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Mining and Analysis of Sunitinib-Related Adverse Drug Events Signals Based on the U. S. Food
and Drug Administration Adverse Event Reporting System Database*
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Pharmacy, Hebei Medical University Third Hospital, Shijiazhuang 050051, China; 2. Dept. of
Clinical Nutrition, the Fourth Hospital of Hebei Medical University, Shijiazhuang 050011, China)

ABSTRACT OBJECTIVE: To mine and analyze the sunitinib-related adverse drug events (ADE) signals, so as to
provide reference for clinical safe use of sunitinib. METHODS: Sunitinib-related ADE data were collected from the
U.S. Food and Drug Administration Adverse Event Reporting System database for 72 quarters from the first quarter of
2006 to the fourth quarter of 2023. The reporting odds ratio method and the proportional reporting ratio method of
proportional imbalance measurement were used for data mining and analysis. RESULTS: A total of 35 898 sunitinib-
related ADE reports were obtained, with patients’ median age of 65 years. Male patients were the most (21 314
reports, 59.37% ). Most of the reported cases were from the United States (13 057 reports, 36.37%), and most of
the severe ADE cases were death (10 778 reports, 30.02% ) or hospitalization ( 10 356 reports, 28. 85% ). A total of
284 ADE risk signals were detected, including 20 system organ classification, mainly for systemic disorders, drug
administration site reactions, and gastrointestinal diseases. ADE signals with a high number of occurrence were
generally consistent with those in the drug instructions of sunitinib, such as loss of appetite, hypertension,
haematological toxicity, and hand-foot skin reaction. The new ADE signals that need clinical attention were death,
heart and lung failure, progressive tumor, dehydration, pleural effusion, and ascites. CONCLUSIONS: Patients
should be evaluated before using sunitinib. The occurrence of fatal ADE, including adverse cardiac events, should be
considered during treatment and timely intervented when abnormalities are found.
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