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Design of Phase III Double-Blind Comparative Study and the Results in Japan 
 
1. Design 

Subject:  342 obese patients (171 patients/arm) 
Major Inclusion Criteria: 

· BMI >= 25 Kg/m2, VFA (Visceral Fat Area) >= 100 cm2 

· Diagnosed type 2 diabetes, 6.1% <= HbA1c (Hemoglobin A1c) < 
9.0% 

· Dyslipidemia TG >= 150 mg/dL and/or HDL-C < 40 mg/dL 

Duration:   4-week screening, 52-week treatment, and 12-week following up 
Administration:  KES524 (10 mg/day or increased to 15 mg/day if response was 

inadequate) or placebo 
Primary Endpoints: Change in bodyweight (
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