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Prevention of Disease: Vaccine and Passive modelling Approaches1–3

Disclaimer: Graph from model based on Hall et al. 2009 and Stockman et al. 2012. Ab, antibody; mAb, monoclonal antibody.
1. Hall CB, et al. N Engl J Med. 2009;360(6):588–598; 2. Stockman LJ, et al. Pediatr Infect Dis J. 2012;31(1):5–9; 3. World Vaccine Congress, April 14–17, 2019, 
Washington, D.C.
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• Graham B, Current Opinion of Immunol. 2019;59:57-64
• Acero-Bedoya S, Am J Perinatol. 2019;36(suppl S2):S63-S67 
• Taveras J, et al, NeoReviews. 2020;21(8):e535-e545

Gli anticorpi monoclonali hanno lo stesso target: la proteina F (presente in conformazione pre-Fusione e post-Fusione)

Nirsevimab
(site ∅)

Palivizumab
(site II)

Clesrovimab
(site IV)

Epitopi della proteina di fusione di RSV e relativa sensibilità alla neutralizzazione
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Nirsevimab: elevata efficacia in tutti i trial clinici

1. Griffin MP et al. N Engl J Med 2020;383:415-25.
2. Muller WJ, et al. N Engl J Med. 2023;388(16):1533-1534.
3. Simões EAF et al. Lancet Child Adolesc Health. 2023;7(3):180-189.
4. Drysdale SB, et al. N Engl J Med. 2023;389(26):2425-2435.

Trial Popolazione
MALRI-RSV

(assistenza medica di qualunque 
livello, incl. ospedalizzazione)

LRTI-RSV
con ricovero ospedaliero

LRTI-RSV
molto grave

(es. terapia intensiva)

Fase 2b
vs placebo

Pretermine sani 29-34 settimane
wGA (n=1453)

70,01%
(52,3-81,2)

78,4%
(51,9-90,3)

87,5%
(62,9-95,8)

Fase 3
MELODY
vs placebo

Pretermine tardivi ≥35 wGA e a
termine sani (n=3012)

76,4%
(62,3-85,2)

76,8%
(49,4-89,4)

78,6%
(48,8-91,0)

Fase 2b + Fase 3 
POOLED ANALYSIS: 

vs placebo
PREDEFINITA (NO post-hoc)

Pretermine e a termine sani con
peso <5Kg
(n=2350)

79,5%
(68,5-86,1)

77,3%
(62,3-90,1)

86,0%
(68,1-94,0)

Fase 3b
HARMONIE
vs NO intervento

Pretermine e a termine >29 wGA
(n=8058) - 83,2%

(67,7-92,0)
75,7%

(32,8-92,9)



Nirsevimab si è dimostrato efficace in tutti i bambini, indipendentemente dal
loro peso e dalla loro età gestazionale alla nascita

• Simões EAF, Madhi SA, Muller WJ, et al. Efficacy of nirsevimab against RSV LRTI: a pooled analysis of randomised controlled trials. Lancet. 2023;S2352-4642(22)00321-2

*nati sani a termine e pretermine tardivi (≥35gw)

**nati sani pretermine estremi e moderati (29-34 gw)

incidenza MALRI 
(endpoint primario)

(50 mg)

(100 mg)

MALRI-RSV
Obiettivo primario: qualunque livello di assistenza medica



ADA
Fase 2b

29-35 settimane di età gestazionale
Fase 3 MELODY

≥35 settimane di età gest. e a termine

Placebo
(N=479)

Nirsevimab
(N=968)

Placebo
(N=491)

Nirsevimab
(N=987)

Risultato ADA post-basale 469 929 473 951

ADA positivi post-basale 18 (3,8%) 52 (5,6%) 5 (1,1%) 58 (6,1%)

• L’incidenza di ADA verso nirsevimab è risultata bassa in tutti gli studi clinici  

• La maggior parte degli ADA è stata diretta contro la sostituzione YTE di nirsevimab

• Gli ADA non hanno avuto impatto sulla sicurezza né tantomeno di efficacia

1. Eric A. Simões et al. Pooled Efficacy of Nirsevimab Against RSV LRTI in Preterm and Term Infants.. https://keneswp.azureedge.net/wp-content/uploads/sites/162/2022/05/ESPID22-Abstracts-Book.pdf.
2. Griffin MP et al. N Engl J Med 2020;383:415-25
3. Hammitt LL et al. N Engl J Med 2022;386:837-46.

Bassa frequenza eventi ADA



• Sumsuzzman DM, et al. Lancet Child Adolesc Health. 2025;9(6):393-403. doi:10.1016/S2352-4642(25)00093-8

Revisione sistematica della letteratura
• 1.238 risultati di studi scientifici, di cui

• 32 studi di coorte e caso controllo da 5 Paesi (Francia, Italia, Lussemburgo, Spagna, USA)

Metanalisi dei risultati degli studi scientifici
• 27 studi di coorte e caso controllo da 5 Paesi (Francia, Italia, Lussemburgo, Spagna, USA)

Revisione e metanalisi su efficacia real-world di nirsevimab



La protezione di tutti i neonati è la strategia di maggiore impatto

• Andina Martínez D, et al. Nirsevimab and Acute Bronchiolitis Episodes in Pediatric Emergency Departments. Pediatrics. 2024;154(4):e2024066584.

Nella stagione 2023/2024, le Regioni della Spagna hanno implementato tre diverse strategie di prevenzione dell’RSV:
• Tutti i neonati e bambini alla loro prima stagione di RSV (nati dal 1 Aprile 2023 al 31 Marzo 2024)
• Nati in stagione, più i nati 3 mesi prima (nati dal 1 Agosto 2023 al 31 Marzo 2024)
• Solo nati in stagione (nati dal 1 Novembre 2023 al 31 Marzo 2024)

La protezione di tutti i neonati genera l’impatto per la sanità pubblica più significativo,
con una drastica riduzione accessi in PS, ospedalizzazioni e ricoveri in terapia intensiva
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(nati in stagione + nati fuori stagione)
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i nati 3 mesi prima Solo nati in stagione



Real-world evidence e impatto per la sanità pubblica di nirsevimab in Italia

Puglia8

>85% riduzione ospedalizzazioni 
in terapia intensiva per RSV 

Lazio6

60% riduzione ospedalizzazioni per RSV  

Campania5

70% riduzione ospedalizzazioni per RSV  

Lombardia1

80% riduzione ospedalizzazioni per RSV
75% riduzione accessi in PS per RSV

Calabria9

75% riduzione ospedalizzazioni per RSV  

Liguria3

88% riduzione ospedalizzazioni per RSV 

Veneto7

80% riduzione ospedalizzazioni per RSV

Toscana4

90% riduzione ospedalizzazioni per RSV

Piemonte2

>80% riduzione ospedalizzazioni per RSV

1. https://www.milanotoday.it/attualita/ricoveri-bronchiolite-virus-sinciziale.html 
2. https://torinocronaca.it/news/torino/438189/influenza-per-500mila-nei-pronto-soccorso-200-accessi-al-giorno.html
3. Bronchiolite, in Liguria 90% dei neonati vaccinato: casi diminuiti dell'88% in un anno - IVG.it
4. Poster ESPID. Nieddu F. et al. EV0992 Synergistic Involvement of Various Paediatric Stakeholders in RSV Prophylaxis with Nirsevimab: Key to a Successful Immunisation Strategy 
5. https://www.ilmattino.it/schede/bronchiolite_neonati_ricoveri_santobono_virus_anticorpi_farmaci_virus_respiratorio_sinciziale-8615010.html
6. Il messaggero. Cronaca di Roma- Quotidiano 26-01-2025, pagina 30, foglio 1.
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9. https://www.ansa.it/calabria/notizie/2025/03/18/neonatologi-calabriaok-campagna-vaccini-contro-virus-sinciziale_0944c6ba-4c9c-490c-86fb-e5ae61d557ec.html

https://www.ivg.it/2025/03/bronchiolite-in-liguria-90-dei-neonati-vaccinato-casi-diminuiti-dell88-in-un-anno/
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da 252 casi nel 2023–24 a 49 casi nel 2024–25 
CI 73.6%-85.7%; p < 0.001  
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without nirsevimab with nirsevimab

Studio multicentrico Regione Toscana

4 ospedali
• Ospedale Meyer, Firenze
• Ospedale Santa Maria Annunziata, Firenze
• Azienda Ospedaliero Universitaria Pisana, Pisa
• Ospedale Borgo San Lorenzo, Mugello

Obiettivo
• Stimare impatto per la sanità pubblica in termini 

di riduzione delle ospedalizzazioni per RSV nel
2024/2025 Vs stagione precedente

•Poster ESPID. Nieddu F. et al. EV0991. Public health impact of nirsevimab and reduction of RSV hospitalization in all infants: early real-world data from Tuscany Region (Italy). https://espidmeeting.org/past-abstracts/
•Poster ESPID. Nieddu F. et al. EV0992 Synergistic involvement of various paediatric stakeholders in RSV prophylaxis with Nirsevimab: key to a successful immunisation strategy. https://espidmeeting.org/past-abstracts/
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Numero ospedalizzazioni per RSV: confronto stagioni senza vs con nirsevimab
Media Stagioni 2022-23 e 2023-24 Stagione nirsevimab 2024-25

Coorte nati 
Apr-2024 e Mar-2025

Nati in stagione
(Nov-2024 e Mar-2025)

Nati fuori stagione
(Apr-Ott 2024)

Nati fuori stagione
(Apr-Lug 2024)

Nati fuori stagione
(Ago-Ott 2024)
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-83%

-82%
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•Poster ESPID. Nieddu F. et al. EV0991. Public health impact of nirsevimab and reduction of RSV hospitalization in all infants: early real-world data from Tuscany Region (Italy). https://espidmeeting.org/past-abstracts/
•Poster ESPID. Nieddu F. et al. EV0992 Synergistic involvement of various paediatric stakeholders in RSV prophylaxis with Nirsevimab: key to a successful immunisation strategy. https://espidmeeting.org/past-abstracts/



Regione Percentuale dosi distribuite su coorte neonati
(da Apr-2024 a Mar-2025)

Piemonte 103%

Veneto 99%

Toscana 99%

Sicilia 95%

Puglia 90%

Lombardia * 84%

Friuli Venezia Giulia 82%

Valle D'Aosta 81%

Calabria 81%

Molise 80%

P.A. Trento 68%

Campania 67%

Basilicata 66%

Liguria 66%

Emilia Romagna 61%

Lazio 52%

P.A. Bolzano 48%

Marche 39%

Umbria 36%

Sardegna 34%

Abruzzo 28%

ITALIA 77%

Dosi nirsevimab distribuite per la campagna di prevenzione 2024/2025

• Informazioni rese pubbliche dall’azienda nell’ambito della condivisione con la
Cabina di Regia della Conferenza Stato-Regioni, al fine di facilitare la
solidarietà tra le Regioni

• La percentuale di dosi distribuite rispetto alla coorte può essere utile per
stimare la copertura, tenendo anche presente che:

o Le Regioni che avevano più dosi potrebbero averne condiviso una parte
con le Regioni che ne avevano di meno

o Le dosi consegnate potrebbero non essere state consumate del tutto

• Tra i possibili motivi che potrebbero aver limitato il raggiungimento di un
impatto ottimale di nirsevimab nella riduzione del carico di malattia causato
da RSV in tutti i neonati e bambini alla loro prima stagione:

o inizio ritardato della profilassi per ritardi nella programmazione
o coperture non ottimali, più spesso, tra i bambini nati fuori stagione che

sono stati richiamati a novembre e che avrebbero dovuto ricevere la
profilassi nel territorio dal Pediatra di Famiglia o nei centri vaccinali

o scelte di politica sanitaria che non prevedevano la protezione dei nati
fuori stagione (Aprile-Ottobre)

! Informazioni rese pubbliche dall’azienda nell’ambito della condivisione con la Cabina di Regia della Conferenza Stato-Regioni
! Coorti regionali neonati: ISTAT 2023

*Lombardia, copertura calcolata su offerta a coorte più estesa: 1-Gennaio-2024 a 31-Marzo-2025



2025



Mese di partenza 
della campagna contro RSV

Mese di nascita dei bambini coinvolti 
nella campagna contro RSV

STUDIO SIP-SIN: implementazione campagna nirsevimab 2024/2025 in Italia

• https://sip.it/wp-content/uploads/2025/04/Pediatria_3_mar_pag_10-13.pdf
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Mese di partenza 
della campagna contro RSV
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Impatto su ospedalizzazioni complessive

-22%

• Badolato R, et al. ITAVRS Groups Italian Society of Pediatrics and Italian Society of Neonatology. Regional heterogeneity of RSV infection prophylaxis and impact on bronchiolitis in Italy [in press]
• Risultati studio presentati al Congresso Nazionale SIMRI, Verona, 12 Settembre 2025
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Mese di partenza 
della campagna contro RSV
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nella campagna contro RSV

Impatto su ospedalizzazioni in terapia intensiva

• Badolato R, et al. ITAVRS Groups Italian Society of Pediatrics and Italian Society of Neonatology. Regional heterogeneity of RSV infection prophylaxis and impact on bronchiolitis in Italy [in press]
• Risultati studio presentati al Congresso Nazionale SIMRI, Verona, 12 Settembre 2025



Raccomandazioni SIP-SIN per la prevenzione di RSV nella stagione
2025/2026

!

i

L’immunizzazione con anticorpo anti-VRS nirsevimab è raccomandata in tutti i
neonati nella loro prima stagione epidemica

• Immunizzare anche i neonati/bambini di cui è nota una pregressa infezione da RSV
• No controindicazioni per co-somministrazione con i vaccini pediatrici in calendario
• Seconda stagione: aggiornata lista condizioni cliniche nei bambini di età <24 mesi + «giudizio del medico» (5)

• https://www.sanitainformazione.it/wp-content/uploads/2025/08/Raccomandazioni-VRS-SIN-SIP-31.7.2025-.pdf
• https://www.sin-neonatologia.it/vrs-sip-e-sin-inviano-al-ministero-e-alle-regioni-le-raccomandazioni-per-una-profilassi-uniforme-con-nirsevimab-2/

• Raccomandazione inviata a tutte le Regioni e a MinSal per essere recepite come Linee Guida nazionali

• In assenza di Linee Guida aggiornate, le raccomandazioni di Società Scientifiche
accreditate in MinSal (come SIP e SIN) hanno valore medico-legale (L. 24/2017)

i



Mese di nascita dei bambini coinvolti 
nella campagna contro RSV

Parziale

Tutti i neonati (da 1-Apr-2025 a 31-Mar-2026)

Implementazione campagna nirsevimab 2025/2026 in Italia

• Tutte le Regioni sono aderenti alle
raccomandazioni scientifiche SIP-SIN per la
prevenzione di RSV nella stagione 2025/2026

• Alcune Regioni (es. Piemonte) offriranno l’anticorpo ai
bambini nati tra Gennaio-Marzo 2025 che in precedenza non
avevano ricevuto la profilassi

• Alcune Regioni (es. Toscana) offriranno l’anticorpo ai nati
non residenti nella stessa Regione e ai nati senza residenza
sanitaria, con/senza Pediatra di Famiglia assegnato



! Healthy infants: early or moderately pre-term 
(≥29 weeks to 34 weeks and 6 days of gestational age) or 
later pre-term or full-term infants (≥35 weeks of gestational 
age)

! Phase 2b cohort: chronological age of >2 weeks up to 
1 year and entering their first RSV season 

! Phase 3 cohort: chronological age from birth up to 
1 year and entering their first RSV season 

! For participants in South Korea only: Weight ≥2 kg

! Is recommended to receive palivizumab per local guidelines 
or professional society recommendations

! Has known hypersensitivity to any component of 
Clesrovimab or has bleeding disorder contraindicating IM 
administration

! Has had recent illness with rectal temperature ≥100.5°F 
(≥38.1°C) or axillary temperature ≥100.0°F (≥37.8°C) within 
72 hours pre-dose

! Has received any vaccine or monoclonal antibody for the 
prevention of RSV or is currently participating in or 
previously participated in an interventional clinical study 
with an investigational compound or device

PN004 CLEVER Phase 2b/3 Randomized, 
Double-blinded, Placebo-controlled 

!"#$%&'(#%)#*"+,-&.#/+0'1%#.2'345!-)/&56367*3859$&5636:'
;(<=).>-/)%#+)?'>?0"?#/%&'@/)$>A
B&/0/"%&C)/%&>AD+@A'EFF/"%"?'%0G'(%F.#?'+F'B&.>)+@/,%H IJK57LM:N'/0'O0F%0#>'IJK57LM:533:NA'P##->2**"&/0/"%&#)/%&>AD+@*"#6*>P+Q*RBC3:4L4S4ST !"".>>.G2'(.-'S3U'636:

Select Inclusion Criteria Select Exclusion Criteria

https://clinicaltrials.gov/ct2/show/NCT04767373


PN004 CLEVER Efficacy Summary, Days 1–1501,2
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1. Zar HJ, Simoes EAF, Madhi SA et al. A Phase 2b/3 Study to Evaluate the Efficacy and Safety of an Investigational Respiratory Syncytial Virus (RSV) Antibody, Clesrovimab, in Healthy Preterm and Full-Term Infants. Oral Presentation.
Infectious Diseases Society of America (IDSA) 2024; 2. Sinha A. Safety and Efficacy of Clesrovimab. CDC, ACIP Presentation Slides Oct 23-24, 2024 Meeting 02-RSV-Mat-Peds-Sinha-508.pdf (cdc.gov)

A single dose of clesrovimab was efficacious against mild, moderate, and severe RSV disease in healthy preterm and 
full-term infants through 5 months 

RSV-associated Endpoint Endpoint 
Designation

Efficacy through 5 months (150 days)

Clesrovimab
(n=2,398)

Placebo
(n=1,201) Observed Efficacy

%, (95% CI) a

Pre-
Specified

Hypothesis# of Cases # of Cases

Severe MALRI Tertiary 2 12 91.7 (62.9, 
98.1)

LRI Hospitalization Tertiary 5 27 90.9 (76.2, 
96.5)

Hospitalization Secondary 9 28 84.2 (66.6, 
92.6) P<0.001

MALRI requiring ≥2 Indicators 
of LRI/Severityb Post-Hoc 10 41 88.0 (76.1, 

94.0)

MALRI requiring ≥1 Indicator
of LRI/Severity Primary 60 74 60.4 (44.1, 

71.9) P<0.001

Acute Respiratory Infection 
(ARI) Tertiary 148 148 52.0 (39.5, 

61.9)
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https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf


PN004 CLEVER Efficacy Days 1–150 by RSV 
Subtype

W$&&'!0%&?>/>'(.#'X+-$&%#/+0A !!"#$%&#' &()*+,-*./*01*'11$2&23*4'5'*'"#$%&#')*150%*#6'*%0)$1$')*70$""0(*5'85'""$0(*4$#6*509:"#*;&5$&(2'*%'#60)< "E0G-+/0# ,+>#'"+,-%)%H&.'#+'0/)>.@/,%H[> -)/,%)?'.0G-+/0#'/0'#P.'JEV\1]'#)/%&
^%) _9U'(/,+.> E!WU'J%GP/ (!'.#'%&A'!'XP%>.'6H*S'(#$G?'#+'E@%&$%#.'#P.'EFF/"%"?'%0G'(%F.#?'+F'%0'O0@.>#/D%#/+0%&';.>-/)%#+)?'(?0"?#/%&'</)$>'I;(<N'!0#/H+G?U'B&.>)+@/,%HU'/0'_.%&#P?'X).#.),'%0G'W$&&5C.),'O0F%0#>A'\)%&'X).>.0#%#/+0A'!"#$%&'()*+,'*$-*$*+.(%'$&/+(#+01$2'%-+3!,.04+636:

RSV-associated Endpoint

Efficacy through 5 months (150 days)

RSV Subtype
Clesrovimab
(n=2,398)

Placebo
(n=1,201) Observed Efficacy

%, (95% CI)a

# of Cases # of Cases

Severe MALRI
RSV A 1 4 87.5   (-11.8, 98.6)

RSV B 1 8 93.8   (50.2, 99.2)

LRI Hospitalization
RSV A 2 12 91.7   (62.9, 98.1)

RSV B 3 15 90.1   (65.7, 97.1)

Hospitalization
RSV A 4 12 83.4   (48.5, 94.6)

RSV B 5 16 84.5   (57.6, 94.3)

MALRI requiring ≥2 Indicators 
of LRI/Severityb

RSV A 2 11 90.9   (59.1, 98.0)

RSV B 8 30 86.9   (71.3, 94.0)

MALRI requiring ≥ 1 Indicator
of LRI/Severity

RSV A 29 26 44.4   (5.5, 67.3)

RSV B 33 48 66.2   (47.2, 78.3)

Acute Respiratory Infection (ARI)
RSV A 74 58 36.6   (10.5, 55.2)

RSV B 78 91 58.4   (43.5, 69.3)
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PN004 CLEVER Safety Summary
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Clesrovimab
N=2409

Placebo
N=1202 % Difference vs. placebo

n (%) n (%) Estimate, (95% CI)
Overall AEs (Days 1–365)
≥1 AE 1816 (75.4) 918 (76.4) -1.0 (-3.9, 2.0)
Drug-related AEsa 587 (24.4) 296 (24.6) -0.3 (-3.3, 2.7)
SAE 278 (11.5) 149 (12.4) -0.9 (-3.2, 1.3)
Drug-related SAEa 1 (0.0) 1 (0.1) -0.0 (-0.4, 0.2)
Deaths 7 (0.3) 3 (0.2) 0.0 (-0.5, 0.4)

Solicited AEs and Fever (Days 1-5)
Injection site pain 122 (5.1) 77 (6.4) -1.3 (-3.1, 0.2)
Injection site erythema 90 (3.7) 40 (3.3) 0.4 (-0.9, 1.6)
Injection site swelling 65 (2.7) 31 (2.6) 0.1 (-1.1. 1.2)
Irritability 450 (18.7) 237 (19.7) -1.0 (-3.8, 1.7)
Somnolence 303 (12.6) 171 (14.2) -1.6, (-4.1, 0.7)
Decreased appetite 106 (4.4) 61 (5.1) -0.7 (-2.3, 0.7)
Feverb 13 (0.5) 14 (1.2) -0.6 (-1.4, 0.7)

AESI (Days 1–42)
Anaphylaxis/hypersensitivity AESI 1 (0.0) 0 (0.0) 0.0 (-0.3, 0.2)
Rash AESI 11 (0.5) 4 (0.3) 0.1 (-0.4, 0.5)

! The majority of AEs were grade 
1 or 2 (mild or moderate)

! All  AESI events were non-serious and 
Grade 1 or 2, except for 1 Grade 3 
event of urticaria 
in the clesrovimab group not 
considered related to study 
intervention by the investigator

! No deaths were considered related to 
study intervention by the investigator 
or attributed 
to RSV



PN007 SMART Baseline Characteristics1,2

Data shown are for the All-Dosed Participants Population-First RSV Season. All values are the ‘number of participants who met the corresponding criterion (%)’, unless otherwise specified. 
CHD=congenital heart disease; CLD=chronic lung disease; GA=gestational age; N=total number of participants per study arm (All Dosed Participants Population); SD=standard deviation. 
aComprises participants identified by their caregiver as "American Indian or Alaska Native (clesrovimab 5 [1.1%],  palivizumab 7 [1.6%])" or "Native Hawaiian or Other Pacific Islander (clesrovimab 5 [1.1%], palivizumab 2 
[0.4%])". 
bStratification factor; cmean (SD) body weight: clesrovimab 3.8 kg (1.5) vs. 3.6 kg (1.5). d Range of gestational age was 23 to 41 weeks
1. Zar HJ, Bont LJ, Manzoni P et al. Phase 3, Randomized, Controlled Trial Evaluating Safety, Efficacy, and Pharmacokinetics of Clesrovimab in Infants and Children at Increased Risk for Severe Respiratory Syncytial Virus 
Disease. Oral Presentation. Infectious Diseases Society of America (IDSA). 2024. 2. Sinha A. Safety and Efficacy of Clesrovimab. CDC, ACIP Presentation Slides Oct 23-24, 2024 Meeting 02-RSV-Mat-Peds-Sinha-508.pdf 
(cdc.gov); 3. Pediatrics. 2014 Aug 1;134(2):e620-38 https://pubmed.ncbi.nlm.nih.gov/25070304/

Clesrovimab
N=446

Palivizumab
N=450

Female Sex 221 (49.6) 229 (50.9)
Age

<6 months 409 (91.7) 390 (86.7)

≥6 to <9 months 33 (7.4) 51 (11.3)
≥9 months 4 (0.9) 9 (2.0)
Mean (SD) 3.0 (1.9) months 3.0 (2.3) months

Median body weight (Range)c 3.5 (1.1-9.6) kg 3.2 (1.5-9.1) kg
Race

Asian 82 (18.4) 80 (17.8)
Black/African American 67 (15.0) 71 (15.8)
Othera 10 (2.2) 9 (2.0)
White 231 (51.8) 237 (52.7)

Multiple 56 (12.6) 53 (11.8)
Ethnicity
Hispanic or Latino 138 (30.9) 146 (32.4)
Not Hispanic or Latino 296 (66.4) 296 (65.8)
Not Reported or Unknown 12 (2.7) 8 (1.8)

Clesrovimab
N=446

Palivizumab
N=450

Regionb

Northern Hemisphere 318 (71.3) 323 (71.8)
Southern Hemisphere 128 (28.7) 127 (28.2)

Climate
Tropical/Subtropical 79 (17.7) 81 (18.0)
Temperate 367 (82.3) 369 (82.0)

Underlying conditionb

CLD 124 (27.8) 126 (28.0)
CHD 52 (11.7) 49 (10.9)
No CLD/CHD, <29 weeks GAd 26 (5.8) 24 (5.3)
No CLD/CHD, 29–35 weeks GAd 244 (54.7) 251 (55.8)

• Diverse population enrolled from 27 countries,  across 6 
continents

• In total, 401 of 896 (44.8%) participants met the American 
Academy of Pediatrics (AAP) palivizumab eligibility criteria (101 
CHD; 250 CLD; 50 <29 weeks GA)3

https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://pubmed.ncbi.nlm.nih.gov/25070304/


PN007 SMART Time to RSV-associated MALRI 
and Hospitalization
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RSV-Associated MALRI! RSV-Associated Hospitalization!
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Hispanic / Latino Multiple / other, NH Native Hawaiian / Pacific Islander, NH
Overall Unknown White, NH

Percentuale di donne in gravidanza di età compresa tra 18 e 49 anni vaccinate con il vaccino RSV in 
generale e divise per razza ed etnia, VSD1

As of October 12, 2024
• 27,334 eligible pregnant individuals
• 27.7% vaccination coverage overall; 

– La copertura variava dal 18,2% tra le donne incinte nere al 38,9% tra le donne incinte asiatiche
ACIP, Advisory Committee on Immunization Practices; LRTI, lower respiratory tract illness; NH, not Hispanic; RSV, respiratory syncytial virus; VSD, Vaccine Safety Datalink.
1. CDC. Respiratory Syncytial Virus (RSV) Vaccination Coverage, Pregnant Persons. https://www.cdc.gov/rsvvaxview/data/pregnant-persons-coverage.html; 2. Fleming-Dutra KE et al. !!"#$!%&' !%&()*$
"+*, #-.. 2023;72:1115-1122.

L'ACIP raccomanda il vaccino contro l'RSV per le persone in gravidanza a 32-36 settimane di gestazione utilizzando la somministrazione stagionale 
(ovvero settembre-gennaio nella maggior parte degli Stati Uniti) per prevenire l'LRTI associata all'RSV nei bambini di età compresa tra < e 6 mesi!

"#$%&'()%*+,-.%#-#/0$01(/
234+56&57+789+:##;<+=>

As of November 30, 2024:
• 33.2% vaccination coverage 

overall

Materiale prodotto da Pfizer – non distribuire
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1. DeSilva, M. RSVpreF Vaccine, Preterm Birth, and Small for Gestational Age at Birth Preliminary Results from The Vaccine Safety Datalink. Presented at ACIP October 23, 2024

32-36 weeks
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Overall, the acceptability of the strategy was very good, achieving coverage rates like other vaccines 
administered during pregnancy, such as influenza and dTpa, which have been in use for over 10 years.3

Real-World Implementation
Argentina, 32-36.6  weeks GA

https://www.argentina.gob.ar/sites/default/files/2024/03/vsr_conain_2282024.pdf
https://terrance.who.int/mediacentre/data/sage/SAGE_eYB_Sept2024.pdf
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286 case infants (RSV positive)

219 control infants (RSV negative)
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Il 17,8% dei neonati casi è nato da madri 
vaccinate con RSVpreF

Il 49,8% dei neonati di controllo è nato da madri 
vaccinate con RSVpreF

RSV Testing and Maternal RSVpreF Vaccination Status 
in Case Infants and Control Infants

VE against RSV-associated LRTD leading to hospitalization and severe 
RSV-associated LRTD leading to hospitalization among infants from birth 
to 3 months and from birth to 6 months of age

=The odds of maternal RSVpreF vaccination in infant cases were compared with those in infant controls using an odds 
ratio, and the adjusted VE was calculated as 1− the adjusted odds ratio, expressed as a percentage.
†The adjusted odds ratio was calculated using multi-level logistic regression model with site-specific random 
effect, conception date and calendar date of hospitalization as cubic splines, and inverse probability-of-
treatment weights; details on other fixed effects in different models is available in the publication.7

‡Post-hoc analysis. Presented in appendix p 14 of publication. 7
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78.6 (62.1-87.9)

71.3 (53.3-82.3)

MATISSE" and BERNI#: Study Comparison
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70.9 (21.7-89.2)

76.9 (45.0-90.3)

BERNI = ABRYSVO Vaccination During PrEgnancy Against RSV IllNess in Infants; CI  confidence interval; LRTD = lower respiratory tract disease, MA-LRTI = medically-attended lower respiratory tract illness; MATISSE = MATernal Immunization Study for 
Safety and Efficacy; RCT = randomized controlled trial, VE = vaccine effectiveness
#$ Pérez Marc, Gonzalo et al. The Lancet Infectious Diseases. Accessed May 5, 2025 ; %. Kampmann B, et al. N Engl J Med. 2023;388(16):1451-1464
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• RSV has a significant burden in 
outpatient and inpatient
settings4,12,13

• RSV is associated with short-, mid-, 
and long-term complications1,15,16

• A significant economic burden is 
associated with RSV-ALRI17

• 63% of LRTI are due to RSV globally1

• RSV is highly contagious, and virtually 
all children will be infected with RSV 
by 24 months of age2

• The majority of all infants hospitalized, 
in ICU or died due to RSV are 
otherwise healthy full-term infants3-11

ALL INFANT 
PROTECTION
WORKS IN 
REDUCING 
MEDICAL PROBLEMS
AND HEALTH-
RELATED COSTS.



LOOKING FORWARD TO WELCOMING 
ESPID IN BOLOGNA ON JUNE 1-6 2026!


