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 Epidemiology and burden of RSV in infants
– RSV seasonality in United States
– Outpatient, emergency department (ED) visits, hospitalizations, and 

deaths
 Virology and immunology of RSV
 Safety and efficacy of nirsevimab

– Phase 3 study in infants born ≥35 weeks gestation (initial and updated 
results)1

– Phase 2b study in infants born 29–34 weeks gestation
– Phase 2/3 safety and pharmacokinetic study in infants at high risk of RSV 

disease2

1Initial results from start of trial until pause for COVID-19 pandemic and updated 
results that included entire sample. 2Eligible for palivizumab.

Previous maternal/pediatric RSV ACIP presentations
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Agenda: Thursday February 23, 2023
 Cost effectiveness analysis for nirsevimab –

CDC model
 Cost effectiveness analysis for nirsevimab –

Comparison to manufacturer model
 Evidence to Recommendations framework for 

nirsevimab
 Clinical considerations for nirsevimab
 Safety and Efficacy of RSV Bivalent PreF

Maternal Vaccine
Workgroup considerations

Dr. David Hutton (University of 
Michigan)
Dr. Ismael Ortega Sanchez (CDC)

Dr. Jefferson Jones (CDC)

Dr. Jefferson Jones (CDC)
Dr. Iona Munjal (Pfizer)

Dr. Katherine Fleming-Dutra 
(CDC)
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