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The MEDI8897 Ph2b trial in 2019/2020 examined efficacy, safety, pharmacokinetics and antidrug-antibody responses 
as a placebo-controlled, multicenter RCT in the USA, Canada, Europe and the Southern hemisphere. Subjects were 
healthy preterm infants (29-35 weeks GA) aged ≤12 months, of whom 969 received Nirsevimab and 484 placebo. 
After follow-up of 150 days, medically attended (MA) RSV LRTI (objective clinical LRTI criteria and +RSV-PCR) were 
observed in 2.6% of the treatment-group, and in 9.5% of the placebo-group, which translates to an efficacy of 70.1% 
(52.3-81.2). RSV LRTI hospitalizations occurred in 0.8% of subjects in the treatment- and in 4.1% of the placebo-
group (efficacy of 78.4% (49.6-90.3)) (Griffin 2020).  
The MELODY trial in 2021/2022 a placebo-controlled, multicenter RCT in the USA, Canada, and countries across 
Europe, Asia and the Southern hemisphere included ≤ 12 month old term and late preterm infants (≥35 weeks GA): 
2009 received Nirsevimab and 1003 placebo. At follow-up after 150 days, medically attended (MA) RSV LRTI were 
seen in 1.2% of participants of the treatment- and 5.4 % of participants of the placebo-group, for an efficacy of 76.4% 
(62.3-85.2). RSV LRTI hospitalizations and very severe MA RSV LRTI occurred in 0.4 and 0.3% of participants of 
the treatment- and in 2 and 1.7% of participants of the placebo-group with an efficacy of 76.8% (62.3-85.2) and 78.6% 
(48.8-91), respectively (Hammitt 2022, Muller 2023).  
In the HARMONIE trial, 8058 infants, aged under 12 months, with a GA of at least 29 weeks and experiencing their 
first RSV season, were randomly assigned in a 1:1 ratio to receive either Nirsevimab or standard care. The measured 
efficacy of Nirsevimab on the risk of hospitalization for RSV-associated LRTI was 83.2% (95%CI 67.8-92, p<0.001). 
11 infants (0.3%) in the Nirsevimab group vs 60 infants (1.5%) in the control group were hospitalized. The efficacy on 
severe cases (oxygen saturation below 90% and oxygen administration) was 75.7% (95%CI 58.8-98-7, p=0.004). 5 
(0.1%) and 19 (0.5%) met the severity criteria in the intervention and control groups, respectively (Drysdale 2023).  
Initial real-world data for Nirsevimab are available from the Galicia region in Spain: they confirm the effectiveness found 
in the studies and support its medical and public health benefits. There is a monitoring system in place showing weekly 
RSV hospitalizations across various age groups, along with vaccination rates. With most infants receiving Nirsevimab, 
a substantial decrease in cases within this age group can be observed, while the epidemiology remains relatively 
normal in older age groups. The English version of the weekly report can be accessed here: 
https://www.sergas.es/Saude-publica/Virus-Sincitial-Respiratorio 
 

2.3. Adverse events (AE) and safety:  
There are no post-marketing data available yet, but studies are ongoing in several countries. In the clinical trials 
described above, AEs were assessed for up to 360 days. The MEDLEY trial in 2021/2022 investigated immunogenicity 
and safety, in a Palivizumab-controlled, multicenter RCT in the USA, Canada, Europe and the Southern hemisphere 
in ≤ 24 mo. old preterm infants and in infants with chronic lung disease (CLD) of prematurity or CHD (these remain 
vulnerable to severe RSV in their 2nd RSV season). 614 received 1 dose Nirsevimab and then monthly placebo, 304 
received Palivizumab monthly. After 360 days of follow-up, incidence of adverse events (AE) was similar across 
treatment groups in the preterm and CHD–CLD cohorts. Serious aEs in the preterm cohorts were seen in 5.3% vs. 
6.9% (Palivizumab vs. Nirsevimab). Serious adverse events (SAEs) occurred more frequently in the CHD–CLD 
compared to the preterm cohort (20.4% with palivizumab vs. 19.2% with Nirsevimab), but no SAEs related to the 
treatment were reported. Two AEs of special interest were reported in the Nirsevimab group: heparin-induced 
thrombocytopenia in an infant with CHD and maculopapular rash following a placebo dose in a preterm infant. No 
treatment-related deaths were observed (Domachowske 2022). In another publication of children with CLD/CHD 
entering their second RSV season, the safety profile of Nirsevimab was also favorable and like that of palivizumab 
(Domachowske 2023). 
Overall, Nirsevimab demonstrated a favorable safety profile. The safety database of all the trials included 3’751 
pediatric patients under Nirsevimab. At least one treatment-emergent AE was seen in 86.2% of the treatment and in 
86.8% of the placebo groups. No AE was reported with a frequency difference of ≥5% between Nirsevimab and control 
arms. The most common treatment-emergent AEs were: upper respiratory tract infection, fever, and nasopharyngitis. 
Serious AEs were reported in ≥1% of subjects of any of the 3 trials: respiratory infections (pneumonia, bronchitis, 
bronchiolitis) or gastroenteritis. Hypersensitivity skin reactions within 3 days – all Grade 1 and self-limited – were more 
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frequent in the treatment groups, with <1%. No systemic symptoms were seen in combination with hypersensitivity 
skin reactions. In the HARMONIE trial only 2.1% of infants receiving Nirsevimab experienced treatment-related AEs 
related to Nirsevimab. There were 3 children with an AE of special interest: 1 drug reaction (reported as fever and 
rash), 1 maculopapular rash, and 1 allergic dermatitis. These 3 reactions were of low grade severity. 
 
 
3. Aims of the recommendation:  
The main goals are to: 1. prevent severe RSV disease and RSV-related hospitalizations in all infants during their first 
RSV season 2. prevent severe RSV disease and RSV-related hospitalizations in vulnerable children during their 
second RSV season 3. reduce the impact on the healthcare system (hospital overload, transfer of patients, cancelling 
of elective procedures, etc.) 4. reduce costs associated with outpatient RSV cases in children aged <1 year, including 
indirect non-medical costs for the society.  
 
 
4. Recommendations for use of Nirsevimab in infants and toddlers in Switzerland  
The Nirsevimab expert working group, the EKIF/CFV and the FOPH jointly recommend that all infants receive a single 
dose of the monoclonal antibody (mAB) for Respiratory syncytial virus (RSV) disease known as Nirsevimab as 
a (passive) basic immunization during their first year of life, provided that the costs (including administration in 
private practice and maternity ward) are covered by compulsory health insurance. It should be given in the 
following manner:  
 
a. Born April to September → give Nirsevimab in October or as soon as possible thereafter. 

Nirsevimab can be given concurrently with regular vaccines (DTPa-IPV-Hib-HBV, PCV, meningococcal vaccines, 
MMR, MMRV) in a separate area of the body (at least 2.5 cm apart).  

b. Born October to March → give Nirsevimab in the first post-natal week, ideally at maternity ward or, if 
hospitalized after birth, preferentially before discharge or earlier at the discretion of the treating physician. Ideally, 
information about Nirsevimab should be provided to future parents in advance before birth by the 
gynaecologists/obstetricians, midwives and/or or general practitioners.  

 
Additionally, a second dose of Nirsevimab is recommended for children aged 24 months or younger entering 
their 2nd RSV season, with chronic congenital or acquired medical conditions associated with a persistent 
high risk of severe RSV disease, as determined by the attending specialist physician. These include, but are not 
limited to:  
• Hemodynamically significant congenital or acquired heart disease (such as cyanotic heart defects) 
• Pulmonary arterial hypertension 
• Chronic lung disease (such as moderate to severe BPD, lung malformations and cystic fibrosis) 
• Inborn error of metabolism with repercussion on cardiac or pulmonary function 
• Congenital or acquired neurological diseases (such as epilepsy and cerebral palsy) and neuromuscular diseases. 
• Immune deficiency (congenital, acquired or drug-induced) 
• Down syndrome and other chromosomal abnormalities 
• Prematurity: with a GA <33 weeks 
• Other chronic conditions likely to result in severe RSV disease (such as chronic liver disease or organ 

malformations) 
 
For children undergoing cardiac surgery with cardiopulmonary bypass or extracorporeal membrane oxygenation or 
plasmapheresis, an additional dose of Nirsevimab is recommended as soon as the child is stable to ensure adequate 
Nirsevimab serum levels (https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/761328s000lbl.pdf and 
Fachinformation Beyfortus® (swissmedicinfo.ch)  
 
Nirsevimab is contra-indicated in case of a history of serious allergic reactions to Nirsevimab or any of the ingredients 
in Beyfortus®. 
 
Nirsevimab should not be administered during the same season in which the eligible patient has already experienced 
an RSV infection unless there is a risk of loss of humoral immunity (cardiopulmonary bypass or extracorporeal 
membrane oxygenation or plasmapheresis). 

https://clinicaltrials.gov/study/NCT05437510
https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/761328s000lbl.pdf
https://www.swissmedicinfo.ch/ShowText.aspx?textType=FI&lang=DE&authNr=69039
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In situations with limited Nirsevimab supply, Nirsevimab should be prioritized to the high-risk patient groups 
described above during their 1st and 2nd RSV season and to healthy children born between October and March with 
an increased risk of RSV-related hospitalization. 
 
5. Nirsevimab for infants born from RSV-vaccinated mothers  
Vaccination of pregnant women offers high protection against medically attended severe LRTI during the first months 
of life (Kampman 2023).  
 
Infants born during the RSV season, whose mothers had received Abrysvo® during pregnancy, will generally 
be considered adequately protected. The administration of Nirsevimab should therefore be considered only in very 
specific situations where there is a risk of inefficient transplacental transfer of antibodies (Abrysvo® administered less 
than 14 days prior to birth, birth at GA <37 weeks, maternal immunosuppression including HIV infections with 
unsuppressed viral load), a risk of loss of humoral immunity (after cardiopulmonary bypass or extracorporeal 
membrane oxygenation or plasmapheresis) or a co-morbidity conferring a risk of life-threatening RSV disease as 
determined by the attending specialist physician.  
 
The FOPH/Federal Commission for Immunization will release a global recommendation for preventing RSV infections 
in infants, which will encompass the vaccination of pregnant women (Abrysvo®) and the immunization of infants with 
Nirsevimab (Beyfortus®). 
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