescents and young adults. Myocarditis rates after booster doses in adolescent 
and young adult males are lower than rates after primary series vaccination, but estimates for monovalent and 
bivalent doses are limited. A longer interval between doses has been associated with lower rates of 
myocarditis.

WHAT FDA APPROVED ADULT COVID-19 VACCINES ARE AVAILABLE FOR 2023-24?

There are currently 2* FDA-approved adult COVID-19 vaccines commercially available for the 2023-24 season:
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In clinical trials of Moderna and Pfizer-BioNTech COVID-19 vaccines, types of post-vaccination reactions were 
generally similar. The most frequent reported reactions for older children, adolescents, and adults were:

• Local: Pain at the injection site; less commonly, redness and swelling
• Systemic: Fatigue, headache, and myalgia

Overall, symptoms tended to be more frequent and severe following the second dose of vaccine and among 
adolescents and younger adults compared with older adults. These safety and efficacy statements are abridged 
for conciseness. Consult the MMWR for more detailed findings.

WHAT ARE THESE VACCINES' INDICATIONS AND RECOMMENDATIONS FOR USE?

INDICATION
Both updated (2023-24) mRNA COVID-19 vaccines carry the same indication: active immunization to 
prevent COVID-19 caused by SARS-CoV-2 in individuals 12 years of age and older.

CDC RECOMMENDATION
On September 12, 2023, the Advisory Committee on Immunization Practices (ACIP) recommended 
vaccination with updated COVID-19 vaccines for all persons aged ≥6 months.

See the CDC’s Interim Clinical Considerations for Use of COVID-19 Vaccines in the United States for current 
guidance on vaccine selection and timing based on an individual’s age, immunocompetence and vaccine 
history.

The following pages provide the SPIKEVAX and COMIRNATY vaccine product specifications via the 
CDC's At-A-Glance resources.

https://www.cdc.gov/mmwr/volumes/72/wr/mm7242e1.htm?s_cid=mm7242e1_w
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html#not-immunocompromised
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VACCINE PRODUCT SPECIFICATIONS
SPIKEVAX (Moderna)

This CDC quick-reference guide also includes guidance for other formulations of the manufacturer’s 
vaccine (e.g., the emergency use authorized pediatric Moderna COVID-19 vaccine). When needed, 
information specific to the adult formulation (SPIKEVAX) is highlighted with an orange box.

https://www.cdc.gov/vaccines/covid-19/info-by-product/moderna/downloads/vaccine-at-a-glance.pdf


DID YOU KNOW?

LE ELEARN MOREARN MOR  at PharMerica.com For informational purposes only. 
Current as of published date of 10.20.2023.

FDA-Approved Updated (2023-24) 

COVID-19 Vaccines for Adults 

VACCINE PRODUCT SPECIFICATIONS
SPIKEVAX (Moderna)

This CDC quick-reference guide also includes guidance for other formulations of the manufacturer’s 
vaccine (e.g., the emergency use authorized pediatric Moderna COVID-19 vaccine). When needed, 
information specific to the adult formulation (SPIKEVAX) is highlighted with an orange box.
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This CDC quick-reference guide also includes guidance for other formulations of the manufacturer’s 
vaccine (e.g., the emergency use authorized pediatric Moderna COVID-19 vaccine). When needed, 
information specific to the adult formulation (SPIKEVAX) is highlighted with an orange box.

VACCINE PRODUCT SPECIFICATIONS
SPIKEVAX (Moderna)

https://www.cdc.gov/vaccines/covid-19/info-by-product/moderna/downloads/vaccine-at-a-glance.pdf
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This CDC quick-reference guide also includes guidance for other formulations of the manufacturer’s 
vaccine (e.g., the emergency use authorized pediatric Pfizer-BioNTech COVID-19 vaccines). When 
needed, information specific to the adult formulation (COMIRNATY) is highlighted with an orange box.

VACCINE PRODUCT SPECIFICATIONS
COMIRNATY (Pfizer-BioNTech)

https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/downloads/vaccine-at-a-glance.pdf
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VACCINE PRODUCT SPECIFICATIONS
COMIRNATY (Pfizer-BioNTech)

This CDC quick-reference guide also includes guidance for other formulations of the manufacturer’s 
vaccine (e.g., the emergency use authorized pediatric Pfizer-BioNTech COVID-19 vaccines). When 
needed, information specific to the adult formulation (COMIRNATY) is highlighted with an orange box.

https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/downloads/vaccine-at-a-glance.pdf



