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Abstract
Background  In this Debate, based on our clinical data from the “pre-nirsevimab” and “first year of nirsevimab 
implementation” bronchiolitis seasons, we challenge the validity of policy decisions that led to partial immunization 
coverage of eligible newborns and infants during the 2024–25 season in Italy.

Main body  Starting with a pre-nirsevimab prospective cohort of 780 newborns, we documented that 84 (9.2%) 
were diagnosed with acute bronchiolitis (45 of them (5.8% of the cohort) were RSV positive. 44 patients (5.6%) were 
hospitalized due to bronchiolitis, of which 7 (0.9%) patients were admitted to the Pediatric Intensive Care Unit. Among 
hospitalized, 31 infants (70%) had RSV infection. Secondly, we evaluated the impact on bronchiolitis admissions 
during the first year of nirsevimab use in our region, showing a negligible effect on the most severe cases, probably 
due to the fact that a low coverage will risk to miss the relatively small number of infants (about 10%) that will 
develop RSV bronchiolitis in the first year of life. These findings inspired our clinical insights and reflections arguing 
that without a long-term, cost-conscious approach to implementation, even major scientific breakthroughs like 
nirsevimab risk becoming public health failures.

Conclusions  Our clinical insights and reflections aim to inspire deeper engagement among policymakers, health 
agencies, and clinicians to better adapt and integrate RSV preventive strategies—maximizing benefit not only for 
susceptible infants, but for society at large. In a world of finite healthcare resources, optimizing both the reach and 
the value of such essential interventions is imperative, given the multitude and diversity of health needs our society is 
facing.
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Background
Bronchiolitis is the most common lower respiratory tract 
infection in newborns and infants younger than 2 years 
old. It is the first cause of hospital admission in this age 
group [1]. Several viruses, such as Rhinovirus, Parainflu-
enza virus, Metapneumovirus, Influenza virus, Adeno-
virus, and Respiratory Syncytial Virus (RSV), can cause 
Bronchiolitis. However, the leading cause of bronchiol-
itis, especially in children younger than 1 year old, is RSV 
[2]. According to CDC data, RSV causes approximately 
58,000 hospitalizations among children under five years 
annually [3]. In addition to the acute illness, RSV has 
potential long-term respiratory complications such as 
recurrent wheezing and asthma [4].

According to the Italian surveillance network RespiV-
irNet, RSV caused 49.1% and 22.3% of influenza-like ill-
nesses in children during the 2022–2023 flu season in 
the < 2 and 2–4 years age groups, respectively [5]. Italian 
virologic surveillance for the 2023–2024 season identified 
a total of 2,218 RSV-positive samples in the first 11 weeks 
of collection, with the majority of cases in patients aged 
0–2 years. Additionally, Italian epidemiological studies 
confirmed a higher RSV incidence and higher need for 
Neonatal Intensive Care Unit (NICU) for a younger age 
(≤ 3 months) [6].

Until 2023, Pavilizumab was the only approved pro-
phylaxis against RSV. According to the European Medi-
cines Agency (EMA), it was reserved for children at high 
risk for RSV disease [7]. A new compound, Nirsevimab, 
has recently been developed for the prophylaxis of RSV 
infection to be administered both in prematures or chil-
dren with risk factors and in healthy term infants. Nir-
sevimab is a recombinant human immunoglobulin with 
an extended half-life. It binds the F1 and F2 subunits of 
RSV fusion protein, blocking viral entry into the host cell 
[8]. Nirsevimab is a long-acting monoclonal antibody 
that targets the highly conserved epitope on the RSV F 
(fusion) protein, preventing viral entry into host cells. In 
the phase 3 MELODY trial, nirsevimab demonstrated a 
74.5% reduction in medically attended RSV-associated 
lower respiratory tract infections (LRTIs) in healthy 
infants compared to placebo (95% CI, 49.6 to 87.1; p < 
0.001) [REF]. In addition, in the MEDLEY trial compar-
ing nirsevimab with palivizumab in preterm infants or 
those with underlying conditions, nirsevimab showed 
non-inferior safety and comparable efficacy [REF]. It 
was approved in Italy in January 2023. It has been dem-
onstrated that a single 50 mg intramuscular dose of Nir-
sevimab given to newborns and infants in their first year 
of life provides enough immunity to protect them during 
the entire season [9].

The advantage of Nirsevimab is that it not only reduces 
RSV hospitalization rates more than palivizumab, but it 
also supports a vaccine-like strategy that substantially 

reduces both treatment costs and direct non-medical 
costs. A decreased dosage from five injections to one 
injection indicates that nirsevimab can overcome palivi-
zumab, even without the enhanced potency, from a cost-
effectiveness perspective [10].

Several countries, in particular Spanish regions, have 
implemented a policy toward mass immunization with 
Nirsevimab of all infants in the first year of life [11]. Oth-
ers have awaited the season 2024-25 and have either 
chosen to prioritize most-at-risk patients, or to use the 
maternal vaccination, which also has been found to be 
effective in trials [12]. In Italy, after a phase of procedural 
uncertainty and the absence of national directives, only 
on 17 October 2024, a deliberation approved Nirsevimab 
use, having a target population for the first year of 70% 
of the eligible population [13]. This deliberation provided 
for the free and voluntary administration of this mono-
clonal antibody against RSV to infants from 1 November 
2024, extending protection also to infants born within 
the previous 100 days and to children up to two years old 
with severe diseases, however without providing enough 
vials to cover all infants under 12 months of age living 
their first bronchiolitis season [14, 15]. Indeed, eventually 
region approved the use of nirsevimab born between the 
end of Kuly 2024 and to November 2024 and those born 
during the RSV season.

In this debate, we speculate that a strategy targeting 
only a part of susceptible infants will have a negligible 
effect on reducing the clinical impact of RSV in young 
children, but with high costs, paradoxically increasing 
the costs of national health systems associated directly or 
indirectly with RSV. In order to evaluate our hypothesis, 
we used two different but complementary approaches: 
to understand how many infants of a cohort born soon 
before the RSV peak in the season will actually develop 
bronchiolitis without using immunizations, we included 
a pre-nirsevimab prospective cohort; according to the 
results of this prospective cohort, we will assess if a par-
tial coverage with Nirsevimab has, indeed, had only a 
negligible impact on RSV burden in our area, comparing 
bronchiolitis admissions in the seasons with fours pre-
nirsevimab seasons.

Main text
What proportion of newborns will develop bronchiolitis?
During the winter 2023-24, when Nirsevimab was 
already demonstrated as effective and being imple-
mented in other countries but not in Italy, we prospec-
tively followed-up a cohort of term newborns born in our 
Institution from October 1 st, 2023, to December 31 st, 
2023 (representing the most at risk cohort of susceptible 
young infants during an RSV season). We hypothesized 
that this would have been the latest “nirsevimab-free” 
cohort, therefore we followed-up this cohort to know 
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how many of them would develop RSV bronchiolitis and 
to understand which risk factors are associated with this 
infection. In fact, at that time, there was already a debate 
about whether offering Nirsevimab to all infants or not. 
There were no exclusion criteria for this observation 
other than prematurity or receipt of palivizumab. No age, 
gender, or ethnicity restriction has been applied. Details 
on the methodology of this study are reported in the sup-
plementary material.

Only a small proportion of newborns will develop 
bronchiolitis, and only part of them a clinically-relevant 
disease
During the study period, 780 newborns were enrolled, 
391 (50.7%) were male. For more details, see Table 1. Dur-
ing the follow-up period, six patients (0.8%) developed 

unspecified acute upper respiratory tract infection, 
and 86 (11.0%) patients developed LRTI. Among LRTI, 
2 (0.3%) developed unspecified acute bronchitis, and 
the rest (n = 84) were diagnosed with acute bronchiol-
itis. Among bronchiolitis, 45 (5.8% of the cohort) were 
RSV (A and B) positive, the rest (n = 40) caused by other 
viruses. We detected two cases of SARS-CoV-2 infection.

Regarding clinical severity, 44 patients (5.6%) were hos-
pitalized due to bronchiolitis, of which 7 (0.9%) patients 
were admitted to the Pediatric Intensive Care Unit. 
Among hospitalized, 31 infants (70%) had RSV infection.

These data confirm our hypothesis that less than 10% of 
eligible newborns will be admitted to hospital due to RSV 
bronchiolitis during their first RSV season, an observa-
tion that will have implications for the implementation 
of Nirsevimab prophylaxis. If the number needed to treat 
(NTT) is relatively high (30–57 to prevent one hospi-
talization in real world studies), it is straightforward to 
recognize that immunizing only a part (even as high as 
50–75%) of RSV eligible infants according to some cri-
teria, such as parents’ acceptance to immunize, or birth 
period, or availability of the medication in a specific set-
ting, may paradoxically protect either all or none of the 
eligible infants.

Therefore, we aimed to understand which infants have 
a higher risk of developing bronchiolitis. As shown in 
Fig. 1A, for RSV bronchiolitis, having young siblings or 
cousins living in the same household is a predictive factor 
to be infected by RSV. It also seems that if the sibling or 
cousin is older than 12 months, the impact on infection is 
negligible. Besides, sex is also a significant variable since 
males tend to have a greater probability of infection than 
females [16, 17]. Instead, as shown in the global model, 
the age category is not generally important, and ethnicity 
is not represented diversely enough in this dataset to get 
any conclusions. Other low-impact conclusions are that 
not having smokers at home is a bit protective against 
RSV infection. The same results were found analyzing the 
all-causes of bronchiolitis (see Fig. 1B).

Our prospective cohort provided us the following 
information: (i) only a fraction (less than 10%) of suscep-
tible newborns will be admitted to hospital due to RSV 
bronchiolitis during their first winter, with about 1% of 
them needing PICU care; and (ii) among them, children 
with siblings or cousins under 12–24 months of age in 
the same household or those with smokers within the 
household are more likely to be infected by RSV develop-
ing bronchiolitis; females are less likely to develop RSV 
bronchiolitis.

Based on these results, a Nirsevimab campaign provid-
ing partial and low coverage of eligible newborns would 
have had a negligible impact on the RSV burden during 
the season 2024-25, although high economical costs. In 
Italy, as said, Nirsevimab was approved late in 2024 and 

Table 1  Shows frequencies of a selection of demographic 
variables among the analysed cohort

Total patients
(N = 780)

Sex
  male 391 (50.1%)
  female 389 (49.9%)
Months_old
  Mean (SD) 4.70 (0.918)
  Median [Min, Max] 5.00 [3.00, 6.00]
Seasonal_catchup
  catchup 10 (1.3%)
  seasonal 770 (98.7%)
Ethnic
  white/caucasian 743 (95.3%)
  black/African/Caribbean 23 (2.9%)
  hispanic/latino 3 (0.4%)
  asian 2 (0.3%)
  pacific islander 1 (0.1%)
  other/mixed 4 (0.5%)
  Missing 4 (0.5%)
Kindergarten
  no 774 (99.2%)
  yes 6 (0.8%)
Breastfeeding
  no 134 (17.2%)
  yes 644 (82.6%)
  Missing 2 (0.3%)
Space_living
  house (with other family members) 776 (99.5%)
  shelter center 3 (0.4%)
  community space with other families 0 (0%)
  other 0 (0%)
  Missing 1 (0.1%)
Smokers at home
  yes 209 (26.8%)
  no 570 (73.1%)
  Missing 1 (0.1%)
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it was known that the available doses were not enough to 
cover all infants under 12 months of age during their first 
bronchiolitis seasons. To understand if a partial approach 
was useful, we performed a revision of data of bronchi-
olitis we are prospectively collecting as part of a larger 
European study with the aim to compare the “Nirsevimab 
season – 2024-25” with those of the previous 3 years.

Nirsevimab had a negligible impact during its first year of 
implementation in a university hospital in Rome
We collected all diagnoses of bronchiolitis made at our 
Institution from September to March of each RSV season 
during the last 4 years (see Table 2).

As shown in Table 2, during the last season 2024-25 all 
data regarding bronchiolitis are similar to the previous 
seasons. Males are slightly more affected than females. 
Also, microbiological data show a similar circulation of 
RSV among infants with RSV causing 38.6% of all bron-
chiolitis during this season. Analyzing the need for hos-
pitalization, data are mostly in line with those of previous 
years, including the PICU admissions, similar to other 
post-covid RSV season. The only difference over the years 
has been the increased use of HFNC, but this is probably 
due to the implementation of this respiratory assistance 
technique over time rather than a change in the clinical 

picture of the patients. There were no significant differ-
ences among cases of mechanical ventilation.

To summarize, data from this season do not show 
a meaningful difference compared to previous ones, 
neither regarding virus circulation nor about sever-
ity of infections (there has been no reduction in hospi-
tal admissions or PICU access or respiratory assistance), 
suggesting insufficient impact of Nirsevimab in our geo-
graphical area characterized by partial and insufficient 
coverage.

Why nirsevimab may be not as much effective as initially 
thought?
There is no doubt that Nirsevimab is highly effective in 
preventing RSV infection, including severe diseases and 
deaths. The rationale is behind its biological actions but, 
even more importantly, several randomized controlled 
trials and rea-world-evidence have demonstrated, in dif-
ferent settings from Europe to Latin America and North 
America, that Nirsevimab reduced admissions and 
deaths for RSV bronchiolitis [18, 19]. Even in Italy, in the 
only one region in the North (Valle d’Aosta) that adopted 
a universal prevention program during the 2023–2024 
season, a positive impact of the strategy was documented 
[20].

Fig. 1  A Barplot of SHAP values of the model. Positive values for SHAP indicate the presence of RSV bronchiolitis. Negative values of SHAP indicate the ab-
sence of the outcome. A low feature value (blue) indicates the absence of the feature, and a high feature value (pink) indicates the presence of the feature. 
B Barplot of SHAP values of the model. Positive values for SHAP indicate the presence of bronchiolitis, and negative values of SHAP indicate the absence 
of the outcome. A low feature value (blue) indicates the absence of the feature, and a high feature value (pink) indicates the presence of the feature
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However, our data support that an inadequate prophy-
laxis campaign with an insufficient coverage may not be 
effective for several reasons, hence, to prevent wasting 
budget the immunization campaign must target univer-
sal coverage. As we found in our prospective cohort, and 
also in line with the placebo cohorts of the Nirsevimab 
trials [21], despite bronchiolitis is the commonest LRTI 
of childhood, only a relatively small proportion of infants 
will develop bronchiolitis. To date, it is impossible to rec-
ognize which of the infants will develop bronchiolitis and 
selectively offer them the prophylaxis. This means that 
even a Nirsevimab coverage of 75% of the eligible infants 
may miss part, if not all, those 5–10% that will have a 
clinically relevant bronchiolitis needing hospitalization 
during a season. Still, the health of these children that not 
only will get severe disease but that might develop long-
term consequences from such infection are to be attained 
for, and the healthcare costs of present and future treat-
ment and monitoring should be taken into account.

A recent analysis from the Italian Paediatric Society 
(SIP) [22] supported this opinion, documenting that the 
immunoprophylaxis carried out in 2024-25 has been 
extremely inhomogeneous and fragmented. The result 
was that not all children have had the same chance to be 
protected from RSV because the regions have launched 
very different programs, and not all have had access to the 
same number of doses. To be specific of our geographi-
cal context in Rome, Nirsevimab has been administered 
to newborns during hospitalization from November 25th 
to February 28th, whereas children born between August 
17th and November 24th could receive the monoclonal 
antibody in an outpatient setting. Moreover, the prophy-
laxis strategy applied during the 2024–2025 RSV season 
has resulted in the exclusion of a group of children (those 
born before August 17th) who entered the first season of 
RSV and are therefore also susceptible to infection.

Based on our prospective cohort from the pre-Nirse-
vimab season (2023-24), it was predictable that a partial 
Nirsevimab coverage in 2024-25 would have potentially 
lost a significant proportion of children that would have 
developed bronchiolitis, as even an 80% coverage would 
risk missing the 10% or less of children that would really 
develop clinically relevant bronchiolitis. In addition, the 
exclusion of infants older than six months also left sus-
ceptible a non-negligible number of patients that indeed 
developed bronchiolitis and need hospitalization, as 
also previously documented [23]. Indeed, the number 
of admissions and severe cases we had in 2024-25 was 
mostly in line with previous years.

Even in terms of costs, the latest RSV season has been 
in line with previous seasons. Considering a mean cost of 
€1,500 for RSV bronchiolitis admission and €3,800 euro 
for respiratory failure [24], the impact has been relevant. 
The 2024-25 season costed about €161,200 for bronchi-
olitis only in our Institution, compared with €197,400 in 
2023-24, €231,400 in 2022-23, and €179,100 in 2021-22. 
However, the 2024-25 should take into account the costs 
associated with nirsevimab. Considering about €35,000 
newborns have born in the Lazio region (latest estimate 
in 2023), and a 82.1% coverage in Italy, we can hypoth-
esize (as actual data are not available) that in our region 
we spent about 2 to 6 millions of euros for Nirsevimab 
prophylaxis (considering a 25% or 75% coverage, respec-
tively, and a cost for single vial in Italy of 230 euros). As 
such, the reductions in admissions and costs made in 
our hospital, which most probably aligns with the other 
pediatric hospitals in our region as the epidemiological 
context is exactly similar, are negligible, making overall 
the health costs associated with RSV in 2024-25 signifi-
cantly higher than previous years (as they would include 
the prophylaxis campaign). A document in Germany 
estimated that the cost-effectiveness would improve and 
become favorable including indirect costs associated to 

Table 2  Compares frequencies of demographic, Microbiological 
and clinical data of bronchiolitis in a third-level hospital (Rome) 
during four seasons

2021–
2022 
Season

2022–
2023 
Season

2023–
2024 
Season

2024–
2025 
Season

Bronchiolitis 
Total Number 
(September-March)

172 250 241 163

Male (%) 97 (56.7) 142 (56.8) 144 (59.7) 103 (63.1)
Female (%) 75 (43.6) 108 (43.2) 97 (40.2) 60 (36.8)
≤ 12 months (%) 149 (86.6) 234 (93.6) 218 (90.4) 157 (96.3)
Preterm GA < 37 (%) 14 (8.1) 29 (11.6) 25 (10.3) 26 (15.9)
Comorbidities (%) 20 (11.6) 11 (4.4) 11 (4.5) 12 (7.3)
RSV (%) 56 (32.5) 78 (31.2) 65 (26.9) 63 (38.6)
Other virus (%) 41 (23.8) 67 (26.8) 43 (17.8) 51 (31.2)
Total Number of 
hospitalizations (%)

89 (51.7) 96 (38.4) 86 (35.6) 72 (44.1)

Short Stay Observa-
tion Unit (% on 
admissions)

15 (16.8) 12 (12.5) 15 (17.4) 14 (19.4)

Inward (% on 
admissions)

60 (67.4) 58 (60.4) 53 (61.6) 46 (63.8)

PICU (% on 
admission)

14 (15.7) 26 (27.0) 18 (20.9) 12 (16.6)

Respiratory as-
sistance (% on 
bronchiolitis)

70 (40.6) 90 (36) 83 (34.4) 63 (38)

LFNC (% on RA) 31 (44.2) 33 (36.6) 20 (24.0) 6 (9.5)
HFNC (% on RA) 27 (38.5) 34 (37.7) 45 (54.2) 43 (68.2)
CPAP (% on RA) 11 (15.7) 19 (21.1) 10 (12.0) 10 (15.8)
Mechanical Ventila-
tion (% on RA)

1 (1.4) 4 (4.4) 8 (9.6) 4 (6.3)

GA Gestational Age, RSV Respiratory Syncytial Virus, PICU Pediatric Intensive 
Care Unit, LFNC Low Flow Nasal Cannula, HFNC High Flow Nasal Cannula, CPAP 
Continuous Positive Airway Pressure, RA Respiratory Assistance
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RSV (e.g., parents missing work to stay at home or hospi-
tal with their sick children) [25]. However, several coun-
tries have different maternity leave policies that would 
allow for household care without additional costs. More-
over, with a partial and ineffective immunization cam-
paign, we are not protecting children from the potential 
long-term consequences of a bronchiolitis infection, 
which will also be a logistic and economic burden for the 
healthcare system in the future.

So what?
Our data open for concrete scenarios and possible solu-
tions. The first straightforward and obvious conclusion is 
that protecting a small proportion (50–75%) of suscep-
tible infants with Nirsevimab will keep providing little 
benefits at enormous costs. This was already clear from 
the initial trials showing a relatively large number needed 
to treat (NNT), as also in the placebo groups only about 
10% of infants developed bronchiolitis, and is further 
reinforced by our pre-nirsevimab prospective cohort, and 
by the burden of RSV in our hospital the 24/25 season 
compared with previous years.

These observations open to the translation of the his-
torical concept of herd immunity of the vaccination field 
into the world of the RSV passive immunization. Tradi-
tionally, it is considered that having a large proportion 
of immunized people (herd immunity) against a specific 
pathogen (e.g., measles) will lower the overall amount of 
virus able to spread in the whole population. As soon as 
the percentage of vaccinated people drops of a few per-
centage points, as happens with measles, the number of 
new infections will increase exponentially. Although RSV 
passive immunizations are not expected to lower overall 
the virus circulation, a similar concept can be applied in 
terms of clinical impact. To be sure to prevent most if 
not all cases of bronchiolitis a very high proportion will 
need to be targeted to make a campaign potentially cost-
effective. In this scenario, all of the susceptible children 
should be targeted. A mid-way approach may only results 
in loss of resources. In this scenario, it would be better 
to refute the immunoprophylaxis rather than immuniz-
ing only some children, which has several ethical impli-
cations due to the proven effectiveness of the universal 
coverage strategy and shows a lack of long-term planning 
from public health authorities.

Therefore, the first obvious solution would be to ensure 
immunoprophylaxis to all susceptible children that enter 
in the RSV season. Of course, this means having all the 
necessary doses available at the right time, represent-
ing a considerable organizational and economic effort. 
Several governments have discussed the ideal approach. 
In Italy, 370,000 children were born in 2024, mean-
ing that an 100% coverage with Nirsevimab would cost 
€85,100,000 euros with current price per vial of 230 euros 

[26]. Undoubtedly, the Italian government has not been 
the only one needing to leverage the potential cost-effec-
tive benefits of nirsevimab due to the high prices of the 
prophylaxis. In a global perspective, these high costs will 
generate an unequal distribution of child health in the 
different countries of the world depending on their eco-
nomic capacities, generating a more exacerbated struc-
tural classism already present nowadays, as the different 
impact of LRTI across the globe shows [27].

Another solution to this issue, less expensive, would be 
implementing a target immunoprophylaxis, identifying 
possible risk factors predisposing to bronchiolitis admis-
sions. Nevertheless, this would require a knowledge not 
yet available. It is known that premature infants and 
those with comorbidities have a higher risk of bronchiol-
itis, these cohorts were already targeted with palivizumab 
and their inclusion in preventive strategies would not be 
question. Wanting to expand this population, our pro-
spective follow-up during the 2023–2024 season (when 
Nirsevimab had not yet started) documented that chil-
dren with siblings or cousins under 12–24 months of age 
in the same household are more likely to become infected 
with RSV and develop RSV bronchiolitis and that females 
are less likely to develop RSV bronchiolitis. Also, having 
smokers household members was a possible risk factor. 
However, an approach targeting these risk factors is still 
limited on overall poorly accurate models and would risk 
being as much a failure as an incomplete coverate.

As a third addition, some countries may point towards 
a maternal vaccination strategy. Trials have documented 
that RSV vaccination is also highly effective in prevent-
ing RSV bronchiolitis, particularly within the first three 
months of life [28]. Theoretically, an open study compar-
ing maternal vaccination and infant immunization as a 
primary aim has never been performed. Therefore, it is 
scientifically not possible to define one strategy better 
than the other. Not by chance, some countries like the 
UK decided to suggest both strategies including cheaper 
maternal vaccination [29]. However, maternal vacci-
nation may have caveats, since current trials suggest a 
possibly shorter protection for infants compared with 
postnatally immunized newborns, and premature new-
borns from immunized mother would not be protected 
by maternal antibodies, as antibodies may have not had 
time of crossing the placenta. In this case, an at-risk pre-
mature infant born from an RSV-immunized mother may 
need to receive Nirsevimab as well, therefore doubling 
the costs for protection. In addition, signals on higher 
rates of late preterm deliveries have been found in trials 
enrolling in low-to-middle income countries [12].

The fourth scenario, and perhaps the most difficult but 
beneficial, would be that governments may negotiate 
more toughly with companies, in light of a series of data 
emerged from the literature. There are several elements 
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that would put governments in an advantageous position 
at a negotiating table. While Nirsevimab is clearly effec-
tive, its costs are currently extremely high and a coverage 
for all newborns would be extremely costly with current 
prices. As it is established that about only 10% of new-
borns will develop bronchiolitis in the first year of life, it 
means that 90% will receive the dose with no potential 
benefits. Secondly, a concrete and pragmatic cost-benefit 
analysis of “nirsevimab-for-all” implementation strategy 
is not yet available. As such, governments may specu-
late that in terms of health economics, the cancellation 
of the nirsevimab strategy may be paradoxically cheaper 
than immunizing all infants, particularly in countries like 
Italy where RSV mortality in the first year of life is close 
to zero. In this context, while countries with economic 
capacity would deny the acquisition of nirsevimab, other 
global regions where it would be substantially more bene-
ficial to prevent child death would not be able to account 
for it in their public health budgets. Therefore, compa-
nies either reduce costs or may lose millions of developed 
doses. Thirdly, the presence of two effective strategies like 
maternal vaccination and infant immunization, although 
one may be slightly better than the other, but with huge 
differences in terms of costs, represent another element 
of negotiation. Fourthly, as the most important element 
to have a clinically relevant reduction in RSV bronchi-
olitis would be to have a coverage close to 100%, the 
ideal scenario would be a negotiation where companies 
significantly reduce the costs of each intervention and 
countries offer both options to families. As for any medi-
cal intervention, some people may prefer maternal vac-
cination, other neonatal immunization, a few reject both. 
Having more options may lead to financial competition 
between companies and lead to lower costs. If both strat-
egies are offered at a reasonable cost, this may improve 
public acceptance and achieve lower costs for each strat-
egy. A similar scenario, moreover, would facilitate those 
areas where maternal immunization is easier to be per-
formed or others where post-natal immunization would 
be preferred, based on local resources and healthcare 
organizations. Fifthly, we cannot forget how SARS-CoV-2 
has been reduced to an almost non-harmful virus with 
low prevalence thanks to a global vaccination campaign, 
a public-private collaboration and a solidarity strategy, 
which might be translated to RSV as well. To aim for that, 
we need to aim for a global adaptation of such immu-
nization strategies, including all eligible age classes, at 
ultimately affordable costs both to the Global North and 
South, which would still be profitable to companies that 
would expand their target markets. Last, but not least, 
it is always worth remembering that RSV only causes a 
fraction of all bronchiolitis cases. This is another element 
for negotiation, as probably a 30–40% of non-RSV bron-
chiolitis would still be hospitalized every year, therefore 

further reducing the cost-effectiveness of the preventing 
strategies.

Conclusions
In conclusion, we showed how a partial implementa-
tion in the first year of use in our setting may represent 
a public health failure, as small clinical successes would 
be obtained at huge costs. Indeed, our prospective cohort 
showed that bout 10% of susceptible newborns develop 
bronchiolitis, therefore a strategy targeting even a 70% 
to 80% target population could miss part of those that 
would ultimately benefit from the intervention. Our 
data and views will hopefully inspire further discussions 
between agencies and policy makers on how to improve 
the adaptation and sustainability of RSV preventing strat-
egies, so much necessary, in order to provide the maxi-
mum benefits not only to RSV susceptible children, but 
to the local and global societies as well. Indeed, we live in 
a world with limited resources, and it remains necessary 
to optimize the costs for each healthcare strategy, given 
the multitude and diversity of health needs that we are 
facing worldwide. Despite recent discoveries in RSV pre-
vention, our journey toward an RSV-free era is just at the 
beginnings and cannot be achieved without a global per-
spective and further data.
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