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Oooo 10
Position Paper on Access and Benefit Sharing (JAPAN)
Dec. 1, 2003
1. Our basic position on the international regime

(1) Current situation of business relating to genetic resources

Japan is convinced that biotechnology (BT) development will generate some of the
most significant scientific and technological outcomes of the 21st century. That it will
lead to the transformation of citizens’ lives as well as industries worldwide. Based on
this recognition, the Government of Japan developed national strategies for
biotechnology (BT Strategies) in December 2002.

The BT Strategies consist of the three main strategies, O Strongly revamping
Research & Development (R&D), O Fundamentally enhancing the process of
industrial application of biotechnology, 0O Ensuring community support thorough
public understanding. They also contain 50 Action Guidelines and 200 detailed
Action Programs. By implementing the above, Japan expects to contribute to
resolving global environment problems and to alleviating poverty in global society as
well as to creating new industries and enhancing the competitiveness of Japanese
industries.

Genetic resources are a fundamental component for biotechnology research and
commercialisation. In order to ensure sound development of biotechnology and
bioindustry, it is essential to create an environment that facilitates the access to
genetic resources.

The BT strategies note the importance of the Convention on Biological Diversity
(CBD) as the basis on which Japan cooperates with other countriesl. A number of
scientific and commercial projects have been in progress in recent years.

For instance, the National Institute of Technology and Evaluation (NITE), which is
an independent administrative corporation under the Ministry of Economy, Trade and
Industry (METI), established the NITE Biological Resource Centre (NBRC). NBRC
has been conducting research cooperation projects with other countries using genetic
resources for the benefit of both countries. Some private companies also have been
conducting projects on the basis of the CBD.

1 BT strategies (BT Strategy Council December, 2002)

Biogenetic resources including animals, plants, microorganisms, human cells/tissues and genes are extremely
useful, yet at the same time limited, in industrial applications and research. Enhancing these resources is
truly important from the viewpoint of international competition. All relevant parties must join forces in
gathering, securing and providing biogenetic resources, including genetic information, so as to strengthen the
foundation of industrial competition, and help our nation to protect our rights in this area.

In the spirit of the Biodiversity Convention, we must achieve coordination and cooperation with countries
holding such resources in their gathering, securing and provision.
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In the private sector, many expect that the biotechnology will create new business
opportunities. There has been fierce global competition in the business world,
resulting in mergers and acquisitions among companies worldwide. Therefore,
rationalization of R&D costs and acceleration of product development speed have
become critically important for companies to survive. For this reason, facilitated
access is imperative as far as companies that use genetic resources are concerned.

(2) Current influence of the CBD on research and commercialisation

The CBD recognizes the sovereign rights of the countries over their genetic
resources with the aim of fair and equitable sharing of benefits arising from the use of
genetic resources between users and providing countries.

In pursuit of the objectives of CBD, the Parties to the Convention agreed to establish
voluntary guidelines as a most realistic solution to achieving the fair and equitable
sharing of benefits arising from the utilization of genetic resources. As a result, the
Bonn Guidelines were adopted at COP6 in Hague in 2002. Japan actively supported
the adoption of the Guanines. Both the government and the private sector of Japan
have since been promoting the implementation of the Bonn Guidelines.

After the CBD came into force, the experiences of researchers in academia and the
private sector indicated the emergence of elements that adversely affect access to
genetic resources in providing countries. These include:

i) Insufficient information about contact points for applications and approvals
and about procedures for access to genetic resources,

i) Unpredictability in the time necessary for obtaining approvals and permits,
and

iii) Uncertainty of the execution of the contract.

As a result, it has become difficult for users to access genetic resources in many
countries, in spite of the CBD provisions that the aim of fair and equitable sharing of
benefits arising from the use of genetic resources.

(3) Response of the private sector to the current situation

Japan was concerned that the private sector, facing the pressure of global
competition, has become less interested in access to the genetic resources of other
countries, due to the increase in the transaction costs in the current situation caused
by the CBD.

Japan conducted a questionnaire survey, targeting bio-related industries, including
pharmaceutical and cosmetic industries, totalling approximately 1300 companies in
Japan. The survey revealed unexpectedly low levels of interest in research that uses
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genetic resources from other countries. Furthermore, even companies that currently
have an interest in using genetic resources expressed views that, if access regulations
were tightened excessively or the way in which they were applied became insufficiently
transparent in the future, they would reduce the level of their activity or even
withdraw from research based on genetic resources from other countries.

Other research shows that in recent years, a substantial number of multinational
pharmaceutical companies have drastically reduced or even terminated natural
products screening, and shifted to drug discovery research based on synthetic chemical
compounds?,

Commercialisation processes often entail high risk. Business that involves genetic
resources is no exception. In many cases, genetic resources as they occur in nature do
not have commercial value themselves. Even if companies acquire genetic resources
that they are interested in, they cannot make a profit in the market without investing
a great deal of time and money. We should recognize that companies generally must
overcome a variety of huge risks in the commercialisation processes to get an
economically viable product on the market.

For example, in the pharmaceutical industry, Japanese experts reported that 17
Japanese companies used 290 thousand samples of resources (neural and chemical) for
screening for drug discovery. Of those, only 98 samples out of the 290 thousand
became new products3. Other surveys show it generally takes 10-12 years and costs
up to $800 million to commercialise one drug4.

Needless to say, huge risks and cost increase adversely affect business. This is
particularly true in business sectors that require very substantial monetary
expenditures and long-term R&D, such as the pharmaceutical industry. Therefore,
we should recognize that stringent and unpredictable regulation would unavoidably
lead companies to cut back or discontinue genetic resources-based research and use.
As a result, there would be little, by way of benefits, to share with providers of genetic
resources

(4) Conclusion

If excessive regulations were imposed on access and benefit shearing in providing
countries, it would inevitably affect companies in such a way as to lead to reduction of
activity or even withdrawal from genetic resources-based business. This would mean
that commercial benefits would not be generated, and therefore, there would be no

2 Tonny Buss “Natural Products and ABS strategy — From a Pharmaceutical Industry Perspective” JBA-UNU
International Symposium Tokyo, 30 September 2003.

3 Report on Cooperative Research Project on Conservation of biological diversity and the Sustainable use
(Japan Bioindustry Association 1997)

4 ibd
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benefits to share with providing countries. This outcome would be unfortunate for
users, providers, and all the other stakeholders.

On the other hand, our survey also shows that companies have a sense of
responsibility to conduct fair and equitable benefit sharing with providers. Moreover,
they are willing to promote and undertake projects on genetic resources-based
research with other countries where conditions can be arranged for proper
implementation of contracts based on mutual understanding and trust.

On the basis of this recognition, Japan is actively promoting the implementation of
the Bonn Guidelines in both the public and private sectors (e.g. Japanese translation
of the Bonn Guidelines is available and a total of six workshops and symposiums open
to the public have been conducted to disseminate information on the Bonn Guidelines).
The Bonn Guidelines are steadily diffusing into the private sector and academia. We
intend to continue these efforts. Furthermore, we plan to keep monitoring the
experiences of the private sector to ascertain whether or not the Bonn Guidelines are
working effectively.

It is therefore essential, as a first step, to strive to develop mutual understanding for
the current situation as it applies to the fair and equitable sharing of benefits arising
from the use of genetic resources between the providers and users of genetic resources,
instead of trying to immediately start discussion on the nature, scope, and modalities
of an International Regime. The most beneficial approach will be to discuss what
steps we should take, and to identify practical arrangements that are truly necessary
to develop such mutual understanding among stakeholders

2. Regarding an International Regime

After achieving mutual understanding on the issues discussed in paragraph 1, we
consider it necessary to conduct a rational discussion on how to clarify the basic
premises for constructing on international regime. Japan would like to ask those in
favor of legally binding international regime about the points set out below. In our
view, it would be difficult even to start a discussion without clarifying these points.

e Clarification of what is to be regulated
Whatever regulatory systems were to be introduced, the objects to be regulated
would need to be specified. If we consider a legally binding international
regime for the ABS, it is necessary to determine how all the items of genetic
resources would be specified. Besides, if genetic resources existing all over the
world should be specified, it would be difficult to construct the workable system
for an international regime.
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Prior Informed Consent (PIC)

If any regulatory system were to be introduced to implement this measure, we
would (1) have to clarify who would issue PIC certificates, (2) have to clarify the
procedure to issue them, and (3) need to conduct the process speedily. To
achieve all these goals, providing countries would need to build infrastructure
and train personnel at significant cost and time. A number of industry sectors
have concerns that this approach would be unrealistic

Non-discrimination against foreigners in ABS regulation

Japan’s social and economic system takes it granted that sustainable use of
genetic resources and fair benefit sharing will be promoted in a general way.
This leads us to believe that regulation for implementing benefit sharing should
apply equally, whether users are foreigners or inhabitants of the providing
country/country of origin. If we were to consider a legally binding
international regime for the movement of genetic resources across borders,
there is a concern that such a legally binding international regime might
encourage discrimination against foreigners, which has already occurred in
some countries.
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