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Efficacy and safety of Imeglimin IR 1000 mg in inadequately controlled type 2
diabetes mellitus: A phase lll, randomized, double blind study in India
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Objectives: To evaluate the efficacy, safety, and tolerability of imeglimin hydrochloride 1000 mg tablets in
participants with T2DM inadequately controlled with diet and exercise.

Methods: A phase III, randomized, double-blind, placebo-controlled, comparative, parallel-group,
multicentric clinical study conducted in India between February 2022 and June 2022, lasting for 16 weeks
(CTRI/2022/02/040348).

The study involved participants aged 18-65 years with T2DM who were treatment-naive and had inadequately
controlled glycemic levels (HbAlc levels of >7.0% to <8.5%) despite at least three months of diet and exercise
therapy before screening.

Participants were randomized to receive either imeglimin hydrochloride tablets 1000 mg (test drug) or placebo
in a 2:1 ratio.

Demographics data, mean change in HbAlc, fasting plasma glucose (FPG) and 2-hour postprandial glucose
(PPG) from baseline to week 16 were evaluated.

Of the 216 randomized participants, 205 completed the study, with 140 receiving imeglimin and 65 receiving
placebo.

The mean (SD) age of participants was 46.52 (10.16) years in the imeglimin group and 44.83 (10.56) years in
the placebo group.

The least square mean (LSM) change in HbAlc from baseline to week 16 was -0.73% in the imeglimin group and
0.13% in the placebo group, with a difference of -0.86% (95% confidence interval [CI]: -0.93, -0.79; P<0.0001)
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Figure 1: Mean change in HbA1c from baseline to week 16

CL A (95% CI): -0.86 (-0.93 to -0.79); P<0.0001 confidence interval; FPG, fasting plasma glucose; LSM, least
square mean; PPG, postprandial glucose
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