






The New Drug Avvlication 

8. TPNA sells drug products containing a combination of pioglitazone hydrochloride 

and metformin hydrochloride under the trade name ACTOPLUS MET@ in the United States 

pursuant to the United States Food and Drug Administration's ("FDA") approval of a New Drug 

Application ("NDA") held by Takeda Global (NDANo. 21-842). 

9. ACTOPLUS MET@ is approved for use as an adjunct to diet and exercise to 

improve glycemic control in patients with Type 2 Diabetes (non-insulin-dependent diabetes 

mellitus). 

10. The approval letter for ACTOPLUS MET@, with approved labeling, was issued 

by the FDA on August 29,2005. 

The Patents in Suit 

11. United States Patent No. 5,965,584 ("the '584 patent"), entitled “Pharmaceutical 

Composition," a true and correct copy of which is appended hereto as Exhibit A, was duly 

issued on October 12, 1999 to inventors Hitoshi Ikedq Takashi Sohda and Hiroyuki Odaka and 

assigned to plaintiff TPC. The '584 patent claims, inter alia, a pharmaceutical composition 

comprising pioglitazone or salts .thereof in combination with a biguanide (e.g., metformin) and 

methods for treating diabetes which comprise administering a therapeutically effective amount of 

pioglitazone or salts thereof in combination with a biguanide, such as metformin. Claim 13 

recites that pioglitazone and biguanide are administered as an admixture. The '584 patent covers 

the drug approved in NDA No. 21-842. 

12. Plaintiff TPC has been and still is the owner through assignment of the '584 

patent, which expires on June 19,20 16. 


































