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Signals Mining of Lenvatinib-Related Adverse Event in Different Solid Tumors: a
Pharmacovigilance Study Based on the U.S. FAERS Database”
SONG Haichi', ZHANG Min', LIU Jing’, TANG Zongwei', CHEN Wanyi' (1. Dept. of Pharmacy,

Chongqing University Cancer Hospital, Chongqing 400030, China; 2. Dept. of Pharmacy, the Second
Affiliated Hospital of Zunyi Medical University, Guizhou Zunyi 563000, China)

ABSTRACT OBJECTIVE: To investigate the adverse drug event ( ADE) signals of lenvatinib in different solid
tumors, and to provide reference for clinical decision-making. METHODS: OpenVigil 2.1 was used to retrieve
lenvatinib-related ADE reports from the U. S. Food and Drug Administration Adverse Event Reporting System
(FAERS) database from drug launch to Mar. 31st, 2024. Reporting odds ratio, proportional reporting ratio, Bayesian
credible propagation neural network and multi-item gamma poisson shrinker were used to mine lenvatinib-related ADE
signals. RESULTS: A total of 16 195 ADE reports were enrolled, including 5 indications of lenvatinib. Some signals
not mentioned in the drug instructions were found, including hepatic encephalopathy, malignancy progression and
hyperammonemia in patients with hepatocellular carcinoma, interstitial lung disease in patients with endometrial
cancer, interstitial lung disease, hypothyroidism, and adrenal insufficiency in patients with renal cell carcinoma, and
myocardial infarction and heart failure in patients with thyroid cancer. Commonly reported ADE such as hypertension
and weight loss were less prevalent in hepatocellular carcinoma, suggesting the occurrence of ADE varies among
indications. CONCLUSIONS: The occurrence of ADE of lenvatinib varies by cancer type, suggesting that different
ADE management measures should be taken for patients with different cancers.
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