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ABSTRACT OBJECTIVE: To mine the adverse drug event (ADE) signals related to abaloparatide, and to provide
references for clinical safe medication. METHODS: Using the OpenVigil 2. 1 tool, ADE reports with abaloparatide as
the primary suspect drug were screened from the FDA Adverse Event Reporting System (FAERS). All adverse event
terms were standardized with the Medical Dictionary for Regulatory Activities. Signal mining was performed using a
combination of reporting odds ratio (ROR) and Bayesian confidence propagation neural network (BCPNN) , and ADE
signals that met the thresholds of both methods were screened out. RESULTS; A total of 64 251 ADE reports related to
abaloparatide were retrieved. After signal mining and relevant exclusions, 193 ADE signals were identified, involving
29 513 reports and 20 system organ classes ( SOCs). The SOCs with relatively high numbers of reports included
musculoskeletal and connective tissue disorders, nervous system disorders, and cardiac disorders. Further screening
identified 49 moderate-to-strong signals not documented in the drug package insert, suggesting potential new suspected
adverse reactions associated with abaloparatide. CONCLUSIONS: The real-world ADE profile of abaloparatide is
generally consistent with the content recorded in drug package inserts, but potential new risks still exist, warranting
enhanced clinical vigilance and monitoring.
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