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RSV SEASON



RSV CLINICAL PERSPECTIVES

• RSV causes significant infant hospitalisations in South Africa

Moyes, J., Tempia, S., Walaza, S. et al. The burden of RSV-associated illness in 
children aged < 5 years, South Africa, 2011 to 2016. BMC Med 21, 139 (2023). 
https://doi.org/10.1186/s12916-023-02853-3



RSV CAUSES SUBSTANTIAL DISEASE BURDEN ON NEWBORNS AND 
INFANTS GLOBALLY EACH YEAR
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2.2 million hospitalizations

12.9 million episodes of RSV LRTI

66,300 deaths
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1.Zar HJ et al., Drakenstein Child Health Study, abstract 2023
2.Zar HJ et al., Lancet Glob Health 2020

•430 hospitalisation episodes among 314 children (28%) in first 2 
years

•LRTI = 49% (169/346) of post-discharge hospitalisations

•RSV responsible for ~31% of LRTIs (~52 RSV hospitalisations)

•In first 6 months, RSV-LRTI caused 22% of all hospitalisations 
(36/164)

Hospitalisations1 
(Drakenstein Birth Cohort, 

n=1136)

•Ambulatory RSV LRTI: ~0.05 episodes per child-year

•Burden is ~3–4× higher than hospitalised RSV cases

•Majority of RSV disease is managed in clinics/outpatient settings

Outpatient / 
Ambulatory Visits2

COMPARISON OF RSV IMPACT ACROSS DIFFERENT 

HEALTHCARE SETTING –  SOUTH AFRICA



L E A D I N G C AU S E  O F  
L RT I  A N D  

H O S P I TAL IZAT IO N S 
I N  A L L  I N FA N T S  

• ~96,783 cases in infants <1-year annually

RSV accounted for 22% of all-

cause hospitalizations and 

41% of LRTI-hospitalisations 

in the first 6 months of life1

SA Birth Cohort, DCHS

In babies < 1 month old, 

about 14,674 out of every 

100,000 (≈15%) were 

hospitalised with severe RSV 

Infants < 1 month old - 

extraordinarily high-risk 

window — essentially, 1 in 7 

newborns in that age group 

lands in hospital with RSV 

RSV is the leading cause of 

LRTIs in infants <1 year, 

responsible for:

20–40% of pneumonia cases

40–80% of bronchiolitis cases

1.Zar HJ, Barnett W, Stadler A, Gardner-Lubbe S, Myer L, Nicol MP. Aetiology of childhood pneumonia in a well-vaccinated South 
African birth cohort: a nested case-control study of the Drakenstein Child Health Study. Lancet Respir Med. 2016 Jun;4(6):463–72.



RSV IS THE LEADING ATTRIBUTABLE PATHOGEN-SPECIFIC CAUSE OF 
SEVERE OR VERY SEVERE PNEUMONIA IN INFANTS 1 TO 5 MONTHS OF 

AGE: PERCH STUDY

CFR, case fatality rate; PERCH, Pneumonia Etiology Research for Child Health; RSV, respiratory syncytial virus.

Figure courtesy of Dr Madhi. Publication:1. Pneumonia Etiology Research for Child Health (PERCH) Study Group. Lancet. 2019;394(10200):757-779. 2. Pneumonia Etiology Research for Child Health (PERCH) Study 

Group. Supplementary appendix. Lancet. 2019;394(10200):757-779.

Prevention of RSV is a 

clear public health priority 

for high-income and low- to 

middle-income countries. 

▪ Children 1 to 5 months of age make up 41% of 

all RSV cases, with CFR of 10.6%

▪ Overall, 47.3% of all deaths occurred in 1 to 5 

months of age group
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https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(19)30721-4/fulltext
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(19)30721-4/fulltext
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(19)30721-4/fulltext
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(19)30721-4/fulltext


• aSeven low-income countries include Bangladesh, The Gambia, Kenya, Mali, South Africa, Thailand, and Zambia. Note that numbers are rounded, so may not add up to 100%.

• RSV: respiratory syncytial virus.

• 1. Pneumonia Etiology Research for Child Health (PERCH) Study Group. Lancet. 2019;394(10200):757-779.

RSV IS THE LEADING CAUSE OF SEVERE PNEUMONIA 

REQUIRING HOSPITAL ADMISSION AMONG INFANTS <1 

YEAR IN LOW-INCOME COUNTRIES

Enterobacteriaceae
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P. jirovecii
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Other pathogens
16%

Human metapneumovirus
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Aetiology of severe pneumonia in infants <1 year in seven countries1,a

40%
of cases of severe pneumonia are 

caused by RSV



RSV ACCOUNTS FOR ALMOST 2/3 OF ACUTE RESPIRATORY 
INFECTIONS 

IN INFANTS AND YOUNG CHILDREN WORLDWIDE

Aetiology of acute respiratory infections in infants and young children

63%
The World Health Organization estimates 

that RSV accounts for >60% of acute 

respiratory infections in young children and

>80% in infants 

<1 year of age worldwide
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RSV



THE SYMPTOMS OF RSV IN INFANTS RANGE 
FROM MILD TO SEVERE
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Mild
Severe

Difficult to predict which infants will develop lower respiratory tract disease and require hospitalization

Upper respiratory tract infection

• Sneezing

• Nasal congestion/

rhinorrhea

Non respiratory symptoms

• Fever and/or chills

• Difficulty sleeping

• Difficulty feeding

Lower respiratory tract infection: 

bronchiolitis and pneumonia

• Wheezing/

difficulty breathing

• Cough

• Tachypnea

• Cough
• Hypoxemia

• Apnea

• Irritability 

• Lethargy 



• LRTI: lower respiratory tract infection; RSV: respiratory syncytial virus. 

• 1. Esposito S, et al. Front Immunol. 2022;13:880368. 2. Mazur NI, et al. Lancet Infect Dis. 2022;S1473-3099(22)00291-2. 

LOWER RESPIRATORY TRACT INFECTIONS IN EARLY YEARS OF LIFE

Up to 40% of these cases develop LRTI with 
the initial episode

Nearly all children 
(90%) are infected with 
RSV within the first two 

years of life

Nearly 70% infants 
are infected with RSV 
in their first year of 
life

RSV infections 
in early years of 

life1

Infant bronchiolitis

60-80%
attributable to RSV

Infant pneumonia

31%
attributable to 

RSV



SYMPTOMS VARY BY AGE-GROUPS

COPD: Chronic obstructive pulmonary disease; LRTD: Lower respiratory tract disease; LRTI: Lower respiratory tract infection; mos: months; RSV: Respiratory syncytial virus; URTI: Upper respiratory tract infection; yrs: Years.

1. Openshaw PJM, et al. Annu Rev Immunol. 2017;35:501-532. 2. Esposito S, et al. Front Immunol. 2022;13:880368. 3. Falsey AR, et al. N Engl J Med. 2005;352(17):1749-1759. 4. Carvajal JJ, et al. Front Immunol. 2019;10:2152. 

RSV causes disease that is recurrent throughout life, but more severe infections typically occur early and late in life

Young child
(1–5 yrs)

Adolescent
(12–18 yrs)

Adult
(21–65 yrs)

Infant
(28 days-12 mons) 

Newborn
(0–28 days)

Child
(6–11 yrs)

Young adult
(18–21 yrs)

Elderly
(>65 yrs)

LRTI (bronchiolitis/pneumonia)1,2

Recurrent wheezing/asthma1

Exacerbation of asthma/COPD1

D
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RSV infections range from mild to life-threatening respiratory diseases4

URTI1

RSV LRTD (pneumonia)1,3



 Johnson EK, et al. Popul Health Metr. 2021;19(1):31.

RSV IS A MAJOR CAUSE OF INFANT LRTI HOSPITALIZATION 

WORLDWIDE
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• HIC: high-income country; LIC: low-income country; LMIC: lower-middle-income country; LRTI, lower respiratory tract infection; RSV, respiratory syncytial virus; UMIC: upper-middle-income country.

• 1. PATH. Advancing Maternal Immunization. Advancing RSV Maternal Immunization: A Gap Analysis Report. July 2018 https://www.path.org/resources/advancing-rsv-maternal-immunization-gap-analysis-report/ 

INFANTS FROM ALL COUNTRIES ARE AT RISK OF 

HOSPITALIZATION FROM RSV-ASSOCIATED LRTIS
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GLOBAL BURDEN OF RSV

Mazur et al. Lancet Respir Med 2015, Mazur et al. Lancet Infect Dis 2022 

Increased risk of obstructive airways 
disease after RSV LRTI



• CI: confidence interval; ED: emergency department; LRTI: lower respiratory tract protection; URTI: upper respiratory tract infection.

• 1. Windsor WJ, et al. J Med Virol. 2022;1–8.

CHILDREN WITH RSV HAD MORE SEVERE AND LONGER 

DURATION OF ILLNESS COMPARED WITH INFLUENZA

Aged 0-4 years Aged >5 years Bronchiolitis URTI LRTI Hospitalized
Recurrent visits

to ED

RSV
(N=114)

97 3 61 35 15 29 27

Influenza A
(N=121)

50 50 6 85 3 5 14

Influenza B
(N=17)

47 56 0 77 6 6 18
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RSV vs. Influenza

.
Measure

(95% CI)
P value

Hospitalization risk

(Adjusted relative risk)

2.92

(1.14–7.47)
0.0249

Symptom duration

(Adjusted hazard ratio)

2.16

(1.14–3.29)
0.0004

Children with RSV had:

• higher hospitalization risk compared with influenza

• longer illness duration compared with influenza



CFR: case fatality rate; LIC: low-income countries; LMIC: lower middle-income countries ; M: million RSV: respiratory syncytial virus ; UMIC: upper middle-income countries.The bands correspond to the 95% CI of each parameter at each age. The pink bands 

present the “global” splines—derived from GAMMs with no income group predictor—and the blue bands present the “income group” splines—derived from GAMMs that include a predictor for the World Bank’s country income group designation.

1. Antillón M, Li X, et al. PLoS Med. 2023;20(7):e1004250.

RSV DISEASE BURDEN ACROSS LICS, LMICS, AND UMICS

Age in months
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Splines of (A) community-based incidence, and 

(B) hospital-based incidence of RSV*

The most common age for RSV infection

Community-based 

incidence

Hospital-based 

incidence

Peak age 4.8 months 2.6 months

Mean age 18.9 months 15.8 months

Median age 14.7 months 11.6 months

In an average year, a total of 121 M cases of RSV in 

infants <12 months

Probability of RSV hospitalization among infants <12 

months is 11% and CFR among hospitalized individuals is 

0.53%
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MOST HOSPITALIZATIONS FOR RSV 
OCCUR IN HEALTHY FULL-TERM INFANTS



• aCalculated from dataset that includes healthy pre-term infants (11%). b% Healthy infant mortality varied from 44% in high-income countries to 53% in middle-income countries and 74% in low-income countries.

•  RSV: respiratory syncytial virus; RSV-LRTI: respiratory syncytial virus-lower respiratory tract infection.

• 1. GBD 2016 Lower Respiratory Infections Collaborators. Lancet Infect Dis. 2018;18(11):1191-1210. 2. Shi T, et al. Lancet. 2017;390(10098):946-958. 3. Scheltema N, et al. Lancet Glob Health. 2017;5(10):e984-e991. 4. Li Y, et al. Lancet. 

2022;399(10340):2047-2064.

RSV-LRTI IS A LEADING CAUSE OF MORBIDITY AND MORTALITY 

AROUND THE WORLD AFFECTING HEALTHY INFANTS

57%
were previously 

healthy infants

Relative RSV infant mortality 

worldwide

World
wide

43%
were infants with underlying 

conditions

RSV-LRTI is the leading viral cause of infant 
mortality with 66,300 deaths in infants per 
year worldwide

Healthy infants comprise ~57% of RSV related 

deaths worldwide
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RSV IS ASSOCIATED WITH LONG-
TERM HEALTHCARE BURDEN



• aData representative for the second 6 months of life after considering an RSV infection in the first 6 months of life. 

• RSV: respiratory syncytial virus.

• 1. Abreo A, et al. Clin Infect Dis. 2020;71(1):211-214. 2. Piedimonte G, et al. Pediatr Rev. 2014;35(12):519-530. 3. Driscoll AJ, et al. Vaccine. 2020;38(11):2435-2448. 4. Simoes EAF, et al. J Infect Dis. 2020;221(8):1256-1270.

BURDEN OF RSV EXTENDS BEYOND THE INITIAL MEDICAL CARE 

IN THE US

RSV infection is associated with increased 

incidence of otitis media and pneumonia, and 

excessive antibiotic use

RSV infection is associated with recurrent 

wheezing, reduced pulmonary function, and 

increased healthcare utilization

Short Term Long Term



• Rates were calculated as the no. of hospitalizations/100 patient-years since the index event and were for the full cohort. P<0.01 for all data points.

• RSV: respiratory syncytial virus.

• 1. Simões EAF, et al. J Infect Dis. 2020;221(8):1256-1270.

CHILDREN HOSPITALIZED AS INFANTS FOR RSV INCUR GREATER 

HEALTHCARE RESOURCE UTILIZATION OVER THE FOLLOWING 

YEARS COMPARED WITH OTHER CHILDREN
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All-cause Respiratory event-related Asthma/Wheezing-related

During follow up, there 

were 16 additional 

hospitalizations per year 

for every 100 full-term 

healthy infants previously 

hospitalized with RSV, 

compared with controls 

Absolute difference in cumulative rate of hospitalization for infants hospitalized with RSV in the first year of 
life compared with healthy controls



• HRQoL: health-related quality of life; MA: medically attended; RSV: respiratory syncytial virus. 
• 1. Hak SF, et al. J Infect Dis. 2024;229(Supplement_1):S40-S50. 

SUBSTANTIAL BURDEN TO INFANTS, FAMILIES, AND SOCIETY 

EVEN WHEN MEDICAL ATTENDANCE IS NOT REQUIRED

In 50.5% (49/97) of episodes, parents still reported respiratory symptoms 
on ≥day 15

Problems in each of the 5 HRQoL dimensions were most common during 
days 2 to 5

Time to recovery of respiratory symptoms in nonmedically attended (dark) and medically 

attended (light) RSV acute respiratory infections. Time to recovery was compared between 

groups with a log-rank test. 
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RISK OF RSV INFECTION AND 
WHEEZING WITH NIRSEVIMAB

A population-based cohort study 

Ma KSK, et al. Pediatr Res. 2025. DOI: https://doi.org/10.1038/s41390-024-03782-4. 

In this real-world, post-approval analysis, nirsevimab administration is associated with a reduced risk of RSV infection 
and wheezing in infants

Objectives
To compare the rate of RSV infections and wheezing events in infants 

who received nirsevimab prophylaxis with those who did not in the 

2023–24 RSV season

Methods

Population-based cohort study using TriNetX Research Network in 

infants (<12 months) who had an encounter for routine immunizations 

from 1 October 2023 to 31 March 2024

Infants who received nirsevimab had a significantly lower risk of RSV 

infection, and a lower risk of wheezing, compared with infants who did not 

receive nirsevimab 

Total number of RSV 

infections‡

Cases per 1000 person-

months

Nirsevimab 

non-recipients

n=7042

Nirsevimab 

recipients

n=7042

502

142

HR: 0.24, 95% CI: 0.17–0.33

76% reduction 27% reduction

10.90
9.94

Nirsevimab 

non-recipients

n=7042

Nirsevimab 

recipients

n=7042

HR: 0.73, 95% CI: 0.58–0.93



• RWEC: recurrent wheeze of early childhood; RSV-LRTI: respiratory syncytial virus lower respiratory tract infection; RSV: respiratory syncytial virus.

• 1. Driscoll AJ, et al. Vaccine. 2020;38(11):2435-2448.

RSV-LRTI ASSOCIATED WITH RECURRENT WHEEZE OF EARLY 

CHILDHOOD AND ASTHMA

RSV-LRTI in infancy is associated with later development of RWEC or asthma, although evidence for a 

causal association is mixed and inconclusive

Severe RSV infection, with lower respiratory tract involvement, is more strongly 

associated with the development of RWEC/asthma than non-severe RSV infection



ANNUAL RSV BURDEN IN US INFANTS <12 MONTHS OF AGE

a. Estimated typical RSV season based on references.1-4 b. Calculated using the birth cohort from Rainisch and the RSV LTRI rate of 21.6% from Glezen WP, et al. c. Calculated using the birth cohort from Rainisch and the RSV infection rate of 68% 

from Glezen WP et al.

ED, emergency department; LRTI, lower respiratory tract infection; RSV, respiratory syncytial virus.

1. Hansen CL, et al. JAMA Netw Open. 2022;5(2):e220527. 2. Rainisch G, et al. Vaccine. 2020;38(2):251-257. 3. McLaughlin JM, et al. J Infect Dis. 2020;jiaa752. 4. Glezen WP, et al. Am J Dis Child. 1986;140(6):543-546.

~100

 Deaths1

~2,680,000
RSV infections2,4c

~850,000
Total RSV LRTI2,4b

~3,945,000
Annual births2

~410,000

Office/clinic visits2

~33,000- ~80,000

Hospitalizations2,3

=~600,000

 MA Visits for RSV LRTI2

~150,000

ED Visits2

+

+

1 in 7 
Infants develop LRTI 

requiring medical 
attention annually



• aCosts are given in 2017 EUR.

• CI: confidence interval; RSV-ALRI: respiratory syncytial virus-acute lower respiratory tract infections.

• 1. Zhang S, et al. J Infect Dis. 2020;222(suppl 7):S680-S687.

RSV-ALRI RESULTS IN €4.82 BILLION DIRECT MEDICAL COSTS 

GLOBALLY1,A

€1.15 (95% CI: 0.97-1.46) 

billion in developed 

countries

€1.53 (95% CI: 1.29-1.82) billion 

in developing countries

€0.58 

(95% CI: 0.23-

1.33)

billion in 

developed 

countries

€1.60 (95% CI: 0.97-3.31) billion in 

developing countries

Direct medical costs

€4.82 (95% CI: 3.47-7.93) billion

Outpatient services

€2.17 billion
Inpatient care

€2.65 billion



• RSV: respiratory syncytial virus.

• 1. Kombe IK, et al. Sci Rep. 2021;11(1):1463. 2. Thomas E, et al. J Infect Dis. 2021;223(5):811-817. 3. Hall CB, et al. N Engl J Med. 1976;294(8):414-419.

MOST INFANTS ARE EXPOSED TO RSV INFECTION IN THE 

COMMUNITY AND THROUGH OTHER CHILDREN

Community exposure

54.8% of all cases 
Infant

Siblings 

23.8% of all cases 

Cousins

11.9% of all cases

Mother

2.4% of all cases

Father

2.4% of all cases
Other

4.8% of all cases

Network showing the sources of infection to the infant, as identified by social relationships in Kenya. The size of the circles is 

proportional to the number of cases.



TREATMENT OF RSV



CURRENT TREATMENT IS LIMITED TO SUPPORTIVE CARE

IMPORTANT: 
Provide respiratory 
support including 
oxygen, possibly 

ventilation

Assess skin turgor 
(tightness, 

elasticity) and urine 
output

Consider IV fluids if 
marked respiratory 

distress

Manage with 
acetaminophen 

which also helps to 
decrease 

respiratory effort 
and maintain 

hydration

DO NOT GIVE 
steroids or 
adrenaline/ 
epinephrine 

Inappropriate 
antibiotic use poses 

antimicrobial 
resistance threat

HYDRATION FEVER STEROIDS ANTIBIOTICS
RESPIRATORY SUPPORT  

AND MONITORING



ICU ADMISSION

• Supportive therapy

• Oxygenation, respiratory 

support, hydration, and monitoring.

• Rescue therapies:

• HFOV for severe ARDS

• ECMO in refractory respiratory failure



ONLY SUPPORTIVE CARE IS AVAILABLE FOR INFANTS WITH 
SEVERE RSV

1. Martinón-Torres F, et al. BMC Infect Dis. 2023;23(1):38

Severity markers observed in RSV 

hospitalizations in children <5 years of 

age, in Spain

Serious cases*

52.0%

Other breathing abnormalities 0.6%

Invasive mechanical ventilation 1.1%
*Cases with Severity 

Markers

Respiratory failure

29.1%

Hypoxemia

33.5%

Oxygen supplementation

25.8%

Noninvasive mechanical 

ventilation 

4.9%

N



WHO STRATEGIC ADVISORY GROUP OF EXPERTS 
(SAGE) ON IMMUNIZATION SEPT 2024

• All countries should introduce passive immunization for the prevention of severe RSV 

disease in young infants

• Decisions to include the maternal RSV vaccine and/or the long-acting monoclonal 

antibody would need to consider the cost, financing, supply, anticipated coverage and 

feasibility

•  Single dose of maternal RSV vaccine should be administered in the third trimester of 

pregnancy and post-marketing surveillance would be necessary



KEY FEATURES OF RSV

Characteristics 

• Categorized into 2 co-circulating subgroups, A and B, 

based on differences in the G protein

• Contains several membrane proteins; the F protein is 

responsible for fusion to host cells

Infection 

• Spread from person to person via respiratory droplets

• Fomite spread- contact with contaminated surfaces

• Lack of long-term immunity after infection leads to 

frequent reinfection

1. Jain H et al. Respiratory syncytial virus infection. In: StatPearls. NCBI Bookshelf version. StatPearls Publishing; 2023. Accessed June 14, 2023. 

https://www.ncbi.nlm.nih.gov/books/NBK459215/ 2.Bergeron HC et al. Viruses. 2021;13(12):2478. 3. Jung HE et al. Viruses. 2020;12(1):102. 

Nucleoprotein (N)
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Matrix protein (M)
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protein (L)
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Attachment 
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(G)

Lipid bilayer

M2-1

Phosphoprotein (P)

Small 

hydrophobic 

protein (SH)



SELECT MILESTONES IN RESEARCH AND DEVELOPMENT: NEW RSV 
PREVENTATIVE OPTIONS ARE AVAILABLE TO PROTECT INFANTS FROM 

RSV

2000s 2010s1990s

1957
RSV identified 
in humans1

1960s 1970s1950s 1980s

1985
Purified
F protein1

1996
RespiGam
FDA

approval1

1966-69
Formalin-
inactivated 
RSV1,2

1998-1999
PalivizumabF
DA/EMA
approval1,3

2013
RSV preF
structure/ 
stabilization4

2020s

2022 & 2023
Nirsevimab 
EMA & FDA 
approval5,6

2023
RSV PreF 
vaccine FDA 
& EMA 
approval7,8

No Preventative Options Available Limited Preventative Options Available New Preventative 
Options Available



RSV VACCINES AND MONOCLONAL ANTIBODIES TARGETING F 
PROTEIN



MATERNAL IMMUNISATION

• Pfizer’s Abrysvo® (RSVpreF)

• WHO prequalified (Mar 2025)   SAHPRA approved 

(Dec 2024)

• NAGI recommends public rollout

• Available privately



MONOCLONAL ANTIBODY: NIRSEVIMAB

• Long-acting antibody for direct infant protection

• Single dose per RSV season 

• SAHPRA approved (Oct 25) Beyfortus®

• WHO recommends for infants whose mothers 

weren’t vaccinated



60

NIRSEVIMAB IN SOUTH AFRICA

For full prescribing information refer to the professional information approved by the medicines 
regulatory authority. 
 

S4  BEYFORTUS 50 mg™; BEYFORTUS 100 mg™ (solution for injection).  QUALITATIVE AND 

QUANTITATIVE COMPOSITION: One mL solution for injection contains 100 mg nirsevimab. Each 
BEYFORTUS 50 mg pre-filled syringe contains 50 mg of nirsevimab in 0,5 mL (100 mg/mL).  Each 
BEYFORTUS 100 mg pre-filled syringe contains 100 mg of nirsevimab in 1 mL (100 mg/mL).  
REGISTRATION NUMBER: BEYFORTUS 50 mg: A59/30.1/0957; BEYFORTUS 100 mg: A59/30.1/0958.  
HOLDER OF CERTIFICATE OF REGISTRATION:  sanofi-aventis south africa (pty) ltd., Reg. no.: 
1996/010381/07, Floor 5, Building I, Hertford Office Park, 90 Bekker Road, Midrand, 2196. 
Tel: (011) 256 3700 

For Medical Information enquiries, kindly contact: Zavaccine.queries@sanofi.com
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PASSIVE IMMUNISATION



DEFINITION

o Administration of pre-formed antibodies directed against a 

particular pathogen to combat or prevent disease

o Rather than waiting the required 7–10 days for one's 

own adaptive immune response to either a pathogen or 

vaccine immunogen→ immediate protection by the 

injected antibodies

https://www.sciencedirect.com/topics/immunology-and-microbiology/adaptive-immune-system


EXAMPLES

• Human immunoglobulin preparations (e.g., IVIG)

• Specific hyperimmune sera (e.g., hepatitis B 

immunoglobulin, varicella-zoster immunoglobulin)

• Monoclonal antibodies (e.g., nirsevimab for RSV)



PASSIVE IMMUNISATION

Immediate Protection Short term Immunity- 

weeks to months

Can be expensive
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MONOCLONAL AB

• Nirsevimab → binds RSV pre-fusion F protein → blocks 

viral fusion → prevents RSV entry → virus cannot replicate

• YTE Fc modification → prolonged recycling via FcRn → 

long half-life → single seasonal dose



OVERVIEW OF NIRSEVIMAB

Technology

• Fully human, high-potency IgG1 kappa mAb derived from human B cells

• Extended half life using YTE technology

• Recombinant antibody produced in CHO cells by recombinant 

DNA technology



OVERVIEW OF NIRSEVIMAB

Highlights of properties

• Offers rapid and direct protection against medically attended RSV LRTD

• Extended half-life offers season-long protection with a single dose

• Pre-filled syringe presentation allows simple weight-banded dosing (50mg if <5kg 

and 100mg if ≥5kg)

Efficacy and safety across the 3 complimentary pivotal studies

• A single dose of nirsevimab demonstrated efficacy to protect infants against RSV 

LRTD in full term and preterm infants

• Favorable safety profile demonstrated in 3 studies across the full 

birth cohort



OVERVIEW OF NIRSEVIMAB

Journey to approval

• In October and November 2022, nirsevimab received approval in Europe 

and the UK, respectively

• In July 2023, the FDA approved nirsevimab to protect infants against RSV 

(for the 2023/2024 season)

• Nirsevimab is currently approved in 62 countries and recommended by 

the governmental authorities of 29 countries

1. EMA, Beyfortus Summary of Product Characteristics. Available at: https://www.ema.europa.eu/en/documents/product-

information/beyfortus-epar-product-information_en.pdf. [accessed July 2025]. 

2. FDA. Beyfortus Prescribing information. Available at: 

https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/761328s000lbl.pdf. [accessed July 2025].

https://www.ema.europa.eu/en/documents/product-information/beyfortus-epar-product-information_en.pdf
https://www.ema.europa.eu/en/documents/product-information/beyfortus-epar-product-information_en.pdf
https://www.ema.europa.eu/en/documents/product-information/beyfortus-epar-product-information_en.pdf
https://www.ema.europa.eu/en/documents/product-information/beyfortus-epar-product-information_en.pdf
https://www.ema.europa.eu/en/documents/product-information/beyfortus-epar-product-information_en.pdf
https://www.ema.europa.eu/en/documents/product-information/beyfortus-epar-product-information_en.pdf
https://www.ema.europa.eu/en/documents/product-information/beyfortus-epar-product-information_en.pdf
https://www.ema.europa.eu/en/documents/product-information/beyfortus-epar-product-information_en.pdf
https://www.ema.europa.eu/en/documents/product-information/beyfortus-epar-product-information_en.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/761328s000lbl.pdf


NIRSEVIMAB

• Brand name: Beyfortus  - AstraZeneca/Sanofi

• IMI, single dose (long-acting)

• Can be administered simultaneously with other childhood vaccines

• Dosed by weight/age

• 50 mg if <5 kg

• 100 mg if ≥5 kg

• 200 mg (2x100 mg) for high-risk children entering 2nd RSV season

• Stored in refrigerator at 2-8°C

• May be kept at room temperature (20-25°C) for up to 8 hours



Confidential & Privileged – Not for distribution

CLINICAL DEVELOPMENT OF NIRSEVIMAB

2014 2015 2016 2017 20242018 2019 2020 2021 2022 2023

Phase 1a1

Safety, tolerability and PK of 
MEDI8897—in healthy adults

Phase 1b/2a2

Safety, tolerability and PK of 
MEDI8897as a single dose to healthy 

preterm infants
Phase 2b3

A pivotal study of single-dose 
nirsevimab  in healthy preterm 

infants

Phase 4

MELODY
A pivotal trial on efficacy, safety, PK, and ADA of nirsevimab in 

healthy late preterm and term infants

Phase 2/35 

MEDLEY
 A Pivotal trial on safety, efficacy, PK, ADA of nirsevimab in 

infants with heart or lung disease or prematurity 

Phase 26

MUSIC
Safety, PK of nirsevimab in 

immunocompromised children

Phase 3b8

Harmonie
 Efficacy and safety of Nirsevimab in 

healthy term and preterm infants



NIRSEVIMAB 
CLINICAL 

DEVELOPMENT 
PROGRAM

Phase 2b Study

(POC/Pivotal trial)

Phase 3 – MELODY 

Study

(Pivotal trial)

Phase 2/3 – MEDLEY First and Second 

Season Study

(Pivotal trial)

Study 

Population

• 1453 healthy infants 29 to 

<35 wGA 

• Not eligible to receive 

palivizumab 

(AAP or other local 

guidelines)

• 3012 healthy infants ≥35 

wGA 

o Primary cohort: 1490 

infants

o Full cohort: 3012 infants

• Not eligible to receive 

palivizumab

• 615 preterm infants born ≤35 wGA

o 200 preterm infants born <29 wGA

• 310 infants with CLD of prematurity or CHD

• CLD/CHD infants were given a second dose in the second 

season: (N/N); palivizumab infants were re-randomized 1:1 

to either 200 mg nirsevimab followed by four once-monthly 

doses of placebo (P/N) or five once-monthly intramuscular 

doses of palivizumab (15 mg/kg weight per dose) (P/P).

Interventions

• 2:1 Randomization

• Single Dose of Nirsevimab 

50 mg : Placebo 

• 2:1 Randomization

• Single dose of Nirsevimab : 

Placebo

• Dosing: 50 mg if <5 kg or 

100 mg if ≥5 kg

• 2:1 Randomization

• Single dose of Nirsevimab: Palivizumab

o Nirsevimab Dosing single dose: 50 mg if <5 kg or 100 mg 

if ≥5 kg 

(first season), 200mg if second season. Followed by 4 

once-monthly placebo doses

o Palivizumab Dosing: 5 monthly doses of 15 mg/kg

Primary 

Endpoint

Incidence of RSV confirmed MA-LRTI through 150 days 

after administration of the dose
Safety & tolerability of nirsevimab

Secondary 

Efficacy 

Endpoints

Incidence of RSV-LRTI hospitalization through 150 days 

after administration of the dose

• Descriptive efficacy of nirsevimab in reducing RSV 

confirmed MA-LRTI and RSV-LRTI hospitalization

• Pharmacokinetics for extrapolation of efficacy observed in 

healthy infants



M
A

T
-G

L
B

-2
2
0
1
1
7
4
 (

v7
.0

) 
| 
O

ct
o
b
e
r 

2
0
2
5

NIRSEVIMAB 
EVIDENCE



NIRSEVIMAB DEMONSTRATED CONSISTENT EFFICACY AGAINST MA RSV-
LRTI ASSOCIATED HOSPITALIZATIONS AND ALL CAUSE HOSPITALIZATIONS 

IN CLINICAL TRIALS AS WELL AS IN CLOSE -TO-REAL-LIFE CONDITIONS 
STUDY (HARMONIE)

Phase 2b1,2

N=1453
Nirsevimab=969

All3,4

STUDY5

All Cause LRTI 
Hospitalization 

RRR†

RSV
MA-LRTI 

RRR *

RSV LRTI 
Hospitalization 

RRR**

RSV Very Severe 
MA-LRTI 

RRR†

70.1%

(95% CI, 52.3-81.2)

(95% CI, 62.3–85.2)

76.4%

(95% CI, 68.5-86.1)

79.0%

(95% CI, 51.9-90.3) 

78.4%

(95% CI, 49.4–89.4) 

76.8%

(95% CI, 62.3-90.1) 

80.6%

(95% CI, 67.8-92.0) 

83.2%

(95% CI, 62.9, 95.8)

87.5%

(95% CI, 48.8–91.0)

78.6%

(95% CI, 68.1-94.0)

86.2%

(95% CI, 32.8-92.9)

75.7%

(95% CI, 16.3-60.5)

42.5%

(95% CI, 6.3-60.2)

38.9%

(95% CI, 39.7-71.2)

58.0%

All Cause 
MA-LRTI 

RRR †

(95% CI, 7.1-37.0)

23.5%

(95% CI, 23.7-50.0)

38.2%

Phase 2b

(Rec. Dose Pooled)4

All

N=3012
Nirsevimab=2009

N=3872

N=8058
Nirsevimab=4037



HARMONIE
REDUCTIONS IN RSV-LRTI RELATED HOSPITALIZATIONS WITH NIRSEVIMAB IS 

SUSTAINED THROUGH 180 -DAY POST-DOSING

 



MELODY
SOUTH AFRICAN COHORT: 360 DAYS FOLLOW-UP

 
• Cases in the context of delayed RSV in circulation

Harmonie Extension 

Study confirms 

maintained efficacy over 6 

months



FAVOURABLE SAFETY PROFILE  ACROSS INFANT STUDIED 
POPULATIONS & REAL -WORLD SETTINGS



Efficacy 
• 78.4% (95% CI: 

51.9–90.3) 
• 29 to <35 

weeks

• 76.8% (95% CI: 
49.4–89.4) 
• near term or 

term infants





ALL-CAUSE LRTI



HOSPITAL ADMISSION FOR RSV

This meta-analysis was performed on 45,238 infants from 19 series (US and three European countries) 



EFFECTIVENESS OF NIRSEVIMAB ON PICU ADMISSIONS



EFFECTIVENESS - ALL-CAUSE LRTI & HOSPITALIZATION 

2023/ 2024 immunization campaign in Spain wherein 9408 infants received Nirsevimab



NNI of 1 in 35



SUMMARY OF REAL-WORLD IMPACT ON RSV-RELATED 
OUTCOMES 

Spain
(Catalonia)

87.6%4

(95% CI: 82.1–91.4)

90.1%4

(95% CI: 76.3–95.9)

48.1%4

(95% CI: 42.4–53.3)

USA
(VISION)

98%7

(95% CI: 95–99)

77%7

(95% CI: 69–83)

Spain
(Murcia, Valencia, 

Valladolid)

84.4%2

(95% CI: 76.8–90.0)

75.8%18

(95% CI: 40.4–92.7)

Luxembourg
69%3

Spain
(Navarre)

88.7%5

(95% CI: 69.6–95.8)

85.9%5

(95% CI: 13.2–97.7)

87.9%5

(95% CI: 70.3–95.1)

Spain
(Galicia)

82%8

(95% CI: 65.6–90.2)

89.8%1,8

(95% CI: 87.5–90.3)

France
(ENVIE)

83%6

(95% CI: 73.4–89.2)

69.6%6

(95% CI: 42.9–83.8)

France
(PICU network)

75.9%9

(95% CI: 48.5–88.7)

USA
(NVSN)

91%7

(95% CI: 79–96)

89%7

(95% CI: 77–94)

Spain
(Catalonia, Andorra)

81.0%10

(95% CI: 60.9–90.7)

85.6%10

(95% CI: 41.7–96.4)

Legend

Effectiveness against RSV-related 
hospitalization#

Effectiveness against medically 
attended RSV-associated ARI 

episode*

Effectiveness against RSV-related 
hospitalization in ICU#

Effectiveness against primary 
care-attended bronchiolitis#

RSV-related hospitalization 
reduction 

(compared to previous year[s])

Effectiveness against RSV-associated 
ED visits#

Effectiveness against first episode 
of RSV LRTD

Effectiveness against severe RSV-
LRTI 

hospitalizations requiring oxygen 
supplementation

Spain
(Madrid)

87.6%11

(95% CI: 67.7–95.3)

92.1%11

(95% CI: 64.0–98.3)

France
(PARI network)

79.7%12

(95% CI: 67.7–87.3)

Spain
(Valencia)

73.7%13

Spain
(SiVIRA)

 74–75%14

Australia
61%16

82.3%16

(95% CI: 64.9–91.0)

Chile
(NirseCL)

 80%15

France
(Paris)

83%17

(95% CI: 72–90)

USA
(KPNC)

87.2%19

(95% CI: 81.7–91.1)

Portugal
(Madeira)

94.6%20

(95% CI: 72.6–98.9)

91.7%20

(95% CI: 23.7–99.1)



A retrospective observational study during the first season of a national immunization strategy against 
RSV in Chile

Statistical Analysis
• All eligible infants with complete data on RSV-associated LRTI hospitalization episodes were considered in the primary endpoint analysis
• Eligible infants in the were followed up from birth (seasonal cohort) or from the beginning of the campaign (catch-up cohort) until the first occurrence of the 

outcome, death, or end of the immunization strategy, whichever occurred first 
• Nirsevimab effectiveness was determined by estimating the HR between immunized and nonimmunized infants

Objectives
• To evaluate the effectiveness and impact of nirsevimab during the 2024 RSV 

season in Chile

Methods
• Roll-out of the national campaign from April 1, 2024 to Sept 30, 2024, 

communication campaign led by the MOH

• Targeted groups: 

– Seasonal newborn cohort (infants born April 1 2024 - Sept 30 2024), 
immunized at birth before hospital discharge

– Catch-up cohort (infants born Oct 1 2023 - March 31 2024), 
immunized in vaccination centers

– High risk cohort: infants with high-risk conditions who previously 
would have been eligible for palivizumab (not included in analysis)

Outcomes
Primary: 
• RSV-related LRTI hospitalization 
Secondary: 
• Severe RSV-related LRTI hospitalization requiring ICU admission (RSV-related 

ICU admission)
• All-cause LRTI hospitalization
• All-cause hospitalization occurring at least 7 days after birth

NIRSE-CL STUDY

Torres JP, et al. Lancet Infect Dis. 2025:S1473-3099(25)00233-6.



Effectiveness of nirsevimab against RSV-related LRTI and ICU hospitalizations

The estimated effectiveness of nirsevimab against RSV-related LRTI hospital admissions are 76.41% and 84.94% for severe RSV-related ICU 

admissions

Immunized infants 

(n=145,087)

Non-immunized infants 

(n=9,086)

Effectiveness of 

nirsevimab (95% CI)

Events PY Events PY

RSV-related LRTI 

hospitalization
957 72,128.31 327 5,787.48

76·41% 

(72·57–79·72)

RSV-related ICU 

hospitalization
189 72,479.82 81 5,789.00

84·94% 

(79·47–88·95)

All-cause LRTI hospitalization* 1689 71,721.89 438 5,776.54
66·50% 

(61·97–70·50)

All-cause hospitalization† 6714 66,897.67 1776 5,830.63
47·90% 

(44·35–51·21)

76.41%
(95% CI: 

72·57–79·72)

effective against 
RSV-related
LRTI hospitalization 

84.94%
(95% CI: 

79.47–88.95)

Effective against 
RSV-related
ICU hospitalization 

NIRSE-CL STUDY

Coverage rates2 Newborns† Infants (catch-up)‡

97.3% 90.4%



• Prospective, population-based, longitudinal study in Galicia, 
Spain

• Galicia: One among the first globally to introduce nirsevimab as 
universal RSV prophylaxis in infants within National 
Immunization Program

• 3-year follow-up period (2023-2026)

• Aims: Assess nirsevimab effectiveness in preventing 
hospitalizations

• Impact assessed by comparing post-implementation data with 
historical cohorts (2016–2023)

NIRSE-GAL STUDY: RATIONALE  

• Reductions observed:

– 89.2% in RSV-related LRTI hospitalizations

– 95.2% among seasonally born infants

• NNI to prevent one RSV-related LRTI hospitalization:

– 30 overall

– 16 for seasonally born infants

First-season findings (2023-2024)NIRSE-GAL study

• Although the first-season effectiveness of nirsevimab is well established, evidence characterizing its impact on hospitalization and primary-care 
outcomes during the second RSV season remains limited.



IMPACT OF UNIVERSAL NIRSEVIMAB PROPHYLAXIS IN 
INFANTS ON HOSPITAL AND PRIMARY CARE OUTCOMES 
ACROSS TWO RESPIRATORY SYNCYTIAL VIRUS SEASONS 
IN GALICIA, SPAIN (NIRSE-GAL): A POPULATION-BASED 
PROSPECTIVE OBSERVATIONAL STUDY

J.L. Razzini, I. Giné-Vázquez, J. Jin, M.I. Santiago-Perez, O. Pérez-Martínez, M.T. Otero-Barrós, N. Suárez-Gaiche,
R. Kramer, L. Platero-Alonso, R.M. Álvarez-Gil, O.M. Ces-Ozores, V. Nartallo-Penas, S. Mirás-Carballal, M. Piñeiro-Sotelo, 
J.M. González-Pérez, C. Rodríguez-Tenreiro-Sánchez, Á. Manzanares-Casteleiro, A.I.Dacosta-Urbieta, C. Álvarez-Smith,
I. Rivero-Calle, A. Salas, C. Durán-Parrondo, N. Mallah, F. Martinón-Torres

Lancet. S1473-3099(25)00742-X. Available at: https://doi.org/10.1016/S1473-3099(25)00742-X

https://doi.org/10.1016/S1473-3099(25)00742-X
https://doi.org/10.1016/S1473-3099(25)00742-X
https://doi.org/10.1016/S1473-3099(25)00742-X
https://doi.org/10.1016/S1473-3099(25)00742-X
https://doi.org/10.1016/S1473-3099(25)00742-X


ACROSS TWO SEASONS

RSV, Respiratory Syncytial Virus.

The objective of this publication was to 
assess the medium-term impact of 

universal infant RSV prophylaxis with 
nirsevimab across inpatient and 
outpatient settings during two 

consecutive RSV seasons 



STUDY DESIGN

n = 12,717

n = 12,007
Immunized

n = 710

Unimmunized

Excluded

98 Preterm
113 High-risk

10 Preterm
4 High-risk

Excluded

Excluded

*born between April 1, 2023, and March 2024 

N = 14,476
Nirsevimab 

eligible* 
infants

1759 filtered
Data quality issues: duplicates, database

concordance, private insurance

N = 11,796
Immunized

N = 696
Unimmunized

Nirsevimab-eligible infants were classified into two cohorts:
• Seasonal cohort (infants born during the nirsevimab campaign)
• Catch-up cohort  (infants <6 months at campaign start, including 

high-risk infants)

Statistical analysis
• RSV seasonality adjusted using polynomial time-trend models
• Impact assessed using Poisson regression models comparing weekly 

incidence in nirsevimab-eligible cohort (2023-24)  with 
non-immunized historical cohorts (2016-2023)

Overall = 12,492



Reduced RSV-related LRTI hospitalizations 

sustained across 2 seasons 85.9% (first season) and 

55.3% (second season)

Lowered primary care visits for acute

bronchitis/bronchiolitis, wheezing/asthma, and 

LRTI by ~30% during the first season

No signal of disease enhancement or 

severity shift during the second season

Reduced all-cause hospitalizations 

by ~20% during the first season 

Universal infant prophylaxis →  reduction in first and recurrent admissions and outpatient visits for acute 

bronchitis/bronchiolitis and LRTI during infants' first RSV season

CONCLUSION



EFFECTIVENESS OF 
NIRSEVIMAB AGAINST 
RSV AND RSV-RELATED 

EVENTS IN INFANTS
(BEAR STUDY)

Amber Hsiao, John Hansen, Bruce Fireman, 
Julius Timbol, Ousseny Zerbo, Karine Mari, 

Christopher Rizzo, William La Via, Ruvim Izikson, Nicola P. Klein

Hsiao A, et al. Pediatrics. 2025;156(2):e2024069510. 
Available at: https://doi.org/10.1542/peds.2024-069510.

https://doi.org/10.1542/peds.2024-069510
https://doi.org/10.1542/peds.2024-069510
https://doi.org/10.1542/peds.2024-069510


BEAR STUDY

• Study objective

• To evaluate the real-world effectiveness of nirsevimab against PCR-confirmed RSV-LRTD and 
RSV-associated healthcare utilization in healthy term infants at Kaiser Permanente Northern 
California during 2023–2024 RSV season

n = 49,680
KPNC infants 

born between 
April 1, 2023, 
and April 30, 

2024

NOV 45.3%
Immunized in November

DEC

30.8%
Immunized in December

Among immunized infants

70%
OR: 0.30

(0.13–0.67) 
P = 0.003 

Hospitalization

ED visits

OR: 0.11
(0.01–0.85) 
P = 0.035 

89%

Reduction in odds among infants with 
RSV-LRTD episode (95% CI)



SUMMARY

Reduction in RSV-LRTD hospitalization by 98.0% (P < 0.0001)

Reduction in RSV-LRTD by 87.2% (P < 0.0001)

Reduction in any PCR-confirmed RSV infection (with or without LRTD) by 71.0% (P < 0.0001)

Among infants with RSV-LRTD, fewer medical encounters and lower odds of  hospitalization



RWE SUMMARY OF RSV-RELATED 
OUTCOMES 

A large body of RWE is available for nirsevimab, demonstrating efficacy against RSV-related hospitalization, ICU admission, 
and LRTI incidence

* As of July 2025

ICU, intensive care unit; LRTD, lower respiratory tract disease; LRTI, lower respiratory tract infection; RSV, respiratory syncytial virus; RWE, real-world evidence.

References: 1. Data on file, Sanofi. 2.Sumsuzzman D, et al. Lancet. 2025. DOI: 10.1016/S2352-4642(25)00093-8. 

RWE confirms the effectiveness of nirsevimab to prevent RSV LRTD in infants and demonstrates the public health impact that RSV prevention for 
the broad infant population can have

>400,000*

>50*

Infants who received nirsevimab have been included in RWE studies, with many more 

RWE studies planned and ongoing

publications on uptake, effectiveness, and public health impact of nirsevimab



SUMMARY OF REAL-WORLD IMPACT ON 
RSV-RELATED OUTCOMES

19

Legend

RSV-related hospitalization reduction 

(compared to previous year[s])

Effectiveness against RSV-related 

hospitalization*

Effectiveness against RSV-related hospitalization 

in ICU*

Effectiveness against RSV-associated ED visits*

Effectiveness against severe  RSV-LRTI 

hospitalizations requiring oxygen 

supplementation

Effectiveness against RSV-related outcomes 

MA-ARI episode†, PC-attended bronchiolitis*, first 

episode of RSV-LRTD

US

NVSN 

VISION 

7

7

Chile

NirseCL

15

Catalonia

Navarre

Galicia

Madrid

Valencia

SiVIRA
14

13

44,10

51

1

1,8

2,18

Spain

16Australia

20
Portugal

Luxembourg
3

Andorra
10

France

ENVIE

PARI network

PICU network

17

6

12

9

Murcia, Valencia, 

Valladolid

2,4,5,8,10,13 4,5,10 4,18 1,8 5

14
Spain

SiVIRA

90



EFFECTIVENESS AGAINST RSV-RELATED 
HOSPITALIZATIONS

Overall, 16 studies reported data on RSV-related hospitalizations in infants aged 0–12 months

Nirsevimab demonstrated consistent reduction in the risk of RSV-related hospitalization in infants who received nirsevimab, 

compared with those that did not receive nirsevimab 

Sumsuzzman D, et al. Lancet. 2025. DOI: 10.1016/S2352-4642(25)00093-8.

Nirsevimab is 83% effective

(OR: 0.17, 95% CI: 0.12–0.23, p<0.0001)

against reducing the risk of

• Nirsevimab group = 1,585 events, among 85,242 

infants 

• Control group = 3,978 events, among 51,893 

infants

Study OR (95% CI)

Jeziorski, 2024, France 0.21 (0.15, 0.28)

Carbajal, 2024, France 0.23 (0.14, 0.35)

Assad, 2024, France 0.24 (0.17, 0.35)

Lenglard, 2024, France 0.15 (0.08, 0.28)

Jabagi, 2025, France 0.34 (0.30, 0.38)

Consolati, 2024, Italy 0.01 (0.00, 0.24)

Lopez-Lacort, 2024, Spain 0.29 (0.14, 0.61)

Coma, 2024, Spain 0.10 (0.07, 0.14)

Agüera, 2024, Spain 0.19 (0.10, 0.37)

Rodríguez- Fernández, 2024, Spain 0.15 (0.03, 0.77)

Andina Martinez, 2024, Spain 0.10 (0.07, 0.16)

Perramon-Malavez, 2025, Spain 0.29 (0.19, 0.42)

Núñez, 2025, Spain 0.20 (0.17, 0.24)

Moline, 2025, Spain 0.07 (0.03, 0.16)

Moline, 2024, Spain 0.05 (0.02, 0.11)

Xu, 2024, USA* 0.14 (0.05, 0.34)

Overall, MP+HKSJ 0.17 (0.12, 0.23)

Favors nirsevimab

0.01 0.10 1

RSV-related hospitalizations



EFFECTIVENESS AGAINST RSV-RELATED 
ICU ADMISSIONS

Overall, 9 studies reported data on RSV-related ICU admissions in infants aged 0-12 months

Nirsevimab demonstrated consistent reduction in the risk of ICU admission in infants who received nirsevimab, compared with 

those that did not receive nirsevimab 

Effectiveness of nirsevimab in reducing RSV-related ICU admissions

Study OR (95% CI)

Jeziorski, 2024, France 0.16 (0.05, 0.51)

Carbajal, 2024, France 0.48 (0.13, 1.71)

Paireau, 2024, France 0.25 (0.13, 0.49)

Assad, 2024, France 0.34 (0.20, 0.58)

Jabagi, 2025, France 0.26 (0.15, 0.44)

Coma, 2024, Spain 0.07 (0.03, 0.16)

Agüera, 2024, Spain 0.14 (0.07, 0.28)

Perramon-Malavez, 2025, Spain 0.16 (0.08, 0.31)

Xu, 2024, USA* 0.08 (0.03, 0.22)

Overall, MP+HKSJ 0.19 (0.12, 0.29)

Favors

nirsevimab

Favors

control

0.01 0.10 1 10

Nirsevimab is 81% effective 

(OR: 0.19, 95% CI: 0.12–0.29, p<0.0001)

against reducing the risk of

• Nirsevimab group = 176 events, among 79,545 

infants 

• Control group = 618 events, among 48,023 

infants

RSV-related ICU hospitalizations



EFFECTIVENESS AGAINST RSV-RELATED 
LRTI INCIDENCE

Overall, 7 studies reported data on RSV-related LRTI incidence in infants aged 0-12 months

Nirsevimab is 75% effective 

(OR: 0.25, 95% CI: 0.19–0.33, p<0.0001)

against reducing the risk of

• Nirsevimab group = 392 events, among 48,303 

infants 

• Control group = 1,049 events, among 9,569 

infants

RSV-related LRTI incidence

Nirsevimab demonstrated consistent reduction in the risk of RSV-related LRTI incidence in infants who received nirsevimab, 

compared with those that did not receive nirsevimab 

Effectiveness of nirsevimab in reducing RSV-related LRTI incidence

Study OR (95% CI)

Lassoued, 2024, France 0.23 (0.16, 0.32)

Lenglart 2025, France 0.13 (0.07, 0.22)

Lopez-Lacort, 2025, Spain 0.22 (0.08, 0.60)

Alejandre, 2024, Spain 0.23 (0.06, 0.85)

Estrella-Porter, 2024, Spain 0.30 (0.23, 0.39)

Coma, 2024, Spain 0.33 (0.22, 0.51)

Xu, 2025, USA* 0.24 (0.15, 0.41)

Overall, MP+HKSJ 0.25 (0.19, 0.33)

Favors

nirsevimab

Favors

control

0.01 0.10 1 10



SUMMARY

Nirsevimab was received by 3961 infants during its 
clinical development program and demonstrated 
efficacy and a favorable safety profile

Since nirsevimab has been approved, >50* studies 
on uptake, effectiveness, and public health impact 
have been published including >400,000* 
nirsevimab recipients

In a recent population-based study, the risk of 
wheezing was reduced in infants that had 
received nirsevimab compared to those that did 
not

Real-world evidence confirms the effectiveness of 
nirsevimab against RSV-related hospitalizations, 
ICU admissions, and LRTI incidence
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RECOMMENDATIONS



WHO STRATEGIC ADVISORY 
GROUP OF EXPERTS (SAGE) 

ON IMMUNIZATION SEPT 2024

• All countries should introduce passive 

immunization for the prevention of severe 

RSV disease in young infants

• Decisions to include the maternal RSV vaccine 

and/or the long-acting monoclonal antibody 

would need to consider the cost, financing, 

supply, anticipated coverage and feasibility

•  Single dose of maternal RSV vaccine should 

be administered in the third trimester of 

pregnancy and post-marketing surveillance 

would be necessary











S Afr Med J 2024;114(12):e2582. https://doi.org/10.7196/SAMJ.2024.v114i12.2582



JOINT STATEMENT

Accepted for publication June 2026 AJTCCM







RECOMMENDATIONS

• RSV Maternal vaccine to all women in 3rd trimester

• Nirsevimab to infant:

• Unvaccinated women or preterm newborns (<37 weeks), or 

• Baby is born within a month of the mother receiving her RSV vaccine

• High Risk Infant 

• congenital heart disease

• chronic lung disease

• HIV

• inborn errors of immunity

• neurological or neuromuscular disease





COMPARATIVE IMPLEMENTATION 
FEATURES

Country/Region Start Season Target Population Delivery Strategy Coverage Impact/Effectiveness

Spain (Galicia, national) 2023–24 All infants in 1st RSV 

season; catch-up; some HR 

infants up to 24m

Newborn before discharge 

+ primary care catch-up

86–97% in-season; 

catch-up 45–97%

~70–90% effectiveness vs 

RSV hospitalisation

France 2023–24 Infants <12m (priority 

newborns)

Maternity wards; 

outpatient for older infants 

(supply-limited)

Lower for non-newborns 

due to supply

~76–81% vs severe 

RSV/ICU

United States 2023–24 Infants in 1st season; some 

HR infants 2nd season

Hospitals (where available) 

+ paediatric outpatient

Pooled uptake ~51% (state 

variation)

~90% effectiveness vs 

hospitalisation (early RWE)

Chile (national) Winter 2024 All newborns; catch-up 

infants

Hospitals + national health 

system; integrated data

98% newborns; 83% 

catch-up by mid-season

~86% vs PICU; ~75% vs 

overall hospitalisation

Australia (WA) 2024 All infants; HR in 2nd 

season

State-wide program via 

hospitals/clinics

Pilot/early program 

(regional)

Real-world reduction in 

RSV hospitalisations



KEY SUCCESS FACTORS FOR NIRSEVIMAB IMPLEMENTATION

SPAIN United States
FranceLuxembourg

• Strong commitment and 
recognition of the unmet need 
from scientific & medical 
societies, policy makers and 
public health experts

• Consider nirsevimab 
immunization as any other 
vaccine-like/immunization tool 
to capitalize on existing 
vaccination processes

• Robust information and 
education campaign to HCPs and 
lay public leading to a very high 
acceptance from the start of the 
program

• Hospital-based roll-out for 
babies born in season, enabling 
rapid immunization of the target 
population before the start of 
RSV circulation (flexible hours)

• Inclusion in NIP schedule

o Recognition of significant public health 

burden in infants

o Review of data started prior to 

product approval

• Inclusion in Vaccines for Children program 

– government purchase program for 

un/under-insured

• Flexibility in VFC rules

o Allowed to ‘borrow’ doses between 

private and public stock

o Birthing hospitals don’t have to stock 

every other vaccine

• Rapid coverage by private insurance (ahead 

of mandate)

• Coordinated educational campaign for 

parents and providers between CDC, 

AAP, and other professional societies

• After a surge in RSV cases and related 

hospitalizations in 2022, RSV became a 

laboratory-notifiable infection in 

Luxembourg in early 2023.

• In 2023, we observed a reduced number of 

hospital and PICU admissions among 

infants with RSV infection, while screening 

and admission criteria did not change. This 

positive development contributed to the 

maintenance of routine hospital planning, 

allowing most scheduled medical 

interventions to proceed as planned, in 

contrast to the previous year.

• Drug pathway was used to allow timely 

recommendation for implementation of 

nirsevimab ahead of 2023-24 RSV 

season

• Nirsevimab was accepted by parents in 

levels much higher than expected

• Interim effectiveness analysis using 

sentinel hospitals demonstrated public 

health impact on nirsevimab usage in 

infants

• Government centralized purchase (Free 

of charge for parents and no advanced 

payment for providers)

• Strong communication plan in place 

from DGS







JUNE 2026

• RSV positivity remained high 

• Combined RSV detection rates ranged from 16-18% 

• Highest positivity rates were in those aged ≤5 years.



Week 29 (13 July 2026 to 19 July 2026):

9.6% cases of influenza

19.1% cases of respiratory syncytial virus (RSV)



ESPID 2026

• Substantial clinical and 
economic burden on South 
African infants in the 
private healthcare sector

• Infants born before or 
during RSV season are 
susceptible to 
hospitalisation

• Majority in term infants



DATA & SURVEILLANCE GAPS

ROBUST DATA ON RSV 

INCIDENCE, SEASONALITY 

AND IMPACT

NATIONAL-LEVEL DATA ON 

RSV HOSPITALISATIONS AND 

ECONOMIC BURDEN

ONGOING SAFETY 

SURVEILLANCE ESSENTIAL



NEXT STEPS

Finalize national 
RSV 
immunization 
policy

1

Conduct cost-
effectiveness & 
affordability 
analyses

2

Strengthen 
antenatal & 
newborn delivery 
systems

3

Plan safety & 
effectiveness 
monitoring

4

Engage NDoH, 
funders, and 
providers

5



SUMMARY

• South Africa is ready for RSV prophylaxis rollout

• Nirsevimab can substantially reduce RSV burden in infants

• Collaboration, affordability & planning key to success
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