Nirsevimab and Hospitalization for RSV Bronchiolitis
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Results We included 690 case patients (median age
3.1 months, IQR [1.8; 5.3]) and 345 matched control
patients (median age 3.4 months, IQR [1.6; 5.6]). The
estimated adjusted effectiveness of nirsevimab on
hospitalization for RSV-associated bronchiolitis was
83.0% (95%Cl, 73.4 to 89.2).

Methods
Objective: analyze nirsevimab effectiveness against hospitalized RSV bronchiolitis.
Design: Prospective, multicenter, matched case-control study.

Study period: October 15 to December 10, 2023.
Cases: Children aged < 12 years hospitalized for RSV-associated bronchiolitis.

Controls: children visiting the same hospitals for diseases unrelated to RSV.

Introduction Respiratory syncytial virus (RSV) is the
leading cause of bronchiolitis, with 3 million
hospitalizations each year worldwide.! Nirsevimab is an
extended half-life monoclonal antibody against RSV.23 As
nirsevimab was implemented in Sep 2023,% its post-
licensure real-world effectiveness against RSV bronchiolitis

needs to be assessed.

Table. Characteristics of included matched patients.

Characteristic

N =690 N =345 ’ . & " . . " . ——
Demographic and difiical charactaristice Figure. Effectiveness of nirsevimab against hospitalization for RSV bronchiolitis.
Age at admission, median (IQR), manths 3.1(1.8-5.3) 3.4 {1.6-5.6)
Age group Nirsevimab immunization, n (%)
< 3 months 332/690 (48.1) 150/345 (43.5) Analysis Effectiveness, % (95% CI)$ Case patients Control patients
5;:; 3 months 358/690 (51.9)  195/690(56.5) Primary analysis® 83.0 (73.4 10 89.2) N 60690 (8.7) a7/345 (28.1)
Male 357/687 (52.0)  196/343 (57.1) Sensitivity analyses
Fernale 330/687 (48.0) 147/343 (42.9) Previous nirsevimab immunization regardless of time* BE.6 (7B.8 tn 91.5) — 751690 (10.9) 1201345 (34.8)
Birth term, median (IQR), weeks 39 (38-40) 39 (38-40) Bronchiolitis defined as the first wheezing attack* B4.9(75.4 to 90.7) —— SEE18 (9.1) DR327 (29.4)
Preterm birth” 38/665 (5.7) 21/306 (6.9)
Previous histor"-,f of bronchialitis 5'”535 {9.8} 14!-'341 [4. 1:| Propensity-score analysis® 78.2 (65.7 to B6.2) —a— G0/E90 {8.7) 97345 (258.1)
Hospitalized bronchiolitis 25/686 (3.6) 3/342 (0.88) Multivariate model with complete case analysis 84.5(74.9 to 90.7) —r—t BE/G24 (9.0) o0/284 (31.7)
Beevinus B3V iglectun ady oA {LE} 7/336 [2‘ 11' Multivariate model adjusted for previous R3SV infection® 83.1 (73510 89.2) —— B0/E90 (8.7) g7345 (28.1)
Risk factors for severe bronchiolitis 37/660 (5.6) 20/315 (6.3) L
Length of hospitalization, median (IQR), 4 (3-6) 0 (0-1) Multivariate model adjusted for seciceconomic level"§ 834 (73810 894) —a— B0/690 (8.7) 97/345 (28.1)
davs hMullivariate conditional regression model including matching covanates™® B4.1 (74.9 10 90.0) —— BOER0 (5.7 G7545 (28.1)
kase paliems Standard logistic ragrassion model including unmatched patientst T7.A(67.4 1o 84.0) —— 617724 (8.4) 102/360 (28.3)
Oxygen use 97/689 (14.1)
VEI"I'I:"EI:’EOW suppur‘t 139;533 {21 ?] ol Multivariate modal with birth term and birth weight as categoncal variables® 84.1(74.91t0 90.0) [ E0/E30 {8.7) 07345 (28.1)
Noninvasive ventilation® 135/688 (19.6) - Subgroup analyses
Invasive ventilation 5/686(0.73) - )
PICU adimission 193/688 (28.1) Children aged <3 months* 82.4 (69.3 to 89.9) T 53/332 (16.0) 76150 (50.7)
Control patients Children aged = 3 months® 82.7 (52.8 to 93.7) = 71358 (2.0) 21195 (10.8)
Urinary tract infection - 36/339 (10.6) Children with risk factors for severe bronchiolitis*# B4.8 (-17.2 to 89.4) r ] 0/3T (24.3) 10120 {50.0)
Acute gastroenteritis - 120/339 (35.4)
Weight loss or feeding difficulties . 28/339 (8.3) Children without risk factors for severe bronchiolitis* TE.2 (67.9 to 85,2) —. 50623 (8.0) B3/295 (28.1)
Infantile colic - 15/339 (4.4) RSV bronchiolitis with ventilatary support™ B7.2 (386 [n 82.5) @ i 27189 (14.3) 46151 (30.5)
Neonatal jaundice = 14/339 (4.1) RSV bronchiolitis with PICU admission” B9.6 (42.9 10 83.8) = : 27/193 (14.0) 47/146 (32.2)
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Matching: 2:1 ratio for age, date of hospital visit, and center.
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Effectiveness: calculated with a multivariate conditional logistic regression model.

Conclusion In a real-world setting, nirsevimab was
effective in reducing hospitalized RSV-associated
bronchiolitis, supporting its global implementation.
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