Sept. 23, 2021 Meeting of the Advisory Committee on Immunization Practices (ACIP) 
Virtual at CDC
Draft/unedited minutes by Stan Grogg, DO
Liaison Member (non-voting) reSARS-CoV-2presenting the
American Osteopathic Association

ACIP slides for Sept. 22 and 23, 2021 can be found at: https://www.cdc.gov/vaccines/acip/meetings/slides-2021-09-22-23.html. 

Dr. Fink of the FDA informed the ACIP members that the FDA expanded Pfizer-BioNTech EUA to include a single booster dose, to be administered at least six months after completion of the primary series in: 
	Note:[image: ]
CDC's Director Dr. Walensky [image: ]   thanked the members of the ACIP for the time committed for the 17 meetings this last year,  mostly concerning COVID19. She discussed the deliberations and needed outcomes of the ACIP's decisions.

Three recommendations approved by ACIP 9/23/2021
1. 
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2. 
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3. 
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Comments: 
1. Current recommendations state that the additional dose should be the same product as the primary series. BUT: If the product given for the first 2 doses is NOT available, the other vaccine product may be administered. 
2. Axillary Lymphadenopathy was found in 5.2 %  after 2nd and 3rd doses. 1 case of myocarditis in 30 plus year old.
3. Most vaccinated adults (76-87% )will get booster if available.
4. It is expected the over 70% of boosters will be given in pharmacies. 

Discussions : pros and cons of boosters discussed below. 
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Next scheduled virtual meeting of ACIP Sept. 29, 2021

Questions/Comments Stanley.grogg@okstate.edu.
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Considerations for the individual level assessment
of benefits and risks a COVID-19 booster dose

Potential risks
= Myocarditis and myopericarditis, although very rare, may occur following mRNA
vaccination. It is more common in younger age groups, particularly males aged <30
years.
— Most patients with myocarditis have been hospitalized for short periods, with the
majority achieving resolution of acute symptoms
— The rate of myocarditis following a booster dose is not yet known
= Anaphylaxis, although rare, may occur following mRNA vaccination. The rate of
anaphylaxis following a booster dose is not yet known
= Reactogenicty, including transient local and systemic symptoms, are common
following mRNA vaccines. The 3 dose of Pfizer-BioNTech COVID-19 vaccine appears
to have similar reactogenicity as the 2" dose.
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Considerations for the individual level assessment
of benefits and risks a COVID-19 booster dose

Consider individual risk of SARS-CoV-2 exposure

= Risk of exposure in occupational, living and transportation settings

= Ability to consistently wear a mask, maintain social distance, and other mitigation measures
* Rates of SAR-CoV-2 infection in the community

Consider individual risk of developing severe COVID-19, if infected
= Underlying medical conditions, particularly if not well controlled

Consider personal characteristics
= Living with or caring for a frail or immunocompromised person

= Consequences of inability to meet personal or occupational obligations due to SARS-CoV-2
infection
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Contraindications & Precautions

= Severe allergic reaction (e.g., anaphylaxis) after a previous dose or to a
component of the Pfizer BioNTech COVID-19 vaccine

= Immediate allergic reaction of any severity to a previous dose or known
(diagnosed) allergy to a component of the vaccine

= Known polysorbate allergy is a precaution to mRNA COVID-19 vaccination
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Adults 265 years of age and LTCF residents

* Highest risk of severe disease

* Largest impact in waning VE against severe
disease

+ Prioritized for early doses of COVID-19 vaccines
(longer duration since primary series)

Age cut-off may not represent
continuum of risk
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Adults 18-64 years of age at risk for severe COVID-19 due to underlying medical
conditions or at risk of SARS-CoV-2 exposure due to occupation/setting

Type of
recommend;

Standard
recommendation

Recommended for
individuals based
on assessment of
benefits and risks

PROS

Simple

Reduces barriers for individuals who
may have increased risk of disease
Reduction in infection could reduce
work absenteeism

CONS

Not strong evidence of increased risk of
hospitalization or death in all individuals
Balance of benefits and risks likely varies
Large number of people initially eligible
(>50 million)

Reduces barriers for individuals who
may have increased risk of disease
Reduction in infection could reduce
work absenteeism

Reflects uncertainty in current balance
of benefits and risks in this population

Large number of people initially eligible
(>50 million)
More complicated to implement
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Summary
Vaccine effectiveness by underlying medical condition

= Limited data currently to evaluate VE by a variety of underlying medical conditions
— Current data with limited waning in those with at least 1 underlying medical condition

= These estimates exclude immunocompromised individuals

= Estimates may not represent effectiveness across all underlying medical conditions
— Cannot produce estimates for rare (and possibly more severe) underlying conditions
— Spectrum of underlying medical conditions with a range of severity; may have varying

impact in effectiveness
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Summary
Vaccine effectiveness by high-risk occupation

= Effectiveness among healthcare and other frontline essential workers are similar
to estimates for general population of the same age

= Severe disease among vaccinated essential workers is rare

= Vaccine effectiveness waning against infections in this population

— Impact of lower VE against infections may be different among healthcare and other
frontline essential workers

= Many prioritized for earlier doses of COVID-19 vaccines
— Longer duration since primary series
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Summary

= Hospitalization rates are ~10X-22X higher in unvaccinated as compared to
vaccinated adults

= Over 182 million people are fully vaccinated in the U.S.

= Although COVID-19 continues to be a public health problem, among persons who
have received a primary series, data support continued protection against
hospitalizations and deaths

— Need to follow data around long-term outcomes among infections after vaccination
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Summary
Benefit/risk assessment

= Risks of myocarditis after a 3rd dose of mRNA vaccines is unknown
— After 2" dose, risk varies by age and sex

= Benefit/risk balance is the most favorable for adults 265 years of age using current
estimates of vaccine effectiveness

= Benefit/risk balance among younger population varies by sex, VE after booster
dose, rates of myocarditis, and incidence. As incidence declines, more uncertainty
around the balance of benefits and risks
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Summary-balance of benefits and harms for booster doses

* Data from clinical trial limited in size (n~300) and age (primarily 18-55 years)

= Booster dose of Pfizer-BioNTech COVID-19 vaccine increases immune response in
those who have completed a primary series approximately 6 months previously

= Individual benefit/risk balance varies by age
~ Largest benefit from vaccination of individuals 265 years of age
~ Benefit to other ages incrementally smaller, given higher VE maintained from primary series
~ Even within age categories, likely variation within balance of benefits and risks given risk of
exposure, medical condition and sex
= Unable to account for other benefits

— Possible impact on rates of community transmission
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Summary - Equity

= COVID-19 disease and COVID-19 vaccination varies by socioeconomic and
sociodemographic groups
— However, vaccine effectiveness does not vary by race and ethnicity

= Equity gap in vaccines administered by race is closing

— Disparities were more pronounced this spring (individuals who would be 6
months after 2 dose)
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Administration- Booster dose

Pfizer-BioNTech COVID-Vaccine (BTN162b2), 0.3ml, intramuscular
administration

Timing: 26 months after completion of the primary series
— Immunity wanes gradually over time, therefore a booster may be given
at an interval greater than 6 months
Co-administration: a Pfizer-BioNTech COVID-Vaccine booster dose may be
given with other vaccines, without regard to timing. This includes
simultaneous administration of COVID-19 and other vaccines on the same
day.
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Age-Based Group: people aged 2 65 years

= Increased risk of severe COVID-19 (including hospitalization and death) this
age group of fully vaccinated people compared to younger fully vaccinated
people

= Waning of COVID-19 vaccine effectiveness against severe disease has been
observed in people aged 265yrs




image19.png
Risk-Based Group: Long Term Care Facility (LTCF) residents

Residents of LTCFs, aged 218 years

Likely increased risk of severe COVID-19 (including hospitalization and death)
among fully vaccinated residents compared to fully vaccinated people living

independently

Waning of COVID-19 vaccine protection against infection has been observed
in LTCF residents

Congregate living setting associated with increased risk of COVID-19




image1.png
FDA expanded Pfizer-BioNTech EUA to include a single booster dose, to be
administered at least six months after completion of the primary series in:

« individuals 65 years of age and older;
« individuals 18 through 64 years of age at high risk of severe COVID-19; and

- individuals 18 through 64 years of age whose frequent institutional or
occupational exposure to SARS-CoV-2 puts them at high risk of serious
complications of COVID-19 including severe COVID-19.
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A single Pfizer-BioNTech COVID-19 vaccine booster dose is
recommended for persons aged 265 years, and LTCF*
residents, at least 6 months after the primary series under the
FDA’s Emergency Use Authorization
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A single Pfizer-BioNTech COVID-19 vaccine booster dose is
recommended for persons aged 50-64 years with underlying medical
conditions at least 6 months after the primary series
under the FDA’s Emergency Use Authorization
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A single Pfizer-BioNTech COVID-19 vaccine booster dose is
recommended for persons based on individual benefit and risk
who are aged 18-49 years with underlying medical conditions,

at least 6 months after the primary series,
under the FDA’s Emergency Use Authorization




