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Mining and Analysis of Adverse Drug Events Signals of Avelumab Based on the U. S. Food and
Drug Administration Adverse Event Reporting System Database*

SU Hui, DENG Yan, JIANG Tingting, ZHANG Ni, LIU Yao ( Dept. of Pharmacy, Daping Hospital ,
Army Medical University, Chongqing 400042, China)

ABSTRACT OBJECTIVE; To provide reference for the safe clinical use of avelumab. METHODS: Adverse drug
events (ADE) reports of avelumab from the U. S. Food and Drug Administration Adverse Event Reporting System
(FAERS) database from the second quarter of 2017 to the third quarter of 2024 were extracted. The potential ADE
signals were mined by using the reporting odds ratio method, the proportional reporting ratio method and the Bayesian
confidence propagation neural network method. Relevant ADE were screened and analyzed by combining the
designated medical event (DME) list formulated by the European Medicines Agency. RESULTS: A total of 2 041
ADE reports with avilumab as the primary suspect drug were obtained, and 129 positive signals were detected,
involving a total of 19 system organ classifications (SOC) , mainly including the systemic disease and various reactions
at the site of administration, the metabolic and nutritional diseases, and the infectious and infective diseases. Among
the top 10 preferred terms in the frequency of ADE signals, chills, hypertension, hypothyroidism, infusion-related
reactions were consistent with the drug instructions. ADE such as progressive tumors and infectious pneumonia were
not included in drug instructions. Additionally, among the 129 positive signals, 9 cases of DME were identified.
Fever-induced neutropenia, anaphylactic shock, generalized exfoliative dermatitis, immune thrombocytopenia, or
neutropenic sepsis were not mentioned in drug instructions. CONCLUSIONS; Special attention should be paid to DME
not mentioned in the drug instructions for clinical application of avelumab, such as fever-induced neutropenia,
anaphylactic shock and immune thrombocytopenic purpura, in order to reduce the risk of medication.
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