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Signal Detection and Analysis of Vonoprazan-Related Adverse Drug Events Based on JADER Database
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ABSTRACT OBJECTIVE: To detect the signals of vonoprazan-related adverse drug events ( ADE) based on the
Japan Adverse Drug Event Reporting (JADER) database, and to provide references for clinical safe medication of
vonoprazan. METHODS: Reporting odds ratio method, proportional reporting ratio method and experience-based
Bayesian geometric mean method were used to perform data mining on vonoprazan-related ADE reports in JADER
database from database establishment to Mar. 2023. RESULTS: A total of 2 731 vonoprazan-related ADE reports were
obtained after screening. The proportion of females (1 337 reports, 49. 0% ) and males (1 305 reports, 47. 8% ) was
comparable, patients aged =50 years accounted for the highest proportion, totally 78. 10% (2 133 reports). There
were 69 ADE signals met the three algorithms, involving 14 system organ classifications (SOC). ADE signals mainly
concentrated in five SOC, including skin and subcutaneous tissue diseases, gastrointestinal system diseases,
hepatobiliary system diseases, infection and invasion diseases, and various examinations. CONCLUSIONS: In clinical
medication, attention should be paid to adverse drug reactions related to vonoprazan, especially some new adverse drug
reactions, so as to improve the safety of clinical medication.
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