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RSV Prevention: Outline

• The Process of approval: FDA, CDC

• RSV: The Problem and the Virus

• Preventive strategies:

– Nirsevimab (Beyfortus)

– Maternal prefusion F protein-based RSV vaccine (Abrysvo)

• Recommendations

• Implementation
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RSV Prevention: The Process!

• VRBPAC (Vaccines and Related Biological Products Advisory Committee)  FDA

(Antimicrobial Drugs Advisory Committee (AMDAC)

• ACIP (Advisory Committee on Immunization Practices)  CDC

• Nirsevimab (Beyfortus):*

• Recommended by the Antimicrobial Drugs Advisory Committee (AMDAC), approved by 

FDA on July 17, 2023

• Recommended by ACIP and CDC on August 3, 2023

• MMWR published on August 25, 2023

• Maternal prefusion F Protein-based RSV vaccine (recombinant RSVpreF vaccine, 

Abrysvo):**

• Approved by FDA on August 21, 2023; Approved by ACIP/CDC on 9/22/2023

*Griffin et al.NEJM, 2020 

**Kampmann et al NEJM, 2023
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2023-2024 RSV Season Predictions: NCH RSV-Positivity (9/10)





Palivizumab

• Expensive!

• Restrictions on eligible population: “high risk” only! 

• Pre-authorization process

• Monthly dosing during RSV season

• RSV seasonality: onset, offset of RSV activity
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Mechanism of Action
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Nirsevimab: Mechanism and Duration of Action

• Nirsevimab (BeyfortusTM) is a recombinant human immune 

globulin G1 kappa monoclonal antibody that binds to the 

prefusion conformation of the RSV fusion protein resulting in 

enhanced neutralizing activity compared with palivizumab  

• Modification of the Fc region promotes extension of the half-life

• Clinical trials demonstrated efficacy through at least 150 days 

and therefore only needs to be administered once per season*

• No decline in efficacy; administered intramuscularly

*Repeat dosing after cardiopulmonary bypass

Nirsevimab (Beyfortus®) (package insert). 
Swiftwater, PA. Sanofi Pasteur, Inc. 2023.
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Nirsevimab: Clinical Trial Data
Trial Population Results Conclusion
Phase 2B 
Griffin et al.

1453 healthy preterm
infants (29-34 wks GA)

Efficacy (vs. placebo)
Primary outcome: Medically attended lower respiratory tract infection

 Relative risk reduction of 70.1% (95% CI: 52.3 to 81.2; p<0.001)
Secondary outcome: Hospitalization due to RSV

 Relative risk reduction of 78.4% (95% CI: 51.9 to 90.3, p<0.001)
Safety
Adverse effects related to trial drug:

 Occurred in 2.3% of nirsevimab group and 2.1% placebo group

Nirsevimab 
demonstrated a 70-
80% relative risk 
reduction for 
medically attended 
RSV-related LRTIs 
compared to placebo. 

The safety profile was 
favorable with minor 
differences compared 
to placebo.

Pooled analysis 
of Phase 3 
MELODY trial
Hammitt et al.
Muller et al.

3012 healthy term and 
late preterm infants 
(≥35 wks GA)

Efficacy (vs. placebo)
Primary outcome: Medically attended lower respiratory tract

 Relative risk reduction of 74.9% (95% CI: 50.6, 87.3; p<0.001)
Secondary outcome: Hospitalization due to RSV

 Relative risk reduction of 60.2% (95% CI: -14.6, 86.2; p=0.09)
Safety
Adverse effects related to trial drug:

 Rash: 0.9% of the nirsevimab group and 0.6% of the placebo group
 Injection site reactions: 0.3% of the nirsevimab and 0.0% of the placebo group

MEDLEY Phase 
2/3 trial
Domachowske 
J, et al.

925 infants in 2 cohorts:
•Preterm (≤35 wks GA)
•±CHD or CLD

Safety (vs. palivizumab)
Outcome: treatment-related adverse effects of nirsevimab compared to palivizumab

 Preterm cohort: 1.5% of nirsevimab group and 1.9% of palivizumab group
 CHD/CLD cohort: 1.9% of nirsevimab group and 2.0% of palivizumab group

Pharmacokinetics
•Day 151: nirsevimab levels similar to those in MELODY trial

Griffin MP, et al. NEJM. 2020;383(5):415-425
Hammitt LL, et al. NEJM. 2022;386(9):837-846
Muller WJ, et al. NEJM. 2023;388(16):1533-1534
Domachowske J, et al. NEJM. 2022;386(9):892-894

https://www.nejm.org/doi/10.1056/NEJMoa1913556?url_ver=Z39.88-2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub%20%200pubmed
https://www.nejm.org/doi/10.1056/NEJMoa2110275?url_ver=Z39.88-2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub%20%200pubmed
https://www.nejm.org/doi/10.1056/NEJMc2214773?url_ver=Z39.88-2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub%20%200pubmed
https://www.nejm.org/doi/full/10.1056/NEJMc2112186
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Nirsevimab Efficacy Estimates
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ACIP Vote: August 3, 2023
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Jones et al, MMWR 2023
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Nirsevimab: Indications and Dosage

Eligible
Population

Dosage (Single Dose) Timing

All neonates and 
infants < 8 months 

(1st season)

Weight < 5 kg: 50 mg IM
Weight ≥ 5 kg: 100 mg IM

Typical RSV Season in Ohio#:
November through March

Duration of action is at least 150 days; 
administration at start of season will

provide protection throughout season

High-risk* 8-19 
months 

(2nd season)

200 mg IM, 
regardless of body weight

* See AAP and ACIP guidance for defined high risk population

# Post-COVID-19 pandemic RSV seasons have been more variable than usual, adjust administration timing based on local RSV-activity if needed

Jones JM et al. MMWR Morb Mortal Wkly Rep. 2023 Aug 25;72(34):920-925.

Storage and Handling

Advisory Committee on Immunization Practices (ACIP) Recommendations

https://www.cdc.gov/mmwr/volumes/72/wr/mm7234a4.htm?s_cid=mm7234a4_w
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• Prefilled syringes

• Store refrigerated at 36 - 46º F (2 - 8º C)

• May be at room temperature for 8 hours 68 - 77º F (20 - 25º C)

• 50 mg doses will be in purple syringes and 100 mg in blue 

syringes

Nirsevimab: Storage and Handling

Nirsevimab (Beyfortus®) (package insert). 
Swiftwater, PA. Sanofi Pasteur, Inc. 2023.

Return to previous
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Nirsevimab: Adverse Reactions/Reporting

• Adverse reactions that occurred more frequently than placebo:
• Rash (0.9%)

• Injection site reactions (0.3%)

• Reporting Adverse Reactions
• If administered alongside vaccines: report to VAERS

• If administered alone: report to FAERS (MedWatch)

• ImpactSIIS
• Documentation will occur in ImpactSIIS for nirsevimab administrations per 

ODH

Nirsevimab (Beyfortus®) (package insert). 
Swiftwater, PA. Sanofi Pasteur, Inc. 2023.
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Nirsevimab: Challenges

Nirsevimab: $495/dose; $395/VFC
Pre-F RSV vaccine: $295
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Nirsevimab: NCH implementation plan

• Outpatient Administration

– Stocking in primary care clinics for all eligible patients

– Stocking in other outpatient clinics with high risk patients (e.g. 

pulmonary, complex care, BPD, cardiology)

• Inpatient Administration*

– Neonates in NCH NICUs at discharge

– Other qualifying admitted patients at discharge

*This may not be the approach of birthing hospitals due to reimbursement structures and other factors
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Palivizumab Considerations

• The AAP recommends palivizumab for eligible high risk patients only if 

nirsevimab is not available or not feasible to administer. 

Nirsevimab previously given 
during season

Do not administer 
palivizumab

<5 doses of palivizumab 
given during season

Administer one dose of 
nirsevimab

Do not give additional 
palivizumab 

Child received 
palivizumab during first 

season

Child still at risk during 
second season

Administer one dose of 
nirsevimab only

AAP Red Book Online. August 15, 2023 

https://publications.aap.org/redbook/resources/25379/ACIP-and-AAP-Recommendations-for-Nirsevimab?searchresult=1?autologincheck=redirected
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NOT A VACCINE!!!!
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RSV Prevention

• Spread by contact 

• Portal of entry: eye/nose

• Stress handwashing!

• Avoid the exposure!



Nationwide Children’s Hospital

Center for Perinatal Research

RESEARCH SAVES BABIES!



Dayton Children’s Hospital (DCH) & Nirsevimab



DCH & Nirsevimab

• DCH RSV Prevention Clinic 
• Formerly known as the “Synagis® Clinic”
• Prior RSV seasons

• Palivizumab administration for referrals meeting American Academy of Pediatrics 
(AAP) eligibility criteria  

• Upcoming RSV season 
• Will offer option of palivizumab or nirsevimab for eligible high-risk* referrals

*High-risk => infants who qualify for palivizumab receipt during their 1st or 2nd RSV 
season based on AAP eligibility criteria 



DCH & Nirsevimab

• DCH Neonatal Intensive Care Unit (NICU) Patients
• All eligible high-risk* infants < 8 months 

• Will be offered nirsevimab in the NICU upon hospital discharge

• Dayton Children’s Pediatrics (DCP) Practices (Child Health Pavilion, Hope Center) 
• Availability through Vaccines for Children (VFC) program
• To be determined: Patients of DCP Practices with private insurance coverage

• Private payors will begin coverage for nirsevimab this year, but their timelines may vary 
over the next several months  

*High-risk => infants who qualify for palivizumab receipt (based on AAP eligibility criteria) 



DCH & Nirsevimab

• DCH Recommendations for parents of children < 8 months of age
• Availability and coverage by payors varies

• Recommend checking with your child’s primary care provider to see if nirsevimab is 
available

• If covered by private insurance, recommend checking with your child’s insurance 
provider to determine if nirsevimab is covered under your child’s insurance plan  

• DCH will continually monitor situation and update recommendations as supply and 
payor coverage become clearer
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Additional 

Resources
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Nirsevimab: Timeline

July 17 2023: 
Approval

August 3, 2023: ACIP 
recommendation and 

VFC approval

September 
2023: 

Available to 
order

September 20: 
Orders to begin 

shipping

Beginning of October:

Health department 
receives supply, VFC 

shipments begin

October: Private 
insurances may
begin covering

Projections

Will be included in CDC 
immunization schedule and will 

be part of VFC program
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Nirsevimab: Cost and Billing

Wholesale acquisition cost (WAC):

– Commercial: $495 per dose (same price for 50mg and 100 mg syringes)

– Medicaid: No cost to offices enrolled in the Ohio Department of Health 

VFC program

CPT Codes for Medication and Administration

90380 Administration of 0.5 mL dose (50 mg) of nirsevimab

90381 Administration of 1 mL dose (100 mg) of nirsevimab

96372 Therapeutic, Prophylactic, and Diagnostic Injections and Infusions

AAP website with 
billing info and 

helpful vignettes 

https://www.aap.org/en/patient-care/respiratory-
syncytial-virus-rsv-prevention/nirsevimab-coding--
payment/

https://www.aap.org/en/patient-care/respiratory-syncytial-virus-rsv-prevention/nirsevimab-coding--payment/
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Nirsevimab: Private Insurances

• Due to inclusion in CDC immunization schedule, private payors are 

more likely to cover nirsevimab, similar to other routine immunizations

• Example commercial nirsevimab policies:
– https://www.aetna.com/cpb/medical/data/1000_1099/1038.html

– Preventive Care Services: Vaccine Codes (uhcprovider.com)

– https://www.anthem.com/dam/medpolicies/abc/active/policies/mp_pw_a044155.html

• Example of commercial policies currently referencing ACIP guidance:
– https://www.anthem.com/dam/medpolicies/abc/active/policies/mp_pw_a044155.html

– Preventive Care Services (cigna.com)

https://www.aetna.com/cpb/medical/data/1000_1099/1038.html
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/attachments/preventive-care-services-vaccine-codes.pdf
https://www.anthem.com/dam/medpolicies/abc/active/policies/mp_pw_a044155.html
https://www.anthem.com/dam/medpolicies/abc/active/policies/mp_pw_a044155.html
https://static.cigna.com/assets/chcp/pdf/coveragePolicies/medical/ad_a004_administrativepolicy_preventive_care_services.pdf
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Nirsevimab: Acquisition Resources

• The manufacturer has extended it requirement to pay invoices to 150 

days if purchased directly

• Expired medication, if returned within 1-year of expiration, can be 

exchanged for credit if ordered directly from manufacturer

• Stock and cost estimation tools are available through the manufacturer 

to help with supply predictions



………………..……………………………………………………………………………………………………………………………………..

Provider Resources

• Nirsevimab

– Nirsevimab Package Insert

– Manufacturer Website (Beyfortus)

– ACIP and AAP Combined Recommendations for Nirsevimab

• RSV

– Rethink RSV website

– AAP Redbook- RSV

https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/761328s000lbl.pdf
https://www.beyfortus.com/
https://publications.aap.org/redbook/resources/25379/ACIP-and-AAP-Recommendations-for-Nirsevimab?searchresult=1?autologincheck=redirected
https://www.rethinkrsv.com/
https://publications.aap.org/redbook/book/347/chapter/5755493/Respiratory-Syncytial-Virus?autologincheck=redirected
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Patient Resources

• Nirsevimab

– Manufacturer Website (Beyfortus)

• RSV

– Knowing RSV website

– RSV: When It's More Than Just a Cold - HealthyChildren.org

https://www.beyfortus.com/
https://www.knowingrsv.com/
https://www.healthychildren.org/English/health-issues/conditions/chest-lungs/Pages/RSV-When-Its-More-Than-Just-a-Cold.aspx?_gl=1*1ld567u*_ga*MTE2NzI4MzE0MS4xNjkyMzEzMTc3*_ga_FD9D3XZVQQ*MTY5MjY0NTM5My41LjAuMTY5MjY0NTM5My4wLjAuMA..
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RSV Prevention Resource Page

• Resource links for providers and patients

• Partners For Kids developed resources

– News and updates

– Recorded webinar

– Frequently asked questions page (in-development)

• Regularly updated with new information as it becomes 

available

Available at: https://partnersforkids.org/news-updates/

https://partnersforkids.org/news-updates/

