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Mining and analysis of adverse reaction signals of baloxavir marboxil in
children based on the US FAERS
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[ Abstract] Objective To mine adverse event (AEs) signals of baloxavir marboxil in children from the
US Food and Drug Administration Adverse Event Reporting System (FAERS) and provide a reference for
clinical medication safety. Methods A total of 424 pediatric AEs reports with baloxavir marboxil as the pri-
mary suspected drug were extracted from FAERS (Q4 2018 to Q3 2023). Signals were detected using Repor-
ting Odds Ratio (ROR), Proportional Reporting Ratio (PRR),and Bayesian Confidence Propagation Neural
Network (BCPNN). A signal was considered positive if all three methods yielded positive results. Results A
total of 424 pediatric AEs reports were analyzed, with children aged 5— 12 years accounting for the highest
proportion [ 75.00% (318/424) ]. At the System Organ Class (SOC) level,1 093 AEs cases were recorded in
total, mainly involving injury, poisoning and procedural complications [49. 04 % (536/1 093) ] and systemic dis-
orders and administration site conditions [ 26. 44 % (289/1 093) ], both of which showed significant signal
strength (ROR=4.71 and 2.44; PRR=2.11 and 2. 06,respectively). At the Preferred Term level, 18 suspi-
cious signals were identified, with the top five being intentional product misuse [ the lower end of the 95%
credibility interval of the Information Component (1C025) =5. 90 ], off —label use (1C025=2. 64),abnormal
behavior (IC025=1. 80), inappropriate age of recipient (1C025=1.59),and erythema multiforme (1C025=
1.11). New signals not documented in the drug label included febrile delirium (IC025=0. 96) ,febrile convul-
sion (IC025=0. 73),and dehydration (IC025=0. 03). Conclusion In addition to known adverse events,new
signals indicate unrecognized safety risks of baloxavir marboxil in children,necessitating enhanced clinical mo-
nitoring and rational drug use for this population.

[Key words] Baloxavir marboxil;  Adverse reaction; Child; Signal mining; The US Food and
Drug Administration Adverse Event Reporting System
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