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COVID-19 Vaccine Safety Technical (VaST) Work Group
Objectives
 Review, evaluate, and interpret post-authorization/approval COVID-19 

vaccination safety data
 Serve as the central hub for technical subject matter expertise from federal 

agencies conducting post-authorization/approval safety monitoring
 Advise on analyses, interpretation, and presentation of vaccine safety data
 Provide updates to the ACIP COVID-19 Vaccines Work Group and the entire 

ACIP on COVID-19 vaccine safety

VaST meetings 
 December 21, 2020 – present: 55 meetings to review vaccine safety data
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VaST review & assessment of booster dose safety data

VaST reviews Assessment presented to ACIP
September 13, 2021 – v-safe and Israeli data September 22, 2021

October 18, 2021 – v-safe and VAERS October 21, 2021

November 8, 2021 – v-safe and VAERS November 19, 2021

December 6, 2021 – v-safe and VAERS
January 4, 2022 (12–15-year-olds)

December 13, 2021 – Israeli data

March 28, 2022 – VSD and VAERS

April 20, 2022April 11, 2022 – Department of Veteran’s Affairs

April 18, 2022 – VSD, VAERS, v-safe

VAERS, Vaccine Adverse Event Reporting System; VSD, Vaccine Safety Data Link



Safety of first mRNA COVID-19 booster dose

 v-safe
 Age ≥18 years: injection site, systemic reactions less frequent following 

booster than following primary dose 2
 Age 12–17 years: frequency of reactions equal or slightly higher following 

booster than following primary dose 2

 Vaccine Adverse Event Reporting System (VAERS)
 Myocarditis rates highest among males ages 12–29 years

• Rates higher than background, lower than after primary dose 2
 Pericarditis reported similarly by sex and age group

• Low case counts complicate estimation of rates
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Safety of first mRNA COVID-19 booster dose (continued)
 Vaccine Safety Datalink (VSD) rapid cycle analysis

 Only safety signal: myocarditis/pericarditis in the 21 days after a 1st booster dose
 Myocarditis/pericarditis differed by age group

• 12–39 years: mostly myocarditis/myopericarditis, onset < 7 days after 
vaccination; rate per million 1st booster doses not higher than after primary 
series dose 2 

• ≥ 40 years: mostly pericarditis, onset up to 3 weeks after vaccination

 Department of Veteran’s Affairs (VA) rapid cycle analysis
 No safety signals observed for mRNA booster dose in a 21-day window. 
 Chart review confirmed 15 of 40 myocarditis/pericarditis reports after booster dose

• 10 pericarditis, 5 myocarditis
• 14 of 15 in persons age ≥ 40 years
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VaST assessment
COVID-19 vaccine first booster dose safety data to inform 
second dose booster vaccination

 VaST has provided assessments on booster dose safety at 4 ACIP meetings
 Today’s assessment included data from VSD as well as v-safe, VAERS, VA 
 Reactogenicity is similar to or lower than that seen after the primary series
 Myocarditis risk appears lower than after a primary series dose 2
 Further work and analyses are needed to understand pericarditis risk
 While data do not suggest safety concerns beyond those previously 

identified, VaST will carefully monitor data on myocarditis and pericarditis 
after booster doses
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 VaST will continue to 
• Review further safety regarding booster doses as data become available

• Collaborate with global vaccine safety colleagues on key issues

• Provide updates to the ACIP Work Group and ACIP at future meetings

8

VaST plans
COVID-19 vaccine booster dose safety data
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