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Signals mining and analysis of adverse drug events of pazopanib based on FAERS database
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ABSTRACT OBJECTIVE To mine and analyze adverse drug event (ADE) signals after the marketing of pazopanib and provide
references for clinically safe medication. METHODS OpenVigil 2.1 data platform was used to mine ADE signals from the US FDA
adverse event reporting system (FAERS) database. ADE reports of pazopanib from October 2009 to June 2022 were collected, and
ADE signals were analyzed using proportional reporting ratio (PRR) method and reporting odds ratio (ROR) method in the
proportional imbalance method. RESULTS A total of 16 655 ADE reports were identified with pazopanib as the primary suspect
drug. Through ROR and PRR analysis, 220 ADE signals involving 19 system organ classes were identified. The top 10 ADE signals
by frequency were recorded in the drug instruction. Additionally, 88 new ADE signals were discovered, mainly related to the
gastrointestinal system, various investigations, and the renal and urinary system. Decreased basophil count, nail bed hemorrhage,
tumor rupture, and vaginal fistula were both new ADE signals and the top 10 ADE signals by strength. CONCLUSIONS The
occurrence of common ADEs (diarrhea, hair color changes, hypertension, etc.) during the use of pazopanib after marketing is
generally consistent with its drug instruction; the number of reported cases for new suspected risk signals (decreased basophil
count, nail bed hemorrhage, tumor rupture, and vaginal fistula, etc.) is limited, and continuous monitoring is required.
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