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Mining of Adverse Drug Events Signals and Risk Analysis of Sunitinib-Related Arterial
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ABSTRACT OBJECTIVE: To mine the sunitinib-related arterial thromboembolism ( ATE) signals and investigate
the risk factors,so as to provide reference for clinical decision-making. METHODS; OpenVigil 2. 1 was used to retrieve
and download sunitinib-related ATE reports from the U. S. Food and Drug Administration Adverse Event Reporting
System (FAERS) database from Jan. 2006 to Sept. 2024, the reporting odds ratio (ROR), proportional reporting
ratio ( PRR), Bayesian credible propagation neural network ( BCPNN) and multi-item gamma poisson shrinker
(MGPS) were used to mine sunitinib-related ATE signals, sensitivity analysis and subgroup analysis were performed.
Potential risk factors were explored by using univariate Logistic regression analysis. RESULTS. A total of 439
sunitinib-related ATE reports were obtained, accounting for 2. 10% of all adverse events reports(20 925 reports). The
majority of patients were male and the elderly (over 65 years old), the main indication was renal cell carcinoma,
52.39% of patients (230 cases) required hospitalization or prolonged length of stay. A total of 9 potential ATE
positive signals were identified, among which the highly correlated signals included subclavian artery thrombosis,
coronary angioplasty, thrombotic microangiopathy and thrombotic thrombocytopenic purpura. The main involved
systems and organs included nervous system, hematological and lymphatic system diseases, vascular and lymphatic
vessel diseases. Results of univariate Logistic analysis showed that male (P=0.03) and drug combination ( P<0. 001)
were the main high-risk factors for sunitini-related ATE. Adverse events included hypertension, fatigue and vomiting,
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as well as combined medication included antihypertensive drugs, analgesic drugs, and water, electrolytes and vitamins
had increased the risk of ATE. CONCLUSIONS: Sunitinib is highly associated with ATE, although the incidence is

relatively low, it often leads to severe consequences. During medication process, attention should be paid to risk

assessment including gender, drug combination and adverse events, so as to ensure medication safety of patients.
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