
 
 
Date: January 05, 2022 

Following the FDA update on the EUA Fact Sheet for Pfizer-BioNTech COVID-19 vaccine on 03JAN2022, ACIP met to review safety data on this vaccine in children 
and adolescents for the purpose of voting on a recommendation to extend use of the booster dose to 12-15yo adolescents.  At the end of the meeting, the ACIP 
took a vote on the following recommendation: A single Pfizer-BioNTech COVID-19 vaccine booster dose is recommended for persons 12-17 years at least 5 months 
after primary series under the FDA’s Emergency Use Authorization , with a vote of 13-1 in favor.  The single no vote was not anti-booster, but the member wanted 
to keep the emphasis on vaccinating more of the unvaccinated to diminish the hospitalizations rather than using precious resources to give already vaccinated a 
booster dose.  A selection of slides from the various presentations can be found in the attached pdf. 

VAERS presentation reported that 8.7 MM doses of vaccine had been administered to 5-11yo and 18.7 MM doses to 12-15yo children in the US.  More than 92% of 
the reports were non-serious with similar demographics, reported AEs were known and well-characterized, vaccination errors or workups for myocarditis or MIS-C.  
Reporting rates for males 5-11 yrs were substantially lower than for 12-15 and 16-17yo males.  Since authorization, booster doses have been administered to 
47,000 persons 16-17yo and 930,000 persons 18-24 yo.  13 preliminary reports of myocarditis with 4 meeting CDC definition and 9 under review; all 4 recovered.  V-
safe presentation included data from 15,208 5-15yo children.  Most reactions were mild to moderate, most were reported on day after vaccination and were more 
frequent after dose 2 than 1.  Reports from 5-11yo were less frequent than in 12-15yo.  VSD presentation provided an analysis of myocarditis/pericarditis in 12-
17yo and 5-11yo.  The rate ratio was elevated for 12-17yo during days 0-7 after Dose 2 with excess risk 0.3 cases per million first doses vs 70 cases per million 
second doses.  With 431,485 doses administered to 5-11yo, there have been no safety signals within VSD.  2 potential cases in 5-11yo have been chart reviewed, 
with verification of an 11yo with acute pericarditis 19 days after dose 2 but no verification of the other.  Interim clinical considerations focused on the new gray-
top formulation for 12 yrs and older that requires no dilution and refrigerator storage and the updates announced yesterday by CDC for additional dose for 
immunocompromised 5-11yo children, and allowance of 5 month boost interval. 

Discussion and the Evidence to Recommendation Framework reviewed the public health need and sparked heated discussion re: whether the vaccine is meant to 
diminish hospitalization/death or also to diminish mild/asymptomatic infections.  Several of the members are attendings on clinical services that are swamped and 
the data showing that hospitalization rates in unvaccinated 12-17yo are 11X higher than vaccinated 12-17yo prompted some to maintain that increasing vaccination 
coverage was more important than providing a boost.  Others thought that vaccination along with masking and distancing was arguably a factor in decreasing 
transmission.  In the end, the group acknowledged that the pandemic was a moving target and that the current surge warranted protection of children against the 
onslaught of omicron.  The full set of slide presentations can be found HERE. 
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1. ACIP COVID-19 Vaccines Work Group (Matthew F. Daley, Chair) 
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2. Updates to COVID-19 vaccine safety: VAERS (John R. Su, CDC) 
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3. Updates to COVID-19 vaccine safety: v-safe (Anne M. Hause, CDC) 
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4. Updates to COVID-19 vaccine safety: VSD (Nicola Klein, Kaiser Permanente Vaccine Study Center) 
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5. Updates to Clinical Considerations (Evelyn Tentyman, CDC) 
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6. Updates to EtR Framework: Pfizer-BioNTech vaccine booster doses in 12-15 year olds (Sara Oliver, CDC) 
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N.B.  This is the recommendation that was voted on 13-1 in favor of the “should” rather than “may” language for 12-17yo adolescents (with extensión to include 
16-17yo as well).  
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