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[ Abstract ] Objective To mine and analyze the adverse drug events (ADE) signals of
nirsevimab based on the data from the U.S. Food and Drug Administration Adverse Event
Reporting System (FAERS). Method Data were extracted from the FAERS for the period from
January 1, 2023, to September 30, 2025. ADE signals were detected using 4 algorithms: the
reporting odds ratio, proportional reporting ratio, Bayesian confidence propagation neural
network, and multi-item gamma Poisson shrinker. Subgroup analysis, Weibull distribution analysis,

and sensitivity analysis were also performed. Results A total of 946 ADE reports were included,
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and 61 preferred terms were identified as positive signals. The system organ class with the highest reporting
frequency and strongest signal intensity was infections and infestations, followed by respiratory, thoracic and
mediastinal disorders. Known ADEs included pyrexia, rash, and injection site reaction. Unexpected signals were
also detected, including cough, urticaria, oxygen therapy, wheezing, respiratory distress, poor feeding in infants,
rhinitis and apnoea—some of which may indicate hypersensitivity reactions induced by nirsevimab. Stratified
analysis revealed that neonates were at a higher risk of apnea. The median time to onset of ADEs was 23 days.
Weibull analysis indicated an early peak of ADE risk. Sensitivity analysis confirmed the consistency and
robustness of the data. Conclusion Several newly identified potential risk signals not listed in the nirsevimab
package insert were reported in this study, particularly those unexpected events related to hypersensitivity
reactions. Further clinical studies are required to elucidate the underlying mechanisms and verify the causal

relationship between nirsevimab and these ADEs.
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