M nsmeTenen

¢ BANYU

2006 12
11
Merck & Co., Inc., Whitehouse Station, New Jersey, USA) D.C.
MK-0431/ONO-5435)
| i
ONO-2506
MK-0869 ONO-7436
10
13 Late-Breaker Oral Presentation
14
TEL 06-6263-5670

FAX

TEL
FAX

06-6263-2950

03-6272-1001
03-6238-9136



Merck & Co., Inc., Whitehouse Station, New Jersey, U.S.A. 2006
6 10 ( )

1 1
MK-0431/ONO-5435

D.C.,2006 6 10 - 66 (Merck &
Co., Inc., New Jersey, U.S.A,, ) 1 1
(sitagliptin phosphate )
) (
) B
B (
)
> 3%
( 0.1 1.2 )
1 1 ( )
(DPP-4 )
DPP-4
HbAic 2 3 HbAi1c
3 HbAi1c
(HbA1c 7.5% 8.1 ) 100mgl 1
( ) HbAic 0.60 1.05
HbAi1c HbAic
HbA1c HbAi1c 9
; HbA1c 6.5 10
HbA1c 1.20 1.50 HbA1c

HbA1c 8 HbAic 0.44 0.57



(FPG) (PPG)
(Joslin Diabetes Center)
Dr. Edward S. Horton
HbA1c
HbA1c ( HbA1c
8%) 100 mgl 1
HbAi1c 0.65 0.70 (
P<0.001) 2
HbAic 7 47% vs.18%
45% vs. 23%
p
B (HOMA-B /
John Amatruda M.D.
100 mg 200mg( 2 ) 1 1
2 2
(100mg 1.2
200mg 0.9 09 )

= 3%

0.1 1.2



QTc

100 mg1 1 12
201 HbA1c 24
021 18 023 HbA1c
2
#537-P 201
151 2 27 69
2 /
8 HbAic 6.5 10.0%
12 100mg1 1 n=75
(n=76) 11
HbA1c 7.5% 7.7% 12 HbA1c
0.41% -0.65%
-1.05% 95% -1.27, -0.84%; p<0.001
100mg/
HbA1c -1.05% (p<0.001)
-31.9 mg/dL (p<0.001)
2 -80.9 mg/dL (p<0.001)
100mg1 1
100mg 0.1kg
0.7kg (p=0.003 )
#1995-PO 021

2 24

741
HbAic 8% Wash-out 2



HbAic 7% 10% 18 75 100mg 1 1
200mgl 1 1:1:1
100mg
HbA1c -0.79% (p<0.001)
-17.1 mg/dL (p<0.001)
2 -46.7 mg/dL (p<0.001)
HbA1c HbA1c
HbA1c
100mg HbAic HbA:1c
HbA1c HbA1c
9% =9.58% -1.52% (p<0.001)
8 8.9% =8.36 % -0.80 (p<0.001)
<8% =7.39% -0.57 (p<0.001)
24
100mg 0.2kg 1.1kg p=0.008,
#1996-PO 023
27 76 2 18
Wash-out 2
HbAic 7% 10% 521
100mg 1 200mg 1 1:2:2
HbA1c 8.1% 2
100mg 1 HbA1c 2
HbA1c -0.60% (p<0.001)
-19.7 mg/dL (p<0.001)
2 -46.3 mg/dL (p<0.05)




HbA1c HbA1c
HbA1c HbA1c

9% =9.48% -1.20% (p<0.001)

8 8.9% =8.40% -0.61 (p=0.004)

<8% =7.37% -0.44 (p=0.003)

18
-0.6kg -0.7kg
2 24
100mg
HbA1c
HbA1c 8%
#501-P 020
24 1500mg/
701 100mg1 1
HbAic 8.0% 100mg 1
24 HbA1c 2

HbA1c -0.65% (p<0.001)

-25.4 mg/dL (p<0.001)

2 -50.6 mg/dL (p<0.001)

100mg
#556-P 019
24 30 mg/ 45 mg/

100mg

HbA1c

HbA1c



25

38

353 100mgl 1
HbAlc
( HbA:1c 8.05%) 100mg 1
HbA1c
HbA1c -0.70% (p<0.001)
-17.7 mg/dL (p<0.001)
100mg
100mg
91 54
25mg 50 mg
n=65 n=26
4.5
65 4 26 1
3
1 (glipizide

2006 54



Late-Breaker Oral Presentation

2006 6 13
Presentation
1 1 2
DPP-1V DPP-1V
2
2
FDA 10
2
MK-0431A 2007 2006 FDA
2
2 2
2,100 7
95 2 3 2
HbAic 7%

1 9,400

DPP-1V

2000

2025

Late-Breaking

FDA

3

90

3,300



1891

www . merck.com

1995 the Private Securities
Litigation Reform Act of 1995

2005 12 31
Form 10-K 1 Form 10-Q, Form 8-K



