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The "medical and bio sector," which covers drugs and medical technologies 
and equipment, is expected to grow into a leading industry in the future thanks to 
rapid technological innovation. Also, there are high expectations for the medical 
and bio sector due to strong demand for health enhancement. However, Japan is 
lagging behind the U.S. and Europe in many aspects of the medical and bio sector, 
raising concern that Japan could be excluded from the globalizing market and 
Japanese people could lose access to useful drugs and medical treatment. 

The Ministry of Health, Labour and Welfare, in cooperation with the Ministry 
of Economy, Trade and Industry and the Ministry of Education, Culture, Sports 
and Science and Technology, should promote dialogue with the private sector and 
promptly formulate a "five-year growth strategy" that sets forth specific target 
years for achieving each of the items listed below, and devote intensive efforts to 
the implementation of the strategy. The "five-year growth strategy" should be 
reflected in the “Basic Policies 2007.” 

1. Goal of Growth Strategy: Establishment of Principle of "Simultaneous 
Development and Sales Worldwide" 

In order to enable the development of new drugs competitive in the global 
market, it is necessary to establish a system to enable drug makers to conduct 
clinical trials and receive screening for new drug approval in various countries 
across the world simultaneously. However, the development and the start of sales 
of new drugs in Japan are much slower than in other countries due to the unique 
nature of Japan's systems for clinical trials, screening for approval and drug 
pricing, causing Japan to become an increasingly isolated and hollow market. 

For the purpose of enabling Japanese drug makers to develop excellent new 
drugs around the world simultaneously and making the drugs available to 
consumers, The Government should implement the following reform measures 
with regard to (1) the framework for research and development, (2) the clinical 



trial and for-approval screening systems and (3) the drug pricing system 

2. Reform of Research and Development Framework: Formulation of "Advanced 
Medical and Industrial Clusters" (Three-Year Plan) 

Establishing a framework for high-level cooperation between medical research 
institutions and the industry is an urgent task. It is necessary to promote items (1) 
and (2) below as part of a three-year plan (In the U.S. and Europe, "medical and 
industrial clusters" comprised of venture companies located near world-class medical 
research institutions serve as the centers of technological innovation.). 

(1) An experimental scheme in which hospital facilities are partially used for 
corporate research has started at some hospitals, and this scheme should be 
expanded in earnest to the National Cancer Center and prominent medical 
research institutions including hospitals attached to universities (Corporate 
laboratories and research wards open to corporate researchers should be built 
within hospitals.). 

(2) A nation-wide network should be established to promote commercialization 
research and technology transfers to private-sector companies with regard to 
regenerative therapy. 

3. Reform of Clinical Trial and For-Approval Screening Systems: "International 
Collaborative Clinical Trials" and Speed-Up of For-Approval Screening 

Clinical trials in Japan cost more than those in other countries, and 
for-approval screening in Japan takes twice as long as elsewhere. To catch up with 
other countries quickly, The Government needs to take the following five steps. 
(1) To formulate a "guideline for international collaborative clinical trials" within 

fiscal 2007 jointly with the U.S. and the EU 
(2) To drastically reform Japan's clinical trial system with due consideration for 

“international collaborative clinical trials (e.g. establishment of major hospitals 
suited to intensive, large-scale clinical trials) 

(3) To increase the number of screening staff to around 700, a level similar to the 
one in the U.K., over three years and make the screening system more efficient 
by adopting a two-track system 

(4) To offer incentives, such as preferential screening, to promote international 
collaborative trials 

(5) To harmonize the screening and regulatory regimes with those of China, India 



and other Asian countries and also promote joint research concerning drugs 
and medical technologies 

4. Reform of Drug Pricing System: Establishment of "Market Structure Oriented to 
Development Promotion" 

In order to promote the development of new drugs competitive in the global 
market, it is necessary to transform the Japanese market in a way to place 
emphasis on technology innovation and create a "market structure oriented to 
development promotion" that can cope with rapid change. To this end, the 
government should promptly set the direction for the following reform measures 
concerning the drug pricing system and reflect it in the "five-year growth 
strategy." 
(1) To enhance development incentives, for example by allowing developing 

companies to set the prices of innovative products on their own (introduction of 
an application-based pricing system) 

(2) To encourage the use of low-price generic drugs after the expiration of the 
relevant patents 

5. Medical Equipment Industry: Effort toward Drastic Reform 
In the medical equipment sector, Japanese manufacturers have failed to fully 

take advantage of their advanced technologies, with only a small number of 
companies capable of entering markets for innovative products. Reasons for this 
situation include problems related to for-approval screening and insurance 
application. The government should clarify and simplify the screening criteria, 
expand the range of products that do not need approval, increase screening staff 
sharply and revise rules concerning the application of insurance, including a 
review of the system of setting prices according to the function categories. 



Reference materials for use at the first meeting on how to provide 
safe and effective drugs promptly. (October 30, 2006, Ministry of 
Health, Labor and Welfare) 

Speed of Market Introduction of Drugs in Japan, U.S. and Europe 
An international comparison of the market launch speed shows that the average lag time 
between the world's first market launch of new drugs and their launch in Japan is 
1,416.9 days, compared with 504.9 to 915.1 days for the U.S. and major European 
countries. 

Note: The comparison covered the 88 drugs that were left after excluding duplicate 
drugs with different names from the world's top 100 drugs in terms of global sales in 
2004 and that were available in the relevant countries. 

Diagram: Average Lag Time between World’s First Market Launch and National 
Launch for 88 Drugs in Global Top 100 List for 2004 
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Source: Extracted from Research Paper No. 31 (May 2006) IMS Lifecycle by the Japan 
Pharmaceutical Manufactures Association and the Office of Pharmaceutical Industry 
Research. 

International Comparison of For-Approval Screening Staff Numbers (as of 2006) 
Japan U.S. 

(FDA) 
U.K. 
(MHRA) 

France Germany Sweden European 
Medicines  
Agency 
（EMEA）* 

Screening 
staff 
numbers 

197   2,200 693 900 1,100 400 360 

* European Medicines Agency functions as a secretariat, and actual screening operations are undertaken by medical product 
screening agencies of EU members, mainly the U.K., France, Germany and Sweden. 


