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Mining and analysis of dvelisib related adverse events based on FAERS
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Abstract: Objective To utilise data from the FAERS to investigate adverse drug reaction signals associated with dvelisib using ROR
ombined with MHRA, providing references for safe clinical use. Methods FAERS data from January 2020 to December 2025 were
collected via the openFDA API, and signal detection was conducted using the ROR combined with the MHRA method. Related data
were analysed using SPSS 26.0 and Excel 16.65 software. Results A total of 2 241 adverse drug reaction reports related to duvelisib
were obtained, ROR and MHRA algorithms produced largely concordant results, identifying 41 duvelisib-associated adverse drug
reaction signals after false-positive filtering, among which gastrointestinal system disorders showed the strongest adverse drug reaction
signals. Diverticulitis and peripheral neuropathy were identified as two potential new signals either not included or insufficiently
emphasised in the drug label, and patients with underlying cardiopulmonary disease and intestinal inflammation should be closely
monitored. Conclusion The FAERS database can be used to explore and analyse adverse drug reaction signals of duvelisib, providing
a comprehensive understanding of its safety profile and identifying potential risk signals, particularly those not clearly documented in
the drug label, thus providing references for safe clinical use.
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