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Introduction. Enasidenib, an isocitrate dehydrogenase inhibitor (IDHI) that selectively inhibits IDHI2, is currently approved for treating Acute Myelogenous Leukemia(AML). Along with its extensive usage, the number of reported adverse events(AEs) also increased.
Aims. This study identified and characterized AEs significantly related to IDHI in treating AML and compared the differences of subgroups to provide clinical reference.
Methods. AEs reports were collected from the United States Food and Drug Administration Adverse Event Reporting System(FAERS).Enasidenib’s AEs were collected from the third quarter of 2017 to the third quarter of 2024. The reporting odds ratio (ROR) and Bayesian confidence propagation neural network(BCPNN) were used to assess the reporting of AEs induced by enasidenib in treating AML. When the lower limit of the 95% confidence interval (CI) of ROR > 1.0 and (IC-2SD)＞0 was considered the threshold for a signal.
Results. A total of 2098 AE reports were retrieved from FAERS. Reports for males were higher than females, with patients aged 65–85 years submitting the highest number. Notably, 52 preferred terms (PTs) with at least 3 cases were classified as unexpected AEs, including fatigue, asthenia, platelet count decreased. Similarities and differences in enasidenib-related AEs were observed across gender and age subgroups.
Discussion. Clinicians should be aware of potential AEs specific to gender and age when prescribing enasidenib for AML. Our study provides important pharmacovigilance evidence regarding the safety profile of enasidenib in the treatment of AML.
