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Pneumococcal Work Group Terms of Reference

Review current data including efficacy, effectiveness, immunogenicity,
epidemiology, and cost-effectiveness of pneumococcal conjugate and
polysaccharide vaccines and assess the strength of the evidence

Review current recommendations considering up-to-date evidence

Revise or update recommendations for pneumococcal vaccine use as
needed



History of ACIP Pneumococcal Vaccine Recommendations

PPSV23: adults aged
>65 years and
individuals with
underlying conditions
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History of ACIP Pneumococcal Vaccine

Recommendations
PPSV23: adults aged PCV13: Adults with PCV13: All adults aged PCV13 based on SCDM
>65 years and immunocompromising 265 years in addition  for all adults aged >65
individuals with conditions in addition to PPSV23 years, routine PPSV23
underlying conditions to PPSV23 recommendation

B

1984 2000 2010 2012 2014 2019

PCV7: Children PCV13: Children
(replaced PCV7)

SCDM: shared clinical decision-making



Changes in ACIP Adult Pneumococcal Vaccine
Recommendations

S = mr

Adults aged 19-64 years with chronic medical PPSV23 PPSV23 PPSV23
conditions
Adults aged >65 years* PPSV23 PCV13 +PPSV23 PCV13 based on

SCDM, PPSV23

Adults aged 219 years with immunocompromising PCV13 +PPSV23 PCV13 +PPSV23 PCV13 +PPSV23
conditions, functional or anatomic asplenia, CSF
leaks, or cochlear implants

SCDM: shared clinical decision-making
*without immunocompromising conditions, functional or anatomic asplenia, CSF leaks, or cochlear implants



Anticipated Timeline for Licensure of Higher-Valent
Pneumococcal Conjugate Vaccines

June 21 October

October February

20 ACIP 21 ACIP ACIP 21 ACIP

Pfizer Filed to FDA Licensure
(PCV20) (Oct ‘20) anticipated
(June '21%*)
Merck Filed to FDA Licensure
(PCV15) (Nov ‘20) anticipated

(July 2021 *%*)

Licensure for children anticipated in Q2—Q3 2022 (PCV15) or mid-2023 (PCV20)

*https://www.pfizer.com/news/press-release/press-release-detail/data-pfizers-adult-and-pediatric-clinical-trial-programs-20
**https://www.merck.com/news/u-s-fda-accepts-for-priority-review-the-biologics-license-application-for-vl14-mercks-investigational-15-valent-pneumococcal-conjugate-vaccine-for-

use-in-adults-18-years-of-age-and-older/



https://www.pfizer.com/news/press-release/press-release-detail/data-pfizers-adult-and-pediatric-clinical-trial-programs-20

Today’s Pneumococcal Vaccines Session Outline
Introduction Dr. Katherine Poehling (ACIP, WG Chair)

Current epidemiology of pneumococcal disease and Mr. Ryan Gierke (CDC/NCIRD)
pneumococcal vaccine coverage in US adults

PCV20 Phase 2/3 study results in adults Dr. Wendy Watson (Pfizer)

PCV15 Phase 2/3 study results in adults, including adults with Dr. Ulrike Buchwald (Merck)
underlying conditions

Considerations for PCV15 and PCV 20 use in adults Dr. Miwako Kobayashi (CDC/NCIRD)



Proposed Timeline of ACIP Presentations

October February June 21 October
‘20 ACIP 21 ACIP ACIP 21 ACIP
Presentation on: Presentation on: Vote (if product licensed)
* Epidemiology of current e Cost-effectiveness
U.S. pneumococcal analysis and public health
disease impact
* New vaccine products  EtR/GRADE

and summary of phase 3
study results

e Policy question(s)
proposed by the WG
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