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Efficacy Safety 

IMPORTANT SAFETY INFORMATION 

Dosing Storage Summary 

The safety data for Novavax COVID-19 Vaccine, Adjuvanted (2023-2024 Formula} are based on studies of the Novavax 

COVID-19 Vaccine, Adjuvanted (Original monovalent) [no longer authorized for use in the U.S.] and of the Novavax monovalent 

vaccine (Omicron BA.1 ); bivalent vaccine (Original and Omicron BA.1 ); bivalent vaccine (Original and Omicron BA.5); and 

monovalent vaccine (Omicron BA.5) [none of which has been authorized or approved in the U.S.]. 

Contraindications 

Do not administer the Novavax COVID-19 Vaccine, Adjuvanted to individuals with a known history of a severe allergic reaction 

(e.g., anaphylaxis) to any component of the Novavax COVID-19 Vaccine, Adjuvanted, or to individuals who had a severe allergic 

reaction (e.g., anaphylaxis) following a previous dose of a Novavax COVID-19 Vaccine, Adjuvanted. 

Warnings and Precautions 

Management of Acute Allergic Reactions: Appropriate medical treatment to manage immediate allergic reactions must be 

immediately available in the event an acute anaphylactic reaction occurs following administration of the Novavax COVID-19 

Vaccine, Adjuvanted. 

Monitor Novavax COVID-19 Vaccine, Adjuvanted recipients for the occurrence of immediate adverse reactions according to the 

Centers for Disease Control and Prevention guidelines (httQs://www.cdc.gov/vaccines/covid-19/clinical-considerations/managio.g.:. 

anaQbY.laxis. html). 

Myocarditis and Pericarditis: Clinical trials data provide evidence for increased risks of myocarditis and pericarditis following 

administration of the Novavax COVID-19 Vaccine, Adjuvanted (see Full EUA Fact Sheet). 

The CDC has published considerations related to myocarditis and pericarditis after vaccination, including for vaccination of 

individuals with a history of myocarditis or pericarditis (httQs://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim

considerations-us. html#mY.ocarditis-Qericarditis). 

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

injury from fainting. 

Altered lmmunocompetence: lmmunocompromised persons, including individuals receiving immunosuppressant therapy, may 

have a diminished immune response to the Novavax COVID-19 Vaccine, Adjuvanted. 

Limitations of Vaccine Effectiveness: The Novavax COVID-19 Vaccine, Adjuvanted may not protect all vaccine recipients. 

Please see additional Important Safety Information on the next page. 
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