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Respiratory Syncytial Virus (RSV)
Vaccine Risk/Benefit Analysis

Respiratory Syncytial Virus (RSV) is a cause of severe
respiratory illness in older adults leading to an estimated
60,000-160,000 hospitalizations and 6,000—-10,000
deaths each year. The FDA approved the first vaccines
for prevention of RSV-associated lower respiratory

tract disease in May 2023. The Advisory Committee on
Immunization Practices (ACIP) voted to recommend
that adults 260 years may receive a single dose of an
RSV vaccine, using shared clinical decision making.

Until additional evidence becomes available from post-
marketing Adverse Drug Events (ADE) surveillance
clarifying the existence of any potential risk, RSV
vaccination in older adults should be targeted to those
who are at highest risk for severe RSV disease and
therefore most likely to benefit from vaccination. The
recommendation for shared clinical decision-making is
intended to allow flexibility for providers and patients to
consider individual risk for RSV disease, while considering
patient preferences.

Unlike routine and risk-based vaccine recommendations,
recommendations based on shared clinical decision-
making do not target all persons in a particular age

group or an identifiable risk group. For RSV vaccination,
the decision to vaccinate a patient should be based on

a discussion between the health care provider and the
patient, which might be guided by the patient’s risk for
disease and their characteristics, values, and preferences;
the provider’s clinical discretion; and the characteristics of
the vaccine.

Vaccine Benefit Analysis

® RSV vaccine should be considered in adults with certain
medical conditions including COPD, asthma, CHF, CAD,
CVD, DM, CKD due to their increased risk for RSV-
associated hospitalization and death, as well as residents
of long-term care facilities and persons who are frail or of
advanced age. In adults, RSV-associated hospitalizations
increase with age; individuals who are older than 75
years have the highest risk. RSV can also cause severe
disease in persons with compromised immunity, including
recipients of hematopoietic stem cell transplantation and
patients taking immunosuppressive medications.

* The two approved vaccines have an efficacy of 82.6%
and 88.9% respectively, against lower respiratory tract
diseases during the first respiratory season, after vaccine
administration. Protection was detected during the
second season, albeit at slightly lower levels. Long-term
protection and the need for a booster vaccine is still
unclear.

* Arexvy/GSK and Abrysvo/Pfizer efficacy trials
demonstrated that the frequency of severe adverse
events (SAEs) across trials was similar in intervention and
control groups.

® Co-administration of RSV and seasonal influenza vaccines
met non-inferiority criteria for immunogenicity except for
the FluA/Darwin H3N2 strain when the GSK RSV vaccine
was co-administered with adjuvanted quadrivalent
inactivated influenza vaccine. RSV and influenza antibody
titers were somewhat lower with co-administration;
however, the clinical significance of this is unknown.
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Vaccine Risk Analysis

* Arexvy/GSK and Abrsyvo/Pfizer efficacy trials were not powered to
estimate efficacy against hospitalization, severe disease requiring
respiratory support or death.

® RSV vaccine studies included limited numbers of frail adults and
adults with advanced age. Residents of long-term care facilities and
persons with compromised immunity were excluded. Therefore,
the efficacy of vaccine in these high-risk individuals is unknown.

® Although severe adverse effects were similar for both intervention
and control groups for both vaccines, a higher number of
participants in the intervention group than in the control group for
both vaccines reported atrial fibrillation within the 30 days after
injection.

¢ Inflammatory neurologic events were reported in six study
participants within 42 days of administration of the combined
Arexvy and Abrysvo clinical trials (three of 17,922 participants
of the GSK vaccine and three of 20,255 participants of Pfizer
vaccine). The inflammatory neurologic events included Guillain-
Barre (GBS), acute disseminated encephalomyelitis (ADEM), Miller
Fisher syndrome, and undifferentiated motor sensory axonal
polyneuropathy. The CDC will monitor adverse events through the
Vaccine Adverse Event Reporting System (VAERS) and the Vaccine
Safety Datalink. Both Pfizer and GSK will also perform studies to
evaluate the risks for neurologic disease and atrial fibrillation.

¢ Administering RSV vaccine with one or more other vaccines at the
same visit might increase local or systemic reactogenicity. Data are
currently only available for co-administration of RSV and influenza
vaccines, and evidence is mixed regarding increased reactogenicity.
Data are currently lacking on the safety of co-administration with
other vaccines that might be recommended for persons in the
>60 years age group, such as COVID-19 vaccines; pneumococcal
vaccines; adult tetanus, diphtheria, and pertussis vaccines; and the
recombinant zoster vaccine (the recombinant zoster vaccine and
GSK'’s RSV vaccine contain the same adjuvant).

® RSV vaccination should be delayed for persons experiencing
moderate or severe acute illness with or without fever (precaution).

Source: https://bit.ly/45vsZRW
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