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Novavax COVID-19 Vaccine Updates
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7/13/2022:
• FDA Authorized 

Emergency Use of 
Novavax COVID-19 
Vaccine as a 2-dose 
primary series in >18 
years old

7/19/2022: 
• ACIP and CDC recommend 

Novavax for adults

7/22/2022:
• Approval by 

Western States 
Scientific 
Safety Review Work
group 

FDA Authorizes Emergency Use of Novavax COVID-19 Vaccine | ACIP Presentation Slides: July 19, 2022 | 
CDC Recommends Novavax for Adults | Western States Statement on Novavax COVID-19 Vaccine for Adults

https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-authorizes-emergency-use-novavax-covid-19-vaccine-adjuvanted
https://www.cdc.gov/vaccines/acip/meetings/slides-2022-07-19.html
https://www.cdc.gov/media/releases/2022/s0719-covid-novavax-vaccine.html
https://www.cdph.ca.gov/Programs/CID/DCDC/Pages/COVID-19/Statement-on-Novavax-for-Adults.aspx


Novavax COVID-19 Vaccine (NVX-Co2373)

• Novavax (NVX-Co2373) contains the 
SARS-CoV-2 recombinant spike protein and 
Matrix-M adjuvant.
◦ Other protein subunit vaccines include 

hepatitis B, influenza, and pertussis (whooping 
cough) vaccines.

◦ Other vaccines with adjuvants include tetanus 
and shingles vaccines.

• Granted Emergency Use Listing (EUL) by 
the WHO in December 2021
◦ Authorized in 40+ countries,
◦ Over 1 million doses given worldwide per 

Novavax

World Health Organization Emergency Use Listing of NVX-CoV2373
Covid-19 Vaccine Tracker-Novavax 3

https://www.fda.gov/media/159898/download
https://www.cdc.gov/vaccinesafety/concerns/adjuvants.html
https://www.who.int/news/item/17-12-2021-who-lists-9th-covid-19-vaccine-for-emergency-use-with-aim-to-increase-access-to-vaccination-in-lower-income-countries
https://covid19.trackvaccines.org/vaccines/25/


Novavax Clinical Trial Data

• Phase III randomized controlled trial in adults 18 and older in 
the United States and Mexico

• Study enrollment and follow up occurred between December 
2020-September 2021
◦ Conducted during Alpha variant predominance

• The per protocol set included 17,272 participants in the vaccine 
groups and 8,385 in the placebo group
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Evidence to Recommendation Framework: Novavax COVID-19 Vaccine, Adjuvanted in adults ages 
18 years and older | Advisory Committee on Immunization Practices, July 19, 2022

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-07-19/05-COVID-Twentyman-508.pdf
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Outcome 1: Symptomatic Lab-confirmed COVID-19
Studies with Unvaccinated Comparator (n=1)

Evidence to Recommendation Framework: Novavax COVID-19 Vaccine, Adjuvanted in adults ages 
18 years and older | Advisory Committee on Immunization Practices, July 19, 2022

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-07-19/05-COVID-Twentyman-508.pdf


Adverse Reactions

• Most frequently reported solicited local adverse events were 
tenderness and injection-site pain.

• Most common solicited systemic adverse events were 
headache, myalgia, fatigue, and malaise.

• Severe local reactions (grade ≥3) were infrequent.
• Frequency of serious adverse events were similar in groups 

receiving vaccine (1.0%) and placebo (1.1%).

6Efficacy and Safety of NVX-CoV2373 in Adults in the United States and Mexico | NEJM

https://www.nejm.org/doi/full/10.1056/NEJMoa2116185
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Interim Clinical Considerations for Novavax COVID-19 Vaccine | ACIP 
Meeting, July 19th 2022

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-07-19/06-COVID-Hall-508.pdf


Novavax Covid-19 Vaccine Schedule
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Interim Clinical Considerations for Novavax COVID-19 Vaccine | ACIP 
Meeting, July 19, 2022

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-07-19/06-COVID-Hall-508.pdf


Extended Interval Consideration
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Interim Clinical Considerations for Novavax COVID-19 Vaccine | ACIP 
Meeting, July 19th 2022

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-07-19/06-COVID-Hall-508.pdf


Coadministration

• In general, Covid-19 vaccines may be administered without 
regard to timing of other vaccines

• Routine administration of all age-appropriate doses of vaccines 
recommended for whom there are no contraindications

• Considerations:
◦ If they are at risk of becoming behind on recommended vaccines
◦ Risk of being infected with a vaccine-preventable disease
◦ Risk for severe disease, if infected
◦ Reactogenicity profile of vaccines

10Interchangeability of COVID-19 vaccine products

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


Coadministration: Orthopox Vaccine
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Interim Clinical Considerations for Novavax COVID-19 Vaccine | ACIP 
Meeting, July 19, 2022

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-07-19/06-COVID-Hall-508.pdf


Vaccine Timing Guide: Pediatric/Adolescent/Adult
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Updated with 
Novavax!

Job Aid (English): COVID-19 Vaccine Timing by Age

https://eziz.org/assets/docs/COVID19/IMM-1396.pdf
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