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Study on adverse reactions signals of risperidone based on FEARS database”
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[Abstract] Objective Toprovide evidence for clinical safety of risperidone based on the FAERS data-
base. Methods Adverse event reports for lurasidone as a suspected drug were collected from the FAERS data-
base for 15 quarters from January 1,2020,to March 31,2023. After standardizing the adverse drug reaction
terms,the proportional reporting ratio (PRR) and the reporting odds ratio (ROR) methods were used for sig-
nal detection of adverse reactions. Results A total of 11 168 case reports of adverse reactions to lurasidone
were extracted from the FAERS database, mostof whichwere male patients (7 525,67. 38%). The age group
with the highest distribution was 18— <(45 years old (2 302,20. 61%). The majority of adverse events oc-
curred within 0—30 days of drug administration, with 1453 cases accounting for 13. 01% of the total. In the
detection of adverse reactions using the ROR and PRR methods,a total of 526 signals were detected, with the
highest number of signals being related to the nervous system (112). Conclusion The use of lurasidone is as-
sociated with the occurrence of severe adverse reactions,especially prolonged hospitalization. Metabolic disor-
ders caused by lurasidone, such as obesity and hyperprolactinemia, have a high signal, and caution should be
exercised for the occurrence of these adverse reactions during clinical use.
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