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Mining adverse reaction signals for fedratinib from FAERS database
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Abstract: Objective To mine data by using the FAERS database, to guide the safe clinical use of fedratinib. Methods Data were
collect on adverse drug reactions related to fedratinib from the third quarter of 2019 to the third quarter of 2025 in the FAERS database,
and perform data mining using ROR, PRR and BCPNN methods. Results A total of 1 336 adverse drug reaction reports with
fedratinib as the primary suspect (PS) drug were collected. The male-to-female ratio was 1 : 1.11, with the majority of cases occurring
in patients aged 65~85 years. Among 673 serious reports, 184 fatalities were recorded. The United States contributed the most reports,
accounting for 80.9% of the total. Fifty-two positive signals simultaneously satisfied all three methods (ROR, PRR, and BCPNN),
spanning 15 SOCs. The top five SOCs by report count were: gastrointestinal disorders, general disorders and administration site
conditions, investigations, blood and lymphatic system disorders, and metabolic and nutritional diseases. The top 5 adverse reactions
by signal intensity were decreased vitamin B1, vitamin B1 deficiency, Wernicke’s encephalopathy, pancytopenia, and platelet disorders.
Fourteen adverse reactions were not described in the drug label. Conclusion Clinical use of fedratinib requires monitoring for known
adverse reactions listed in the prescribing information, such as gastrointestinal events, hematological disorders, and Wernicke's
encephalopathy. Equal attention should be given to unrecorded reactions, including decreased vitamin B1, thiamine deficiency,
hyperkalemia, and hypoferremia.
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Table 1 The formulas of ROR, PRR and BCPNN methods and the signal detection standards
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Table 2 Basic information on adverse event reports for

fedratinib
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Fig. 1 Time distribution of adverse event induction

associated with fedratinib
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Table 3 Top 30 adverse event with the highest signal strength

PT n/fl 5% PRR Ve ROR (95% CI)
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1 36 1.41 5.34 127.33 5.40 (3.89~7.51)
M ALEF A= 12 0.47 5.15 40.12 5.17 (2.93~9.11)
{5 ik 44 1.72 4,95 138.94 5.02 (3.72~6.76)
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* is not included in the drug instructions.
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Fig.2 Top 30 adverse reactions with positive signals for fedratinib
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