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Signals mining and analysis of adverse drug reaction for spesolimab based on
FAERS database
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Abstract: Objective Mining the adverse drug event signals of spesolimab based on the FAERS, to provide a basis for clinical
medication. Methods The open OpenVigil 2.1 data platform was used to collect adverse drug event reports of spesolimab in FAERS
database from September 1, 2022 to September 30, 2024. The ROR and PRR in the proportional imbalance method were used for
signal mining. Results A total of 93 reports of adverse events related to spesolimab were retrieved, and 7 adverse drug event signals
were obtained after secondary screening. Among them, 37 adverse drug event signals such as erythema, rash, heart failure, sepsis and
respiratory failure were not mentioned in the drug package insert. The system organ categories with high signal number or cumulative
number of cases included skin and subcutaneous tissue diseases, infection and infectious diseases, systemic diseases and various
reactions at the drug administration site, various types of injury, poisoning and operational complications, respiratory system, chest and
mediastinal disorders, nervous system disorders, cardiac disorders, and vascular and lymphatic disorders. Conclusion In addition to
the common adverse drug event indicated by the package insert, this study identify new risk signals for adverse events with spesolimab.
It is recommended to pay more attention to the known common adverse drug event such as infection, pruritus and urticaria, bacteremia,
and dyspnea events, and to the new risk signals such as erythema, rash, heart failure, sepsis, and respiratory failure.
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Table 1 Proportional imbalance method four grid table
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Table 2 Basic information of adverse event reports of

Spesolimab Injection
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Table 4 Adverse events with the frequency of Spesolimab
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Table 6 Suspected adverse reactions of Spesolimab Injection
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