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Background

 RSV = leading cause of lower respiratory tract infections in young children.

 In mainland Portugal, a Nirsevimab immunisation programme started in October 2024,

targeting:

 All children <3 months, and

 High-risk children <24 months.

 Objective: to estimate Nirsevimab effectiveness (NE) against RSV-associated hospitalisations in

Portugal during the 2024/2025 season.
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Methods 

 Study Design: Test-negative case-control, 15 hospitals VigiRSV (Portuguese Network for RSV Surveillance).

 Population: Children <24 months eligible for immunisation, hospitalised with severe acute respiratory 

infection (SARI). 

Cases: RSV-positive (RT-PCR or RAT); Controls: RSV-negative (RT-PCR or RAT)

 Analysis: Logistic regression adjusted for: age group, sex, onset month, low birth weight, prematurity, 

chronic condition. Nirsevimab effectiveness (NE): (1 – adjusted OR of immunisation) × 100

Sensitivity analysis: 

(1) Only PCR tested

(2) Immunisation at least 7 days before onset date instead of 2 days

(3) Without Madeira data
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Results 1 

Figure 1. Flow chart of participants selected for the study
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Results 2 

Figure 2. Distribution of cases and controls on the epidemic curve, considering the study period 

between week 43/2024 and week 16/2025. 
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Results 3 

* Prematurity was defined as gestational age <37 weeks. ** Low birth weight was defined as birth weight <2500 grams. *** Chronic conditions included the 
following: congenital heart disease, velocardiofacial syndrome, chronic lung disease, trisomy 21, immunodeficiency, and neuromuscular disease. Differences 
in categorical variables were assessed using Pearson's Chi-squared test. Continuous variables were compared using the Wilcoxon rank-sum test. 

Table 1. Cases and controls characterization. 

Characteristics Total (n=341) Cases (n=137) Controls (n=204) p-value 

(Cases vs Controls)

Age group n=341 0.01

<1 month 60 (17.6%) 15 (11.0%) 45 (22.1%)

1-2 months 143 (41.9%) 65 (47.4%) 78 (38.2%)

3-5 months 76 (22.3%) 33 (24.1%) 43 (21.1%)

6-11 months 41 (12.0%) 20 (14.6%) 21 (10.3%)

12-23 months 21 (6.2%) 4 (2.9%) 17 (8.3%)

Age (median, IQR) –months n=341 2 (1-4) 2 (1-3) 2 (1-4) 0.28

Sex (% males) n=341 224 (65.7%) 88 (64.2%) 136 (66.7%) 0.73

Prematurity* (%) n=322 73 (22.7%) 28 (21.4%) 45 (23.6%) 0.92

Low birth weight** (%) n=310 68 (21.9%) 27 (21.3%) 41 (22.4%) 0.75

Chronic condition*** (%) n=341 30 (8.8%) 11 (8.0%) 19 (9.3%) 0.83

Nirsevimab immunisation (%) n=341 220 (64.5%) 61 (44.5%) 159 (77.9%) <0.01

Days between immunisation and 

symptoms onset (median in days, IQR)

n=341

48.0 (25.8-76.3) 49.0 (34.0-59.0) 47.0 (17.0-79.0) 0.73
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Results 4 

Table 2. Nirsevimab effectiveness against RSV-related hospitalisations among children under 24 
months during the 2924/2025 RSV season, in Portugal.  

Cases, NI
(n/n, %) 

Controls,NI 
(n/n, %) 

NE (%) crude (95% 
CI)

NE (%) adjusted 
(95% CI)*

Primary analysis (n=341) 61/137, 44.5% 159/204, 77.9% 77.3 (63.8-86.0) 78.5 (59.3-89.0)

Sensitivity analysis

Only RT-PCR-tested (n=255) 46/101, 45.5% 126/154, 81.8% 81.4 (67.5-89.6) 82.0 (62.0-91.8)

Immunisation at least 7 days 
before the onset date instead of 
2 days (n=341)

63/137, 46.6% 161/204, 78.9% 77.3 (63.6-86.0) 76.2 (55.2-87.7)

Without Madeira data (n=329) 60/134, 44.8% 153/195, 78.5% 77.7 (64.2-86.4) 79.1 (59.5-89.6)

*adjusted by age group (<1, 1-2, 3-5, 6-11, 12-23 months), sex (male/female), month of infection (oct24/nov24/dez24/jan25/fev25/mar25/apr25), chronic
condition (Yes/No), prematurity (Yes/No), low birthweight (Yes/No). NE: Nirsevimab Effectiveness; NI: Nirsevimab immunisation
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Discussion/Conclusions 1 

Nirsevimab Effectiveness (Portugal, 2024/2025)

• 78.5% (95% CI: 59.3–89.0%) against RSV-related hospitalisation

• Consistent with other countries (73–98%) → confirms high protection

Sensitivity analyses

• Consistent findings using only RT-PCR–confirmed cases

• Low risk of misclassification bias

Coverage

• 77.9% coverage among controls, lower than other NIP vaccines

• Useful to explore factors linked to non-immunisation in the  next campaigns
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Discussion/Conclusions 2 

 Limitations

Observational test-negative design → residual confounding

Sample: 341 children / 15 hospitals may not represent all cases

Limited national coverage data → possible selection bias

First national season of Nirsevimab implementation→ generalizability limited

 Ongoing surveillance: continued monitoring is essential to track potential viral 

evolution after universal immunisation.
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Thank you!

VigiRSV group: 

• Unidade Local de Saúde São João: Inês Azevedo, Madalena von Hafe, Ana Carolina Pinto
• Unidade Local de Saúde do Alto Ave: Liliana Macedo, Paula Mota, Margarida Freitas, Beatriz Sousa
• Unidade Local de Saúde de Gaia/Espinho: Diana Soares, Maria Francisca Santos, Carlota Ferreira, Elsa Melanie dos Santos, Ana 

Pinto, Tomás Tinoco, Natasha Rosário, Xavier Ferreira, Susana Maia, Inês Lopes, Paulo Lopes, Vânia Soares
• Unidade Local de Saúde da Cova da Beira: Arminda Jorge, Marta Rodrigues, Patrícia Ibarzabal, Sofia Almeida
• Unidade Local de Saúde de Viseu Dão-Lafões: Jorge Rodrigues, Margarida Farinha, José Alves, Joana Leal, Inês Couto, Beatriz 

Lourenço, Cláudia Fernandes, Carolina Ferreira, Bruna Barbosa, Catarina Encarnação
• Unidade Local de Saúde de Santa Maria: Teresa Bandeira, Carolina Constant, Rosário Barreto
• Unidade Local de Saúde São José: Diana Amaral, Sara Ferreira, Ana Sofia Santos
• Unidade Local de Saúde Arrábida: Rafaela Gonçalves, Marisa Nunes, Regina Viseu
• Hospital dos Lusíadas: Teresa Nunes, Teresa Graça, Raul Martins, Ana Dias Alves
• Unidade Local de Saúde Estuário do Tejo: Florbela Cunha, Madalena Malato, Inês Carvalho
• Unidade Local de Saúde Almada-Seixal: Rita Marques, Raquel Marques
• Unidade Local de Saúde Alentejo Central:  Carla Cruz, Sara Soares, Sofia Gomez, Nádia Cavaco e Pedro Fernandes da Gama
• Unidade Local de Saúde do Algarve: Elsa Rocha, Cláudia Calado, Ana Loureiro, Inês Piscalho
• Hospital Dr. Nélio Mendonça: Cristina Freitas, Bernardo Camacho, José Alves, Andreia Afonso e Fátima Pestana
• Hospital da Luz: João Farela Neves, Raquel Ferreira, Paulo Paixão

To all the children and their parents/guardians who agreed to participate in this study.
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