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Real-world adverse event analysis of pemafibrate based on the JADER system

CHEN Hong, WANG Jinzhu, LIU Yijun
Department of Endocrinology and Metabolism, Mianyang 404 Hospital, Mianyang 621000, China

Abstract: Objective To mine adverse event signals associated with pemafibrate based on the JADER database, providing reference
for clinical medication safety. Methods Adverse event reports for pemafibrate from its market launch to March 2025 were extracted
from the JADER database. A combination of reporting odds ratio method, proportional reporting ratio method, combined standard
method, and Bayesian confidence propagation neural network method was used to mine its adverse events while assessing the clinical
priority and occurrence timing of these events. Results A total of 15 adverse reaction signals were identified for pemafibrate as the
primary suspected drug. Among these, 6 signals were new adverse events, including disappearing bile duct syndrome, acute
cholecystitis, cholecystitis, hyperkalemia, pancreatitis, and gait disorders. One high clinical priority adverse event, rhabdomyolysis,
was also identified. The median time to onset of adverse events was 70 d, with a Weibull distribution suggesting an early failure-type
curve. Conclusion In addition to the adverse reactions listed in the medication instructions, this study identified potential new adverse
events associated with pemafibrate. Enhanced monitoring should be implemented from the start of treatment to ensure patient safety.
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Table 1 Clinical priority assessment form for adverse events
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++: Adverse events included in the drug instructions or reported in randomized controlled clinical trials; +: adverse events reported in case studies or non-

randomized controlled clinical trials; —: adverse events were only identified in this study; others have not been reported.
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Table 2 Baseline information for adverse event reporting
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Table 3 Number and composition ratio of SOC signals
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Table 4 Reporting situation of adverse events of pemafibrate
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* adverse reactions not included in the drug instructions.
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Table 5 Clinical priority analysis of adverse events of pemafibrate
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