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Burden & epidemiology

Number of new cases per year (last 3-5 years)

Based on the latest available global modelled estimates for 2019, about 33 million episodes of
Respiratory Syncytial Virus (RSV)-induced acute lower respiratory infections (ALRI) occurred in
children aged under 5 years of age; one in five episodes occur in children aged 0-6 months.1
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Proportion of the population affected by the disease or infected with
the antigen

By two years of age almost all children will have been infected with RSV, with approximately 25-
33% developing ALRI. RSV infections recur throughout life, but disease severity is lower in older
children and healthy young adults and begins to rise again among elderly persons (e.g., over 65
years of age).2, 3
A systematic review and meta-analysis from low- and middle-income countries (LMICs) estimated
that 26.2% of children aged under 5 years hospitalized with ALRI were RSV-positive. This ranged
from 18.9% among children 6– < 60 months to 41.3% among children 0– < 6 months.4
Another systematic review of the age distribution of RSV disease in children aged under five
years in LMICs showed that the mode (peak) age was three weeks for non-facility deaths, four
weeks for facility deaths, seven weeks for ICU admissions, 17 weeks for inpatient admissions, 10
weeks for emergency room visits, 28 weeks for outpatient or clinic visits, and 22 weeks for
community cases.5 Over a half of ICU admissions and deaths and over a third of emergency
room visits and hospitalizations were in infants aged below six months.

Most pooled LMIC estimates rely on pre-COVID datasets, so post-pandemic seasonality changes
are not captured.

Serogroup or serotype distribution (for serogroup- or serotype-specific
vaccines)

RSV strains are grouped within a single serotype but are separated into two subgroups: RSV-A
and RSV-B and both can cause severe disease. Both subgroups co-circulate during an RSV
season; however, the dominating subgroup is unpredictable and varies across annual outbreaks.
6, 7

Number of deaths from the disease per year

In children aged under 5 years, an estimated 101 400 deaths occurred in 2019; 97% of all deaths
were estimated to have occurred in LMICs. Of the total deaths, 45 700 were estimated to have
occurred in infants aged below six months 8, 9
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Case Fatality ratio (number of deaths / number of new cases, in %)

The estimated case fatality ratio (CFR) in hospitalized children aged 0 - 60 months is 0.1% in
high-income countries (HICs), 0.6%–0.8% in LMICs, and 1.4% in low-income countries (LICs). 

Community mortality studies show that a high and unmeasured burden of RSV deaths in children
in LMICs occur at home; in these settings, it is estimated that 4 deaths occur in the community
for every 1 in-hospital death.10

Outbreak, epidemic or pandemic risk

Seasonal epidemics occur every year in the general population in most, but not all, locations
globally. Nosocomial outbreaks have been reported in several health care settings, including
paediatric and neonatal intensive care units, adult stem cell transplant units, and adult
haematology and oncology units in LMICs. RSV outbreaks have also been reported among older
adults in long-term care facilities. RSV is not a virus of pandemic potential.11

Contribution of the vaccine to achievement of the national, regional or
global disease goals

Currently there is no global or regional elimination or control goal for diseases caused by RSV.

Back to table of contents

Benefits of the intervention

Serogroup or serotype coverage by vaccines considered (for serogroup-
or serotype-specific vaccines)

Currently authorized RSV immunization products protect against both subgroups of RSV.12, 13, 14
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Efficacy and effectiveness estimates (e.g. against infection, disease,
hospitalization, death), including in different populations

Both maternal RSV Pre-F vaccine and the two monoclonal antibody preparations (nirsevimab and
clesrovimab) were shown to protect infants against RSV diseases during the first 5-6 months of
life.

Maternal vaccination with RSV Pre-F demonstrated efficacy of 70% (95% CI: 50.6- 82.5)
against RSV-positive severe medically attended ALRI and 49.2% (95% CI: 31.4, 62.8) against any
RSV-positive medically attended LRTI, respectively, up to 180 days after birth.15

Similar levels of protection have been observed in post-marketing studies.

In Argentina, maternal vaccination at 32–36 weeks gestation demonstrated vaccine effectiveness
(VE) of 71.3% (95% CI: 53.3–82.3) against RSV-associated ALRI hospitalization and 76.9% (95%
CI: 45.0–90.3) against severe RSV-associated ALRI hospitalization through six months of age.16

In the United Kingdom, during the 2024–2025 RSV season, maternal vaccination from 28 weeks
gestation showed VE of 58% (95% CI: 28–75) against infant RSV hospitalization overall and 72%
(95% CI: 48–85) when vaccination occurred more than 14 days before delivery.17 During the
2025-26 season VE of 61% (95% CI: 38-75) against RSV-positive hospital admission in infants
aged six months and 76% (95% CI: 54-87) in infants aged <3 months were observed.18 

In healthy term and late preterm infants, the efficacy of the mAb (nirsevimab) was 76.4% (95%
CI: 62.3- 85.2) against medically attended RSV-associated ALRI, 76.8% (95% CI: 49.4- 89.4)
against hospitalization for RSV-associated ALRI and 78.6% (95% CI: 48.8-91.0) against very
severe medically attended RSV-associated ALRI up to 5 months after administration.19 In
preterm infants (29-36 weeks gestational age), the efficacy of a single dose of nirsevimab was
70.1% against medically attended RSV ALRI and 78.4% against hospitalized RSV ALRI.20

In a large phase 3b randomized study conducted across several European countries in ~8000
full-term infants and preterm infants (born ≥29 weeks’ gestation) entering their first RSV season,
nirsevimab reduced hospitalizations due to RSV-associated ALRI by 82.7% (95% CI: 67.8-91.5)
over a 180-day follow-up period.21
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During the first season of use in Chile, combined VE (for seasonal and catch-up cohorts) of
nirsevimab was 76.4% (95% CI: 72.5-79.7) against RSV-related ALRI hospitalizations, 84·9% (95%
CI: 79.5-89.0) against RSV-related ICU admissions, 66.5% (95% CI: 62.0-70.5) against all-cause
ALRI hospitalizations and 47.9% (95% CI: 44.4-51.2) against all-cause hospitalizations.22

Administration of nirsevimab was associated with a lower odds of RSV-related hospitalisation
(odds ratio 0.17; 95% CI: 0.12–0.23), a lower odds of ICU admission (0.19; 95% CI: 0.12–0.29),
and a lower odds of ALRI incidence (0.25; 95% CI: 0.19–0.33) in infants aged 0–12 months in a
meta-analysis of the effectiveness of nirsevimab across 27 studies from Spain, France, USA and
Luxembourg.23

A single injection of 105 mg of clesrovimab showed an efficacy of 60.4% (95% CI: 44.1-71.9)
against medically attended ALRI, and efficacy of 84.2% (95% CI: 66.6-92.6) against RSV-
associated hospitalization during 150 days of follow up.24 

In children at high risk for severe RSV disease entering their second RSV season and eligible for
palivizumab (short-acting mAb), incidence rates of RSV-associated medically attended lower
respiratory infection were comparable between those who received a single dose of 201 mg of
clesrovimab and monthly doses of palivizumab (3.2% and 3.4%, respectively) through day 150 in
season 1.25

A phase 4 clinical trial (RSV_IMPACT study) is ongoing in four African countries to evaluate the
safety and impact of RSV Pre-F maternal vaccine in these settings. The duration of follow up is
365 days after birth; the study is expected to be completed in February 2028.26

Duration of protection and waning of immunity in general and risk
groups

Both the RSV Pre-F maternal vaccine and nirsevimab provide about 5-6 months of protection to
infants.

RSV Pre-F provided protection between 5-6 months following maternal vaccination; RSV antibody
titres remained high six months after birth.27, 28

Similarly, efficacy outcomes measured at five months after nirsevimab, and clesrovimab
administration indicated protection up to five months.29, 30, 31

Back to table of contents
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Safety of the intervention

Type, including severity, consequences and frequency of short- and
long-term adverse events following vaccination

Following RSV Pre-F vaccination during pregnancy, recipients may experience injection site
pain, which is mild to moderate. Systemic symptoms, including muscle pain and headaches may
also occur.32

In clinical trials, serious adverse events included a numerical increase in preterm births in
maternal vaccine recipients (this was not statistically significant overall, and available data are
insufficient to establish or exclude a causal relationship between preterm birth and the vaccine).
33 

A numerical imbalance in preterm births (< 37 weeks gestation) was observed between the
groups, occurring in 5.7% of vaccine recipients and 4.7% of placebo recipients (relative-risk [RR]:
1.20; 95% CI: 0.98–1.46).

When the data were stratified by country income levels, the numerical increase in pre-term
births was most notable in the two upper-middle-income countries (UMICs), namely Argentina
and South Africa.34

The safety of RSV pre-F vaccine, specifically the risk of excess pre-term births is being further
evaluated in the ongoing RSV_IMPACT study in sub-Saharan African settings.26

Post-authorization safety evaluations in high-income countries and UMICs that have introduced
the vaccine have not shown any risk of excess pre-term infants.35

Unpublished post-marketing data presented to the Global Advisory Committee on Vaccine Safety
(GACVS) in June 2026 did not show any excess pre-term births following maternal Pre-F vaccine
use in Australia, Argentina, Brazil and the United Kingdom.36

In a modelling study looking at risk-benefit in South Africa, maternal vaccination was estimated
to prevent 31 RSV-associated infant deaths per 100 000 live births, but if the increase in preterm
births occurred at the same rate observed in the trial, the model predicted that neonatal deaths
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related to prematurity could increase by 44 per 100 000 births when vaccination occurred
between 24–36 weeks of gestation. However, if vaccination was limited to 27–36 weeks
gestation, the predicted risks were substantially lower, and in 97% of simulations the benefits
outweighed the risks. Overall, the findings suggest that third-trimester RSV Pre-F vaccination
may provide a more favourable benefit-risk balance.37

Since the risk of pre-term births was mainly observed at two upper-middle-income country sites
and data were very sparse from low- and low-middle-income countries, a trial that is powered to
detect the risk of excess pre-term births has been initiated in four sub-Saharan African countries
(the IMPACT study).26

In postmarketing safety surveillance in Spain, the common adverse events reported following the
administration of nirsevimab included maculo-papular and papular rash, and injection site pain,
induration, oedema and swelling. The rate of serious adverse events was 23.1/ 100 000 doses
administered. No antibody-dependent enhancement or other unexpected risks were reported.38

In healthy pre-term and term infants, serious adverse events were reported in 278 of 2 409
infants (11.5%) in the clesrovimab group and 149 of 1 202 infants (12.4%) in the placebo
group.30 In children at high risk for severe RSV disease entering their second RSV season, a 210
mg dose of clesrovimab was well tolerated.25

Back to table of contents

Values and preferences

Perception of the target population on the risk of disease

Bronchiolitis, the most common manifestation of RSV ALRI, is recognized by mothers in LMICs
when they are shown videos of the condition; prevention of this syndrome is desired by pregnant
and lactating persons. However, name recognition of RSV is low in most LMICs.39

In the Gambia, where RSV infection is a common cause of respiratory disease in children aged
under five years of age, a study found critical knowledge gaps in healthcare workers. Laboratory
confirmation was infrequently sought, and masking was rarely observed while providing care to
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infected children to limit the spread of infection within the facility.40

Back to table of contents

Acceptability to stakeholders

Acceptability of the vaccine and of vaccination against the disease

Acceptability of RSV maternal vaccine is dependent on increasing the awareness of RSV. 

Stakeholder acceptability will depend on increased awareness of the pathogen, the diseases it
causes and the potential benefit of the vaccine against diseases that they recognize. However,
the cost of RSV vaccination is likely to influence how national immunization programmes will
prioritize its introduction relative to other vaccines and public health interventions.41

A systematic review of 61 studies found that knowledge and awareness of RSV prevention are
generally low, but attitudes toward vaccines and other preventive options are mostly positive
across target populations. Acceptance is driven by perceived disease severity and protection
benefits, while safety concerns act as key barriers, with maternal vaccination generally viewed
more favourably than infant immunization.42

In the Gambia, willingness to receive maternal RSV vaccination during pregnancy or lactation
was high despite low awareness of RSV. Safety concerns and limited awareness were the main
barriers to vaccine acceptance.43

Both maternal and infant RSV immunization strategies were generally seen as acceptable and
feasible in Kenya, Nepal, and Peru when integrated into existing health systems. However,
successful introduction will depend on country-specific factors such as community acceptance,
health system capacity, availability of epidemiological data, and affordability.44

For mAbs, acceptability to key stakeholders will depend on whether the price of the product is
affordable in the country. Wide use of mAbs for passive immunization has never been
implemented in LMICs.45, 46

Back to table of contents
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Financing & funding

Estimated financial cost of materials per vaccine dose (syringes,
needles, safety box) (in USD)

Price for one auto-disable (AD) syringe and needle 

As of October 2025, the UNICEF procurement price for 2026 ranges from US$ 0.023 to US$
0.046, depending on supplier and product.47 
The 2026 PAHO Revolving Fund for Access to Vaccines price ranges from US$ 0.03 to US$
0.04, depending on supplier and product.48 
 

Price for one 5-litre safety box  

The UNICEF procurement price for 2026 ranges from US$ 0.375 to US$ 0.860, depending
on supplier and product.49 
The 2026 PAHO Revolving Fund for Access to Vaccines price ranges from US$ 0.41 to US$
0.47, depending on supplier and product.48 Each 5-litre safety box can hold around 100
syringes.
 

Syringe price per dose is estimated to be equal for both the maternal vaccine and the infant
mAb. The safety box price per dose is also estimated to be the same between both products. 

For prefilled-syringe mAb presentations, separate needle/syringe procurement depends on
presentation; safety box use remains relevant.

Estimated vaccine financial cost per dose (in USD)

The country-reported prices per dose for 2025 for maternal RSV Pre-F vaccine in HIC and UMICs
ranged between US$ 49.0 and US$245.9.50
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The 2025 price reported by the PAHO Revolving Fund for the maternal RSV Pre-F vaccine for
participating countries was US$ 49 per dose.51

As of June 2026, price per dose for the maternal vaccine in the United States of America ranges
between US$ 240 and US$ 319. The price per dose for the monoclonal antibody ranges between
US$ 422 and US$ 595.52 

The Gates Foundation provided Pfizer with a grant to support the development of an affordable
multidose vial for delivery of the RSV vaccine candidate in lower-income countries via public
sector purchasers, including Gavi. 53

Gavi and the manufacturer of the RSV Pre-F maternal vaccine are working towards sharing a
directional price with countries in 2026, subject to final tendering and contracting through
UNICEF. All Partners are working towards introducing the RSV multidose vial affordably and in
line with other vaccines made available through the Gavi to eligible countries.

The country-reported price range for nirsevimab in 2025 ranged between US$ 258.8 and US$
320.4.50

To date, no price commitment for LMICs for any mAb has been made.

Estimated financial cost per person vaccinated (in USD)

Globally, the estimated financial cost per person vaccinated varies between countries. In 2018,
the reported cost of delivering a maternal vaccine ranged from US$ 0.55 to US$ 0.64 for LICs,
US$ 1.25 to US$ 6.55 for MICs, and US$ 5.76 to US$ 39.87 in HICs.54

Recent prospective maternal immunization costing studies suggest that the delivery cost
(excluding the vaccine price) per dose is similar to that of vaccines for infants and young
children, between US$ 0.45 - 1.81 (financial) and US$ 2.01 - 4.49 (economic) in South Asia, and
between US$ 1.74 - 3.42 (financial) and US$ 2.21- 6.6 (economic) in sub-Saharan Africa. Key cost
drivers include health worker training, social mobilisation, and programme planning.55, 56, 57

The UNICEF financial cost estimate for delivering birth dose vaccines (BCG and the HepB
vaccines) is US$ 2.34; this provides an estimate of delivery costs for nirsevimab as a birth dose.
In addition to these costs, the direct cost of the vaccines and mAb per dose will need to be
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included (currently unknown for LMICs).58

Cost-effectiveness ratio

A study evaluating RSV intervention cost effectiveness in 133 LMICs found that RSV interventions
could be cost saving in one-third of countries evaluated and cost-effective in the remaining
countries at willingness-to-pay threshold of 0.5 GDP per capita and when the price for the
maternal RSV Pre-F vaccines was US$ 3.50 and the price of the mAb was US$ 3.50 per dose,
respectively.59

Under the anticipated lower prices for maternal RSV Pre-F vaccine, immunization is expected to
be more cost-effective than using nirsevimab.60

In a cost-effectiveness analysis in the United States of America, when compared with
palivizumab, clesrovimab and nirsevimab were estimated to cost US$ 38 655 and US$ 79 912
per QALY, respectively. Results were sensitive to changes in intervention costs, efficacy, and
QALY loss due to RSV infection.61

Cost–effectiveness varies considerably by several factors, including, the burden of
disease, vaccination coverage, vaccine price, delivery costs, delivery approaches, and
schedules. Caution is recommended when comparing estimates of cost-effectiveness
for different interventions evaluated by different methods and in different contexts
(e.g., with different concurrent health interventions and standards of care).

Is there a Gavi programme to support the introduction of this vaccine?
If a Gavi programme is available, what support is available to
countries?

Both the maternal vaccines and infant long-acting mAbs were approved in-principle in the 2018
Gavi Vaccine Investment Strategy, subject to specific conditions.62

As part of Gavi Strategy 2026-2030 (Gavi 6.0), maternal RSV Pre-F vaccine is supported through
the discretionary vaccine budget. All Gavi-eligible countries that have not introduced the
maternal RSV vaccination in their national vaccination schedule are eligible for support. A multi-
dose vial formulation of the vaccine, now pre-qualified by WHO, will be available via Gavi
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support.63

Back to table of contents

Market (feasibility)

Available vaccines, licensing status, prequalification status,
presentation, formulation, dosage and route of administration

There is currently one maternal RSV Pre-F vaccine (Abrysvo®, Pfizer) and two long-action mAbs,
nirsevimab (Beyfortus®, Sanofi) and clesrovimab (Enflonsia®, MSD), that have received
marketing authorisation.64 Two additional mAbs received market authorization in China.65, 66

Currently only the RSV Pre-F maternal vaccine (Abrysvo®, Pfizer) is WHO prequalified.67 The
multidose vial presentation was also prequalified by WHO, on 24 August 2026.67

Detailed information on the different products can be found in the comparison table.68

Back to table of contents

Service delivery (feasibility)

Number of doses and timing of administrations

Both the maternal RSV Pre-F vaccine and the two available mAb products require only a single
dose. 

Maternal vaccination with the RSV Pre-F vaccine is recommended by WHO for use in the third
trimester of pregnancy.

Nirsevimab is available in two weight-band dosages: 50 mg for infants <5 kg and 100 mg for
infants ≥ 5 kg. WHO recommends that it be given to infants at birth or soon after if a year-round
strategy is adopted. If a seasonal administration strategy is adopted, a single dose is
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recommended for infants aged up to 12 months, beginning shortly before the start of the RSV
season, as well as at birth or the earliest opportunity thereafter for infants born during the RSV
season.69, 70

Clersovimab has one single dosage 105 mg and is recommended to be given to infants at birth
or before start of the RSV season.71 It has been recommended for use for the protection of
infants up to 12 months of age in a few countries.72, 73 As of August 2026, WHO has not yet
reviewed the evidence in order to issue formal recommendations on the use of clesrovimab.

Back to table of contents

Logistics (feasibility)

Cold chain volume required per vaccine dose (in cm3)

Volume requirements depend on product type and presentation: the maternal RSV Pre-F vaccine
require 12.1 cm3/dose, whereas the cold chain volume for mAbs ranges from 53.3 to 134
cm3/dose.68

For specific product characteristics see the comparison table.68

Back to table of contents

Sources

1.
Li Y, Wang X, Blau DM, Caballero MT, Feikin DR, et al. (2022). Global, regional, and national
disease burden estimates of acute lower respiratory infections due to respiratory syncytial virus
in children younger than 5 years in 2019: a systematic analysis. Lancet. 400(10319): 717–739.
doi:10.1016/S0140-6736(22)00478-0.

2.
Glezen WP, Taber LH, Frank AL, Kasel JA (1986). Risk of primary infection and reinfection with
respiratory syncytial virus. Am J Dis Child. 140:543–546.

Page 13 of 24



doi:doi:10.1001/archpedi.1986.02140200053026.

3.
Fleming JA, Baral R, Higgins D, Khan S, Kochar S, et al. (2023). Value profile for respiratory
syncytial virus vaccines and monoclonal antibodies. Vaccine. 41(Suppl 1):S7.
doi:doi:10.1016/j.vaccine.2022.09.081.

4.
Lutz CS, Zhang H, Knoll MD, Sparrow EG, Chen H, Feikin DR. Respiratory syncytial virus positivity
among hospital admissions for acute respiratory illness in children younger than 5 years of age in
low- and middle-income countries: a systematic review and meta-analysis. BMC Public Health.
2026 Feb 24;26(1):1059. doi:doi: 10.1186/s12889-026-26743-4.

5.
Mahmud S, van Zandvoort K, Guo L, Li Y, Nair H, et al. Age distribution of respiratory syncytial
virus disease in children younger than 5 years in low-income and middle-income countries: a
systematic review and meta-analysis. Lancet Child Adolesc Health. 2026 Apr;10(4):245-254.
doi:doi: 10.1016/S2352-4642(25)00349-9.

6.
Mufson MA, Orvell C, Rafnar B, Norrby E (1985). Two distinct subtypes of human respiratory
syncytial virus. J Gen Virol. 66 (Pt 10):2111–2124. doi:doi:10.1099/0022-1317-66-10-2111.

7.
Borchers AT, Chang C, Gershwin ME, Gershwin LJ (2013). Respiratory syncytial virus-a
comprehensive review. Clin Rev Allergy Immunol. 45:331–379. doi:doi:10.1007/s12016-013-
8368-9.

8.
Li Y, Wang X, Blau DM, Caballero MT, Feikin DR, et al. (2022). Global, regional, and national
disease burden estimates of acute lower respiratory infections due to respiratory syncytial virus
in children younger than 5 years in 2019: a systematic analysis. Lancet. doi:10.1016/s0140-
6736(22)00478-0.

9.

Page 14 of 24



Du Y, Yan R, Wu X, Zhang X, Chen C, et al. (2023). Global burden and trends of respiratory
syncytial virus infection across different age groups from 1990 to 2019: a systematic analysis of
the global burden of disease 2019 study. Int J Infect Dis. 135:70–76.
doi:10.1016/j.ijid.2023.08.008.

10.
Li Y, Wang X, Blau DM, Caballero MT, Feikin DR, et al. (2022). Global, regional, and national
disease burden estimates of acute lower respiratory infections due to respiratory syncytial virus
in children younger than 5 years in 2019: a systematic analysis. Lancet. doi:10.1016/S0140-
6736(22)00478-0.

11.
Fleming JA, Baral R, Higgins D, Khan S, Kochar S, et al. (2023). Value profile for respiratory
syncytial virus vaccines and monoclonal antibodies. Vaccine. 41(Suppl 1):S7.
doi:10.1016/j.vaccine.2022.09.081.

12.
European Medicines Agency (n.d.). Abrysvo: EU summary of product characteristics [product
information document]. Amsterdam: EMA
(https://www.ema.europa.eu/en/documents/overview/abrysvo-epar-medicine-overview_en.pdf,
accessed 17 August 2026).

13.
European Medicines Agency (n.d.). Beyfortus: EU summary of product characteristics [product
information document]. Amsterdam: EMA (https://www.ema.europa.eu/en/documents/product-
information/beyfortus-epar-product-information_en.pdf, accessed 28 June 2026).

14.
Syed YY. Clesrovimab: First Approval. Drugs. 2025;85(11):1487-92 doi:10.1007/s40265-025-
02224-7.

15.
Kampmann B, Madhi SA, Munjal I, Simões EAF, et al. (2023). Bivalent prefusion F vaccine in
pregnancy to prevent RSV illness in infants. N Engl J Med. 388:1451–1464.
doi:10.1056/NEJMoa2216480.

Page 15 of 24

https://doi.org/10.1007/s40265-025-02224-7
https://doi.org/10.1007/s40265-025-02224-7


16.
Pérez Marc G, Vizzotti C, Fell DB, Di Nunzio L, Olszevicki S, et al. 2025. Real-world effectiveness
of RSVpreF vaccination during pregnancy against RSV-associated lower respiratory tract disease
leading to hospitalisation in infants during the 2024 RSV season in Argentina (BERNI study): a
multicentre, test-negative, case-control study. Lancet Infect Dis doi:10.1016/s1473-
3099(25)00156-2.

17.
Williams TC, Marlow R, Cunningham S, Drysdale SB, Groves HE, Hunt S, Iskander D, Liu X, Lyttle
MD, Mpamhanga CD, O'Hagan S, Waterfield T, Roland D. 2025. Bivalent prefusion F vaccination
in pregnancy and respiratory syncytial virus hospitalisation in infants in the UK: results of a
multicentre, test-negative, case-control study. Lancet Child Adolesc Health. doi:10.1016/s2352-
4642(25)00155-5.

18.
O'Hagan S, Cunningham S, Drysdale SB, Groves HE, Hunt S, et al. A national programme of
bivalent prefusion F vaccination in pregnancy and protection against respiratory syncytial virus
hospitalisation in infants until age 6 months in the UK: a multicentre, prospective, test-negative,
case-control study. Lancet Child Adolesc Health. 2026;10(9):637-46. doi:10.1016/S2352-
4642(26)00134-3.

19.
Müller WJ, Madhi SA, Seoane Nuñez B, Baca Cots M, Bosheva M, et al. (2023). Nirsevimab for
prevention of RSV in term and late-preterm infants. N Engl J Med. 388:1533–1534.
doi:10.1056/NEJMc2214773.

20.
Griffin MP, Yuan Y, Takas T, Domachowske JB, Madhi SA, et al. (2020). Single-dose nirsevimab for
prevention of RSV in preterm infants. N Engl J Med. 383:415–425. doi:10.1056/NEJMoa1913556.

21.
Munro APS, Drysdale SB, Cathie K, Flamein F, Knuf M, et al. 2025. 180-day efficacy of nirsevimab
against hospitalisation for respiratory syncytial virus lower respiratory tract infections in infants
(HARMONIE): a randomised, controlled, phase 3b trial. Lancet Child Adolesc Health 9:404-412.
doi:10.1016/S2352-4642(25)00102-6.

Page 16 of 24

https://doi.org/10.1016/s2352-4642(25)00155-5
https://doi.org/10.1016/s2352-4642(25)00155-5


22.
Torres JP, Sauré D, Goic M, Thraves C, Pacheco J, et al. 2025. Effectiveness and impact of
nirsevimab in Chile during the first season of a national immunisation strategy against RSV
(NIRSE-CL): a retrospective observational study. Lancet Infect Dis. doi:10.1016/s1473-
3099(25)00233-6.

23.
Sumsuzzman DM, Wang Z, Langley JM, Moghadas SM. 2025. Real-world effectiveness of
nirsevimab against respiratory syncytial virus disease in infants: a systematic review and meta-
analysis. Lancet Child Adolesc Health 9:393-403. doi:10.1016/S2352-4642(25)00093-8.

24.
Zar HJ, Simoes EAF, Madhi SA, Ramilo O, Senders SD, et al. Clesrovimab for Prevention of RSV
Disease in Healthy Infants. N Engl J Med. 2025;393(13):1292-303. doi:10.1056/NEJMoa2502984.

25.
Zar HJ, Bont LJ, Manzoni P, Munoz FM, Ramilo O, et al. Clesrovimab in Infants at Increased Risk
For Severe Disease During 2 RSV Seasons: A Randomized Clinical Trial. JAMA Pediatr. 2026.
doi:10.1001/jamapediatrics.2026.2760.

26.
RSV_IMPACT Study: Maternal RSV Vaccination to Protect Infants. University of Witwatersrand;
2025 (https://wrhi.ac.za/projects/rsv_impact-study/, accessed 22 September 2026).

27.
United States Food and Drug Administration (2023). Vaccines and Related Biological Products
Advisory Committee meeting, 18 May 2023: FDA briefing document. Silver Spring (MD): US FDA
(https://www.fda.gov/media/168185/download, accessed 28 June 2026).

28.
Kampmann B, Madhi SA, Munjal I, Simões EAF, Pahud BA et al. (2023). Bivalent prefusion F
vaccine in pregnancy to prevent RSV illness in infants. N Engl J Med. 388:1451–64. doi:
10.1056/NEJMoa2216480.

29.

Page 17 of 24

https://doi.org/10.1016/S2352-4642(25)00093-8
https://www.nitag-resource.org10.1056/NEJMoa2502984
https://wrhi.ac.za/projects/rsv_impact-study/


Simões EAF, Madhi SA, Muller WJ, Atanasova V, Bosheva M, et al. (2023). Efficacy of nirsevimab
against respiratory syncytial virus lower respiratory tract infections in preterm and term infants,
and pharmacokinetic extrapolation to infants with congenital heart disease and chronic lung
disease: a pooled analysis of randomized controlled trials. Lancet Child Adolesc Health.
7(3):180–89. doi:10.1016/S2352-4642(22)00321-2.

30.
Zar HJ, Simoes EAF, Madhi SA, Ramilo O, Senders SD, et al. Clesrovimab for Prevention of RSV
Disease in Healthy Infants. N Engl J Med. 2025;393(13):1292-303. doi:10.1056/NEJMoa2502984.

31.
Zar HJ, Bont LJ, Manzoni P, Munoz FM, Ramilo O, et al. Clesrovimab in Infants at Increased Risk
For Severe Disease During 2 RSV Seasons: A Randomized Clinical Trial. JAMA Pediatr. 2026
doi:10.1001/jamapediatrics.2026.2760.

32.
FDA-Approved drugs (2024). United States Food and Drug Administration (FDA)
(https://www.fda.gov/media/168889/download?attachment, accessed 28 June 2026).

33.
WHO position paper on immunization to protect infants against respiratory syncytial virus
disease, May 2025 Weekly Epidemiological Record. 2025;100(22):193-218 (
https://www.who.int/publications/i/item/WER10022t, accessed 22 September 2026). 

34.
Background paper: Long-acting monoclonal antibodies and maternal RSV vaccine for prevention
of severe Respiratory Syncytial Virus (RSV) disease in infants . World Health Organization; 2024 (
https://terrance.who.int/mediacentre/data/sage/SAGE_eYB_Sept2024.pdf, accessed 22
September 2026).

35.
DeSilva M (2024). RSVpreF vaccine, preterm birth, and small for gestational age at birth:
preliminary results from the Vaccine Safety Datalink. ACIP meeting, October 2024
(https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/03-RSV-Mat-Peds-DeSilva-508.pdf,
accessed 28 June 2026).

Page 18 of 24

https://www.nitag-resource.org10.1016/S2352-4642(22)00321-2
https://doi.org/10.1056/NEJMoa2502984
https://iris.who.int/server/api/core/bitstreams/96ec533a-de56-4e1a-8e01-420afda0b683/content
https://iris.who.int/server/api/core/bitstreams/96ec533a-de56-4e1a-8e01-420afda0b683/content
https://terrance.who.int/mediacentre/data/sage/SAGE_eYB_Sept2024.pdf


36.
Report of the joint meeting of ACSoMP and GACVS, June 2026. Weekly Epidemiological Record.
2026;101(34):187–192 (https://www.who.int/publications/journals/weekly-epidemiological-
record/wer101-34, accessed 23 September 2026).

37.
Monoi A, Endo A, Procter SR, Leuba SI, Flasche S, et al. (2026) The benefits and risks of maternal
RSV vaccination on mortality in South Africa: A modeling study. PLOS Medicine 23(1): e1004625.
doi:10.1371/journal.pmed.1004625.

38.
Estrella-Porter P, Correcher-Martínez E, Orrico-Sánchez A, Carreras JJ. Post-Marketing Surveillance
of Nirsevimab: Safety Profile and Adverse Event Analysis from Spain's 2023-2024 RSV
Immunisation Campaign. Vaccines (Basel). 2025 Jun 10;13(6):623.
doi:10.3390/vaccines13060623.

39.
Limaye RJ, Sauer M, Njogu R, Singh P, Fesshaye B, Karron RA (2023). Characterizing attitudes
toward maternal RSV vaccines among pregnant and lactating persons in Kenya: key
considerations for confidence. J Pediatric Infect Dis Soc. 12:638–41. doi: 10.1093/jpids/piad098.

40.
Bajinka O, Kebbeh A, Ceesay SBF, Jaiteh L, Mamtuti P, et al. Prevalence of RSV among patients in
tertiary hospitals and healthcare worker knowledge in The Gambia: A paradigm shift from
reactive to proactive 3PM-guided care is envisaged. Int J Infect Dis. 2026 Apr 16:108709.
doi:10.1016/j.ijid.2026.108709.

41.
Fleming JA, Baral R, Higgins D, Khan S, Kochar S, et al. (2023). Value profile for respiratory
syncytial virus vaccines and monoclonal antibodies. Vaccine. 41(Suppl 1):S7.
doi:10.1016/j.vaccine.2022.09.081.

42.
Gavaruzzi T, Ceccarelli A, Nanni C, Vignali C, Colonnello V, et al. Knowledge and Attitudes
Regarding Respiratory Syncytial Virus (RSV) Prevention: A Systematic Review. Vaccines (Basel).

Page 19 of 24

https://doi.org/10.1371/journal.pmed.1004625
https://doi.org/10.1016/j.vaccine.2022.09.081


2025;13(2). doi:10.3390/vaccines13020159.

43.
Jasseh I, Manka M, Mendy S, Bajinka O, Makalo L. Feasibility and Acceptability of Respiratory
Syncytial Virus Vaccination in Mothers for Infant Protection at Edward Francis Small Teaching
Hospital, the Gambia. J Epidemiol Glob Health. 2025;15(1):118. doi:10.1007/s44197-025-00467-
x.

44.
Quintanar-Solares M, Fleming JA, Musau W, Mulati F, Contreras I, Uranw S et al. RSV ready?
Exploring feasibility and acceptability of RSV immunization options in low- and middle-income
countries. Vaccine. 2026;80:128550. doi:10.1016/j.vaccine.2026.128550.

45.
Limaye RJ, Sauer M, Njogu R, Singh P, Fesshaye B, Karron RA. Characterizing Attitudes Toward
Maternal RSV Vaccines Among Pregnant and Lactating Persons in Kenya: Key Considerations for
Demand Generation Efforts for Vaccine Acceptance. J Pediatric Infect Dis Soc. 2023;12(12):638-
41. doi:10.1093/jpids/piad098.

46.
Sauer MA, Fesshaye B, Miller ES, Schue JL, Singh P, Jalang'o R et al. Contextualizing future
maternal RSV vaccination acceptance and trust among pregnant and lactating women in Kenya:
A latent class analysis. PLOS Glob Public Health. 2025;5(8):e0004505.
doi:10.1371/journal.pgph.0004505.

47.
UNICEF Supply Division (2025). Auto-disable (AD) syringe price data . Copenhagen: United
Nations Children’s Fund (https://www.unicef.org/supply/media/24391/file/Auto-Disable-AD-
syringes-pricing-data-2011-2027.pdf, accessed 24 June 2026).

48.
Pan American Health Organization (2025). Revolving fund: Syringe and Safety Boxes – Price List
for the Calendar Year 2025 (https://www.paho.org/sites/default/files/2025-02/prices-syringes-
safety-boxes-2025-eng-v2.pdf, accessed 24 June 2026).

49.

Page 20 of 24

https://doi.org/10.1016/j.vaccine.2026.128550


UNICEF Supply Division (2025). Safety boxes price data
(https://www.unicef.org/supply/media/24401/file/Safety-Boxes-SB-pricing-data-2011-2027.pdf,
accessed 24 June 2026).

50.
World Health Organization (2026). 2025 MI4A public vaccine purchase dataset. Geneva: WHO
(https://www.who.int/publications/m/item/interim 2024 mi4a public vaccine purchase dataset,
accessed 25 September 2026).

51.
Pan American Health Organization (2025). PAHO vaccine prices for 2025. Washington (DC): PAHO
(https://www.paho.org/sites/default/files/2025-02/prices-vac-2025-eng-27-feb-25.pdf, accessed
28 June 2026).

52.
United States Centers for Disease Control and Prevention (2026). CDC vaccine price list for
childhood vaccines. Atlanta (GA): US CDC (https://www.cdc.gov/vaccines-for-
children/php/awardees/current-cdc-vaccine-price-list.html, accessed 28 June 2026).

53.
Bill & Melinda Gates Foundation Announces New Commitments for Vaccine Candidates With the
Potential to Reduce Newborn and Infant Deaths in Lower-Income Countries [website]. Gates
Foundation; 2022 (ttps://www.gatesfoundation.org/ideas/media-center/press-
releases/2022/09/gates-foundation-announces-grants-to-reduce-infant-mortality, accessed 22
September 2026).

54.
Procter SR, Salman O, Pecenka C, Gonçalves BP, Paul P, Hutubessy R, et al. (2020). A review of
the costs of delivering maternal immunisation during pregnancy. Vaccine. 38(40):6199.
doi:10.1016/j.vaccine.2020.07.050.

55.
Baral, R., Fleming, J.A., Gautam, A. et al. Maternal vaccine delivery costs in South Asian settings:
estimates from Bangladesh and Nepal. BMC Public Health 26, 98 (2026). doi:10.1186/s12889-
025-25786-3.

Page 21 of 24

https://www.paho.org/sites/default/files/2025-07/prices-vac-2025-eng-2-july-2025-v3.pdf
https://www.cdc.gov/vaccines-for-children/media/pdfs/2026/06/Pediatric-VFC-Vaccine-Price-List-06-16-26.pdf
https://www.cdc.gov/vaccines-for-children/media/pdfs/2026/06/Pediatric-VFC-Vaccine-Price-List-06-16-26.pdf


56.
Baral R, Otiang E, Odiyo J, Nyawanda BO, Nyiro JU, et al. Cost of delivering childhood RSV
prevention interventions to the health system in Kenya: a prospective analysis. BMJ Open
2024;14:e084207. doi:10.1136/bmjopen-2024-084207

57.
Baral R, Amponsa-Achiano K, Barros I, Cofie P, Dapaah P, et al. What will introducing and
delivering new maternal vaccines cost in Ghana and Mozambique? A prospective analysis,
Vaccine, Volume 49, 2025, doi:10.1016/j.vaccine.2025.126769.

58.
UNICEF (2024). Costs of fully vaccinating a child. New York: United Nations Children’s Fund
(https://www.unicef.org/media/161751/file/Standard%20costs%20of%20fully%20vaccinating%20a%20child_UNICEF_2024.pdf,
accessed 28 June 2026).

59.
Mahmud S, Baral R, Sanderson C, Pecenka C, Jit M, Li Y, et al. (2023). Cost-effectiveness of
pharmaceutical strategies to prevent respiratory syncytial virus disease in young children: a
decision-support model for use in low-income and middle-income countries. BMC Med. 21:138.
doi:10.1186/s12916-023-02827-5.

60.
Universal vaccine decision-support model [website]. Geneva: World Health Organization; 2025
(https://sites.google.com/view/univac, accessed 28 June 2026).

61.
Kura K, Lang JC, Wang D, Choi Y, Goveia MG, et al. Cost-Effectiveness Analysis of Clesrovimab for
Respiratory Syncytial Virus in Infants in the United States. Vaccines (Basel). 2026;14(5).
https://doi.org/10.3390/vaccines14050411.

62.
Gavi, the Vaccine Alliance (2018). Report to the Board, 28–29 November 2018: vaccine
investment strategy. Geneva: Gavi, the Vaccine Alliance
(https://www.gavi.org/sites/default/files/board/minutes/2018/28-nov/docs/08%20-
%20Vaccine%20Investment%20Strategy%20document.pdf, accessed 28 June 2026).

Page 22 of 24



63.
Gavi, the Vaccine Alliance (2026). Gavi 6.0 Funding Guidelines v1.0 April 2026
(https://www.gavi.org/sites/default/files/support/guidelines-2026/gavi-60-funding-guidelines-
annexes.pdf, accessed 28 June 2026).

64.
World Health Organization (2026) Full vaccine product list
(https://www.who.int/teams/immunization-vaccines-and-biologicals/vaccine-access/mi4a/mi4a-
vaccine-purchase-data, accessed 24 June 2026).

65.
National Medical Products Administration. NMPA approves retavibart injection for marketing.
Beijing: National Medical Products Administration; September 3, 2026.
(https://www.nmpa.gov.cn/zhuanti/cxylqx/cxypxx/20260903111247181.html, accessed 23
September 2026).

66.
National Medical Products Administration. NMPA approves clulevibart injection for marketing.
Beijing: National Medical Products Administration; September 3, 2026. (
https://www.nmpa.gov.cn/zhuanti/cxylqx/cxypxx/20260903110924138.html, accessed 23
September 2026).

67.
World Health Organization (2026) Prequalified Vaccines (
https://extranet.who.int/prequal/vaccines/prequalified-vaccines,  accessed 24 June 2026).

68.
NITAG Resource Center. Vaccine Evidence Compendium: RSV vaccines. 2026. See detailed
product comparison table

69.
World Health Organization (2025). WHO position paper on immunization to protect infants
against respiratory syncytial virus disease, May 2025 Weekly Epidemiological Record.
2025;100(22):193-218 (https://www.who.int/publications/i/item/WER10022, accessed 28 June
2026).

Page 23 of 24

https://www.nmpa.gov.cn/zhuanti/cxylqx/cxypxx/20260903110924138.html
https://extranet.who.int/prequal/vaccines/prequalified-vaccines
https://www.nitag-resource.org/compendium/rsv/vaccines


70.
World Health Organization (2024). Meeting of the Strategic Advisory Group of Experts on
Immunization (SAGE), December 2024. Wkly Epidemiol Rec. 99(49):719–40
(https://www.who.int/publications/i/item/who-wer9949-719-740, accessed 28 June 2026).

71.
Enflonsia (clesrovimab) . European Medicines Agency; 2026 (
https://www.ema.europa.eu/en/medicines/human/EPAR/enflonsia, accessed 17 August 2026).

72.
Killikelly A, Siu W, Brousseau N. Summary of the National Advisory Committee on Immunization
(NACI) Statement: Updated guidance to protect infants and children from respiratory syncytial
virus disease. Can Commun Dis Rep. 2026;52(6):223-6. doi:10.14745/ccdr.v52i06a01.

73.
Moulia DL, Link-Gelles R, Chu HY, Jamieson D, Brooks O, et al. Use of Clesrovimab for Prevention
of Severe Respiratory Syncytial Virus-Associated Lower Respiratory Tract Infections in Infants:
Recommendations of the Advisory Committee on Immunization Practices - United States, 2025.
MMWR Morb Mortal Wkly Rep. 2025;74(32):508-14. doi:10.15585/mmwr.mm7432a3.

Page 24 of 24

https://www.ema.europa.eu/en/medicines/human/EPAR/enflonsia
https://doi.org/10.14745/ccdr.v52i06a01

