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Excavation and analysis of ADR signals of denosumab
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Abstract: Objective To provide reference for clinical safety and rational drug use through mining and analyzing the adverse drug
reaction (ADR) signals of denosumab.Methods Disproportionality analysis with reporting odds ratio (ROR) and proportional reporting
ratio (PRR) was used to detect ADR signals of denosumab in the FDA adverse event reporting system (FAERS) from the third quarter of
2010 to the third quarter of 2021.Results A total of 28 823 adverse event reports with denosumab as the primary suspected drug were
extracted. Totally 256 signals were detected,involving 19 organ systems, which mainly reported musculoskeletal and connective tissue
disorders, gastrointestinal disorders, and infectious diseases. The top 50 ADRs in signal strength ranking included not only diseases re-
ported in the specifications, oral related ADR, osteonecrosis of jaw, various types of fracture, osteonecrosis of external auditory canal,
and calcium ion related ADR, but also diseases not mentioned in the specifications, including exostosis of jaw, hypercalcaemic ne-
phropathy, immune-mediated adrenal insufficiency, spinal deformity, mediastinal fibrosis, thyroid calcification, intervertebral disc an-
nular tear, mandibular mass, and joint noise.Conclusion During the use of denosumab, medical staff should not only focus on muscu-
loskeletal and connective tissue disorders, gastrointestinal disorders, and various infectious diseases, but also be alert to new ADRs dis-
covered by signal mining, to actively prevent and treat them to reduce the harm caused by ADRs to patients.
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Excavation of signals
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