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Evaluation of the Clinical Use, Efficacy and Safety of Generic and Original Metformin and
Vildagliptin Fixed-Dose Combination®

WANG Ke, XING Xiaoxuan, WANG Zhizhou, ZHANG Xiaotong, SUN Ming, LI Xiaoxi, FENG
Yingnan, ZHANG Lan, DONG Xianzhe ( Dept. of Pharmacy, Xuanwu Hospital, Capital Medical
University, Beijing 100053, China)

ABSTRACT OBJECTIVE: To evaluate the clinical utilization, efficacy, and safety of the generic formulation of the
metformin and vildagliptin fixed — dose combination, which was selected through the National Volume-Based
Procurement ( VBP) program. METHODS; Based on Beijing medical insurance data from January 2019 to June 2025,
the number of users, defined daily doses (DDDs) , defined daily cost (DDC) , actual cost savings, and generic drug
substitution rate for metformin and vildagliptin and its therapeutic alternatives. Patients who used either the generic or
original drug were enrolled, and baseline characteristics were adjusted using propensity score matching ( PSM).
Differences between the two groups in terms of adding glucose-lowering drugs, switching to insulin therapy, and
occurrence of composite cardiovascular outcome, composite safety outcome, and hypoglycemic events were compared.
RESULTS: The number of users and DDDs for this drug increased annually, and its proportion among therapeutic
alternatives remained stable. After VBP implementation, substitution rate of generic drugs reached 66. 25%. The DDC
decreased from 9. 36 yuan in 2022 to an average of 6. 51 yuan post-implementation, resulting in average annual cost
savings of 47,719.01 yuan. A total of 277 patients ( 110 in the generic group, 167 in the original group) were
included. After matching, there was no statistically significant difference in baseline between the two groups (P >
0.05). In the generic group, 10 patients required additional glucose-lowering agents and 2 switched to insulin,

compared to 28 and 4 patients, respectively, in the original group. No statistically significant differences were found
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between the two groups regarding adjustments to glucose-lowering therapy ( addition of agents: adjusted hazard ratio
[aHR] = 0.814, 95% CI. 0.372-1.781, P=0. 607 ; switch to insulin; aHR=2.254, 95% CI. 0.217-23.373, P=
0.496). Similarly, no significant differences were observed in the incidence of composite cardiovascular outcomes,
composite safety outcomes, or hypoglycemic events (P=0. 164, 0.407, and 0. 153, respectively). CONCLUSIONS.

The clinical utilization of the VBP-selected generic metformin and vildagliptin fixed-dose combination is favorable. Its

efficacy and safety are not significantly different from those of the original drug.
KEYWORDS Metformin and vildagliptin fixed-dose combination; Generic drug; Original drug; Real-world study;

Clinical utilization; Efficacy; Safety
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