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Approval Received for a Type 2 Oral Antidiabetic Drug Glactiv® Tablet

Ono Pharmaceutical Co., Ltd. (Osaka, Japan) announced that a type 2 oral antidiabetic drug, Glactiv®
Tablet 25 mg, Glactiv® Tablet 50 mg, and Glactiv® Tablet 100 mg (INN: sitagliptin phosphate hydrate) was
approved in Japan on October 16, 2009.

The drug was jointly developed by Ono and Banyu Pharmaceutical Co., Ltd. (Tokyo, Japan, hereinafter
"Banyu") in Japan, based on the license agreement concluded between Ono and Merck & Co., Inc.,
Whitehouse Station N.J. U.S.A. in November 2004. A Japanese New Drug Application for the drug was
then submitted in December 2007.

Type 2 diabetes mellitus is metabolic disorder, mainly marked by chronic hyperglycemia resulting from
inadequate insulin production/secretion, insufficient function of produced insulin, or glucose excessively
produced by the body. The number of diabetic patients tends to increase every year. A recent survey
reports that approximately 8.9 million Japanese were strongly suspected of diabetes.

Glactiv® is a highy selective dipeptidyl peptidase 4 (DPP-4) inhibitor, which was originally discovered by
Merck & Co., Inc., Whitehouse Station N.J. U.S.A., and which enhances a natural body system called the
incretin system, to help regulate blood sugar. Incretins are hormones released by the gut to control the
body's glucose levels. When blood sugar is elevated, incretins released from the gut work to help the
body regulate high blood sugar levels and to release less glucagon, thereby signalling the liver to reduce
its production of glucose. Glactiv® is an oral antidiabetic drug to exert hypoglycemic effect with the novel
mechanism of action by inhibiting DPP-4, an enzyme which metabolites incretins, and thereby enhance
the body's own ability to regulate blood sugar levels by increasing levels of incretin hormones in a glucose
dependent manner thereby helping to decrease blood sugar levels in patients with type 2 diabetes.
Glactiv® can be administered once a day, either before or after eating because no food effect is observed.

The drug was launched as the world’s first DPP-4 inhibitor by Merck & Co., Inc., Whitehouse Station N.J.
U.S.A. in August 2006. It is now approved in more than 85 countries in the world and has been
prescribed to more than 16 million patients in the US alone.

Note: Banyu, a co-marketing partner in Japan, will sell the drug under the product name of Januvia® Tablet
25 mg, Januvia® Tablet 50 mg, and Januvia® Tablet 100 mg.
(® : Registered Trademark of Merck & Co., Inc., Whitehouse Station, N.J., U.S.A)



PRODUCT SUMMARY:

Product Name

Generic Name (INN)

Indication

Dosage and Administration

Glactiv® Tablet 25 mg, Glactiv® Tablet 50 mg, Glactiv® Tablet 100 mg
Sitagliptin phosphate hydrate

Type 2 diabetes mellitus;

Sitagliptin should be used only in patients who do not sufficiently respond to

any one of the following treatments.

1. Dietary therapy and/or exercise therapy only

2. Use of sulfonylureas in addition to dietary therapy and/or exercise therapy

3. Use of thiazolidinediones in addition to dietary therapy and/or exercise
therapy

4. Use of biguanides in addition to dietary therapy and/or exercise therapy

Usually, for adults, 50 mg of sitagliptin is orally administrated once daily. While
the clinical course is being closely observed, if the effect is insufficient, the
dosage can be increased up to 100 mg once daily.



