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Signal mining and analysis of adverse events of oseltamivir, zanamivir and baloxavir marboxil
JIANG Tingting, ZHANG Ni, SU Hui, LI Yanping, LIU Yao (Department of Pharmacy, Daping Hospital, Army
Medical University, Chongqing 400042, China)

ABSTRACT OBJECTIVE To provide reference for safe drug use in clinic by mining the adverse drug events (ADE) of 3 kinds
of anti-influenza A virus drugs (oseltamivir, zanamivir, baloxavir marboxil). METHODS The ADE data of oseltamivir, zanamivir
and baloxavir marboxil were collected from the FDA adverse event reporting system (FAERS) between the first quarter in 2004 and
the third quarter in 2022, and mined by using reporting odds ratio (ROR) method. The designated medical events (DME) were
estimated. The system organ class (SOC) in the Medical Dictionary for Regulatory Activities (MedDRA, version 25.0) was used
for the classification and statistics of drug ADE terminology. RESULTS A total of 12 636, 1 749 and 1 283 ADE reports were
retrieved for oseltamivir, zanamivir and baloxavir marboxil, involving 26, 16 and 17 SOCs, respectively. Oseltamivir was strongly
associated with sleep terror, abnormal behavior, hallucination and delirium. Zanamivir was implicated in abnormal behavior,
delirium, incoherence, and altered state of consciousness with prominent signal intensity. Baloxavir marboxil was strongly
associated with ischemic colitis, hemorrhagic cystitis, erythema multiforme and melaena. Erythema multiform was detected in the
DME of three drugs with strong signals. CONCLUSIONS When clinically administering the three drugs, it is crucial to pay close
attention to both common adverse reactions and those ADEs that are not explicitly mentioned in the drug instructions. For
oseltamivir, clinicians should exercise caution due to the potential risk of acute kidney injury and fulminant hepatitis, necessitating
regular monitoring of the patient’s liver and kidney function. When prescribing zanamivir, caution should be exercised due to ADEs
related to the respiratory system, including acute respiratory distress syndrome and respiratory failure, necessitating close
monitoring of the patient’s respiratory status. Similarly, for baloxavir marboxil, clinicians should be vigilant for potential ADEs
such as erythema multiforme and rhabdomyolysis.
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