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Takeda Announces Withdrawal of Marketing Authorization Application for a 

Prolonged-Release Formulation of Competact® and discontinuation of its 

development in the EU 

 

Osaka, Japan, 19 March 2010 – Takeda Pharmaceutical Company Limited (“Takeda” TSE:4502) 

announced today that its wholly-owned subsidiary Takeda Global Research & Development Centre 

(Europe) Ltd. (London, United Kingdom; "TGRD (Europe)” has withdrawn a European Marketing 

Authorisation Application (MAA) for a prolonged-release formulation of its combination treatment 

for type 2 diabetes, Competact®; a fixed-dose combination tablet of pioglitazone hydrochloride 

with immediate release metformin hydrochloride. After reviewing its options Takeda has also 

decided to discontinue the development of the prolonged-release formulation in Europe. 

 

The decision to withdraw the MAA and discontinue development was made following discussions 

with the European Medicines Agency’s Committee for Medicinal Products for Human Use (CHMP) 

that they were unlikely to adopt a formal positive opinion as they required additional data to 

confirm the long-term efficacy of the prolonged release metformin component of the tablet. 

 

CHMP’s comments relate only to the Competact® prolonged-released formulation (once daily 

dosing) and not to Competact® (immediate-release formulation, twice daily dosing), which was 

approved in the EU via the Centralised Procedure in July 2006, and is a well established treatment 

option for patients with type 2 diabetes. Competact® continues to be available in most European 

countries and is not impacted by this decision. 

 

The discontinuation of a prolonged-release formulation will not influence the projected results for 

the 2009 fiscal year. 

 

Combination treatment 

Takeda is the originator of thiazolidinedione derivatives (TZDs) with the development of Actos® 

(pioglitazone), which directly targets insulin resistance. Metformin acts primarily by reducing the 

amount of glucose produced by the liver. In combination these medications therefore work to help 

patients with type 2 diabetes manage their blood glucose levels. The combination tablet of 



pioglitazone HCl with immediate-release metformin HCl was also approved in U.S. in August 2005 

and is currently marketed under the brand name of ACTOplus met® and the New Drug Application 

of the combination tablet of pioglitazone HCl with immediate-release metformin HCl was 

submitted in Japan to the Ministry of Health, Labour and Welfare in October 2008 and is now under 

review. 

 

About Takeda Pharmaceutical Company Limited 

Located in Osaka, Japan, Takeda is a research-based global company with its main focus on 

pharmaceuticals. As the largest pharmaceutical company in Japan and one of the global leaders of 

the industry, Takeda is committed to striving toward better health for individuals and progress in 

medicine by developing superior pharmaceutical products. Additional information about Takeda is 

available through its corporate website, www.takeda.com. 
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