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A Multicentre, Multinational, Randomized,
Placebo-controlled, Double-blind, Phase 3 trial to Evaluate
the Efficacy and Safety of Gemigliptin (LC15-0444)
in Patients with Type 2 Diabetes

S. J. Yang, K. W. Min, S. K. Gupta, J. Y. Park, V. K. Shivane, S. U. Pitale, P. K. Agarwal,
A. Sosale, P. Gandhi, M. Dharmalingam, V. Mohan, U. Mahesh, D. M. Kim, Y. S. Kim, J. A. Kim, P. K. Kim & S. H. Baik

OBJECTIVE A28 iz (T2DM) HXI0flA] 212k | dipeptidyl peptidase 4 inhibitor@! gemigliptin 50mg2| QF8A & EntE Hrtstuxt &,
METHOD  CH7[E, CH=27L 24, 2AI| i, OIS WH, IUTHE 34 Y. =7| 257 2F/210] N £, 257t 2252 SZ3ITHAM 25/A0] AR,
0|= 22| Bi™of| 2t 2|2F = Gemigliptin 50 mgo| Hi&sH & 2457t FO{E,
* Primary endpoint: Baseline CHH| 24Z A|&2| HoAw Hat,
« Secondary endpoint: 243 AIZ0IA2] HbAw 7% O|2H1 X} H|E & HbAw 6.5% O|FIQI Sk} HIE,

SUBJECTS  T2DM 2tXH18~75A) 182H(5t= 749, Q1= 108%).

RESULTS

251} 2{0|S Hllsh= T2DM 2K} gz
Gemigliptin 12 18| EI=EQ8= S1i2} AHYES USIFSLICL

FI2F2 Ch| F2l2t HbA« 24 Eat

(Adjust mean after subtracting the placebo effect size: -0.71%, 95% Cl: -1.04 to -0.37%)

IOk [HH| &2 HbA<7% =M EiX} H|E

[Change in mean HbA1c from baseline] [Percentage of responders with HbA1c <7% at week 24]
* P<0.0001 vs. placebo *4k P=0.0005 vs. placebo
o]+ Placebo (n=87) @ Placebo (1=87)
86 407 Gemigliptin 50mg (1=87) 60 @ Gemigliptin 50mg (n=87)
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Study Weeks &
# The adjusted mean HbA1c reduction at week 24 after subtracting the placebo effect size was -0.71%, T
with a 95%Cl of —1.04 to —0.37%, which showed superiority of gemigliptin to placebo. Placebo Gemlg"ptln
=| O oJo = [=Xe] =| o o
o Gemigliptin F0iz22| FPG Hal2h= {2k CHH| 0f 2= Al felet ZAS 2R, 24% AIHe| FPG Hal2k=2 922 Ch]
19.80 mg/dL O ZAE
IS "0 o oLlS
o O|YtS LWHE2 22Tt RAIRL.
HoAe, hemogobin Atc; FPG, fasting plasma glucose GEM-PO-D012-01-JUN23
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