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Abstract: Objective To mine the adverse drug event signals of capivasertib based on the FAERS database, to comprehensively
evaluate the safety of the drug in clinical application, and provide a reference for rational clinical drug use to ensure the safety of patient
medication. Methods The adverse event report data related to capivasertib from the FAERS database from the 4th quarter of 2023 to
the 1st quarter of 2025 were extracted. After data cleaning and standardization, the ROR, MHRA, and BCPNN were used to screen
their adverse event risk signals, and adverse event reports with capivasertib as the primary suspect drug were mined. Results A total
of'2 400 adverse events were reported with capivasertib as the primary suspect drug, involving 975 patients. Women accounted for the
vast majority of patients with known gender, and the main reporting country was the United States. After eliminating adverse event
signals involving drug indications and drug intolerance, which have no clear correlation with drugs, such as drug indications and drug
intolerance, a total of 65 related adverse event risk signals were excavated, involving 17 organ systems. Among the adverse event
signals, diarrhea, rash, death, hyperglycemia, elevated blood glucose, vomiting, etc., they were also detected. Adverse events not
mentioned in the instructions for hypotension, peripheral neuropathy, atrial fibrillation, etc., which need to be vigilant during clinical
use. Conclusion Capivasertib adverse events mined based on the FAERS database are basically consistent with the latest drug
instructions. Adverse events reported by high-frequency diarrhea, rash, hyperglycemia, etc. need to be taken seriously in clinical practice

and timely prevention and intervention. Clinicians and pharmacists should fully understand and pay further attention to the potential new
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adverse event signals to ensure the effectiveness and safety of capivasertib.

Key words: capivasertib; data mining; FAERS database; hyperglycemia; atrial fibrillation
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Table 1 Proportional imbalance method four grid table
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Table 3 Detection results of capivasertib-related adverse event reports signals
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Table 4 Detection results of adverse event reports signals not included in capivasertib specifications
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