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Abstract: Objective To mine the adverse events signals of mirvetuximab soravtansine by FAERS database, so as to provide
references for its safe use in clinical practice. Methods To collect mirvetuximab soravtansine related adverse events from the fourth
quarter of 2022 to the fourth quarter of 2024 in the FAERS database, and test by using ROR and MHRA. To perform classification
statistics and descriptive analysis according to SOC and PT. Results A total of 755 adverse drug events reports of mirvetuximab
soravtansine were retrieved. The main drug use population were female, the median age of patients was 65 years, main indication was
ovarian cancer, the severe adverse drug events accounted for 43.18%, and main reporting country was American. Adverse events of
mirvetuximab soravtansine involved 25 SOC. 48 PT signals were obtained by means of ROR and MHRA. Ocular toxicity, keratitis,
keratopathy, vision blurred, diarrhea and neuropathy peripheral which were the same as the adverse drug events in the instructions and
clinical trials. However, colitis, pulmonary fibrosis, eye abrasion and eye irritation were not mentioned in the labels and showed strong
signals. These adverse drug events need to be paid more attention to when clinical use. Conclusion Adverse events of mirvetuximab
soravtansine based on FAERS database are generally consistent with drug labels. Ocular and gastrointestinal adverse events require
clinical attention and timely intervention. Potential and new adverse event signals have been found.
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Table 1 Proportional imbalance method four grid table
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Table 2 Calculation formulas and signals detection criteria
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Table 3 Clinical features of adverse reaction reports
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Table 4 Comparison of systems organs involved in adverse reactions signals of mirvetuximab soravtansine
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Table 5 Top 30 adverse reactions with signal intensity in mirvetuximab soravtansine associated adverse event reports
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