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We will prove worthy of users' trust with 
dedicated drug manufacturing, while also establishing 
a global production system.

Takeda's Production Bases

Four Basic Policies toward the 
Enhancement of the Production System

Development of the Global Optimum 
Production System

Takeda is promoting the development of production 

bases, both at home and abroad, with the goal of 

"achieving sales of consolidated ethical products of 2 

trillion yen in fiscal 2015."

Takeda Pharma Ireland Limited, which commenced 

operations in April 2007 with the production of drug 

substance of Rozerem (generic name: ramelteon) as 

an overseas production base of drug substance, will 

strive to further enhance its productivity in order to 

expand the role with the production of new products 

in mind together with Takeda Ireland Limited—a pro-

duction base of drug formulation. In Japan, Takeda 

promotes the development of production bases to-

ward the smooth supply of new products into the 

market via the twin manufacturing bases of the Hikari 

and Osaka plants. 

As for contract manufacturing, we will continue to 

strategically utilize contract manufacturers as part of 

our strategy to establish a more effective and cost re-

ductive production system, while also reflecting a 

balance with in-house production.

Production
system

R&D alliance

Advances in In-Licensing and Alliance Activities from April 2007 Onwards 

Partners Contents

Santhera Pharmaceuticals 
(Switzerland)

In August 2007, Santhera and Takeda conducted the filing of the Marketing Authorization Application to 
the European Medicines Agency (EMEA) for idebenone, which is co-developed by Takeda and Santhera 
for the treatment of Friedreich Ataxia. In addition, the same month, Takeda and Santhera signed an agree-
ment on a marketing partnership in Europe relating to the efficacy of Duchenne Muscular Dystrophy.

H. Lundbeck A/S (Denmark)

In September 2007, H. Lundbeck and Takeda entered into an agreement for the exclusive co-develop-
ment and co-commercialization in the U.S. and Japan to treat mood and anxiety disorders, which was 
originally discovered by Lundbeck. In December of the same year, a phase Ⅲ clinical trial was com-
menced on Lu AA21004.

Affymax, Inc. (U.S.A.)
In October 2007, Affymax initiated a Phase Ⅲ clinical trial for Hematide—a treatment agent for anemia 
associated with renal failure and cancer, which has been co-developed by Takeda and Affymax to target 
anemic patients with chronic renal failure in the U.S. and Europe. 

Amgen Inc. (U.S.A.)
In February 2008, Amgen and Takeda entered into a license agreement regarding a number of clinical 
candidates for cancer, inflammation, acute pain and other diseases, owned by Amgen and in the devel-
opment phase. 

Japan Poliomyelitis Research 
Institute (JPRI) (Japan)

In March 2008, the Japan Poliomyelitis Research Institute and Takeda entered into an agreement for the 
sharing of seed viruses for the Sabin-inactivated poliovirus vaccine ("Sabin-IPV") by JPRI and its com-
mercialization. 

In March 2008, Cell Genesys and Takeda entered into an international exclusive development and com-
mercialization agreement for GVAX, clinical candidate as a vaccine for prostate cancer, which was origi-
nally discovered by Cell Genesys.

BioWa, Inc. (U.S.A.) In May 2007, Takeda was granted a non-exclusive right from BioWa for using BioWa's patented POTEL-
LIGENT Technology platform for the development of antibody-dependent cellular cytotoxicity (ADCC).

Archemix Corp. (U.S.A.) In June 2007, Archemix and Takeda entered into an agreement that focuses on the discovery, develop-
ment and commercialization of first-in-class aptamer-based therapeutics.

Cell Genesys, Inc. (U.S.A.)

Sucampo Pharmaceuticals, 
Inc. (U.S.A.)

In April 2008, the U.S. Food and Drug Administration (FDA) approved Sucampo Pharmaceuticals' sup-
plemental New Drug Application (sNDA) for Amitiza—a treatment for chronic idiopathic constipation—in 
order to treat irritable bowel syndrome with constipation.

In May 2008, Alnylam and Takeda entered into an agreement for a non-exclusive license for Alnylam's 
RNAi therapeutics platform technology in the fields of oncology and metabolic diseases, as well as col-
laborative research based on this project.

Alnylam Pharmaceuticals, 
Inc. (U.S.A.)

Mr. Ulf Wiinberg, President of H. Lundbeck A/SPartner's Voice

It is a great pleasure for Lundbeck to partner with Takeda, which is a leading 
global pharmaceutical company with a long history of successful partnerships 
with other companies. With this in mind, we were delighted to reach agreement 
with Takeda to co-develop and commercialize our portfolio of products to treat 
mood and anxiety disorders. To ensure the success of this partnership with the 
potential to develop several new blockbusters, we must optimally exploit the 
key competencies of both companies. Currently the status of this partnership 
exceeds our expectations and we are sure that the partnership will be a win-win 
situation for both companies.

Takeda is promoting the improvement of its produc-

tion system; based on the following four policies:

1. Establishing a globally optimized production system

2. Enhancing the ability of quality control, including 
that of contract manufacturers, by improving its 
global quality assurance system

3. Strengthening the technical capabilities of bulk 
manufacturing process, analytical and formulation 
research & development

4. Inheriting and enhancing the production technol-
ogy of domestic and overseas production plants

Global Quality Assurance Department

Enhancement of the R&D Pipeline through 
In-Licensing and Alliance Activities 

Takeda positions in-licensing and alliance activities 

as important supplemental measures to enhance its 

R&D pipeline, and will continue to proactively work to 

accomplish this goal. In order to efficiently expand 

our activities at a global level by establishing a close 

relationship with our partners, we have been imple-

menting the development of staff exclusively in 

charge of alliance and in-licensing activities in Japan, 

the U.S. and Europe; thus successfully achieving 

steady results in fiscal 2007 as shown below.

Japan
(drug substance and drug product)

Indonesia
(drug product)

China
(drug product)

Italy
(drug product)

Ireland 
(drug substance and drug product)

In order to provide customers with reliable Takeda 

products, it is vital to ensure products high quality, 

while we must comply with the applicable laws 

and ordinances as well as rules and regulations 

in the course of all business activities including 

production, as well as research, clinical trials, 

collection and provision of information on product 

safety and efficacy. The Global Quality Assurance 

Department is committed to living up to the trust of 

society toward Takeda products from a quality per-

spective to ensure all executives and employees 

comply with the Quality Policy by overseeing and 

supervising the quality assurance activities of Takeda 

group worldwide.

• H. Lundbeck A/S is a pharmaceutical company, established in 1915, and specializing in the field of CNS 
disorders. The company is based in Copenhagen, Denmark with an extended global network and over 
5,300 employees.
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