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[Abstract] Objective To explore and analyse adverse drug events (ADE) of nitrogen—containing bisphosphonates (N-BPs) ,
to provide a reference for safe drug use in clinics. Methods Analysis and signal mining were performed on N-BPs related ad-
verse drug event (ADE) reports in the Food and Drug Administracion Adverse Event Reporting System (FAERS) from 2004
Quarter 1 to 2021 Quarter 2, by using reporting odds ratio (ROR) and Medicines and Healthcare Products Regulatory Agency
(MHRA) method. Results There were totally 55 604 case reports, 773 235 ADE combinations and 2534 signals of N—BPs.
System organ classes (SOC) of ADEs mainly contained musculoskeletal and connective tissue disorders, gastrointestinal disor-
ders, and infections and infestations. The majority of patients were female (76.28%) and above 45 years old (75.82%). We
found a multitude of adverse events unlisted in drug instructions, and among them some involved more cases or led to more se-
rious outcomes, such as intervertebral disc disorders, dental and oral soft tissue injury, neoplasms malignant, and interstitial
lung disorders. Conclusion The ADE of N-BPs abounded, which resulted in serious outcome usually and involved a wide
range of organ or systems. Our finding of new ADEs may provide a reference for safe drug use in clinics and real world study.

[Key words] nitrogen—containing bisphosphonates; adverse drug events; Food and Drug Administracion Adverse Event

Reporting System; signal mining
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