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Summary of the Report “What Kind of Patent Protection Should There Be
for Medical Practices (Conclusion)” and Our Proposals for the Future*

Biotechnology Committee

(Abstract)

We reviewed the deliberation process at the Task Force on Patent Protection for Medical
Practices under the Intellectual Property Strategy Headquarters, and discussed specific problems to be
solved for future intellectual property systems and a desirable direction of solution, based on the
Report titled “What Kind of Patent Protection Should There Be for Medical Practices (Conclusion),”
which was developed and disclosed by the task force. Having considered whether or not patent protec-
tion should be afforded for advanced methods of using medical devices and medicinal substances, the
task force concluded that a “method of operating a medical device” as a whole should be regarded as a
patentable subject matter and a “method of bringing about new efficacy or effects of medicinal sub-
stances for the purpose of manufacturing and selling the substances” should be protected by a patent
for an invention of a product, while excluding a method of using medicinal substances from the scope
of patentable inventions of methods. The task force stressed the necessity of revising the Examination
Guidelines so as to expand the scope of patent protection as widely as possible, taking one step for-
ward which was still insufficient to solve all problems in this field. In the future, it is hoped that im-
provements will be made to the patent system in accordance with the conclusion of the task force’s
report, aiming to afford sufficient protection for technologies relating to methods in this field without

causing an adverse effect on medical services.
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1. Introduction

The Task Force on Patent Protection for
Medical Practices under the Intellectual Property
Strategy Headquarters (hereinafter referred to as

the “Task Force™) developed and published the
Report entitled “What Kind of Patent Protection
Should There Be for Medical Practices (Conclu-
sion)” (hereinafter referred to as the “Conclu-
sion”)". The Conclusion was the outcome of
efforts for more than one year, through eleven
sessions, since the Task Force was established in
July 2003 and was called for the first meeting in
October (See Table 1). The medical field is not
only important for Japan’s recent policy for de-
velopment of advanced technology but also has
a considerable impact on people’s lives. We,
those engaging in intellectual property affairs in
the biotechnology field, strongly feel the neces-
sity and responsibility to fully understand the
Conclusion that the Task Force had drawn
through deliberate discussion, and reflect it in
the future intellectual property systems of Japan.

This report reviews the deliberation proc-
ess and examines specific problems to be solved
for future intellectual property systems and a
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desirable direction of solution based on the Con-

clusion.

The committee members prepared this
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and making reference to the agenda, materials,
and minutes available on the Task Force web-
- 2)
site™.

report by hearing the sessions of the Task Force

Table 1 Deliberation Process of the Task Force on Patent Protection for Medical Practices
Session Issues and conclusion
Ist Oct. 31,2003 | Discussed patent protection in the medical field
2nd | Dec. 5,2003
3rd | Dec. 18,2003
4th | Feb. 35,2004
5th | Mar. 17,2004
6th | May 20,2004 | Excluded medical methods from patent protection
Decided to discuss the patentabilty of methods of using medical devices
and medicinal substances
7th | June 3,2004 | Discussed patent protection for methods of using a medical device and
8th June 30,2004 | medicinal substances
9th Sept. 9,2004 | Discussed the impact and concern of the expansion of the scope of
10th | Oct. 13,2004 | patent protection
Oct. 20,2004 | (Invited comments from the public for 16 days)
11th Nov. 22,2004 | Prepared the Conclusion

Table 2 Scope of Patent Protection in Japan, the United States, and Europe

) Diagnostic methods
Surgical methods Inspﬁec(tlion Mel:tho]gls to |Methods of
. methods to | only obtain | examining ioi
Therapeutic methods directly the interim | tissues taken Mﬁf&?ggfgggggg e
obtain the  |result of from the
Others result of diagnosis human body
diagnosis
Therapeutic methods Gene MNR Blood Medicinal substances per
diagnosis inspection | sampling se
Surgical methods methods
Endoscopy | X-ray Methods of manufactur-
Gene therapy methods inspection ing medicinal substances
Regenerative therapy methods Blood Medical devices per se
pressure
Cardiac stimulation methods measuring Methods of manufactur-
methods ing medical devices
Radiotherapy methods )
Methods of controlling
Dialysis treatment methods medical devices
Medication methods Methods of manufactur-
ing biologic products
Drug delivery systems (e.g. cultured skin)
Contraception methods
Childbirth methods
Japan X X X O O
Europe X X O O O
uUs O O O @) ©)

O: Patentable; X: Non-patentable
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2. Deliberation Process and Sum-
mary of Conclusion

2.1 What Kind of Patent Protection Should
There Be for Medical Practices

The Task Force was established to discuss
the issues addressed in the “Strategic Program
for the Creation, Protection and Exploitation of
Intellectual Property” (hereinafter referred to as
the “Strategic Program”), Chapter 2-3(1) “Re-
searching the desirable way of providing patent
protection of medical practices,” based on the
decision entitled “Establishment of Task Forces
Concerning Important Policy Issues under the
Strategic Program for the Creation, Protection
and Exploitation of Intellectual Property” made
by the Intellectual Property Strategy Headquar-
ters. Prior to the establishment of the Task Force,
the Intellectual Property Strategy Task Force of
the Council for Science and Technology Policy
(hereinafter referred to as the “IP Policy Task
Force”) recommended, in its “Interim Report on
Intellectual Property Strategy, that patenting
of advanced medical technologies should be en-
couraged and improvements should be made to
the patent system to this end, which indicates
that there was a strong request for a solution to
this issue as a background factor for the estab-
lishment of the Task Force. Furthermore, in the
initial discussion at the Task Force, the results of
the deliberations at the Medical Practice Work-
ing Group, Patent System Subcommittee, Intel-
lectual Property Strategy Committee, Industrial
Structure Council (hereinafter referred to as the
“Medical Practice Working Group”) were taken
into account with regard to patent protection for
medical technologies mainly relating to regen-
erative medicine and gene therapy™®-.

The Strategic Program stated as follows.
“While giving sufficient consideration so as not
to cause an adverse impact on medical practices
that should be equally performed under trustful
relationships between patients and medical prac-
titioners, the GOJ will set up a forum for exten-
sively discussing the treatment of medical prac-
tices under the Patent Law, from the viewpoint
of driving the progress of useful and safe medi-
cal technologies that will contribute to raising
the level of citizens’ health care, such as ena-
bling patients to receive more advanced medical
treatment. The GOJ will draw a conclusion early
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in FY 2004.” The Task Force discussed whether
or not to include medical methods, which were
fundamental technologies for medical services,
in the scope of patent protection. While some
members advocated that patent protection for
medical methods was indispensable for promot-
ing further development and commercialization
of advanced medical technologies, providing
incentives for medical practitioners and medical
researchers, or supporting efforts of related busi-
nesses in commercialization, other members
argued that it was unacceptable from the per-
spective of preserving medical ethics or ensuring
safety in medical services. Thus, the Task Force
saw a major conflict in terms of the necessity of
patent protection and flexibility in medical ser-
vices. The Task Force also discussed issues
regarding health economics as well as a com-
parison with the United States, the leading coun-
try in patent protection in this field (See Table 2),
but did not reach a consensus. Consequently, at
the sixth session, the Task Force decided to ex-
clude medical practices that should be per-
formed exclusively by medical practitioners
(hereinafter referred to as “exclusive medical
practices” in order to distinguish them from
medical practices involving people other than
medical practitioners)” from the scope of patent
protection, and focused the discussion on
whether or not to afford patent protection for
methods of using medical devices and medicinal
substances.

2.2 Patent Protection for “Methods of Oper-
ating Medical Devices”

According to the policy mentioned above,
the Task Force discussed patent protection,
dividing issues into those relating to medical
devices and those relating to medicinal sub-
stances, and focusing on methods of operating
medical devices and methods of bringing about
new efficacy or effects of medicinal substances
for the purpose of manufacturing and selling the
substances in the respective categories.

With respect to a method of using a medi-
cal device, the Task Force saw a continued con-
sensus that patent protection should be afforded
for the structure and functions that were pro-
vided in the medical device for the purpose of
controlling the operation of the device in itself,
rather than how medical practitioners used the
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device in the course of performing medical prac-
tices. The question was whether or not it was
possible to clearly separate, in terms of pat-
entability, acts of controlling the operation of the
medical device from exclusive medical practices.
The Task Force members supported the proposal
that patent protection should be afforded for a
method of operating a medical device, limiting
the object of protection to the part of the method
that was performed just before the medical prac-
titioner applied the device to the patient and
therefore dependent only on the devise itself.
However, there was concern that the impact of
regarding the whole part of a method of operat-
ing a medical device as a patentable subject mat-
ter was still uncertain. For this reason, another
proposal was presented that the scope of patent
protection should be limited, as in Europe, to
part of a diagnosis method or method to obtain
the interim result for diagnosis (see Table 2).
Upon the invitation of comments from the public,
the third proposal was also presented (see Table
3). Twenty-four comments were submitted from
associations and individuals, most of which sup-
ported Proposal 1.

Through the deliberation process re-
viewed above, the Task Force drew a conclusion
that the whole part of a method of operating a
medical device should be regarded as a pat-
entable subject matter, excluding technologies
involved in acts performed by medical practitio-
ners from the method.

2.3 Patent Protection for “Methods of Bring-
ing about New Efficacy or Effects of
Medicinal Substances for the Purpose of
Manufacturing and Selling the Sub-
stances”

In recent pharmaceutical R&D projects,
new inventions have been made by using several
medical agents simultaneously or making an
innovative change to the dose or dosing interval,
and the amount of investments in such projects
has been increasing. Under such circumstances,
at the Task Force, patent protection was sought
for technologies relating to methods of using
medicinal substances, whereas deliberate and
multilateral consideration was also required re-
garding the impact of and concern for the expan-
sion of the scope of patent protection. Various
other issues were discussed, such as the impact
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on exclusive medical practices or trustful rela-
tionships between patients and medical practitio-
ners, medical safety, medical costs, technology
monopoly, and influence on generic drugs. The
Task Force finally reached a consensus that ex-
clusive medical practices involved in methods of
using medicinal substances should be excluded
from the scope of patent protection, and focused
on the difference between dosing methods em-
ployed as methods of using medicinal substances,
and prescription and dosing instructions given in
the course of performing exclusive medical
practices.

A majority in the Task Force advocated
the following proposal. “Methods of using
medicinal substances to be separated from ex-
clusive medical practices and afforded patent
protection, should be limited to methods of
bringing about new efficacy or effects of medici-
nal substances for the purpose of manufacturing
and selling the substances, which must be char-
acteristic in the combination of medicinal sub-
stances or the dose or dosing interval.” However,
this proposal could not eliminate the concern of
a minority, who argued that this proposal failed
to clearly separate methods of using medicinal
substances from exclusive medical practices, so
the scope of patent protection should be limited
to inventions of products at the present stage.
For this reason, Proposal 3 (see Table 3) was
also presented to invite comments from the
public.

Most of the 24 comments submitted by
associations and individuals supported Proposal
1, which also gained support from a majority in
the Task Force. However, at the 11th session, the
Task Force drew the following conclusion, while
giving consideration to the strong concern about
the impact on medical services. “It should be
aimed to the greatest possible extent to explore
the possibility of protecting technologies relating
to methods of bringing about new efficacy or
effects of medicinal substances for the purpose
of manufacturing and selling the substances by
product patents, by making reference to cases in
other technical fields and existing patents
granted for medicinal substances and giving
consideration to the effect of right, and clearly
provide such treatment in the Examination
Guidelines.”

The Task Force also stated as follows.
“Even in this case, inventions of products differ
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from inventions of methods in terms of the
scope of the subject matter and the effect of the
patent, and it is impossible to fully protect tech-
nologies relating to medical practices only as
inventions of products; therefore, the authorities
concerned should continue efforts to explore the
possibility of protecting such technologies as
invention of methods in accordance with the pur-
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port of individual inventions.” The Task Force
also recognized the necessity to “take various
specific measures...so as to make assurance to
avoid an adverse effect on medical services” and
“continue deliberate consideration..., assuming
that an unpredictable impact or concern might
occur.”

Table 3 Proposals presented to the public for comments

Method of bringing about new efficacy or effects of

Method of operating a medical device medicinal substances for the purpose of manufacturing

and selling the substances by product patents

Proposal 1 A method of operating a medical | Proposal 1 | A method of bringing about new efficacy
device, which relates to the func- or effects of medicinal substances for the
tions and system of the device, purpose of manufacturing and selling
should be regarded as a patentable the substances by patents for inventions
subject matter. of products, which is characteristic in the

combination of medicinal substances or
the dose or dosing interval, should be
regarded as a patentable subject matter.*

Proposal 2 It is a hasty attempt to expand the | Proposal 2 | Whatever expressions we may use to
scope of protection beyond the describe a medical method, it is difficult
scope in Europe; patent protection to separate it from acts performed by the
should be afforded only for part of medical practitioner; therefore,
an inspection method (among three technology relating to such a method
phases that comprise a diagnostic should be protected as an invention of a
method, i.e. (1) data collection, (2) product.
comparison, and (3) choice of
medical practices, the part of the
method in (1) and (2)).

Proposal 3 Consideration is still needed in | Proposal 3 | Consideration is still needed in respect
respect of an adverse impact of the of an adverse impact of the expansion of
expansion of the scope of patent the scope of patent protection on
protection on medical services. medical services.

* Footnotes are omitted.

3. Examination

There are two major issues in the delib-
eration at the Task Force. One issue is whether
or not there are any medical practices that
should be regarded as patentable subject matters
but not yet fully protected as such, and the other
issue is whether or not it is possible to separate
such practices, in terms of patentability, from
those exclusively performed by medical practi-
tioners. More specifically, the first issue focuses
on the view that a medical device and medicinal
substances per se are regarded as a patentable
subject matter and treated as an invention of a
product but a method of using them is not re-
garded as a patentable subject matter, pointing
out inadequacy in patent protection for inven-
tions relating to medical devices and medicinal
substances. The second issue focuses on whether
or not it is possible, in the case where a method

of using a medical device or medicinal sub-
stances is regarded as a patentable subject matter,
to separate a method of using a medical device
and medicinal substances from exclusive medi-
cal practices or separate patentable technologies
from medical practices.

Under the existing patent system, an in-
vention of technology relating to a medical de-
vice or medicinal substances used for medical
practices is patentable by product claims and it
is not patentable by method claims. This treat-
ment is based on the provisions of the Examina-
tion Guidelines that methods of treating the hu-
man body by surgery or therapy and diagnostic
methods practiced on the human body are not
considered as industrially applicable (Examina-
tion Guidelines for Patent and Utility Model?,
Part II, Chapter 1), and in accordance with the
provision of the Patent Law that an industrially
inapplicable invention shall not be patented (the
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principal sentence of Section 29(1) of the Patent
Law”). In other words, the authorities seem to
consider that medical methods are not industrial
and therefore inventions of technologies relating
to medical methods cannot be regarded as pat-
entable. However, it has become obvious that
some medical technologies can be described
only by method claims and they may be needed
industrially aside from exclusive medical prac-
tices. Such technologies closely relate to recent
advanced medical practices, e.g. regenerative
therapy, gene therapy, advanced use of medical
devices and medicinal substances. The Task
Force recognized the necessity to review the pat-
ent system, with the aim of protecting these
medical practice-related technologies appropri-
ately. As mentioned above, the IP Policy Task
Force and the Medical Practice Working Group
pointed out inadequacy in patent protection for
inventions of medical practices-related technolo-
gies’™. Furthermore, problems arising from the
patenting of use inventions relating to advanced
methods of using pharmaceutical products
(problems of modified agent claims) were also
closely analyzed in research projects of the Insti-
tute of Intellectual Property, leading to the con-
clusion that acceptability of method claims
should be considered in this field®.

The Task Force, in light of the difficulty
in separating inventions relating to advanced
medical methods from exclusive medical prac-
tices, initially considered including all medical
practices in the scope of patent protection with-
out restrictions, and then treating exclusive
medical practices as non-patentable subject mat-
ters. As a result of the consideration, the Task
Force concluded that the impact of the patenting
of medical methods on medical services was not
yet fully examined and concern about possible
problems could not be completely eliminated, so
ruled out the idea of including all medical meth-
ods in the scope of patent protection.

Following this policy, from the seventh
session, the Task Force focused on patent protec-
tion for advanced methods of using medical de-
vices and medicinal substances. Although a de-
bate took place again regarding the impact of the
patenting of medical methods on medical ser-
vices, the Task Force arrived at a conclusion that
the safety measures under the patent system
functioned properly, and examined the necessity
to protect medical methods not only by product
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patents, as under the existing patent system, but
also by method patents. Through the comparison
among Japan, the United States, and Europe in
terms of the existing scope of patent protection,
the Task Force, from the perspective of indus-
trial competitiveness, also confirmed the neces-
sity to afford patent protection for medical meth-
ods to the level available in the Untied States.
Having reviewed all these issues, the Task Force
went back to the initial issue and discussed
whether it was possible to separate patentable
medical practices from exclusive medical prac-
tices.

With respect to a method of using a medi-
cal device, the Task Force concluded that the act
of applying a medical device to the human body
(the patient) was deemed to be included in ex-
clusive medical practices whereas other acts per-
formed before the application of the device to
the human body in order to operate the device
were excluded, and therefore patent protection
should be afforded for a method of operating a
medical device. This conclusion was based on
the idea that the operation of a medical device
that would take place to fulfill its intended pur-
poses was a matter of the device itself and it
could be separated from exclusive medical prac-
tices. According to this conclusion, for instance,
an existing mechanical device would be pro-
tected by patent if it were able to provide inno-
vative and advanced medical techniques through
arrangements in its operational method. Thus,
the path appeared to have been opened for af-
fording patent protection for a method of operat-
ing a medical device. The Task Force’s conclu-
sion in this respect is consistent with the view
expressed in the comments submitted by the
committee” and other entities. It is hoped that
specific measures in this direction will be taken
in the future.

Compared with a method of using a medi-
cal device, a method of using medicinal sub-
stances seems to be more difficult to separate
from exclusive medical practices. The Task
Force closely examined the necessity to afford
patent protection for technologies that were not
protected by product patents under the existing
patent system. In particular, opinions were di-
vided as to the current patent protection for in-
ventions relating to (1) the simultaneous use of
several medical agents and (2) the dose or dos-
ing interval, which were raised as typical tech-
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nologies needing patent protection; some mem-
bers pointed out that inventions mentioned in (1)
had already regarded as patentable inventions of
products. However, some inventions in which
existing pharmaceutical products are used can be
characterized by the dosing schedule (temporal
factor) or the combination with other pharma-
ceutical products that are usually not supplied at
the same time (geographical or spatial factor).
These two factors that form the gist of inven-
tions are not products and therefore not pro-
tected by product patents. The Task Force
clearly recognized that the solution to this prob-
lem was a challenge in affording patent protec-
tion for a method of using medicinal substances.
Based on this recognition, the Task Force con-
sidered including methods of bringing about new
efficacy or effects of medicinal substances for
the purpose of manufacturing and selling the
substances in the scope of patent protection. A
majority in the Task Force supported patent pro-
tection for methods for using medicinal sub-
stances, whereas there was also a minority view
that such methods should be protected only by
product patents. The Task Force concluded that
technologies relating to methods of bringing
about new efficacy or effects of medicinal sub-
stances for the purpose of manufacturing and
selling the substances should be protected by
product patents, and further efforts should be
made to explore the possibility of expanding the
scope of patent protection to the greatest possi-
ble extent. Thus, the Task Force shelved the idea
of recognizing methods of using medicinal sub-
stances per se as patentable subject matters and
led to a conclusion that was different from the
comments submitted by the committee”. How-
ever, it was confirmed that sufficient discussion
would be needed toward protecting technologies
relating to methods by product patents, so we
should also fully examine this point.

As mentioned above, the Task Force dis-
cussed (1) the simultaneous use of several medi-
cal agents and (2) the dose or dosing interval as
typical examples of methods of using medicinal
substances. Currently, technologies relating to
(1) may be deemed to be protected by patents for
compounds. However, compounds do not in-
volve a time factor or geographical factor'®. In
the future, we should discuss (1) and (2) together
in considering the possibility of protecting meth-
ods of using medicinal substances by product
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patents, because the simultaneous use of several
medical agents can be regarded as an invention
not only for the mere combination of several
agents but also for the choice of the dose or dos-
ing interval for the medical agents to be com-
bined together. In this respect, (1) and (2) in-
volve problems that should be solved at the
same time. Since technologies relating to meth-
ods of using medicinal substances involve tem-
poral factors and geographical factors, the prob-
lems cannot be solved merely by improving the
stability of patent protection for compounds,
which have been patented based on product
claims, so more specific discussion is desired.
This is also important for determining novelty
and inventive step, because it is often the case
that where a patent is sought for a method of
using a pharmaceutical product, the method of
use is novel but the product is publicly known.

One reason that the Task Force discussed
patent protection for methods of using medical
devices and medicinal substances is inadequacy
in protection by product patents under the exist-
ing patent system. Patents that have already es-
tablished based on product claims do not fully
reflect the gist of the patented inventions® and
they lack legal stability. In future discussion on
institutional improvement, patent protection that
will contribute to the development of industry,
which is the principal purpose of the patent sys-
tem (Section 1 of the Patent Law”), will be de-
sired. To achieve this, we should design a patent
system while taking into consideration the phase
of exercising a patent right, and consider a sys-
tem in which patentability will be determined by
giving due consideration to the technical matters
of methods and granting legally stable product
patents.

The point that was controversial through-
out the discussion in the Task Force was the im-
pact of the patenting on medical services. On
this point, the Task Force examined various is-
sues individually, and drew the Conclusion de-
tailed above, holding that problems would not
occur with respect to these individual issues but
consideration should be given to unexpected
circumstances because the filed of medicine
would directly affect people’s health. The neces-
sity of sufficient consideration to medical ser-
vices gained unanimous support in the Task
Force and also mentioned in our comments”. In
the Conclusion, taking this point into account,
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the Task Force recommended that measures
should be taken to make assurance and deliber-
ate consideration should be continued in future
discussion on institutional improvement. Spe-
cific measures are also desired on this point as
suggested in many comments from the public.

4. Committee’s Conclusion

With respect to methods of operating
medical devices, the Task Force’s conclusion
that the whole part of the method should be re-
garded as a patentable subject matter, has
opened the path for affording patent protection
for inventions of methods described by method
claims, which had been a pending issue until
then. On the other hand, with respect to methods
of bringing about new efficacy or effects of me-
dicinal substances for the purpose of manufac-
turing and selling the substances, the Task Force
only concluded that they should be protected as
patentable subject matters and this treatment
should be clearly provided in the Examination
Guidelines, leaving various problems unsolved
that would occur due to the unavailability of
method claims, which had been criticized until
then. We cannot deny that this is a regrettable
outcome from the perspective of the develop-
ment of medical industries, progress in the appli-
cation of advanced technologies to medical pur-
poses in the life science field, and advancement
of international competitiveness in these fields.
However, considering that the field of medicine
directly affects public welfare, the Task Force’s
Conclusion could be evaluated as one step for-
ward toward solving longstanding problems, by
exploring the possibility of protecting technolo-
gies relating to methods of bringing about new
efficacy or effects of medicinal substances for
the purpose of manufacturing and selling the
substances by product patents. As recommended
in the Conclusion, it is hoped in the future that
discussion will be held to revise the Examination
Guidelines so as to expand the scope of patent
protection as widely as possible and improve-
ments will be made to the patent system while
giving consideration to taking measures to in-
crease the consistency and transparency in the
implementation of the Examination Guidelines
or clearly stipulate the scope of protection.
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