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Implementing a National  
Biotechnology Strategy in Japan 
Source: JETRO; written with permission by 
JETRO. 
 
Recognizing the necessity of developing a national 
biotechnology strategy for the welfare of its citi-
zens - as well as to maintain national competitive-
ness, the national economy, security and bioethics 
- the Japanese government is implementing a com-
prehensive plan based on its Biotechnology  
Strategy Guidelines.  
 
In 2005, Japan's biotechnology market was an esti-
mated 1.76 trillion yen, making it the second larg-
est in the world, after the U.S. The market is ex-
pected to continue to grow and expected to reach 
25 trillion yen by 2010 due to factors such as the 
aging of society and increasing health awareness. 
 
Japan features one of the world's most competi-
tive bio-industries, leading both the U.S. and 
Europe in such key areas as pharmacogenomics, 
protein engineering, glyco-engineering, tissue engi-
neering, bio-informatics, genome medicine and 
preventive medicine. The nation is devoting sub-
stantial resources to developing universities and 
R&D facilities, increasing bioventure start-ups, 
growing bio-clusters (communities of biotechnol-
ogy companies and institutions) and developing 
human resources, all with the goal of making it 
one of the world's most advanced biotechnology 
regions. 
 
The Industrial Cluster Plan was launched in April 
2001 to strengthen the capabilities of regional ar-
eas in developing new technologies and products 
and as a means to foster the growth of established 
companies and start-ups. By taking advantage of 
the unique characteristics of each respective re-
gion, these projects have resulted in a succession 
of new, world-class business ventures and have 
encouraged active exchange and collaboration by 
corporate managers, engineers and administrators. 
 
Bio-Business in the Spotlight 
 
The Japanese market for biotechnology products 
is expected to reach 25 trillion yen by 2010, thanks 
to new innovations and the growing competition 
fostered by deregulation. The biotechnology-based 
sectors considered most promising are drug devel-
opment, bio-services and bio-devices. Functional 
foods are another market seeing expansion, thanks 
to the increasing interest in healthy lifestyles. 
 
Drugs (Bio-pharmaceuticals) 
 
The market size of bio-pharmaceuticals in 2005 
was 459.4 billion yen. Currently, bio-
pharmaceuticals have accounted for approximately 
5% to 10% of approved drug products. The bio-
pharmaceutical market, centered on antibody 
drugs, is showing an annual growth rate of roughly 
10%, and it is expected that this trend will con-
tinue. 
 
Future bio-pharmaceuticals are likely to focus not 
only on developing newly discovered and created 
active proteins for use with drugs, but also on de-
veloping drug delivery and formulation technolo-
gies. Although regulatory trends can be a major 
factor in the development and growth of any mar-
ket, it is expected that new drugs that are safe and 
have outstanding therapeutic effects will be cre-
ated through the use of biotechnology. 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Drugs relating to blood and biological fluids, such 
as human growth hormone and G-CSF 
(Granulocyte Colony Stimulating Factor), showed 
slight decreases in sales, but with the approval of 
expanded indications for anti-cancer drugs and 
other developments, drugs for use with tumours 
(centering on antibody drugs) are moving well, 
and the market overall is showing indications of 
expansion. 
 
Case Study Novartis Pharma K.K. 
 
Novartis established its Japanese subsidiary for the 
pharmaceutical sector in April 1997. The main 
products supplied by the company cover a wide 
range of treatment areas, including cardiovascular 
disease, fungal infection and inflammation, aller-
gies, the central nervous system, cancer, trans-
plants and immunology and ophthalmology. In 
Japan, the company has established a system to 
ensure consistency from research and develop-
ment to production, sales and marketing. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
Bio-services 
 
The size of the market for bio-services in fiscal 
year 2005 was 24.34 billion yen, an increase of 
10.5% over the previous year. Protein structure 
and functional analysis play an important role in 
the development of drugs. Accordingly, the 
growth of protein creation services is drawing at-
tention. 
 
While development competition among pharma-
ceutical manufacturers is intensifying, more com-
panies are conducting core R&D operations in-
house while outsourcing other, more routine 
work. Such practices are a good indicator that the 

market will continue growing. The growth of bio-
services can be seen in the figure, which shows the 
marketõs fabrication and refining, analysis and syn-
thesis sectors. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Functional Foods (Foods for Specified Health 
Use) 
 
The market size of foods for specified health use 
in fiscal year 2005 was 629.9 billion yen, an in-
crease of 11.1% over fiscal year 2003. Although 
the marketõs growth rate has slowed somewhat, it 
is believed that the market will continue to grow 
due to increased health-awareness among consum-
ers. The main categories include products related 
to the relief of intestinal ailments, dental products, 
and products for neutral fat and body fat. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Case Study Danisco Japan Ltd. 
 
Danisco Japan Ltd. is the Japanese subsidiary of 
Denmarkõs Danisco Group, one of the worldõs 
largest producers of food ingredients. The firm 
supplies a wide range of products to Japanõs major 
food & beverage and pharmaceutical makers, also 
supporting these customers in product develop-
ment and marketing. One of the firmõs most rec-
ognized products in Japan is Xylitol, a natural 
sweetener with proven dental benefits used in sug-
arless gums and confectionery items. 
 
Bio-devices 
 
Japanõs bio-devices market totalled 42.26 billion 
yen in FY2005. Sales of DNA sequencers were 
lower than the previous year in FY2005, with 
some pointing to a saturated market. Another  
(Continued on Page 5é) 
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Continued from Page 3é 
 
cause for the slowdown was attributed to a brief 
decline in sales to national and public universities, 
as they underwent transformation to independent 
administrative institutions. More recently, the mar-
ket for protein analysis related systems and de-
vices, such as mass spectrometers, is on an upward 
trend, mainly due to increasing interest in bio-
marker searches. 
 
The market for bio-imaging analysis equipment, 
such as flow cytometers and confocal laser micro-
scopes, also appears to be set for future growth, 
alongside progress in research utilizing pharmacol-
ogical and pharmacokinetic analysis in the devel-
opment of new drugs, regenerative medicine and 
new disease treatments. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Case Study Bruker Daltonics K.K. 
 
Established in 1999, Bruker Daltonics K.K. is the 
Japanese arm of Bruker Daltonics Inc. (US), a 
leading manufacturer of mass spectrometry instru-
ments and accessories for pharmaceutical, bio-
chemical and chemical research. Bruker Daltonics 
K.K. accounts for almost 17% of sale of the entire 
world of Bruker Daltonics Inc. 
 
Utilizing its headquarter office in Tsukuba and 
technical support centers in Yokohama and 
Osaka, Bruker Daltonics K.K. focuses on sales 
and providing after-sale and application support 
for its wide range of products and services. The 
firmõs clients include universities and research in-
stitutes, as well as pharmaceutical, food and bever-
age and contract research service firms. 
 
Support for Research and Development 
 
The Japanese government nearly doubled its 
budget related to life sciences over the period of 
five years up to fiscal 2000, and the related budg-
ets have subsequently remained at steady levels. 
Moreover, instead of simply increasing the scale of 
expenditures, the government has strategically al-
located its investment in such priority areas as ba-
sic research and the building of world-class re-
search facilities and equipment. 
 
Applications for approvals of new drugs and 
medical equipment for which there is a substantial 
medical need are put on the fast track in order to 
expedite the approval process. Particularly, prod-
ucts that have already been approved overseas and 
have strong evidence of effectiveness and safety 
will be approved more quickly. 
 
The government has launched a comprehensive 
new research-support project called the National 

Bioresource Project (NBRP), which is designed 
for the systematic collection, preservation and 
supply of strategically important bioresources, in-
cluding experimental animals and plants, embryos, 
stem cells and genetic materials such as DNA/
RNA. The goal of the project is to achieve one of 
the worldõs most extensive collections of bioge-
netic resources by 2010. 
 
To improve Japanõs international competitiveness 
in the pharmaceutical industry, the Ministry of 
Health, Labour and Welfare has established a 
òPharmaceutical Industry Vision.ó The goal is to 
make the Japanese market an attractive environ-
ment where companies from all over the world 
can compete, engage in research, and produce and 
sell products, regardless of whether they have 
been funded with international or domestic capi-
tal. 
 
Source: JETRO; written with permission by 
JETRO. 
 
www.investjapan.org 
Japan External Trade Organization 
Invest Japan Division, Invest Japan Department 
Ark Mori Building, 6F, 12-32, Akasaka 1-chome, 
Minato-ku, Tokyo 107-6006, Japan 
Tel: +81-3-3582-5571 Fax: +81-3-3505-1990 
 
 

 
 
 
 
 
 

 
Charles River Plans to Acquire WuXi AppTec 
 
Charles River Laboratories International, Inc. 
(NYSE: CRL), a leading global provider of re-
search models and associated services and of pre-
clinical drug development services, and WuXi 
PharmaTech (Cayman) Inc. (NYSE: WX ), a lead-
ing drug research and development outsourcing 
company with expertise in discovery chemistry 
and with operations in China and the United 
States, announced in April that they have signed 
an  agreement under which Charles River and 
WuXi will combine in a cash and stock transaction 
valued at approximately $1.6 billion.  
 
The combined company, which will retain the 
name Charles River, will offer an expanded port-
folio of products and outsourced services to multi-
national pharmaceutical, biotechnology and medi-
cal device companies and academic and govern-
ment institutions. 

 
Source: CROAsia.Net 
 
 
PAREXEL Opens Early Phase Unit in South  
Africa 
 
PAREXEL International Corporation (NASDAQ: 
PRXL), a leading global biopharmaceutical ser-
vices provider, announced in February that it has 
expanded its capabilities through the opening of a 
new early phase unit in Port Elizabeth, South  
Africa. The Port Elizabeth unit has added more 
than 40 beds to PAREXELõs global early phase 
capacity of over 580 beds, which is among the 
largest capacities worldwide. In addition to provid-

ing the capability to conduct a variety of studies in 
healthy volunteers, the core focus of the Port 
Elizabeth unit is on early phase studies in patients, 
from First in Man to Proof of Concept studies.  
PAREXELõs other early phase units in South  
Africa, based in Bloemfontein and George, have a 
proven track record of conducting challenging 
early phase patient studies by combining Phase I 
expertise with successful patient recruitment capa-
bilities.  
 
PAREXELõs early phase units are located across 
three continents, including in Baltimore and Los 
Angeles in the United States; London, United 
Kingdom; and Berlin, Germany. PAREXELõs 
early phase units provide rapid study-start up and 
direct access to diverse patient populations as well 
as healthy volunteers. The early phase unit in Port 
Elizabeth serves as one of the units in the  
PAREXEL SuperSitesSM network. The  
PAREXEL SuperSites network provides high en-
rolment potential for clinical studies, drawing on 
dedicated patient recruitment specialists and rela-
tionships with local health care professionals. 
PAREXELõs call center and database capabilities 
allow for a high number of patients to be recruited 
in a rapid timeframe.  
 
Source: PAREXEL International 
 
 
Astellas Pharma Inc. to Acquire OSI  
Pharmaceuticals, Inc. 
 
Astellas Pharma Inc. (TSE: 4503), a global phar-
maceutical company, and OSI Pharmaceuticals, 
Inc. (Nasdaq: OSIP), a biotechnology company 
primarily focused on the discovery, development 
and commercialization of molecular targeted 
therapies addressing medical needs in oncology, 
diabetes and obesity, announced in May that they 
have entered into a  merger agreement under 
which Astellas will acquire OSI. 
 
The combined company creates a world-class on-
cology platform supporting Astellasõ stated growth 
strategy of becoming a Global Category Leader in 
Oncology, a high- priority therapeutic area for 
Astellas. OSI commercializes Tarceva® (erlotinib), 
a leading cancer medication. 
 
Masafumi Nogimori, President and Chief Execu-
tive Officer of Astellas, said, òThe merger with 
OSI provides Astellas with a top-tier oncology 
platform in the U.S and an expanded product 
portfolio and pipelines. In addition to Tarceva®, 
we are pleased to add its oncology infrastructure, 
discovery platform, expanded pipelines and talent 
base to our existing businesses. We look forward 
to working together with our OSI colleagues to 
grow the combined business and realize our 
shared goal of improving the health of the people 
around the world every day.ó 
 
Colin Goddard, Ph.D., Chief Executive Officer of 
OSI Pharmaceuticals, said, òWe believe...the an-
nouncement recognizes the significant value we 
have built for our stockholders while providing 
the merged companies the opportunity to forge a 
stronger collective path forward in a shared mis-
sion to provide innovative new medicines to pa-
tients around the world." 
 
Source:  Astellas Pharma Inc. 
 
(Continued on Page 7é.)  
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Changing the Prospects of Japanõs 
Clinical Trial Industry  
 
The Japanese clinical trial environment has typi-
cally been burdened by red tape, language barriers, 
slow patient recruitment, lack of incentives pro-
vided for physicians to participate, and long trial 
duration (often 2-2.5 times longer than in the U.S. 
and Europe). In order for a drug to get approved 
in Japan, regulators have insisted on conducting 
the first three phases of clinical trials on the  
Japanese population, which is a time-consuming 
and an expensive process. As such, in Japan, it 
takes nearly 2-3 times longer for drugs to hit the 
market compared to the U.S. and Europe. (Rajan, 
2007) The number of clinical trials conducted has 
become crucial in Japan, and domestic companies 
are opting to conduct their clinical trials in foreign 
countriesñthereby reducing the scope for out-
sourcing within Japan. (Rajan, 2007) The situation 
has become even more troublesome with the over 
reliance on in-licensing and the lack of motivation 
toward innovation and investment in R&D.  
 
However, changes are on the horizon. Foreign 
clinical trials are now recognized in order to mini-
mize expensive duplication of effort. Increasingly, 
overseas clinical data from Europe and/or the 
U.S. is made use of in applications for regulatory 
approval. With the revision of the Pharmaceutical 
Affairs Law, the necessary regulations relating to 
efficiency, quality and safety are now available. 
Equally, the creation of the Pharmaceutical and 
Medical Device Agency (PMDA) is seen as a ma-
jor step toward improving and reducing drug lags. 
It is anticipated that the strengthening of standard-
ized guidelines and legal guidelines should not 
only speed up drug approvals, but also strengthen 
the clinical trials outsourcing industry in Japan. 
 
The PMDA guideline emphasises that the long-
term goal is the greater participation of Japanese 
biopharmaceutical companies in international tri-
als covering multiple regions and populations, 
with development schedules that coincide with 
those in the U.S. and Europe. The guideline lists 
several other important conditions that interna-
tional joint trials would be required to meet if their 
data is to be considered for inclusion in a Japanese 
regulatory filing, including: 
 
¶ All nations and institutions participating 

must conduct trials under Good Clinical 
Practices (GCP) regulations as defined by 
the International Conference on Harmoni-
sation (ICH);   

¶ All participants must accept onsite GCP in-
spections by Japanõs regulatory authorities;   

¶ The study design, protocols, and analytical 
methods must be acceptable to the PMDA.  

 
Most importantly, the guideline states that the 
PMDA will evaluate proposals for joint trials and 
the inclusion of foreign data on a case-by-case ba-
sis. (Goldberg, 2008) In all cases, the PMDA 
guideline strongly recommends direct consultation 
with the Agency in the early stages of every clinical 
trial to discuss the study design and the criteria for 
including data from non-Japanese patients. 
(Goldberg, 2008) 
 
In terms of the future, despite the rapid expansion 
of the clinical trial market, there is a need to pro-
vide more trained researchers and technologists in 
Japan. In addition, while some countries in the 
region are already showing promising signs of 
changes in regulations, it will take some time be-
fore Japan and the rest keep pace with the indus-

tryõs global standards. With the increased global-
ization of drug development, companies including 
those in Japan will have to introduce new drugs 
into every market simultaneously and quickly. 
(Koong, 2006) Achieving this will clearly require 
the expertise of many stakeholders including local 
contract research organizations (CROs).  
 
While several of the major CROs were founded in 
the early 1990s, Japanõs adoption of International 
Committee on Harmonization (ICH) E6 guide-
lines on Good Clinical Practices (GCP) in 1997 
enabled the growth of this industry. (Albani and 
Tabata, 2007) The most commonly outsourced 
services such as monitoring, biostatistics and data 
management, are in a growth phase. Other key 
outsourcing areas, such as protocol development, 
common technical document (CTD) development 
and filing preparation are in the early stages of de-
velopment. (Albani and Tabata, 2007) The clinical 
trial marketñestimated to be worth more than 
U.S.$27 million in 2004, is now expected to grow 
almost seven fold to U.S.$180 million by 2010. 
(Koong, 2006) 
 
How do Japanese biopharmaceutical companies 
take advantage of this new opportunity to speed 
up their development efforts? The best approach 
is to partner with a global CRO with international 
clinical trial experience, as well as experience in the 
Asia Pacific region. Specifically, Japanese biophar-
maceutical companies can work with a CRO part-
ner to help accelerate the introduction of novel 
therapies. Additionally, they can leverage partner 
capabilities to conduct Asia-Pacific or global stud-
ies to support expanded indications for products 
already on the market in Japan, or to introduce 
their existing products to other markets. 
(Goldberg, 2008) 
 
References:  
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BK Worldwide Signs Strategic Alliance with 
Japanese CRO 

BBK Worldwide (BBK), a patient recruitment 
company, signed a strategic alliance in May with 
CROèe, a Japanese CRO specializing in enrolment 
management. 

With the goal of accelerating time-to-market for 

new medicines and treatments, the companies will 

work together to support research sponsors as 

they develop treatment options. 

 

òWe are very excited about this collaboration and 
its potential impact on advancing the clinical re-
search infrastructure in Japan. Together, we will 

support pharmaceutical, biotech and medical de-
vice companies in their efforts to conduct more 
efficient clinical research in Japan,ó said Jeremy 
Buchman, regional manager, Asia-Pacific Opera-
tions, BBKWorldwide. òBBKõs planning and pa-
tient recruitment services will be complemented 
by CRO¯eõs operational and local expertise.ó 
 
Source: CenterWatch 
 
Accumetrics Partners with Medicoõs Hirata in 
Japan 
 
Accumetrics ð a developer and marketer of the 
VerifyNow System, a diagnostic system for meas-
uring platelet reactivity to multiple antiplatelet 
agents ð has signed a new agreement with  
Medicoõs Hirata for distribution of its VerifyNow 
System in Japan.  
 
According to the company, the VerifyNow System 
helps physicians assess patientsõ response to all 
major antiplatelet therapies such as aspirin, Ticlid, 
Plavix, Effient and GP IIb/IIIa inhibitors. As re-
sponse to these drugs varies, the tests help physi-
cians ensure their patients on antiplatelet therapies 
are receiving the optimal benefit. 
 
Source: BioSpectrum Bureau 
 
Novo Nordisk to Launch Victoza in Japan 
 
Novo Nordisk is planning to launch Victoza in 
Japan, following an approval for the price of  
Victoza from Japanõs Central Social Insurance 
Medical Council (Chuikyo), the advisory commit-
tee to the Minister of Health, Labour and Welfare. 
Victoza is a once-daily human GLP-1 analogue for 
the treatment of type 2 diabetes. 
 
The price approval allows Novo Nordisk to 
launch in Japan shortly after Victoza is officially 
posted on Japanõs National Health Insurance price 
list on June 11. 
 
Novo Nordisk said that Victoza is the first GLP-1 
to achieve regulatory approval and commercial 
availability in Japan. It is indicated for the treat-
ment of type 2 diabetes when used as monother-
apy or as an add-on to sulphonylurea (SU). 
 
Source: Pharmaceutical Business Review 
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