
INDICATION

SPIKEVAX (COVID-19 Vaccine, mRNA) is a vaccine indicated for active immunization to prevent coronavirus 
disease 2019 (COVID-19) caused by severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) in 
individuals 12 years of age and older.

IMPORTANT SAFETY INFORMATION

Contraindications
Do not administer SPIKEVAX to individuals with a known history of severe allergic reaction (e.g., anaphylaxis) to 
any component of SPIKEVAX or to individuals who had a severe allergic reaction (e.g., anaphylaxis) following a 
previous dose of a Moderna COVID-19 vaccine.

PRODUCT  
OVERVIEW*

Reserve the 2025–2026 formula today.

Please see continued IMPORTANT SAFETY INFORMATION throughout, and scan or click the QR code 
on page 4 for Spikevax Full Prescribing Information.

®
EXPECTED 
SPIKEVAX  

2025–2026  
FORMULA

*Spikevax (2025–2026 Formula) has not been FDA authorized or approved and will require authorization or approval prior to sale. Information is 
subject to change. 

spikevax
COVID-19 Vaccine, mRNA
by moderna

https://static.modernatx.com/pm/6cef78f8-8dad-4fc9-83d5-d2fbb7cff867/5efa7d9d-05e8-46b5-945a-637c2867bd00/5efa7d9d-05e8-46b5-945a-637c2867bd00_viewable_rendition__v.pdf


Expected Product  
Information1*

Please see continued IMPORTANT SAFETY INFORMATION throughout, and scan or click the QR code  
on page 4 for Spikevax Full Prescribing Information.

Storage and handling information for the 2025–2026 presentation  
will be shared when available.

Spikevax® (2025–2026 Formula) Expected Presentation

PRE-FILLED SYRINGE

IMPORTANT SAFETY INFORMATION (CONT.)

Warnings and Precautions
•	 Management of Acute Allergic Reactions: Appropriate medical treatment must be immediately available 

to manage potential anaphylactic reactions following administration of SPIKEVAX.
•	 Myocarditis and Pericarditis: Postmarketing data demonstrate increased risks of myocarditis and 

pericarditis, particularly within the first week following vaccination. The observed risk is highest in males  
18 through 24 years of age. 

•	 Syncope (fainting): May occur in association with administration of injectable vaccines. Procedures should 
be in place to avoid injury from fainting. 

*Spikevax (2025–2026 Formula) has not been FDA authorized or approved and will require authorization or approval prior to sale. Information is 
subject to change. 

spikevax
COVID-19 Vaccine, mRNA
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COVID-19, coronavirus disease 2019; CPT, Current Procedural Terminology; CVX, vaccine administered; FDA, US Food and Drug Administration; ICD-10-CM, 
International Classification of Disease, Tenth Revision, Clinical Modification; LNP, lipid nanoparticle; mRNA, messenger RNA; MVX, Manufacturer of Vaccine; 
NDC, National Drug Code; SARS-CoV-2, severe acute respiratory syndrome coronavirus 2.

© 2025 Moderna US-COV-2500014 04/2025

Please scan or click the QR code or ask your representative  
for Spikevax Full Prescribing Information.

INDICATION

SPIKEVAX® (COVID-19 Vaccine, mRNA) is a vaccine indicated for active immunization to prevent coronavirus 
disease 2019 (COVID-19) caused by severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) in 
individuals 12 years of age and older.

IMPORTANT SAFETY INFORMATION

Contraindications
Do not administer SPIKEVAX to individuals with a known history of severe allergic reaction (e.g., anaphylaxis)  
to any component of SPIKEVAX or to individuals who had a severe allergic reaction (e.g., anaphylaxis) following 
a previous dose of a Moderna COVID-19 vaccine.

Warnings and Precautions
•	 Management of Acute Allergic Reactions: Appropriate medical treatment must be immediately available 

to manage potential anaphylactic reactions following administration of SPIKEVAX. 
•	 Myocarditis and Pericarditis: Postmarketing data demonstrate increased risks of myocarditis and 

pericarditis, particularly within the first week following vaccination. The observed risk is highest in males  
18 through 24 years of age.

•	 Syncope (fainting): May occur in association with administration of injectable vaccines. Procedures should 
be in place to avoid injury from fainting. 

•	 Altered Immunocompetence: Immunocompromised persons, including individuals receiving 
immunosuppressive therapy, may have a diminished immune response to SPIKEVAX.

•	 Limitations of Vaccine Effectiveness: SPIKEVAX may not protect all vaccine recipients. 

Adverse Reactions
The most commonly reported (≥10%) adverse reactions following any dose in any indicated patient population  
were pain at the injection site, fatigue, headache, myalgia, chills, arthralgia, axillary swelling/tenderness, 
nausea/vomiting, and swelling at the injection site.

Reporting Adverse Events and Vaccine Administration Errors
To report suspected adverse reactions, contact ModernaTX, Inc. at 1-866-663-3762 or VAERS at 1-800-822-7967 
or https://vaers.hhs.gov.

For Colorado and Connecticut price disclosure, please visit https://modernadirect.com/wac-disclosure.
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