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Signal detection and analysis of adverse events related to dual orexin receptor
antagonists based on the FAERS database

QU Sifan, ZHOU Hong, AN Zhuoling
Department of Pharmaceutical Affairs, Capital Medical University Affiliated Beijing Chaoyang Hospital, Beijing 100020, China

Abstract: Objective To explore the adverse signals of the new dual orexin receptor antagonists (daridorexant, suvorexant,
lemborexant) based on the FAERS database. Methods The ROR method and PRR method were used to screen the adverse reaction
reports in the FAERS database from the first quarter of 2014 to the third quarter of 2025, which daridorexant, suvorexant, lemborexant
were the primary suspected drugs. Results A total of 1 113 adverse reactions were identified, mainly concentrated in the nervous
system, mental disorders, and gastrointestinal system, among which 40 adverse reactions were not included in the drug instructions,
and some serious reactions require high vigilance. Conclusion It is recommended that clinicians comprehensively assess the patient’s
medical history before prescribing the drugs, especially the history of mental disorders and neurological diseases. Follow the principle
of starting with a low dose, closely monitor the patient’s symptoms. At the same time, inform the patient to avoid high-risk activities
such as driving during the initial treatment period, providing guidance for individualized medication and ensuring medication safety.
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Table 3 Basic information of pharmaceutical adverse

event reports
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Table 4 Top 30 Signals adverse events of dual orexin receptor antagonists (ranked by frequency of occurrence)
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Table 5 Adverse reaction signals of dual orexin receptor antagonists not included in the instructions
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Table 6 Adverse events of dual orexin receptor antagonist

drugs by SOC classification
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