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Abstract: Objective To excavation and analyze fracture-related adverse reaction signals of marketed dipeptidyl peptidase-IV(DPP-
4) inhibitors (sitagliptin, vigagliptin, saxagliptin, alogliptin, ligagliptin, teneligliptin, trelagliptin and omarigliptin) based on the FAERS
database and JADER database. To provide reference for safe and rational drug use in type 2 diabetes patients with bone disease.
Methods DPP-4 inhibitors and fracture-related adverse reaction were collected from the FAERS database and the JADER database.
The time of listing of each DPP-4 inhibitor to January 2025 was searched, and the effects of gender, age and weight on fracture-related
adverse event were analyzed. The ROR method was used to detect fracture-related adverse event. Extract signals with report number
a > 3 and lower limit of 95% CI > 1. The excavation signals were statistically classified and analyzed using SOC and PT of the
MedDRA. Results A total of 1 643 of adverse event related to fractures with DPP-4 inhibitor were extracted, including 969 of
sitagliptin, 177 of vigliptin, 120 of saxagliptin, 73 of alogliptin, 304 of lishagliptin, 9 of teneligliptin, 12 of trelagliptin, 3 of omarigliptin.

According to MedDRA, a total of 20 suspicious signals related to fractures were extracted. The age of adverse event patients was
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mainly > 50 years old, and the countries reported cases were mainly from the United States and Japan. There was no significant

difference in gender, and most patients with body weight >70 kg were reported. Analysis of fracture event reports at different sites in

patients showed that the DPP-4 inhibitors of midogliptin and saxagliptin were not significantly associated with the occurrence of

fracture events, while vigogliptin, alogliptin and rigliptin may have a lower risk of fracture. Conclusion There is little to no increased

risk of fractures when DPP-4 inhibitors are used in patients with type 2 diabetes mellitus.
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*2 DPP-4 HIFIFIA REFRENEARRBR

Table 2 Basic information of patients with DPP-4 inhibitors related adverse events
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Fig. 1 Annual distribution of adverse reaction reports for 8 DPP-4 inhibitors
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Table 3 Signal monitoring results of 8 DPP-4 inhibitors drug-related fracture disease adverse events
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