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accordancewith ArtideL. 613—17, any patent rdaing to:

(& amedidine, amedicd devioe, amedicd devicefor in vitro diagnodics, ardated thergpeutic product;

(b) their production process, aproduct which isnecessary for their production or the production processfor such aproduct;

(©) Anex vivo diagnodtic method.”
3L “ Patentsrelating to these products, processes or diagnostic methods may only besuibject to ex-officio licensesin theinterest of public
hedlth when these products, or products derived from these processes or these methods are avail able to the public in insufficdient quantity or
qudity or at abnormdlly high prices or when the patent isexplaited under conditions contrary to theinterest of public hedth or from
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Pharmace I rch Tools in Japan

The research-based pharmaceutical industry is a key strategic sector for the Japanese
economy. Japan represents around 11 % of the worldwide pharmaceutical market,
The industry employs over 190,000 people. However, several indicators show that
the Japanese pharmaceutical sector is losing competitiveness compared to the United
States of America both in terms of market size and the environment for research and
development and clinical trials. The MHLW has adopted a “Vision for the
Pharmaceutical Industry” which aims to improve the international competitiveness of
the Japanese pharmaceutical sector, in both of these areas. To achieve the goals set as
part of this initiative, careful attention should be given to ensure strong and effective

intellectual property standards, and to avoid their erosion.

We were informed that discussions are taking place in Japan regarding models to
introduce compulsory licensing mechanisms with regard to pharmaceutical rescarch
tool patents (or similar measures which would have the effect of unilaterally and

compulsorily depriving patent holders from their rights).

FhRMA would stress the following:

» The proposal under discussion recommends the establishment of a new

compulsory licensing system, but the wording is primarily unclear, as is evident

Pharmaceutical Kesearch and Manufacturers of America

1100 Fifteenth Street, DO 20005 Tel: 202-835-34082 FAX 202-835-3413 E-Mail JdarmondFhima ong




from the definition of “inventions blocking scientific research activities”. Ewven
assuming that these are confined to “research tools”, the range remains unclear,

and there is a danger that the scope of application may be extended further.

= Since patent rights are by nature exclusive and the exceptional provisions should
be limited, even Article 93 of the Patent Law restricts the exceptions to cases
“where (it) is particularly necessary in the public interest”. The working of
“inventions blocking scientific research activities” would include inventions that
differ significantly from those intended by this article, and the basic

incompatibility with the government arbitration system may cause problems.

» In this connection, notwithstanding that the system design allows for the
discretionary approval of licenses by patent-holders, the introduction in Japan of

the government arbitration system would represent an “erosion of patent rights".

In particular, the provisions of TRIPS Anticles 30 and 31 are dircetly linked to the
“exceptions to patent rights in the public interest”, which derive from the Posi-
Doha Paragraph 6, and are even scheduled for revision. In this situation, for Japan,
which is requesting the reinforced protection of all aspects of intellectual property
from the governments of developing countries, 1o seck the inclusion of new terms
in these provisions without their official revision is, notwithstanding the
“conditioned approach™ style adopted by TRIFS, highly risky and is likely to

impact severely on the pharmaceutical industry and industry as a whole.

In practice, since the effectuation of the TRIPS Agreement, many countries have
modified the implementation or revised the system of compulsory licensing with a

view fo restricting the grant of these licenses.
Under these circumstances the introduction into Japan of the system proposed
would give opportunities to adopt policics that would weaken the protection of

intellectual property.

+ The proposal under discussion refers to “exemptions” in a report compiled by



INTERFAT and cntitled “Research Tools, Research Excmptions and the
Fatentability of DNA Sequences: Some General Principles”, however, it does

niot recommend compulsory licensing,

» In practice, where there is little chance of an injunction on a reach-through
product of a research tool patent, climination of high reach-through royalties

would in itself remedy a considerable number of the problems.

Conclusion:

Research tools should not be subject to particular compulsory licensing standards, as
implied in current proposals. The current legislative framework provides for the
necessary safeguards to ensure that rescarch tools are readily available. Weakening of
intellectual property protection in Japan would have an adverse reaction on
investment in pharmaceutical innovation from both local and international companies,

which would be contrary to the MHLW “Vision for the Pharmaceutical Industry”™
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Japan Patent Office
3-4-3, Kasumigaseki
Chiyoda-ku, Tokyo
100-8915

23 September 2004

Dear Madam, Sir,

Re: Pharmaceutical Research Tools in Japan

The European Federation of Pharmaceutical Industries and Associations (EFPIA)
is the representative body of the research-based pharmaceutical industry operating
in Europe.

We were informed that discussions are taking place in Japan regarding models to
introduce compulsory licensing mechanisms with regard to pharmaceutical
research tool patents (or similar measures which would have the effect of
unilaterally and compulsorily depriving patent holders from their rights).

Please find enclosed an EFPIA position paper prepared with this regard, for your
attention.

Yours faithfully,

Brian Ager [original signed]
Director General
EFPIA



European Federation of *x Féderation Européenne
Pharmaceutical Industries d’Associations et d’Industries
and Associations Pharmaceutiques

Pharmaceutical Research Tools in Japan

The research-based pharmaceutical industry is a key asset for the Japanese economy.
Japan represents around 13% of the world pharmaceutical production and 11% of
the worldwide pharmaceutical market. This industry employs over 190,000 locally.
Japan stands out as a competitive pharmaceutical industry, and an internationally
attractive environment for drug development. This was achieved with the
implementation and enforcement of intellectual property rights in line with
international standards.

Several economic indicators show that the Japanese pharmaceutical sector is losing
competitiveness compared to the United States of America. The MHLW has adopted
a “Vision for the Pharmaceutical Industry” which aims to improve the international
competitiveness of the Japanese pharmaceutical sector. To achieve the goals set as
part of this initiative, careful attention should be given to ensure strong and effective
intellectual property standards, and to avoid their erosion.

We were informed that discussions are taking place in Japan regarding models to
introduce compulsory licensing mechanisms with regard to pharmaceutical research
tool patents (or similar measures which would have the effect of unilaterally and
compulsorily depriving patent holders from their rights).

EFPIA would stress the following:

e There is no substantial evidence that research tools patents inhibit research or
scientific progress in practicel. Many companies voluntarily licence research tool
patents on fair commercial terms. Further, the research tools themselves are often
made available in the ordinary course of business practice.

The current system of compulsory licensing under Japanese law, which generally
reflects the TRIPs Agreement, is carefully balanced as it is conceived as an
exceptional mechanism to address emergency situations or abuse. Compulsory
licensing is to be used only in a very limited set of circumstances (e.g., in
situations where a patent owner has abused the right, or impeded the ability of a
Government to take emergency action).

e EFPIA does not believe that research tool patents should be subject to specific
compulsory licensing mechanisms that do not apply to other types of patents.
Certainly, EFPIA sees no reason for any rules or laws which allow for systematic
or automatic compulsory licensing of research tool patents. Research tool patents
should be treated in the same way as any other patent, so that compulsory licences

1 See, for example, Gene patenting and medical research: a view from a pharmaceutical company; Stott &
Valentine; Nature Reviews Drug Discovery 3 364-368 (2004) and the references therein.




are only allowed where there is an abuse of patent rights or to allow emergency
action.

e More extensive use of compulsory licensing will threaten the research-based
pharmaceutical and life science technologies sector in Japan by creating legal
and economic uncertainty, undermining the incentives for local and
international firms to engage in innovative activities. Companies will reconsider
making investments in the country’s pharmaceutical and life science technologies
sector, preventing amongst other innovative activities the elaboration of tools to
identify treatments to cure diseases prevalent in Japan and internationally.

e Because there is no evidence that research tool patents are causing specific
problems, there is no benefit to be gained from more extensive compulsory
licensing provisions for them. To the contrary, to introduce such provisions will
reduce the incentives to invest in research in Japan and will damage Japan’s
reputation for being a supporter of strong intellectual regimes.

Therefore, research tools should not be subject to particular compulsory
licensing standards. The current legislative framework provides for the
necessary safeguards to ensure that research tools are readily available.
Weakening of intellectual property protection in Japan would have as adverse
reaction to deter investment in pharmaceutical innovation from local and
international companies.

The European Federation of Pharmaceutical Industries and Associations
(EFPIA) iIs the representative body of the research-based pharmaceutical
Industry operating In Europe. Its members comprise 25 national
pharmaceutical industry associations and 43 pharmaceutical companies
involved In the research, development and manufacturing of medicinal
products for human use.

20 September 2004
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