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Objectives

• Discuss ACIP/AAP 
recommendations for 
use of nirsevimab and 
RSV vaccine for 
prevention of serious 
LRT RSV disease in 
infants



Respiratory Syncytial Virus
• Most common cause of hospitalization in U.S. 

infants
• 1-2% of all infants under 12 mos of age

• 58,000 to 80,000 hospitalizations and 200-
300 deaths in <5 y/o each year

• 2-3% of young infants
• Risk declines by month with increasing age in 

infancy and early childhood
• Prematurity and certain chronic diseases increase 

hospitalization risk
• 79% of hospitalizations are in children with no 

underlying medical conditions





Nirsevimab: 
Clinical Trials 
Results

• Clinical trial results for >35 wGA1,2,3,4 (pooled 
results)
• Preventing medically attended RSV-associated LRTI

 79.0%
• Preventing RSV-associated LRTI hospitalization 80.6%
• Preventing RSV-associated LRTI with ICU admission

 90.0%
• SAEs – similar in nirsevimab and placebo arms

• Preterms, infants with CLD of prematurity and 
CHD who are currently recommended to receive 
palivizumab by AAP
• Non-inferior to palivizumab5 
• Limited data; non-inferior or greater efficacy than 

palivizumab3,4

1https://www.clinicaltrials.gov/study/NCT05437510/; 2N Engl J Med 2022;386:837-46; 3N Engl J Med 
2022;386(9):892-894; 4MMWR 2023;72(34):920-925; 5N Engl J Med 2020;383(5):415-425 

https://www.clinicaltrials.gov/study/NCT05437510/
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Nirsevimab: Adverse Events

• Most common: rash(0.9%) and injection site reactions (0.3%).
• Infants >34 weeks during first RSV season:  similar to placebo
• High-risk infants in first RSV season:  similar to infants >34 

weeks without risk factors
• High-risk infants in second RSV season:  similar to safety 

profile during first RSV season

MMWR 2023;72(34):920-925



ACIP/AAP Recommendations for 
Nirsevimab

• All infants < 8 mos born during or 
entering their first RSV season

• 8 through 19 mos who are at 
increased risk of severe RSV 
disease and entering their 2nd RSV 
season

MMWR 2023;72(34):920-925; Red Book Online  https://publications.aap.org/redbook/resources/25379 



ACIP/AAP Recommendations for Nirsevimab: 
Second RSV Season

•Children with chronic lung disease of prematurity who required medical support 
(chronic corticosteroid therapy, diuretic therapy or supplemental oxygen) any time 
during the 6-month period before the start of the second RSV season.

•Children who are severely immunocompromised.
•Children with cystic fibrosis who have manifestations of severe lung disease 
(previous hospitalization for pulmonary exacerbation in the first year of life or 
abnormalities on chest imaging that persist when stable) or have weight-for-length 
that is <10th percentile.

•American Indian and Alaska Native children - new group for whom second-season 
prophylaxis is recommended

MMWR 2023;72(34):920-925; Red Book Online  https://publications.aap.org/redbook/resources/25379 



ACIP/AAP Nirsevimab Recommendations

In nursery 
or in 
outpatient 
setting

MMWR 2023;72(34):920-925; Red Book Online  https://publications.aap.org/redbook/resources/25379 
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Recommendation for 
Louisiana: October 1 
through March 31



National Respiratory and Enteric Virus Surveillance System (NREVSS):
https://www.cdc.gov/surveillance/nrevss/rsv/region.html#south



Nirsevimab 
Formulations

• Single dose, packaged in pre-filled 
syringes of either:

• 50mg (0.5mL) with purple 
plunger rod (for infants 
weighing <5 kg)

• 100 mg (1mL) with light blue 
plunger rod (weighing ≥5kg)

• 200 mg (2, 100 mg injections 
at separate sites)

MMWR 2023;72(34):920-925; Red Book Online  https://publications.aap.org/redbook/resources/25379 



Palivizumab

• Palivizumab will be needed until nirsevimab is available
• When available, if additional palivizumab doses are 

indicated, give nirsevimab 1 month after last 
palivizumab dose

• Once nirsevimab is given, no additional doses of 
palivizumab are needed



ACIP RSVpreF Vaccine 
Recommendations for Pregnancy

• Single dose at 32-36 weeks gestation
• Seasonal: September – January

• Jurisdiction flexibility regarding start/stop
• Most infants will be born during RSV season

• May be administered with other indicated 
vaccines

• Additional data needed to inform whether 
additional doses indicated in subsequent 
pregnancies





Maternal RSVpreF Vaccine

• Advantages: protection immediately after 
birth, avoids infant injection

• Disadvantages: inadequate antibody 
transfer, potential for preterm birth (5.7% 
vs 4.7% in placebo group @ 24-36wks 
admin; 4.2% vs 3.7% at 32-36 wks admin), 
nirsevimab may provide longer protection

• 14 days following maternal vaccination or 
more likely needed for transplacental 
transfer of significant maternal antibody 
for infant protection



Modified Nirsevimab Recommendations Now that 
RSV Vaccine is Recommended for Pregnant Women

• Infants aged <8 months born during or entering their first RSV season 
if

• Mother did not receive RSV vaccine or status
• Infant born within 14 days of maternal vaccination
• Recommendations are the same for infants with prior RSV infection

• Can be considered in rare circumstances where potential incremental 
benefit is warranted

• e.g.; maternal immunocompromising conditions, conditions which 
potentially reduce transplacental antibody transport, infants with 
substantial risk for severe RSV

• Children 8-19 months at increased risk for severe RSV and entering 
their second RSV season



https://www.aap.org/en/patient-care/respiratory-syncytial-virus-rsv-prevention/?_ga=2.164907514.470101335.1697477887-1497237080.1641325774



https://www.aap.org/en/patient-care/respiratory-syncytial-virus-rsv-prevention/?_ga=2.164907514.470101335.1697477887-1497237080.1641325774



https://www.cdc.gov/vaccines/vpd/rsv/downloads/Immunization-Information-Statement.pdf



https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program



Thank You!



10/20/2023

Office of Public Health Immunization Program

Introducing Beyfortus™ for RSV 
Prevention
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• Nirsevimab Availability
• The Vaccines for Children Program (VFC)
• Special Considerations
• The LINKS System 
• Q &A 

Immunization Program Updates
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• Due to the robust demand for nirsevimab (Beyfortus™) and limited 
manufacturer supply, nirsevimab is on backorder for many ordering 
channels.

• VFC ordering for nirservimab (Beyfortus™) has been temporarily 
paused.

• Ordering will be put on allocations when supplies are replenished.
• Timeframe is currently unknown. 

Nirsevimab Availability
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Vaccines for Children Program
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• Federally funded program that provides vaccines at no cost to 
children who might not otherwise be vaccinated due to inability to 
pay. 

• Federally purchased vaccine is available at no cost to enrolled public 
and private healthcare providers for eligible children. 

• The VFC Program is critical for ensuring that all children have a better 
chance of getting their recommended vaccinations on schedule. 

Vaccines for Children Program (VFC)
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• Children ages 18 and younger
• Children who are Medicaid Eligible, Underinsured, Underinsured, 

American Indian or Alaskan Native
• The insurance status of infants and children must be documented 

separately from the parent to determine VFC eligibility.
• Every newborn must be screened for VFC eligibility. 
• Birthing facilities will only be required to carry nirsevimab and birth 

dose Hepatitis B vaccine; however, all ACIP recommended vaccines 
for children may be ordered through the VFC Program. 

VFC Program Eligibility
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• Birthing facilities are key partners in nirsevimab administration for 
newborns.

• Immunization Program goal is for birthing facilities to co-administer 
nirsevimab with Hepatitis B birth dose. 

• Fourteen out of fifty-two birthing (27%) facilities in Louisiana are 
enrolled in the VFC Program. 

• The Immunization Program hosted a webinar for birthing facilities on 
10/10/23 to encourage them to consider VFC enrollment.

Birthing Facility Participation in VFC
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• Louisiana has a no-borrowing policy, restricting “sharing” of VFC and 
private stock vaccine. 

• Screening infants for eligibility at birth is very important.
• Physicians are able to search mother’s name in the LINKS system to 

see if mother was given RSV vaccine during pregnancy. 

Other VFC Considerations 
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Adrienne Mercadel Whitney, VFC Program Manager
Adrienne.Mercadel@La.Gov

(504) 568-2600

Immunization Program Contact 

mailto:Adrienne.Mercadel@La.Gov
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LINKS Overview
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LINKS

• Go to the section labeled 
“Orders/Transfers” on the left 
column menu

• Click “Create/View Orders”
• Once you go to the “Create/View 

orders screen, please click “Create 
Order” in the bottom right corner

Ordering Beyfortus
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• Reconcile your inventory by entering the quantity of 
vaccine you have next to each lot number in the box 
that says “Physical Inventory”
1. If the “Quantity on Hand” and “Physical 
Inventory” do not match, select a category and 
reason.
2. If there is 0 in the “Quantity on Hand” and 
“Physical Inventory” fields, check the box for 
inactive

• Click “Submit Monthly Inventory”
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• Confirm the Organization, Facility, Address, and 
Contact Information

• Confirm or click to select that the “Order Set” is 
selected as “PRIVATE VFC PROVIDER ORDER 
FORM/Distributor”

• Under the Order Details Section, select the RSV 
Vaccine.

• Enter the number of doses needed under “Order 
Quantity” 

• RSV, mAb, nirsevimab-alip, 0.5 mL, neonate to 
24 months or RSV, mAb, nirsevimab-alip, 1.0 mL, 
neonate to 24 months can be ordered in 
increments of 5. 

• Enter any comments if applicable
• Click “Submit Order”
• 5075 doses have been ordered post FDA-approval, 

and 185 doses have been administered.



THANK YOU
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