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Terms of Reference

Review current data on efficacy, effectiveness, immunogenicity, and cost-
effectiveness of pneumococcal vaccines

Review current recommendations considering up-to-date evidence,
including epidemiological studies, and assess strength of the evidence

Revise or update recommendations for pneumococcal vaccine use, as
needed



Pneumococcal Conjugate Vaccine Recommendations

PCV13 for individuals with
immunocompromising

conditions
PCV13 in series with Evaluation of
PCV7 for PCV13 for PPSV23 for adults PCV13 in adults
children children >65 years old >65 years old
2000 2010  2012-2013 2014 presently



2014 ACIP Age Based Recommendation

In 2014 when ACIP recommended PCV13 in series with PPSV23 for adults
>65 years old, the rationale was:
Recommendation was warranted in the short-term because there was
still a significant burden of disease among older adults, particularly
due to pneumococcal pneumonia
The public health benefits in the long-term, however, were expected
to be limited since the indirect effects from pediatric PCV13 use were
expected to increase
Therefore, the recommendation was made with a commitment to re-
evaluate this policy 4 years later and revise as needed




Policy Question

Should PCV13 be administered routinely to all immunocompetent adults
aged =65 years in the context of indirect effects from pediatric PCV use
experienced to date?

Population: Immunocompetent adults 65 years and older, with and without
chronic medical conditions

Intervention: PCV13 in series with PPSV23, in the context of indirect effects
Comparison(s): PPSV23 alone, in the context of indirect effects
Outcomes:

* |nvasive pneumococcal disease (IPD), pneumonia, mortality, safety



Table 1. Medical conditions or other indications for administration of PCV13 and PPSV23 for adults

Recommended Recommended Revaccination Recommended
None None of the below v v
2 1 year after PCV13
Alcoholism
Chronic heart diseaset v
Chronic liver disease v v > 1 year after PCV13
Chronic lung disease® 2 5 years after any
i o Cigarette smoking PPSV23 at < 65 years
persons Diabetes mellitus
Cochlear implants v v v
v ) = 8 weeks after PCV13
2 B weeks If no previous
after PCV13 PCV13 vaccination SopEs i Ay
PPSV23 at < 65 years

¢

“This PPSW23 column only refers to adults 19 through 64 years of age. All adults 65 years of age or
older should receive one dose of PPSV23 5 or more years after any prior dose of PPSV23, regardless of
previous history of vaccination with pneumococcal vaccine. Mo additional doses of PPSV23 should be
administered following the dose administered at 65 years of age or older.

*Including congestive heart failure and cardiomyopathies

fincluding chromnic obstructive pulrmm'y diseass, urphpema, and aslhma

Vincludes B- fhumoral) or T-ly C1, C2, C3, and
G4 deficiencies), and phagocytic dlmrdals {ami.ldng d'mrliu gm‘n.lurmt:us dizeasze)

*Diseases requiring treatment with immunosuppressive drugs, including long-term systemic
corticosteroids and radiation therapy



Today’s Pneumococcal Vaccines Session Outline

PCV13 Direct and Indirect Effects on Serotype 3 Disease — Dr. Tamara
Pilishvili (CDC/NCIRD)

PCV13 Direct Effects on Pneumonia Hospitalizations in Adults — Dr.
Fernanda Lessa (CDC/NCIRD)

Comparison of Economic Analyses of PCV13 Use Among Adults 265 Years
Old — Dr. Andrew Leidner (CDC/NCIRD)

GRADE and Evidence to Recommendations for PCV13 Use Among Adults
>65 Years Old in the Setting of Sustained Indirect Effects — Dr. Almea
Matanock (CDC/NCIRD)



Key Questions for ACIP to Discuss

What is the balance of desirable and undesirable effects of PCV13 use in

immunocompetent adults 265 years, in the context of indirect effects from
the pediatric program?

Also considering values, acceptability, resource use, and implementation
issues, what is your overall assessment of continued PCV13 use in
immunocompetent adults 265 years?

Unigue challenges with this decision
Impact of adult vs. pediatric vaccination programs
Framing bias —implementation vs. de-implementation
Potential new vaccines for future consideration

What additional information is needed to help determine whether
continued PCV13 use in adults 265 years is warranted?



Near Future Pneumococcal Conjugate Vaccines:
Two new products in Phase 3 trials (PCV15 and PCV20)

Both conjugated to CRM 5,
Both working towards licensure in adults first
PCV15

Serotypes: PCV13 plus 22F and 33F

Currently in adult Phase 3 trials (manufacturer is projecting adult Phase 3
completion ~3™ quarter 2020%*)

PCV20
Serotypes: PCV13 plus 8, 10A, 11A, 12F, 15B, 22F and 33F

Currently in adult Phase 3 trials (manufacturer is projecting adult Phase 3
completion ~end of 2019/early 2020%*)

*Completion of Phase 3 estimated based upon information currently posted on clinicaltrials.gov



Today’s Pneumococcal Vaccines Session Outline

PCV13 Direct and Indirect Effects on Serotype 3 Disease — Dr. Tamara
Pilishvili (CDC/NCIRD)
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