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Risk signal mining of adverse event related to erdafitinib based on FAERS
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Abstract: Objective To conduct data mining of adverse events related to erdafitinib based on the FDA adverse event reporting system
(FAERS), so as to provide reference for future clinical application of erdafitinib. Methods Adverse drug event data of erdafitinib in
FAERS database from second quarter of 2019 to 2022 were mined, and the mined data were analyzed by ROR and PRR methods.
Results A total of 593 cases of adverse time reports with erdafitinib as the primary suspected drug were collected. The proportion of
males (50.08%) was higher than that of females (35.08%). Most of them are 46 — 80 years old. The United States was the main
reporting country (77.07%). After excluding invalid signals, a total of 71 adverse drug event signals were obtained, which were
classified according to MedDRA’s preferred term (PT), involving 16 SOC. The top 5 were systemic diseases and reactions at the site
of administration, skin and subcutaneous tissue diseases, gastrointestinal disorders, social environment, and infections and infections.
Conclusion The common adverse drug event signals of erdafitinib are not significantly different from those recorded in the
instructions and are consistent, but the SOC classification involved is somewhat different from the instructions, which can provide a
reference for safe clinical use.
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Table 3 Basic information of ertatinib adverse event reports
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* is an adverse reaction not documented in ertatinib’s instructions
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Table 5 Top 10 PT of ertatinib in terms of signal intensity
of adverse events
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