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Abstract: Objective To explore the adverse reaction signals of pirtobrutinib in order to provide reference for clinicians to use drugs
safely. Methods Adverse drug event reports related to pirtobrutinib from the first quarter of 2023 to the fourth quarter of 2025 were
retrieved from FAERS. The ROR and BCPNN methods were comprehensively used to mine drug adverse reaction signals. The Weibull
distribution test was used to evaluate the onset time of adverse events. Results A total of 379 adverse drug event reports with
pirtobrutinib as the primary suspected drug were obtained. The patients were mainly male (50.13%), aged >75 years (25.33%). The
majority of reports came from the United States and the number of reports showed an increasing annual trend. A total of 21 positive
signals of adverse drug events were detected, involving 9 system organ classes. The top 6 preferred terms are lymphocytosis, elevated
lymphocyte count, elevated white blood cell count, elevated blood uric acid, progression of malignant tumor, tumor lysis syndrome.
10 new adverse drug events were identified and 7 important adverse drug events included in the EU's important medical event list were
also discovered. Risk signals of liver injury were not identified. Adverse drug events mostly occurred within 30 days after medication.
Conclusion The overall safety of pirtobrutinib is relatively high, but it is necessary to strengthen clinical monitoring within the first
month.
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Table 1 Fourfold table of disproportionality methods
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Table 2 Basic information of pirtobrutinib-related adverse
event reports
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Table 3 Signal strength of reports of pitrobrutinib at the PT level
sSoC PT n/f ROR (95% CI) IC (ICo2s)
% bk B R B IR 3 22 5 136.54 (56.20~331.72) 7.06 (5.38)
i N 3 15.87 (5.09~49.46) 3.98 (2.30)
RE A5 2 4 6.46 (2.41~17.32) 2.68 (1.01)
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a: unrecorded adverse events in the drug instructions; b: adverse events included in the “Guiding Principles for Clinical Application of Pirtobrutinib in

Treatment of B-cell Malignancies” (2025 Version);  : adverse events listed in the IME (28.1 version) checklist.
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cases within 30 d of drug use (B)
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