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Mining and analysis of capasetinib adverse events signals

based on FAERS database
HU Wenjing' SUN Liang®"
(1. Department of Anesthesiology ;2. Department o f Gastroenterology »First Affiliated
Hospital of Wenzhou Medical University sWenzhou s Zhejiang 325000,China)
[Abstract] Objective
verse Event Reporting System of the U. S. Food and Drug Administration(FAERS) to provide reference for

To mine the risk signals of capasetinib related adverse events(ADE) by the Ad-
the safe use of this drug in clinic. Methods The ADE reports of capasetinib were retrieved in FAERS from
the fourth quarter of 2023 to the fourth quarter of 2024. After deleting the duplicate data and standardization
with MedDRA v26. 1, the signals were mined by using disproportionation analysis (ROR, PRR, EBGM,
BCPNN). Results

ADE. A total of 12 categories of system organs were involved. A total of 492 preferred terms were involved, a-

A total of 731 ADE reports of capasetinib were collected. There were 1 794 case times of

mong which 49 were positive signals. Among the top 30 signals reported by frequency,21 were positive sig-
nals,including rashes,diarrhea,hyperglycemia,etc. The potential ADE not listed in the instruction manual in-
cluded diabetic ketoacidosis,urinary tract infection, pleural effusion and atrial fibrillation. Potential ADE in fe-
male patients meeting the positive signal criteria also included hyperkalemia and elevated blood bilirubin.
82.35% (42/51) of capasetinib ADE cases occurred within the first month after the initiation of medication.
Conclusion Capasetinib has the new ADE signals. The risk evaluation should be done well before clinical use.
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