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Real-world impact of nirsevimab immunisation and maternal ==
RSV vaccination against respiratory disease on emergency
department attendances and admissions: a multinational
retrospective analysis
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Summary The Lancet Regional
Background Nirsevimab, a long-acting monoclonal antibody against respiratory syncytial virus (RSV), was recently ;'g;lg_};__?gipe
introduced in Catalonia (Spain, 2023-2024 season onwards) and Italy (2024-2025 season). The United Kingdom - 3 . >97
(UK) instead introduced maternal RSV vaccination (RSVpreF) in the 2024-2025 season. Our aim was to analyse Published Online xox

. . . . . . https://doi.org/10.
emergency department (ED) attendances and admissions to hospital following RSVpreF and nirsevimab

. . . . . . . . . 1016/j.lanepe.2026.
introduction, with hospitals in Iceland and Romania, where no intervention was introduced, used as comparators. 101597

Methods Multi-national retrospective analysis of ED attendances and admissions for all diagnoses, respiratory di-
agnoses excluding bronchiolitis, and bronchiolitis from all hospitals in Catalonia (Spain), four UK hospitals (Bristol,
Edinburgh, Glasgow, and Leicester), and one hospital in Italy (Rome), Romania (Bucharest), and Iceland (Reykjavik)
from April 2018 to March 2025. Bronchiolitis diagnoses in the 2024-2025 season were compared to previous pre-
intervention seasons (2018-2023, excluding the 2020-2021 COVID-19 year) by applying a generalised linear
model in Poisson regression to obtain risk ratios (RR) and 95% confidence intervals (95% CI).

Findings In the 2024-2025 season, in Catalonia, there was a reduction in the RR for bronchiolitis ED attendances
and admissions in infants of age <6 months (RR 0.45; 95% CI 0.43-0.47 and RR 0.40; 95% CI 0.37-0.43, respec-
tively). This was not seen in Rome, where the RR for ED attendances with bronchiolitis in infants of age <6 months
was 1.09 (95% CI 0.92-1.30) and the RR for admissions was 1.12 (95% CI 0.83-1.52). In the UK, for infants of age <6
months with bronchiolitis, there was a significant but modest reduction in 1 out of 4 hospitals for ED attendances
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(Leicester; RR 0.91, 95% CI 0.85-0.97) and in 2 out of 4 hospitals for admissions (Leicester; RR 0.80, 95% CI

0.69-0.94 and Edinburgh; RR 0.85, 95% CI 0.76-0.95).

Interpretation In Catalonia, there was a sustained reduction in bronchiolitis ED attendances and admissions for
infants in the 2024-2025 season. However, no substantial reduction in bronchiolitis ED attendances or admissions
was observed in Rome or the UK. These differences are likely to relate to the reduced uptake of RSV prevention

products in these settings compared to Catalonia.

Funding None.

Copyright © 2026 The Authors. Published by Elsevier Ltd. This is an open access article under the CC BY license

(http://creativecommons.org/licenses/by/4.0/).
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Research in context

Evidence before this study

We searched PubMed to identify relevant literature from
January 30, 2025 (the end date of the search for our previous
analysis) until September 12, 2025, using the key words
"nirsevimab”, “RSV bronchiolitis” and “maternal vaccin*”. We
identified 22 studies, of which 4 were original studies looking
at RSV burden prior to any intervention, 4 were original
studies or reviews looking at nirsevimab and maternal
vaccination uptake in eligible populations, and 13 were
reviews or economic cost-modelling analyses looking at the
introduction of RSV prevention measures in general. One
study from the United States examined the impact on
hospital admissions following the combined introduction of
nirsevimab and maternal vaccination in the 2024-2025
season, showing a reduction in hospital admission rates
compared to previous years. However, as both products were
introduced at the same time, it was unable to distinguish
between the relative effects of each intervention.

Added value of this study

This is the first multinational European study examining the
impact of different preventive strategies against RSV on
respiratory disease in infants attending Emergency
Departments (EDs), and hospital admissions. The previously
demonstrated impact of nirsevimab on reducing the burden
of bronchiolitis ED attendances/admissions for infants aged
<12 months was maintained in Catalonia (Spain) in the
2024-2025 season, following its initial introduction in the
2023-2024 season. No impact was seen in the study site in
Rome (Italy) in the first season of implementation of
nirsevimab. In the UK, 1 out of 4 study sites showed a
reduction ED attendances for bronchiolitis, and 2 out of 4

Introduction

Respiratory syncytial virus (RSV) is a common cause of
hospitalisation for lower respiratory tract infections
(LRTIs) in infants and children in Europe.' Since 2023,
two products have been recommended by various Na-
tional Immunisation Technical Advisory Groups in

study sites showed a significant, but modest, reduction in
hospital admissions for bronchiolitis in the 2024-2025
season. In control sites in Iceland and Romania, where no
population RSV preventive measures were introduced,
increases were seen in hospital admissions for bronchiolitis in
the 2024-2025 season compared to previous years.

Implications of all the available evidence

Countries making decisions on preventive measures against
RSV should weigh up the costs of implementation
approaches against the likely impact of the intervention. The
limited impact seen in the UK in the first season of maternal
vaccination could be related to low uptake in the first stages
of the campaign, and emphasises the value of rolling out a
preventive campaign well before the start of the RSV season,
and of efforts to increase public awareness of RSV prior to
implementation to ensure maximum possible uptake. For
nirsevimab, the absence of impact seen at our study site in
Rome (Italy), where nirsevimab uptake was around 75%, and
only available to infants born from August 2024 to February
2025, in contrast with the results from Catalonia (Spain),
where nirsevimab uptake was higher (90-93%), and all
infants born from April 2024 onwards were eligible,
highlights the need for a coordinated and well-organised
approach for the introduction of any RSV preventive
approach. Our study provides detailed information about the
impact of different RSV preventive measures across different
countries, but formal cost-effectiveness analyses are needed
to fully inform decision-making. Future research should focus
on evaluating the economic implications of these
interventions.

Europe for the prevention of severe RSV disease in
infants: the long-acting monoclonal nirsevimab (Bey-
fortus®) to be administered to infants in their first year
of RSV exposure, and a stabilised prefusion protein
RSV vaccine (RSVpreF; Abrysvo®), given to pregnant
women to prevent severe disease in infants after birth.
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Nirsevimab has been available for several European
countries, including Spain,’ since the autumn of 2023.
RSVpreF maternal vaccination was introduced to
several locations across Europe (including the United
Kingdom® and France' from late summer 2024. Recent
studies have demonstrated the effectiveness of both
nirsevimab and RSVpreF in a real-world setting, with
an estimated effectiveness of 83% for nirsevimab® and
71-79% for RSVpreF®’ in preventing infant hospital-
isation with RSV in a real-world setting. However, there
is limited data on the relative impact of these two ap-
proaches in reducing the burden of RSV disease, and to
what degree the effectiveness of nirsevimab is related to
the particular strategies used in different locations.
Additionally, there are theoretical concerns that a
reduction in RSV disease burden in the first year of life
could be associated with a consequent increase in RSV
burden in the second year of life, at a population level,
as was reported in some countries following the easing
of lockdown measures.®

In a previous study, we demonstrated the real-world
impact of nirsevimab in Catalonia, Spain® in its first
season of implementation, with no comparable changes
seen in comparison countries with no RSV prevention
products, but highlighted how season-to-season vari-
ability in RSV Emergency Department (ED) atten-
dances and admissions, and Dbetween-centre and
between-country differences in attendance coding
might complicate the interpretation of the impact of
interventions in the future. Modelling studies® have
suggested that there would be a significant impact of a
maternal RSV vaccination campaign on the burden of
infant disease, but real-world evidence of impact is
currently lacking. Here, we use longitudinal datasets
from three geographical areas (Catalonia (Spain), Italy,
and the United Kingdom) with the aim of directly
comparing the impact of nirsevimab with maternal
vaccination, examine the relative impact of nirsevimab
when implemented using different strategies in
different geographical locations, and understand
whether there is year-to-year variability in the protection
offered by nirsevimab. We use data from two new lo-
cations (Iceland and Romania) where no population-
level RSV prevention products for infants had been
introduced, as a control to understand how season-to-
season variability in the prevalence of RSV could
affect the interpretation of impact data.

Methods

A STROBE checklist" for the study is available in the
Supplementary Appendix. We collected data from the
EDs of all the centres in Catalonia (Spain), Gemelli
University Hospital in Rome (Italy), the Bristol Royal
Hospital for Children in Bristol (UK), the Leicester
Royal Infirmary in Leicester (UK), the Royal Hospital
for Children, Glasgow (UK) and the Royal Hospital for
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Children and Young People, Edinburgh (UK), Land-
spitali University Hospital (Reykjavik, Iceland) and
National Institute for Mother and Child Health
(Bucharest, Romania). Study centres were selected to
compare hospital outcomes in Catalonia, a region
where nirsevimab was widely implemented since
2023-2024, with a site that introduced nirsevimab for
the first time in the 2024-2025 season (Italy), sites that
introduced maternal vaccination for the first time in the
2024-2025 sites (UK), and two sites that were yet to
introduce any population-level RSV preventative mea-
sures (Iceland and Romania).

Details on RSV prevention strategies at each study
site

Details on RSV prevention approaches for high-risk and
non-high-risk infants, including eligibility and esti-
mates of coverage in the 2024-2025 winter season are
provided in Table 1.

Catalonia, Spain

Catalonia recommended nirsevimab for all infants born
from April 2023 onwards as part of the regional infant
immunisation program; it was made free of charge for
all eligible infants. The recommendations included
immunisation for all infants born before the winter
season, between April 1 and September 30, at primary
care centres (PCCs) during October, as well as for all
newborns born during the epidemic season, between
October 1 and March 31, in public and private hospitals
within the first days of life before hospital discharge.
Additionally, nirsevimab was made available
throughout the entire epidemic season at PCCs to
ensure accessibility for newborns who were not
immunised in hospital settings, so that those who did
not receive it as a newborn were still able to access it at
any point throughout the season. Nirsevimab dosing
was as per the European Medicines Agency recom-
mendations: 50 mg for those <5 kg and 100 mg for
those >5 kg."® Roll-out of nirsevimab was accompanied
by a public health campaign to raise awareness of RSV
and nirsevimab, with training materials for health
professionals, and promotional materials for the gen-
eral public.”” Catalonia’s nirsevimab campaign for the
season 2024-2025 was the same as used as for 2023-
2024, immunising all infants from October 1 2024 until
March 31 2025, with a catch-up cohort of infants born
between April 1 and September 30 2024." Uptake in the
second season of nirsevimab roll-out remained high,
with an estimated 90.3% of infants born in the RSV
season receiving this, and 93.6% in the catch-up
cohort® [Table 1]

Rome, Italy

In Italy nirsevimab roll-out was preceded by a period of
uncertainty, with an initial announcement from the
Italian Ministry of Health that only some regions of
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Study site RSV prevention strategy RSV prevention strategy Estimates of coverage Availability of
in 2024-2025 season: in 2024-2025 season: for non-high-risk infants in prevention strategy
high-risk infants non-high-risk infants 2024-2025 season
Bucharest Palivizumab for infants born at GA None N/A Palivizumab: offered free of charge to
(Romania) <35 weeks, and those with BPD or all eligible infants
CHD Nirsevimab: available with private
prescription
Reykjavik Palivizumab for infants born at GA None N/A Palivizumab: offered free of charge to
(Iceland) <28 weeks, and those with BPD, CHD, all eligible infants
or severe neurological conditions
Edinburgh Palivizumab for infants with BPD, Universal maternal RSVpreF Maternal vaccination coverage RSVpreF: Offered free of charge
(Scotland) CDH or SCID vaccination from 28 weeks gestation  estimates for births in Jan 2025 for during pregnancy Palivizumab:
from Aug 12, 2024 Scotland: 57.2%" offered free of charge to all eligible
infants
Glasgow Palivizumab for infants with BPD, Universal maternal RSVpreF Maternal vaccination coverage RSVpreF: Offered free of charge
(Scotland) CDH or SCID vaccination from 28 weeks gestation  estimates for births in Jan 2025 for during pregnancy Palivizumab:
from Aug 12, 2024 Scotland: 57.2%" offered free of charge to all eligible
infants
Leicester Palivizumab for infants with BPD, Universal maternal RSVpreF Maternal vaccination coverage RSVpreF: Offered free of charge
(England) CDH or SCID vaccination from 28 weeks gestation  estimates for births in Jan 2025 for during pregnancy Palivizumab:
from Sep 1, 2024 Midlands: 49.2%" offered free of charge to all eligible
infants
Bristol Palivizumab for infants with BPD, Universal maternal RSVpreF Maternal vaccination coverage RSVpreF: Offered free of charge
(England) CDH or SCID vaccination from 28 weeks gestation  estimates for births in Jan 2025 for during pregnancy Palivizumab:
from Sep 1, 2024 South West England: 60.5%" offered free of charge to all eligible
infants
Rome (Italy) Prior to Nov 25 2024 those with BPD,  Nirsevimab, given after birth for Nirsevimab coverage estimates for Nirsevimab: offered free of charge to
CHD or immunodeficiency eligible for infants those born from Nov 25, Italy as a whole: 75%,"* although roll-  all infants in Rome after decision by
palivizumab 2024, to Feb 28, 2025, and as catch-  out challenged by initial uncertainty Italian MoH in Oct 2025
After Nov 25 2025 those with BPD, up to those born from Aug 17 to Nov  around funding (see main text) Palivizumab: offered free of charge to
CHD or immunodeficiency eligible for 24, 2024 all eligible infants before nirsevimab
nirsevimab until age 23 months roll out
Catalonia As per non-high-risk infants if < 12 Nirsevimab, given after birth for Nirsevimab coverage: Nirsevimab: Offered free of charge for
(Spain) months of age. If high risk (BPD, CHD  infants born from Oct 1, 2024, to For infants born during the RSV all eligible children

or immunodeficiency) and 12-23
months eligible for 2nd nirsevimab
dose entering RSV season

Mar 31, 2025, and as catch-up for
those born from Apr 1 to Sep 30,
2024, at the beginning of the RSV
season

season: 90.3%"°
For infants born before RSV season
(catch-up cohort): 93.6%"

Abbreviations: GA = Gestational Age, BPD = Bronchopulmonary Dysplasia, CHD = Congenital Heart Disease, N/A = Not applicable, MoH = Ministry of Health.

Table 1: RSV prevention approaches across study sites for the 2024-2025 season.

country would receive allocated funding for nirsevimab;
Lazio, where Rome is located, was initially not one of
these eligible regions. Following a period of contro-
versy,” in October 2024 the AIFA (Italian Medicines
Agency for Drugs) announced that nirsevimab would
be provided for all regions free of charge by the Italian
National Health Service.*

In Rome, nirsevimab was administered to newborns
during hospitalisation from November 25 h to February
28, whereas children born between August 17 and
November 24 could receive the monoclonal antibody in
an outpatient setting (family paediatrician or vaccina-
tion hubs) as part of a catch-up campaign. Older infants
with co-morbidities were eligible for nirsevimab, but
delivery to this group was hampered by supply issues,
unless they were already receiving palivizumab (in this
case they either completed palivizumab or shifted to
nirsevimab).

To publicise the roll-out, healthcare professionals
received official emails from the national health system,

as general paediatricians were involved in adminis-
tering the drug in ambulatory settings, as well as in
vaccination centres. In addition, major national soci-
eties like the Italian Society of Paediatrics also adver-
tised its use through mailing lists and official social
media channels. The public was informed by neo-
natologists at time of delivery, family paediatricians and
through a social media campaign.'®

Estimates for coverage across the whole country are
that 75% of eligible infants in Italy received nirsevimab
by the end of the season.'* Nirsevimab dosing was as
per the European Medicines Agency recommendations:
50 mg for those <5 kg and 100 mg for those >5 kg.”®

Bristol, Edinburgh, Glasgow and Leicester, United Kingdom

In the UK, RSVpreF vaccination was introduced free of
charge for all pregnant women at a gestation of 28
weeks or more, from August 12, 2024, in Scotland, and
September 1, 2024, in England.” The launch of the
vaccination campaign was preceded by public health
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campaigns to raise awareness amongst both health
professionals and the general public.” Uptake of
maternal RSVpreF for live births in January 2025 was
57.2% across Scotland,”” 49.2% in the Midlands
(Leicester) and 60.5% in South-West England (Bristol)*
[Table 1].

Reykjavik, Iceland

During the study period in Iceland, RSV prophylaxis for
high-risk paediatric populations was administered
exclusively with palivizumab, which was given free at
point of care to all eligible infants. Those eligible were
those born at <28 weeks, or those children <2 years of
age with a confirmed diagnosis of bronchopulmonary
dysplasia, congenital heart disease with significant he-
modynamic compromise or severe neuromuscular
disability.”

Bucharest, Romania

During the study period in Romania, government
funded RSV prophylaxis for high-risk paediatric pop-
ulations was provided using palivizumab. Eligible
groups comprised (i) preterm infants born at <35
weeks’ gestational age who were <6 months of age at
the onset of RSV seasonal circulation, and (ii) children
<2 years of age with a confirmed diagnosis of bron-
chopulmonary dysplasia or congenital heart disease
with significant hemodynamic compromise. Pal-
ivizumab was fully reimbursed by the national health-
care system for all children meeting established
eligibility criteria.”’ Nirsevimab was authorized by the
Romanian National Agency for Medicines and Medical
Devices (ANMDMR) on 31 October 2022.** However, in
the 2024-2025 season, it was not included in the na-
tional reimbursement scheme. Consequently, its clin-
ical use remained extremely limited, being confined to
isolated cases in which infants were born or followed
up in private healthcare facilities during early infancy.

Data on ED attendances and hospital admissions
For each site, for seasons April 1, 2018, to March 31,
2019, until April 1, 2024, to March 31, 2025, we gath-
ered total ED attendances and total admissions from
the ED for all diagnoses, respiratory diagnoses (RD)
excluding bronchiolitis, and bronchiolitis diagnoses for
children <6 months, 6-11 months, and 12-23 months.
The codes used for these diagnoses (ICD-10 for Cata-
lonia, Rome [Italy], Reykjavik [Iceland], and Bucharest
[Romania]; Emergency Care Data Set [ECDS] and
SNOMED CT for the UK sites) are provided in
Supplementary Table S1. SNOMED CT is a structured
clinical vocabulary for use in electronic health records.
The coding procedures are mostly comparable, partic-
ularly for this study, when we focused the case-research
on well-defined conditions (bronchiolitis and respira-
tory diagnoses).

www.thelancet.com Vol 63 April, 2026

In Catalonia, data from hospital admissions and
discharges were obtained from the Minimum Basic
Data Set (CMBD) and hospital ED visits from the
CMBD-UR for all public and private hospitals in Cata-
lonia (n = 68). In the UK, data was obtained from the
local Emergency Department Information System
associated with that hospital. In Rome, data were ob-
tained from the electronic system of the hospital, cod-
ing all attendances and admissions to the hospital. In
Iceland and Romania, all data were obtained from the
hospital electronic information system. For all sites,
ethical permissions allowed for the use of aggregate
patient data only, and we were therefore unable to
report on attendance/admissions using sex, socio-
economic status, or race/ethnicity as descriptive
variables.

For Catalonia, data on a total of 1,357,286 ED at-
tendances and 279,212 hospital admissions were
included, for the four UK sites 470,238 attendances and
87,786 admissions, for Rome (Italy) 25,768 attendances
and 4556 admissions, for Reykjavik (Iceland) 49,328
attendances and 3146 admissions, and for Bucharest
(Romania) 85,808 attendances and 22,738 admissions
(Supplementary Table S3).

Statistical analyses

We calculated the percentage of bronchiolitis among all
diagnoses, and among RDs and visualised the pro-
gression over time of the data on bronchiolitis, RDs and
all diagnoses by site and age group. With these datasets,
we then calculated a generalised linear model (GLM) in
Poisson regression per place (this could be either re-
gion [Catalonia] or hospital [for other study sites]) and
age group (<6 months, 6-11 months, 12-23 months),
obtaining the risk ratio (RR) and 95% confidence in-
tervals (CI) of bronchiolitis ED attendances and ad-
missions. We used a Poisson regression model because
our data are highly aggregated and stratified by age
group, geographical area, and epidemiological season.
This level of aggregation substantially reduces random
variation and unobserved heterogeneity, which are the
main sources of overdispersion in count data, and is
consistent with our previous work using the same data
structure.” A result of an RR of, for example, 0.40
means that, compared to the reference period, there
were 60% fewer ED visits in the groups of interest. This
is because an RR of 0.40 corresponds to 40% of the
visits compared to the baseline, indicating a 60%
reduction.

Comparisons were made between 2024 and 2025
and all seasons defined as commencing on April 1 of
one year and ending on March 31 the subsequent year)
before any intervention (2018-2019 to 2022-2023),
excluding 2020-2021, labelling them as “pre-interven-
tion” and setting them as a reference level. We excluded
the 2020-2021 season from our calculations, as we
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anticipated that low case rates related to lockdown
measures introduced in response to the COVID-19
pandemic could skew average ED attendances/admis-
sions for the preceding and subsequent seasons. We
performed an analysis excluding the 2023-2024 season
for comparability across all sites, but in order to include
data from this year also provide a complementary
analysis including that season as a pre-intervention
reference period in the Supplementary Appendix
(Supplementary Tables S4 and S5), again excluding
the 2020-2021 season for this analysis. We added as
offset term the natural logarithm of total ED atten-
dances/admissions for comparability. This model can
be expressed as:

In(E[bronchiolitis]) = B, + p; - season + In(alldiagnoses)

EQ1
where:

E [bronchiolitis]: expected number of bronchiolitis
diagnoses;

Bo: Intercept;

B1: Coefficient related to the difference for the sea-
son with respect to the baseline, in this case, the
average between seasons;

season: Defined as commencing on April 1 of one
year and ending on March 31 the subsequent year.

With the exponential of p; in EQ (1), the RR (95%
CI) can be calculated. Our analysis used aggregated
data, stratified by age group, location, and epidemio-
logical season; there were no missing data in these
stratifications. Python v.3.9.20 and R v. 4.4.2 were used
for data analysis and visualisation.

Scripts used for these analyses and visualisation are
available at https://github.com/aida-pm/Nirsevimab.

Ethical approvals

This retrospective observational study involving human
participants followed the ethical standards of the insti-
tutional and national research committee and with the
1964 Helsinki Declaration and its later amendments or
comparable ethical standards. Ethical approval was ob-
tained for aggregate data from Catalonia (Vall d’Hebron
Research Institute (EOM(AG)006/2024 (6232)) and
Fundacié IDIAP-Jordi Gol (25/041-EOm) with the
approval dates on March 15, 2024 and March 6, 2025)
and Rome (Italy; [Comitato Etico Fondazione Policli-
nico Universitario A. Gemelli IRCCS ID 3497, Prot
0049226/20, 02/10/2020]). In the UK sites data collec-
tion was registered under the umbrella of a service
evaluation project; under Health Research Authority
guidance these projects are exempt from formal ethical
approval. In Iceland, ethical approval was obtained
from the ethical committee of Landspitali, University
Hospital (10-2021). In Romania, ethical approval was
obtained from the ethical committee of NIMCH

Alessandrescu-Rusescu (08-2025). Consent was not
required at any site for these aggregated, population
level datasets.

Role of the funding source
There was no funding source for this study.

Results

Overview of study sites

Comparing study sites (Fig. 1) by visual inspection, the
number of bronchiolitis ED attendances for infants of
age <6 months in Catalonia was lower in both
2023-2024 and 2024-2025 than in previous years, and
comparable to the reductions seen in the pandemic year
of 2020-2021. However, the number of ED attendances
in study sites in other countries showed year-to-year
variability, with little evidence of a reduction in bron-
chiolitis diagnoses in the UK or Rome in the 2024-2025
season compared to previous years.

For hospital admissions with bronchiolitis for in-
fants <6 months of age, again, there was a drop in ad-
missions with bronchiolitis diagnosis in Catalonia in
the 2024-2025 season, equal in magnitude what was
seen in the 2023-2024 season [8]. In Catalonia, the
reduction in bronchiolitis diagnoses did not however
appear to result in an overall lower total attendances or
admissions. The trend for other countries was less
clear. Equivalent data for ED attendances and hospital
admissions for infants 6-11 months and children 12-23
months of age showed year to year variability for all
sites, with no reductions as clear as those seen for
bronchiolitis in Catalonia in the 2023-2024 and
2024-2025 seasons and are shown in Supplementary
Figures S1 & S2.

Comparisons of nirsevimab and RSVpreF impacts in
different countries

Catalonia

Results from the Poisson regression are presented in
Fig. 2 (ED attendances) and Fig. 3 (hospital admis-
sions), with Supplementary Tables S4 and S5 giving the
values from the regression in more detail. These show a
significant reduction in ED attendances and hospital
admissions for Catalan infants of age <6 months, in
keeping with what was seen in the previous season
(2023-2024): the RR for ED attendances in 2024-2025
in infants age <6 months was 0.45 (95% CI 0.43-0.47)
compared to previous seasons (excluding 2023-2024)
and for attendances was 0.40 (95% CI 0.37-0.43). There
was also a reduction in the RR for ED attendances and
hospital admissions for infants aged 6-11 months (0.72
[95% CI 0.69-0.76] and 0.71 [95% CI 0.63-0.80],
respectively). A very modest increase of 1.08 (95% CI
1.01-1.14) was seen in the RR of ED attendances with
bronchiolitis in children of age 12-23 months
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Fig. 1: Emergency Department (ED) attendances and hospitalisations for infants <6 months of age at study sites. The number of
bronchiolitis (dark) and all respiratory diagnoses (light) cases attending each site’s ED and admitted from the ED are shown on the left and
right of each panel, respectively, with numbers shown on the left y-axis. The right y-axis shows the total number of ED attendances and
admissions, respectively, at the study sites. Panels show the sites from the following locations- A: Catalonia; B: Rome; C: Bristol; D: Leicester;
E: Glasgow; F: Edinburgh; G: Iceland; H: Romania. For full details of each site please refer to the Methods.

compared to previous years, but no increase was seen in
the RR of hospital admissions for bronchiolitis.

Italy

In Rome, no change was seen in ED attendances or
admissions for bronchiolitis in infants of <6 months,
with a RR for ED attendances of 1.09 (95% CI
0.92-1.30) and admissions of 1.12 (95% CI 0.83-1.52).
However there was an increase in hospital admissions
in those 6-11 months of age (RR: 1.80 [95% CI
1.02-3.20]) compared to previous years. A significant
decrease in ED attendances was observed for 12-23
months old (RR: 0.46 (95% CI 0.23-0.92)), but the
sample size in these groups is relatively small, hence
the statistical power is decreased.

United Kingdom

In the United Kingdom, one site (Leicester) showed a
significant reduction of RR 0.91 (95% CI 0.85-0.97) in
ED attendances with bronchiolitis for infants of age <6
months in the 2024-2025 season, but this was not seen
in any of the other UK sites. A significant reduction was
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seen in admissions for infants of age <6 months in
Leicester and Edinburgh (0.80 [95% CI 0.69-0.94] and
0.85 [95% CI 0.76-0.95], respectively), but no reduction
was seen for Bristol or Glasgow.

Romania and Iceland

A reduction was seen in ED attendances in Romania for
bronchiolitis in infants of age <6 months (RR: 0.86,
95% CI 0.79-0.93) and 6-11 months (RR: 0.86, 95% CI
0.77-0.96) in the 2024-2025 season, despite no new
intervention having been introduced; in Iceland an in-
crease in ED attendances in the <6 months age group
was seen in the 2024-2025 season with a RR of 1.34
(95% CI 1.12-1.60). For hospital admissions with
bronchiolitis, an increase in the RR was seen in
Romania for both <6 months and 6-11 months age
groups, and in Iceland for the <6 months age group.

Differences when using data from 2018 to 2024
rather than 2018-2023

Using seasons from 2018 to 2019 through to 2023-2024
as a comparator (as opposed to the interval from 2018 to


http://www.thelancet.com

Articles

Romania : =
._.—:—
Iceland : — —
° Edinburgh _’F.
% Gl FI
> asgow
g o
n : : -
Leicester -
Bristol _I._
= I
Rome :
; -
Catalonia ® :
0.3 0.5 1.0
RR (log scale)
Age group @ <6m 6-11m B 12m-23m

Fig. 2: Impact (risk ratio [RR] with 95% confidence interval) of nirsevimab and RSVpreF on ED attendances with bronchiolitis in the
2024-2025 season. At this point nirsevimab was in place in Catalonia and Rome, RSVpreF maternal vaccination in the United Kingdom, and
no RSV population level interventions were in place in Romania and Iceland. RR calculated using years 2018-2023 (excluding the Covid-19
year of 2020-2021) by applying a generalised linear model in Poisson regression.

2019 through to 2022-2023, as presented above)
affected 2 of the results for ED attendances, and 2 of the
results for hospital admissions (for full details see
Supplementary Tables S4 and S5). For Catalonia, the
increase seen in ED attendances in the 12-23 month
age group in the 2024-2025 season was no longer sig-
nificant (RR 1.06, 95% CI 0.99-1.12). For Glasgow,
there was an increase in ED attendances in the 6-11
month old age group in the 2024-2025 season (RR 1.08
(95% CI 1.00-1.16). For Rome, the increase in hospital
admissions in those of age 6-11 months in the
2024-2025 season was attenuated when seasons
through to 2023-2024 were used as a comparator (RR of
1.65 compared to 1.80), and in Glasgow a decrease in
hospital admissions in those age 6-11 months seen in
the 2024-2025 season was no longer significant.

Discussion

Summary and interpretation of findings

In this multi-centre, multi-year study, we found that the
initial reduction in ED attendances and admissions
seen in Catalonia in the 2023-2024 season associated
with the introduction of nirsevimab was sustained in its
second season (2024-2025). However, in Rome, despite

the introduction of nirsevimab for the 2024-2025 sea-
son, no difference was seen in ED attendances/admis-
sions in infants aged <6 months or 6-11 months. In the
United Kingdom, despite the introduction of RSVpreF
maternal vaccination from August (Scotland) and
September (England) 2024, a reduction in bronchiolitis
ED attendances in infants <6 months was seen in only
1/4 sites, and a reduction in admissions in 2/4 sites.
The comparison sites of Romania and Iceland
showed variable changes in the 2024-2025 season, with
Romania seeing a reduction in ED attendances with
bronchiolitis in infants aged <6 months compared to
previous years, but both sites seeing an increase in
bronchiolitis admissions in infants <6 months
compared to previous years. These findings highlight
the dynamic nature of RSV seasons, and the need to
take this into account when interpreting the impact of
new campaigns. The more dramatic swings in ED at-
tendances and hospital admissions seen in Romania
may relate to local hospital factors: in the Bucharest
metropolitan area, four paediatric hospitals provide
emergency care, but only two provide major trauma
services, not including the site included in this study.”
Consequently, respiratory infections represent a larger
proportion of emergency visits and admissions to the
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Fig. 3: Impact (risk ratio [RR] with 95% confidence interval) of nirsevimab and RSVpreF on hospital admissions with bronchiolitis in
the 2024-2025 season. At this point nirsevimab was in place in Catalonia and Rome, RSVpreF maternal vaccination in the United Kingdom,
and no RSV population level interventions were in place in Romania and Iceland. RR calculated using years 2018-2023 (excluding the Covid-
19 year of 2020-2021) by applying a generalised linear model in Poisson regression.

Bucharest study site.”* Additionally, the study site is the
only public paediatric facility in the city with dedicated
isolation units. Parental preference could therefore play
a role in the variability observed, as isolation rooms are
perceived as safer and more comfortable for young
children, and therefore season-to-season variation in
infectious disease dynamics could be magnified by this
concentration of infectious disease cases.

The lack of changes in ED attendances/hospital ad-
missions seen in Rome and the UK after the intro-
duction of immunisation strategies is incongruent with
the demonstrated real-world effectiveness of both nir-
sevimab (as seen in Catalonia,* observed impact on
ED attendances/hospital admissions in this and our
previous work,” and a recently published meta-anal-
ysis®’) and RSVpreF vaccination.®” In our study, results
in Rome run counter to previous nirsevimab effective-
ness evidence reported by the Valle d’Aosta pilot pro-
gram for the introduction of Nirsevimab and also
against a recently published Italian multi-centre
study.”** In Italy, the lack of impact seen could be
due to the reduced uptake of nirsevimab seen in Rome
(an estimated 75%, Table 1) compared to Catalonia
(90.3% in those born during the RSV season, and
93.6% in the catch-up cohort),” and the fact that Italy
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provided nirsevimab to infants born after August 17,
2024 only, with no catch-up campaign for infants born
before this date. In Italy, a recent decrease in paediatric
vaccination coverage has been observed, making the
Italian government approve a compulsory vaccination
law in 2017, but nirsevimab is not currently part of the
Italy’s mandatory National Immunisation programme.

In the United Kingdom, the catch-up nature of the
initial campaign, meaning that many women were
vaccinated too close to delivery to fully benefit new-
borns from maternal RSV vaccination, means that the
full effects may not be seen until the second season of
the campaign. In the first stages of the vaccination
campaign uptake was lower than what was reached later
on, so that in September 2024 only 41% of newborns in
Scotland™ and 34% of newborns in England® had been
beneficiaries of RSVpreF maternal vaccination. How-
ever, even a year into the campaign, RSV maternal
vaccination coverage remained low (53.7% at the latest
estimate in England for births in June 2025*° and 55.5%
in Scotland for births in August 2025'). Coverage in
England in 2024-2025 for the well-established maternal
pertussis vaccine of 65.6%* suggest that RSV maternal
vaccination rates may not rise much higher than this in
the immediate future. Finally, the benefits of maternal
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vaccination are known to wane with time, so that pro-
tection for infants of age <3 months is greater than
those <6 months,**? so that older infants are less pro-
tected from RSV disease, an effect which is obviated by
the nirsevimab catch-up campaign. Therefore, even
with higher coverage the effects seen at a population
level in the United Kingdom are unlikely to replicate
those seen with nirsevimab, where uptake in Catalonia
has remained high (>90%) in the second season.”

Implications of the study

The sustained reduction seen in bronchiolitis atten-
dances and admissions in Catalonia highlights that,
after the introduction of nirsevimab with careful
planning, a reduction in ED over two seasons was
maintained throughout this period, probably associ-
ated with a well-implemented immunisation strategy.
However, ongoing work is likely to be needed to
maintain the current high uptake of this intervention.
Additionally, although there was a small increase
observed in the risk of bronchiolitis ED attendances
for those aged 12-23 months (the first Catalonian
nirsevimab cohort) in the 2024-2025 season (RR 1.08;
95% CI 1.01-1.14, no increase was seen in hospital
admissions for bronchiolitis in this cohort (see also
Supplementary Figure S2). This provides reassurance
that there is no evidence for a rebound in cases in the
second year of life following nirsevimab administra-
tion in the first. This likely relates to the fact that
nirsevimab does not appear to prevent RSV infection
but rather prevent progression to severe disease.” The
data from Rome highlights the need for a coordinated
and well-organised approach for nirsevimab intro-
duction, and more work is needed to try and maximise
coverage in upcoming seasons. The data from the UK
highlights how contingent the impact of maternal
vaccination is on overall uptake. Furthermore, a recent
meta-analysis highlights the fact that maternal vacci-
nation uptake appears to be generally lower than the
uptake seen for nirsevimab.”

Countries making decisions on whether to introduce
maternal RSVpreF vaccination or a long-acting mono-
clonal antibody such as nirsevimab or clesrovimab
(recently licenced by the FDA)* should therefore weigh
up the costs of implementation (taking into account the
direct costs of a prevention product, and the cost of
programmatic implementation) with the expected up-
take and likely impact of the interventions. For low- and
middle-income countries considering implementing
maternal vaccination, the limited impact seen in the
United Kingdom in the first season of implementation
at least with regard to ED attendances as we report
hereby, emphasise the value of rolling out a campaign
well before the start of the RSV season to allow the
programme to enter a steady state, and of efforts to
increase public awareness of RSV, and the effectiveness
of the RSVpreF vaccine, prior to implementation.

Strengths and limitation of the study

Our study has some limitations. Firstly, it is not a study
at a national or regional population level, except for
Catalonia. We are comparing hospitals which are
referral centres for different population sizes or with
different paediatric infrastructures for children
attending; the lack of hospital level data for Catalonia
means that we were unable to include random effects
for hospitals. The referral population for each of them
is also not homogeneous. This means that they cannot
be taken to be representative for the country as a whole.
Secondly, the coding for bronchiolitis and other respi-
ratory diseases can vary widely across the participating
sites. To mitigate this, we used the same ICD-10 codes
for non-UK sites and SNOMED codes for the UK sites
(Supplementary Table S1). However, because we used
attendance/admissions codes rather than performing
individual linkages to microbiology data, we were un-
able to evaluate laboratory confirmed RSV outcomes
after the introduction of different interventions.
Thirdly, we were unable to report detailed sex, ethnicity,
or socioeconomic status data for attendances/admis-
sions, as we relied on anonymised aggregate data pro-
vided by study sites. Additionally, because we stratified
attendances/admissions by the age band 0-5 months,
we were unable to look at specific outcomes in infants
of age 0-3 months, where one would expect the impact
of maternal vaccination to be greater. Fourthly, some of
the sites (such as Rome and Reykjavik) had smaller
sample sizes than the others, meaning that the confi-
dence intervals for our estimates were wide. Finally, the
control sites included in the study are limited to Iceland
and Romania. In the future, we aim to extend our
network to other European sites to be able to compare
the impact of RSV interventions at a pan-European
level.

On the other hand, the study has some strengths to
highlight. Firstly, it is a multinational European study
that assesses the real-world impact of different pre-
ventive strategies against RSV. In addition, we included
two control sites (Iceland and Romania) to document
the dynamic nature of RSV seasons, and the need to
take this into account when interpreting data about the
impact of new campaigns. Finally, we used harmonised
disease definitions to be able to compare impacts across
different sites.

Conclusion

The data from Catalonia, where high nirsevimab uptake
was associated with a clear reduction in secondary care
burden, demonstrates that a carefully planned nirsevi-
mab strategy can achieve sustained reductions in
bronchiolitis ED attendances and admissions, provided
that high levels of coverage are maintained. In contrast,
data from Rome and the United Kingdom, where up-
take of nirsevimab and RSVpreF respectively were
lower than Catalonia, and fewer infants were able to
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benefit, underscore the extent to which the real-world
impact of different interventions is contingent upon
both organisational factors and the type of strategy
adopted. Taken together, these findings indicate that
countries considering the introduction of maternal
vaccination, or long-acting monoclonal antibodies,
should undertake a rigorous assessment of not only the
potential effectiveness and real-world impact of each
option, but also their relative cost-effectiveness within
the local context. Furthermore, these evaluations
should be accompanied by concerted international ef-
forts to achieve more equitable pricing, thereby facili-
tating the adoption of the most effective and sustainable
strategy across diverse settings.

Contributors

ASA, CP, DR, TCW, and DB conceptualised the study. APM, CP, TCW
performed statistical analyses. DB, AC, EC, MC, SF, PL, RM, VT,
MMM, JM, JV, ACC were responsible for data collection. All authors
had access to all data, and ASA and CP verified the data. All authors
read and approve the final version of the manuscript and had re-
sponsibility for the decision to submit for publication.

Data sharing statement

The dataset will be held for a minimum of 3 years and is available to be
shared on reasonable request to the corresponding author, by providing
a formal request supported by a hypothesis, research proposal that
included a statistical plan and a local ethic committee approval. A data
sharing agreement will need to be signed.

Declaration of interests

Dr Damian Roland declares grants or contracts from Wellcome Trust
(Funding for administrative support for the BronchStop study), Respi-
ratory Syncytial Virus Consortium in Europe (RESCEU) (Funding to
establish the BronchStart/Stop study), Imperial College London
(Funding for administrative support for the BronchStop study), Na-
tional Institute for Health Research (Funding for data collection for the
study). Dr. Thomas Williams declares funding from the Wellcome
Trust: funding for administrative support for the BronchStop study. Dr
Antoni Soriano-Arandes declares consulting fees, honoraria for lectures
and support for attending meetings from Sanofi, MSD, and Pfizer, and
grants or contracts from la Marato tv3 (Funding addressed to my
institution Vall d’'Hebron Research Institute for a project about respi-
ratory viruses). Clara Prats declares payments or honoraria for lectures
by Societat Catalana de Pediatria (Presentation including results of the
impact of nirsevimab in Catalonia), grants or contracts by Fundacion
BBVA (Funding paid to the university), and Fundacio la Marato tv3.
Aida Perramon-Malavez declares grants or contracts from Fundacio la
Marato tv3 (Funding addressed to my institution Vall d’Hebron
Research Institute for a project about respiratory viruses). Dr Jorgina
Vila declares honoraria for presentation and support for attending
meetings from Sanofi. Anna Creus-Costa declares support for attending
meetings and/or travel by Sanofi and grant VHIR-AULA-2025-016 by
Aula Vall d’Hebron. The rest of the authors have nothing to declare.

Acknowledgements
None.

Appendix A. Supplementary data
Supplementary data related to this article can be found at https://doi.
org/10.1016/j.lanepe.2026.101597.

References

1  Del Riccio M, Spreeuwenberg P, Osei-Yeboah R, et al. Burden of
Respiratory Syncytial Virus in the European Union: estimation of
RSV-associated hospitalizations in children under 5 years.
J Infect Dis. 2023;228:1528-1538.

www.thelancet.com Vol 63 April, 2026

10

11

12

13

14

15

16

17

Grupo de Trabajo utilizacién de nirsevimab frente a infeccién por
virus respiratorio sincitial de la Ponencia de Programa y Registro
de Vacunaciones. Comision de Salud Publica del Consejo
Interterritorial del Sistema Nacional de Salud. Recomendaciones de
utilizacion de nirsevimab frente a virus respiratorio sincitial para la
temporada 2023-2024. Ministerio de Sanidad; 2023. https://www.
sanidad.gob.es/areas/promocionPrevencion/vacunaciones/
comoTrabajamos/docs/Nirsevimab_2023.pdf. Accessed July 7,
2025.

Department of Health and Social Care England. National RSV
vaccination programme announced - GOV.UK. https://www.gov.
uk/government/news/national-rsv-vaccination-programme-announced;
2024. Accessed September 25, 2024.

Haute Autoritt de Santé. RSV infection vaccination
recommendation for pregnant women. https://www.has-sante.fr/
upload/docs/application/pdf/2024-10/rsv_infection_vaccination_
recommendation_for_pregnant_women.pdf; 2024. Accessed July
7, 2025.

Sumsuzzman DM, Wang Z, Langley JM, Moghadas SM. Real-
world effectiveness of nirsevimab against respiratory syncytial
virus disease in infants: a systematic review and meta-analysis.
Lancet Child Adolesc Health. 2025;9:393-403.

Pérez Marc G, Vizzotti C, Fell DB, et al. 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, retrospective, test-negative, case—control study.
Lancet Infect Dis. 2025;25:1044-1054.

Williams TC, Marlow R, Cunningham S, et al. 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.
2025;9:655-662.

Nygaard U, Hartling UB, Nielsen J, et al. Hospital admissions and
need for mechanical ventilation in children with respiratory
syncytial virus before and during the COVID-19 pandemic: a
Danish nationwide cohort study. Lancet Child Adolesc Health.
2023;7:171-179.

Perramon-Malavez A, Buonsenso D, Morello R, et al. Real-world
impact of nirsevimab immunisation against respiratory disease
on emergency department attendances and admissions among
infants: a multinational retrospective analysis. Lancet Reg Health
Eur. 2025;55:101334.

Scheltema NM, Kavelaars XM, Thorburn K, et al. Potential impact
of maternal vaccination on life-threatening respiratory syncytial
virus infection during infancy. Vaccine. 2018;36:4693—4700.

von Elm E, Altman DG, Egger M, Pocock SJ, Getzsche PC,
Vandenbroucke JP, STROBE Initiative. The strengthening the
reporting of Observational Studies in Epidemiology (STROBE)
statement: guidelines for reporting observational studies. Lancet.
2007;370:1453-1457.

Public Health Scotland. PHS vaccination surveillance. https://
scotland.shinyapps.io/phs-vaccination-surveillance/; 2025.
Accessed November 6, 2025.

United Kingdom Health Security Agency. RSV maternal
vaccination coverage in England: January 2025 - GOV. UK; 2025.
https://www.gov.uk/government/publications/rsv-immunisation-
for-older-adults-and-pregnant-women-vaccine-coverage-in-england/
rsv-maternal-vaccination-coverage-in-england-january-2025.  Accessed
November 6, 2025.

Virus sinciziale. Dopo le polemiche la campagna di
immunizzazione ha preso il via in tutta Italia, obiettivo ‘casi
zero’ di bronchiolite - Quotidiano Sanita. https://www.
quotidianosanita.it/scienza-e-farmaci/articolo.php?articolo_id=126431.
Accessed November 12, 2025.

Subdireccié General de Promocié de la Salut. Immunitzacié Virus
Respiratori Sincicial (VRS). Agéncia de Salut Publica de Catalunya
(ASPCAT);  2025.  https://salutpublica.gencat.cat/ca/ambits/
promocio/vacunacions/immunitzacio-virius-respiratori-sincicial /.
Accessed August 26, 2025.

Beyfortus | European Medicines Agency. https://www.ema.europa.
eu/en/medicines/human/EPAR /beyfortus. Accessed April 5, 2023.
Societa Italiana di Pediatria. VRS: SIP e SIN inviano al Ministero e
alle Regioni le raccomandazioni per una profilassi uniforme con
Nirsevimab - Societa Italiana di Pediatria. https://sip.it/2025/09/
04 /vrs-sip-e-sin-inviano-al-ministero-e-alle-regioni-le-raccomandazioni-
per-una-profilassi-uniforme-con-nirsevimab/; 2024. Accessed November
12, 2025.

11


https://doi.org/10.1016/j.lanepe.2026.101597
https://doi.org/10.1016/j.lanepe.2026.101597
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref1
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref1
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref1
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref1
https://www.sanidad.gob.es/areas/promocionPrevencion/vacunaciones/comoTrabajamos/docs/Nirsevimab_2023.pdf
https://www.sanidad.gob.es/areas/promocionPrevencion/vacunaciones/comoTrabajamos/docs/Nirsevimab_2023.pdf
https://www.sanidad.gob.es/areas/promocionPrevencion/vacunaciones/comoTrabajamos/docs/Nirsevimab_2023.pdf
https://www.gov.uk/government/news/national%2Drsv%2Dvaccination%2Dprogramme%2Dannounced
https://www.gov.uk/government/news/national%2Drsv%2Dvaccination%2Dprogramme%2Dannounced
https://www.has%2Dsante.fr/upload/docs/application/pdf/2024%2D10/rsv_infection_vaccination_recommendation_for_pregnant_women.pdf
https://www.has%2Dsante.fr/upload/docs/application/pdf/2024%2D10/rsv_infection_vaccination_recommendation_for_pregnant_women.pdf
https://www.has%2Dsante.fr/upload/docs/application/pdf/2024%2D10/rsv_infection_vaccination_recommendation_for_pregnant_women.pdf
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref5
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref5
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref5
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref5
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref6
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref6
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref6
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref6
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref6
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref6
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref7
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref7
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref7
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref7
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref7
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref8
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref8
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref8
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref8
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref8
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref9
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref9
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref9
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref9
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref9
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref10
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref10
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref10
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref11
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref11
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref11
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref11
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref11
https://scotland.shinyapps.io/phs%2Dvaccination%2Dsurveillance/
https://scotland.shinyapps.io/phs%2Dvaccination%2Dsurveillance/
https://www.gov.uk/government/publications/rsv%2Dimmunisation%2Dfor%2Dolder%2Dadults%2Dand%2Dpregnant%2Dwomen%2Dvaccine%2Dcoverage%2Din%2Dengland/rsv%2Dmaternal%2Dvaccination%2Dcoverage%2Din%2Dengland%2Djanuary%2D2025
https://www.gov.uk/government/publications/rsv%2Dimmunisation%2Dfor%2Dolder%2Dadults%2Dand%2Dpregnant%2Dwomen%2Dvaccine%2Dcoverage%2Din%2Dengland/rsv%2Dmaternal%2Dvaccination%2Dcoverage%2Din%2Dengland%2Djanuary%2D2025
https://www.gov.uk/government/publications/rsv%2Dimmunisation%2Dfor%2Dolder%2Dadults%2Dand%2Dpregnant%2Dwomen%2Dvaccine%2Dcoverage%2Din%2Dengland/rsv%2Dmaternal%2Dvaccination%2Dcoverage%2Din%2Dengland%2Djanuary%2D2025
https://www.quotidianosanita.it/scienza%2De%2Dfarmaci/articolo.php?articolo_id%3D126431
https://www.quotidianosanita.it/scienza%2De%2Dfarmaci/articolo.php?articolo_id%3D126431
https://salutpublica.gencat.cat/ca/ambits/promocio/vacunacions/immunitzacio%2Dvirius%2Drespiratori%2Dsincicial/
https://salutpublica.gencat.cat/ca/ambits/promocio/vacunacions/immunitzacio%2Dvirius%2Drespiratori%2Dsincicial/
https://www.ema.europa.eu/en/medicines/human/EPAR/beyfortus
https://www.ema.europa.eu/en/medicines/human/EPAR/beyfortus
https://sip.it/2025/09/04/vrs%2Dsip%2De%2Dsin%2Dinviano%2Dal%2Dministero%2De%2Dalle%2Dregioni%2Dle%2Draccomandazioni%2Dper%2Duna%2Dprofilassi%2Duniforme%2Dcon%2Dnirsevimab/
https://sip.it/2025/09/04/vrs%2Dsip%2De%2Dsin%2Dinviano%2Dal%2Dministero%2De%2Dalle%2Dregioni%2Dle%2Draccomandazioni%2Dper%2Duna%2Dprofilassi%2Duniforme%2Dcon%2Dnirsevimab/
https://sip.it/2025/09/04/vrs%2Dsip%2De%2Dsin%2Dinviano%2Dal%2Dministero%2De%2Dalle%2Dregioni%2Dle%2Draccomandazioni%2Dper%2Duna%2Dprofilassi%2Duniforme%2Dcon%2Dnirsevimab/
http://www.thelancet.com

Articles

12

18

19

20

21

22

23

24

25

26

Manti S, Baraldi E. Learn from international recommendations
and experiences of countries that have successfully implemented
monoclonal antibody prophylaxis for prevention of RSV
infection. Ital | Pediatr. 2025;51:26.

United Kingdom Department of Health & Social Care. Toolkit for
stakeholders | RSV Vaccinations. Campaign Resource Centre;
2024. https://campaignresources.dhsc.gov.uk/campaigns/
vaccinations/rsv-vaccinations/toolkit-for-stakeholders/. ~ Accessed
November 10, 2025.

Island Directorate of Health. Prevention of RSV introduced for
infants for the first time in Iceland | Island.is. https://island.is/
en/news/forvoern-gegn-rs-veiru-tekin-i-almenna-notkun-fyrir-ungboern-i-
fyrsta-sinn-a; 2025. Accessed November 12, 2025.

Agentia Nationald a Medicamentului §i Dispozitivelor Medicale,
Ministerul Sanatitii. Raport de evaluare a tehnologiilor medicale.
DCI: palivizumab — indicatii: prevenirea bolilor severe ale tractului
respirator inferior care necesitd spitalizare, determinate de virusul
sincitial  respirator (VSR) la  copii; 2021. www.anm.ro/_/
EVALUARE%20TEHNOLOGII%20MEDICALE/MUTARI/6402_
2021_Synagis_Palivizumab.pdf. Accessed November 12, 2025.
ANMDMR. Lista medicamentelor din NOMENCLATOR -
ANMDMR - nomenclatorul medicamentelor pentru uz uman.
https://nomenclator.anm.ro/medicamente?page=477&order=
dci&direction=desc; 2025. Accessed November 11, 2025.
Primiri Urgente Pediatrie - Institutul National pentru Sinitatea
Mamei si Copilului "Alessandrescu-Rusescu” Bucuresti. https://
www.insmc.ro/compartimente /primire-urgente/; 2025. Accessed
November 12, 2025.

Miron VD, Gunsahin D, Filimon C, Bar G, Craiu M. Pediatric
emergencies and Hospital admissions in the first six months of
the COVID-19 pandemic in a tertiary children’s hospital in
Romania. Children. 2022;9:513.

Perramon-Malavez A, Hermosilla E, Coma E, et al. Effectiveness
of nirsevimab immunoprophylaxis against respiratory syncytial
virus-related outcomes in hospital care settings: a seasonal
cohort study of infants in Catalonia, Spain. Pediatr Infect Dis ].
2025;44:394-398.

Coma E, Martinez-Marcos M, Hermosilla E, et al. Effectiveness of
nirsevimab immunoprophylaxis against respiratory syncytial virus-
related outcomes in hospital and primary care settings: a
retrospective cohort study in infants in Catalonia (Spain). Arch
Dis Child. 2024;109:736-741.

27

28

29

30

31

32

33

34

35

36

Attaianese F, Trapani S, Agostiniani R, et al. Effectiveness of a
targeted infant RSV immunization strategy (2024-2025): a
multicenter matched case-control study in a high-surveillance
setting. | Infect. 2025;91:106600.

Consolati A, Farinelli M, Serravalle P, et al. Safety and efficacy of
nirsevimab in a Universal Prevention Program of respiratory
syncytial virus bronchiolitis in newborns and infants in the first
year of life in the Valle d’Aosta Region, Italy, in the 2023-2024
epidemic season. Vaccines. 2024;12:549.

United Kingdom Health Security Agency. RSV Maternal
Vaccination  Coverage in  England:  September 2024. RSV
Immunisation for Older Adults and Pregnant Women: Vaccine
Coverage in England. 2025.

United Kingdom Health Security Agency. Respiratory syncytial virus
(RSV) maternal vaccination coverage in England: June 2025 - GOV.
UK.  https://www.gov.uk/government/publications/rsv-maternal-
vaccination-coverage-in-england/respiratory-syncytial-virus-rsv-
maternal-vaccination-coverage-in-england-june-2025; 2025. Accessed
November 12, 2025.

United Kingdom Health Security Agency. Prenatal Pertussis
Vaccination Coverage in England from January to March 2025, and
Annual Coverage for 2024 to 2025 - GOV.UK; 2025. https://www.
gov.uk/government/publications/pertussis-immunisation-in-pregnancy-
vaccine-coverage-estimates-in-england-october-2013-to-march-2014/
prenatal-pertussis-vaccination-coverage-in-england-from-january-to-
march-2025-and-annual-coverage-for-2024-to-2025. Accessed November
12, 2025.

Kampmann B, Madhi SA, Munjal 1, et al. Bivalent prefusion F
vaccine in pregnancy to prevent RSV illness in infants. N Engl |
Med. 2023;388:1451-1464.

Generalitat de Catalunya. SIVIC - inici. https://sivic.salut.gencat.
cat/; 2025. Accessed November 12, 2025.

Wilkins D, Yuan Y, Chang Y, et al. Durability of neutralizing RSV
antibodies following nirsevimab administration and elicitation of
the natural immune response to RSV infection in infants. Nat
Med. 2023;29:1172-1179.

Trusinska D, Lee B, Ferdous S, et al. Real-world uptake of
nirsevimab, RSV maternal vaccine, and RSV vaccines for older
adults: a systematic review and meta-analysis. eClinicalMedicine.
2025;84:103281.

Anderer S. FDA approves new RSV monoclonal antibody to protect
infants. JAMA. 2025;334:383.

www.thelancet.com Vol 63 April, 2026


http://refhub.elsevier.com/S2666-7762(26)00009-8/sref18
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref18
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref18
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref18
https://campaignresources.dhsc.gov.uk/campaigns/vaccinations/rsv%2Dvaccinations/toolkit%2Dfor%2Dstakeholders/
https://campaignresources.dhsc.gov.uk/campaigns/vaccinations/rsv%2Dvaccinations/toolkit%2Dfor%2Dstakeholders/
https://island.is/en/news/forvoern%2Dgegn%2Drs%2Dveiru%2Dtekin%2Di%2Dalmenna%2Dnotkun%2Dfyrir%2Dungboern%2Di%2Dfyrsta%2Dsinn%2Da
https://island.is/en/news/forvoern%2Dgegn%2Drs%2Dveiru%2Dtekin%2Di%2Dalmenna%2Dnotkun%2Dfyrir%2Dungboern%2Di%2Dfyrsta%2Dsinn%2Da
https://island.is/en/news/forvoern%2Dgegn%2Drs%2Dveiru%2Dtekin%2Di%2Dalmenna%2Dnotkun%2Dfyrir%2Dungboern%2Di%2Dfyrsta%2Dsinn%2Da
http://www.anm.ro/_/EVALUARE%20TEHNOLOGII%20MEDICALE/MUTARI/6402_2021_Synagis_Palivizumab.pdf
http://www.anm.ro/_/EVALUARE%20TEHNOLOGII%20MEDICALE/MUTARI/6402_2021_Synagis_Palivizumab.pdf
http://www.anm.ro/_/EVALUARE%20TEHNOLOGII%20MEDICALE/MUTARI/6402_2021_Synagis_Palivizumab.pdf
https://nomenclator.anm.ro/medicamente?page%3D477%26amp;amp%3Border%3Ddci%26amp;amp%3Bdirection%3Ddesc
https://nomenclator.anm.ro/medicamente?page%3D477%26amp;amp%3Border%3Ddci%26amp;amp%3Bdirection%3Ddesc
https://www.insmc.ro/compartimente/primire%2Durgente/
https://www.insmc.ro/compartimente/primire%2Durgente/
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref24
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref24
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref24
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref24
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref25
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref25
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref25
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref25
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref25
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref26
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref26
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref26
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref26
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref26
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref27
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref27
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref27
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref27
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref28
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref28
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref28
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref28
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref28
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref29
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref29
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref29
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref29
https://www.gov.uk/government/publications/rsv%2Dmaternal%2Dvaccination%2Dcoverage%2Din%2Dengland/respiratory%2Dsyncytial%2Dvirus%2Drsv%2Dmaternal%2Dvaccination%2Dcoverage%2Din%2Dengland%2Djune%2D2025
https://www.gov.uk/government/publications/rsv%2Dmaternal%2Dvaccination%2Dcoverage%2Din%2Dengland/respiratory%2Dsyncytial%2Dvirus%2Drsv%2Dmaternal%2Dvaccination%2Dcoverage%2Din%2Dengland%2Djune%2D2025
https://www.gov.uk/government/publications/rsv%2Dmaternal%2Dvaccination%2Dcoverage%2Din%2Dengland/respiratory%2Dsyncytial%2Dvirus%2Drsv%2Dmaternal%2Dvaccination%2Dcoverage%2Din%2Dengland%2Djune%2D2025
https://www.gov.uk/government/publications/pertussis%2Dimmunisation%2Din%2Dpregnancy%2Dvaccine%2Dcoverage%2Destimates%2Din%2Dengland%2Doctober%2D2013%2Dto%2Dmarch%2D2014/prenatal%2Dpertussis%2Dvaccination%2Dcoverage%2Din%2Dengland%2Dfrom%2Djanuary%2Dto%2Dmarch%2D2025%2Dand%2Dannual%2Dcoverage%2Dfor%2D2024%2Dto%2D2025
https://www.gov.uk/government/publications/pertussis%2Dimmunisation%2Din%2Dpregnancy%2Dvaccine%2Dcoverage%2Destimates%2Din%2Dengland%2Doctober%2D2013%2Dto%2Dmarch%2D2014/prenatal%2Dpertussis%2Dvaccination%2Dcoverage%2Din%2Dengland%2Dfrom%2Djanuary%2Dto%2Dmarch%2D2025%2Dand%2Dannual%2Dcoverage%2Dfor%2D2024%2Dto%2D2025
https://www.gov.uk/government/publications/pertussis%2Dimmunisation%2Din%2Dpregnancy%2Dvaccine%2Dcoverage%2Destimates%2Din%2Dengland%2Doctober%2D2013%2Dto%2Dmarch%2D2014/prenatal%2Dpertussis%2Dvaccination%2Dcoverage%2Din%2Dengland%2Dfrom%2Djanuary%2Dto%2Dmarch%2D2025%2Dand%2Dannual%2Dcoverage%2Dfor%2D2024%2Dto%2D2025
https://www.gov.uk/government/publications/pertussis%2Dimmunisation%2Din%2Dpregnancy%2Dvaccine%2Dcoverage%2Destimates%2Din%2Dengland%2Doctober%2D2013%2Dto%2Dmarch%2D2014/prenatal%2Dpertussis%2Dvaccination%2Dcoverage%2Din%2Dengland%2Dfrom%2Djanuary%2Dto%2Dmarch%2D2025%2Dand%2Dannual%2Dcoverage%2Dfor%2D2024%2Dto%2D2025
https://www.gov.uk/government/publications/pertussis%2Dimmunisation%2Din%2Dpregnancy%2Dvaccine%2Dcoverage%2Destimates%2Din%2Dengland%2Doctober%2D2013%2Dto%2Dmarch%2D2014/prenatal%2Dpertussis%2Dvaccination%2Dcoverage%2Din%2Dengland%2Dfrom%2Djanuary%2Dto%2Dmarch%2D2025%2Dand%2Dannual%2Dcoverage%2Dfor%2D2024%2Dto%2D2025
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref32
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref32
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref32
https://sivic.salut.gencat.cat/
https://sivic.salut.gencat.cat/
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref34
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref34
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref34
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref34
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref35
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref35
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref35
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref35
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref36
http://refhub.elsevier.com/S2666-7762(26)00009-8/sref36
http://www.thelancet.com

	Real-world impact of nirsevimab immunisation and maternal RSV vaccination against respiratory disease on emergency departme ...
	Introduction
	Methods
	Details on RSV prevention strategies at each study site
	Catalonia, Spain
	Rome, Italy
	Bristol, Edinburgh, Glasgow and Leicester, United Kingdom
	Reykjavík, Iceland
	Bucharest, Romania

	Data on ED attendances and hospital admissions
	Statistical analyses
	Ethical approvals
	Role of the funding source

	Results
	Overview of study sites
	Comparisons of nirsevimab and RSVpreF impacts in different countries
	Catalonia
	Italy
	United Kingdom
	Romania and Iceland

	Differences when using data from 2018 to 2024 rather than 2018–2023

	Discussion
	Summary and interpretation of findings
	Implications of the study
	Strengths and limitation of the study
	Conclusion

	Contributors
	Data sharing statement
	Declaration of interests
	Acknowledgements
	Appendix A. Supplementary data
	References


