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Mining and analysis of adverse event signals of ipilimumab based on FAERS
database
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Abstract: Objective Explore the adverse event (ADE) signals of ipilimumab in the real world to provide reference for reasonable
and safe clinical use. Method The adverse event reports of ipilimumab from the first quarter of 2011 to the first quarter of 2023 in
the U.S. Food and Drug Administration (FDA) Adverse Event Reporting System (FAERS) were retrieved and analyzed. The Reporting
Odds Ratio (ROR) and Bayesian confidence propagation neural network (BCPNN) were used for signal mining. Results A total of
285 ADE signals were obtained, involving 21 system organ classes (SOCs) such as gastrointestinal system diseases, endocrine system
diseases, systemic diseases and various reactions at the site of administration, skin and subcutaneous tissue diseases, immune system
diseases, and hepatobiliary system diseases; and 34 unrecorded suspicious adverse reactions were mined. Conclusions The common
ADE and serious ADE of ipilimumab in the real world are generally consistent with the instructions, and some new suspected ADE
are found. The combination of ipilimumab and nivolumab may increase the risk of ADE. It is necessary to pay close attention to the
risk assessment of patients before medication and timely monitoring after medication to ensure the safety of patients.
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Table 2 Formulas and thresholds of ROR and BCPNN
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Table 3 Basic information of ipilimumab related ADE
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Fig. 1 SOC distribution of ADE with ipilimumab
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Table 5 Suspected adverse reaction of ipilimumab
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