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[Abstract] Objective To explore the adverse reaction signals of ibrutinib monotherapy and combination therapy after the
marketing, and to explore the influencing factors of ibrutinib—related adverse reactions. Methods Adverse event reporting data
from FDA Adverse Event Reporting System (FAERS) from July 2014 to June 2022 were used for data mining, Bayesian Confi-
dence Propagation Neural Network (BCPNN) and Gamma Poisson Distribution Reduction (GPS) algorithm were comprehen-
sively used to mine single drug adverse reaction signals, and bayesian network methods were used. Using association rule anal-
ysis to mine adverse drug reaction signals of combination drugs. Bayesian network was used to analyze the influencing factors
of ibutinib related atrial fibrillation. Results A total of 909 positive signals of single drug were detected by BCPNN method,
and 739 positive signals were detected by GPS method. The former result almost all contained the latter, and BCPNN method

was proved to be more sensitive. Most of the positive signals were common adverse reactions, such as lymphocytosis (n=244,
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1C025=3.32), fatigue (n=4399, 1C025=0.32), diarrhea (n=3801, 1C025=0.42), atrial fibrillation (n=3398, 1C025=2.06),

etc. The risk of ventricular tachycardia, hepatitis B virus reactivation, cerebrovascular accident, and transient ischemic attack

were identified. Risk signals of liver injury were not identified. New adverse reaction signals that were not mentioned in the in-

structions were found, such as pleural effusion, fracture, septic shock, glaucoma, etc. When given in combination with ifos-

famide, temozolomide, carboplatin, otuzumab or venettok, ibrutinib was most likely to increase the risk of some adverse reac-

tions, and the most affected adverse reaction was hemocytopenia. (3) Gender and indications were possible factors influencing

the occurrence of ibrutinib—associated atrial fibrillation. Conclusion The overall safety of ibrutinib is acceptable, however

there are some serious and new adverse reaction signals worthy of further attention of clinical and researchers, such as ventricu-

lar tachycardia, cerebrovascular accident, pleural effusion, fracture, septic shock and so on.
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