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Data mining and safety analysis of dasatinib: A retrospective pharmacovigilance
study based on FAERS
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Abstract: Objective To mine the FAERS database for important medical events related to dasatinib for safe clinical use. Methods
Reports related to dasatinib from the third quarter of 2006 to the third quarter of 2024 were extracted, and proportional imbalance
analyses were performed using ROR, MHRA, and BCPNN method, in order to mine the signals of important medical events related to
dasatinib. Results A total of 28 740 adverse event reports with dasatinib as the first suspected drug were extracted from the FAERS
database. After excluding possible indications for dasatinib drug, a total of 60 adverse event signals were obtained. Comparing the
above signals with the latest dasatinib specification in the FDA official website, it was found that the adverse events of hepatic vein
occlusion, aorta hypoplasia, gastric antral vascular ectasia, and papilloedema were not mentioned in the specification, which warranted
further attention. Conclusion Dasatinib was found to potentially cause new important medical events. Clinicians should be aware of
and monitor these new important medical events.
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Table 1 Contingency table for measure of disproportionality
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Table 2 Measure of disproportionality and signal generation criteria
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Fig.2 Annual report count of dasatinib adverse event reports
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Table 3 Basic information on adverse event reports related

to dasatinib
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HE LA B P 26 10 241 (1.29, 4.48) 2.41 (819 0.22
7o M s 3 335 208 2.34 (2.04, 2.68) 2.33 (157.90) 1.01
VTR 13 2.28 (1.32, 3.93) 2.28 (9.30) 0.29
P A L 16 2.23 (1.37, 3.64) 2.23 (10.83) 0.35
P2 FL Sk A 10 2.19 (1.18, 4.08) 2.19 (6.47) 0.11
75 10 2 E 17 2.18 (1.35, 3.50) 2.18 (10.77) 0.35
J¥ A ifm. 13 2.17 (1.26, 3.73) 2.17 (8.13) 0.22
ity £ 1t 18 2.15 (1.36, 3.42) 2.15 (11.11) 0.36
L IEFNED 14 2.08 (1.23, 3.51) 2.08 (7.80) 0.21
R HMERAR 2 BT B PR 45 0 4 24 2.07 (1.39, 3.09) 2.07 (13.28) 0.41
BRI RS

* are adverse events not documented in the specification.
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