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EXECUTIVE SUMMARY

1. Pursuant to the decision of the Standing Committee on the Law of Patents (SCP) at its
twelfth session held from June 23 to 27, 2008, in Geneva, the present document prepared by
the Secretariat is submitted as a preliminary study on the issue of exclusions from patentable
subject matter and exceptions and limitations to the rights. The document is divided into two
distinct issues, namely, exclusions from patentabl e subject matter and exceptions and
limitations to the rights, each of which are addressed from the following perspectives:

(i) policy objectivesand role; (ii) theinternational legal framework; and (iii) provisions
contained in national and regional laws.

Exclusions from patentable subject matter

2. The patent system intends to promote innovation and to improve the social benefits
resulting from that innovation. In order to meet that goal, patent laws provide various
requirements to obtain a patent. Firstly, a patent is granted for “inventions’, but not for works
of literatures and music, for example. Although the definition of “invention” is different from
one country to the other, many national laws consider that, in particular, discoveries, abstract
ideas and non-technical creations are not “inventions’ within the meaning of patent law.
Secondly, only those inventions that meet the three patentability criteria, i.e., novelty,
inventive-step (non-obviousness) and industrial applicability (utility) are entitled to patent
protection, so that only inventions that contribute to technical progress are rewarded. Even
those latter inventions, however, do not necessarily support the ultimate goal of the patent
system, that is, to enhance public welfare. In this case, from a public policy perspective, they
may be excluded from patentability, even if they represent a significant scientific or
technological advancement.

3. Although many countries share general public policy objectives, the concrete means as
to how to reach those objectives often vary from one country to the other. Public policy
consideration may be influenced by the socio-economic conditions and the country’s
priorities, and vice versa. Historical, cultural and religious conditions may be important
factors for shaping ethical and moral considerations. Therefore, public policy considerations
are hardly ever static: they change over time, reflecting the needs and redlities of the various
countries.

4.  Excluding certain categories of subject matter from patentability can neither stop
inventors from inventing in the area of such subject matter, nor can it prohibit the commercial
exploitation of such inventions. Indeed, where no patent exists, nobody is required to obtain
the consent from the inventor to use the invention. It is sometimes argued that the control of
commercial activities based on, for example, ethical, health and environmenta grounds
should rather be regulated by other laws than the patent law. On the other hand, some argue
that the patent system does not exist in a vacuum, and that the State should not grant exclusive
rights to inventions that obviously harm public interests and consequently do not deserve to
generate any economic return thanks to patent protection.

5. Asregardstheinternational legal framework, the Paris Convention and the Patent
Cooperation Treaty (PCT) do not address exclusions from patentabl e subject matter, although
Article 4quater of the Paris Convention and Rules 39 and 67 of the Regulations under the
PCT touch upon some related issues. The TRIPS Agreement, in Article 27.2 and 27.3,
provides specific categories of subject matter that the WTO Members are entitled to exclude
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from patentability. Further, Article 73 recognizes afreedom of the Membersto take certain
actions which they consider necessary for the protection of their essential security interests.

6. Atthenational/regional level, the exclusions from patentabl e subject matter provided for
in national/regional legislation vary significantly. Nevertheless, certain categories of subject
matter are considered to be excluded from patentability in many countries (see Annex 11 of
document SCP/12/3 Rev.2). They include:

- inventions the exploitation of which is against ordre public or morality;

- diagnostic, therapeutic and surgical methods for the treatment of humans and animals;
- plant and animal varieties;

- plants and animals other than micro-organisms;

- essentially biological processes for the production of plants and animals;

- inventions affecting national security.

7.  The present document summarizes the scope of each exclusion under national/regional
laws and outlines some issues being discussed in relation to each type of subject matter.

8. Theexact scope of those exclusions under the national/regional laws, however, needs
careful analysis, since the interpretation of the legislative provisions vary. Further, the
exclusions under national/regional laws alone do not provide the entire picture of what can,
and what cannot, be patented at the national/regional level. For example, even if thereisno
explicit provision excluding certain categories of subject matter from patentability, a patent
may not be granted on such invention because it may be considered lacking novelty, inventive
step or industrial application.

Exceptions and Limitations to the Rights

9. In principle, the granting of exclusive patent rightsis considered as an incentive for
investment in innovative activities and the production of knowledge. To correct the potential
inefficiencies of the market power created by such exclusive rights, a number of mechanisms
are provided in the patent system, such as the patentability or the disclosure requirements.
Nevertheless, granting full exclusive rightsin all circumstances may not always meet the goal
of promoting innovation and enhancing the public welfare. Consequently, in many, if not all,
patent laws, the scope of the enforceable exclusiverightsis carefully balanced with the
interests of other parties, who may be prevented from using the patented invention for a
limited period of time.

10. Generally speaking, there are two types of exceptions and limitations that allow States
to fine-tune the different interests among stakeholders. First, there are provisions that
exclude, or allow for the exclusion of, certain uses of a patented invention from being
addressed in infringement proceedings in national laws as well as under international treaties.
The second type of exceptions and limitations is characterized by the fact that a patentee
cannot stop third parties from using his patented invention, but is entitled to remuneration
against such use. In other words, although the injunctive relief is significantly limited, aright
to remuneration against the use of the invention is maintained. So-called compulsory licenses
(or non-voluntary licenses) are often used to put thistype of limitation in place.
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11. Similarly to the case of the exclusions from patentable subject matter, at first sight, the
consequence of limiting the scope of the enforceable rights may seem to consist in less
incentive for inventors to invest in innovative activities. Itis, of course, a matter of public
policy to determine whether, under certain circumstances, it may be more appropriate to allow
other parties to use the patented technology than to allow the patentee alone to exercise the
exclusive right with aview to better promote innovations and increase social welfare.
However, the legal assurance of non-infringement through uses by others than the patentee
does not necessarily mean that these other parties can immediately exploit the patented
invention, since secret know-how may be involved for the optimal exploitation of the
invention, particularly at the commercialy profitable scale.

12. Asregardstheinternational treaties, Article 5.A of the Paris Convention provides
certain rules regarding compulsory licenses. Further, certain limitations to the exclusive
rightsin view of the safeguard of the public interest to maintain the freedom of transport is
regulated in Article Ster of that Convention. Similarly, Article 27 of the Chicago Convention
extends the exceptions to the patent rights with respect to international air navigation.

13. Articles 30 and 31of the TRIPS Agreement provide the exceptions and limitations to the
rights which may be provided by the WTO Members. According to Article 30, aMember
may provide limited exceptions to the exclusive rights conferred by a patent, provided that
such exceptions do not unreasonably conflict with the normal exploitation of the patent and
do not unreasonably prejudice the legitimate interests of the patent owner, taking account of
the legitimate interests of third parties. The Canada-Patent Protection of Pharmaceutical
Product case (DS114) offers some guidance in interpreting Article 30. Article 31 provides
that a Member may allow, under the stipulated conditions, other use by third parties or by the
Government than that allowed under Article 30 without authorization of the right holder. The
Declaration on the TRIPS Agreement and Public Health, adopted by the Fourth Session of the
WTO Ministerial Conference at Doha on November 14, 2001, provides some guidance to the
application of Article 31. Further, the Decision of the General Council of August 30, 2003,
on the Implementation of paragraph 6 of the Doha Declaration on the TRIPS Agreement and
Public Health allows WTO Membersto “waive’ the limitation on exports under compul sory
licenses to |east-devel oped country Members and other Members that have insufficient or no
manufacturing capacities in the pharmaceutical sector for the patented product in question.
Following the Decision of the General Council of December 6, 2005, on the Amendment of
the TRIPS Agreement, an amendment to the TRIPS Agreement will replace the Decision of
the General Council of August 30, 2003, when it is accepted by two thirds of the membership.
Further, TRIPS Article 73 recognizing the freedom of the Members to protect essential
security interests may be also relevant.

14. At the national/regional level, the exceptions and limitations to the rights provided for
vary significantly. However, some convergence can be found. There are certain exceptions
and limitations which are found in the legislations of many countries (see Annex Il of
document SCP/12/3 Rev.2). They include:

- private acts for non-commercial purposes;

- actsfor the purpose of teaching;

- actsfor experimental purposes or scientific research;

- preparation of medicines prescribed by doctors;

- continued use by aprior user;

- certain useson foreign vessels, aircraft and land vehicles which temporarily or
accidentally entered the national territory;
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- actsfor obtaining regulatory approval for pharmaceuticals;
- actsperformed for afarmer’s own use and for the development of new varieties.

15. Further, many national/regional laws provide for various situations under which
compulsory licenses and government’ s use of patented inventions without the authorization of
the patent owner may be allowed. The present document summarizes the scope of each of
those exceptions under national/regional laws and outlines a number of issues being discussed
in relation to each type of subject matter.

16. Asregards the exhaustion of rights, some laws contain an explicit provision, while
under some others, no provision isfound in the legislation, and the case law determines under
which circumstances the patent right is exhausted. The exhaustion of rights may not qualify
specifically for being an exception or limitation to the rights in the narrow sense because,
while exceptions and limitations impose limited “restrictions’ to the enforcement of rights for
certain kinds of uses of the patented invention, the exhaustion of rights addresses the specific
question of the “non-existence” of the patent rights (or, in other words, of the scope of the
rights) associated with the product which has been legitimately put on the market. On the
other hand, the exhaustion of rights can be considered as forming part of the exceptions and
limitations in the broad sense, as it aso defines the permissive actions which can be taken by
third parties without risking to infringe the rights. Article 6 of the TRIPS Agreement states
that, for the purposes of dispute settlement under that Agreement, nothing in the TRIPS
Agreement shall be used to address the issue of exhaustion of rights, subject to the provisions
of Articles 3 and 4.
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l. INTRODUCTION

17. Atitstwelfth session, held from June 23 to 27, 2008, in Geneva, the Standing
Committee on the Law of Patents (SCP) asked the WIPO Secretariat to establish, for its next
session, preliminary studies on four issues. These four issues are:

- Dissemination of patent information (inter alia the issue of a database on search and
examination reports);

- Exceptions from patentabl e subject matter and limitations to the rights, inter alia
research exemption and compulsory licenses;

- Patents and standards,

- Client-attorney privilege.

18. Thesefour issues are not to be considered prioritized over other issues contained in the
list which was established during the twelfth session of the SCP and was contained in the
Annex to document SCP/12/4 Rev. (see paragraph 8(c) of document SCP/12/4 Rev.).

19. Accordingly, this document prepared by the Secretariat is a preliminary study on the
issue of exclusions from patentable subject matter and exceptions and limitations to the
rights' for the thirteenth session of the SCP, to be held from March 23 to 27, 2009.

20. The preliminary study addresses two distinct issues. exclusions from patentable subject
matter and exceptions and limitations to patent rights. On each issue, the preliminary study
contains (i) policy objectives and the role of exceptions and limitations, (ii) provisions under
the international legal framework, and (iii) provisions contained in national/regional laws. As
regards the provisions contained in national/regional laws, reference is made to Annex 11 of
document SCP/12/3 Rev.2, which contains a summary of the exclusions from patentable
subject matter and of the exceptions and limitations to the patent rights provided by the
various national/regional laws.

21. At thetwelfth session of the SCP, it was made clear that the modus operandi of the
Committee, namely, to move forward along a number of tracks, including the preparation of
preliminary studies, was agreed upon for the purpose of developing awork program for the
SCP (see paragraph 123 of document SCP/12/5 Prov.). Against this background, the
preliminary study aimsto contextualize the current legal framework and to contain no
conclusions.

1.  EXCLUSIONS FROM PATENTABLE SUBJECT MATTER

(@ Exclusionsfrom Patentable Subject Matter and Subject Matter Not Considered to be
[nventions

22. Asregards the exclusions from patentable subject matter, in view of the different
approaches in the national/regional patent laws, the scope of this preliminary study may

! The terms * exclusions from patentable subject matter” and “exceptions and limitations to the

rights’ are used in this document, as they are commonly used at the internationa level (see, for
example, SCP/12/3 Rev.2 and Articles 27 and 30 of the TRIPS Agreement).
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require some further clarification. Generally speaking, there are two ways used in the
national/regional lawsin respect of this question.

23. Thefirst method isto first define the term “invention”, i.e., subject matter than can be
covered by patent protection, and to then specify the categories of subject matter that cannot
be patented. In some legal systems, the law provides positive and explicit guidance on the
definition of the term “invention”. For example, Article 2(1) of the Patent Law of Japan
defines “invention” as a highly advanced creation of technical ideas by which alaw of nature
isutilized. In some other system, the law implicitly defines “invention” by providing a
non-exhaustive list of subject matter that is not regarded as inventions. For example, the
European Patent Convention does not provide an explicit definition of the term “invention”,
but its Article 52(2) lists the following types of subject matter which, in particular, shall not
be regarded as patentable inventions:

- discoveries, scientific theories and mathematical methods;

- aesthetic creations;

- schemes, rules and methods for performing mental acts, playing games or doing
business, and programs for computes;

- presentation of information.

24. Article 52(3) clarifies that the subject matter or activities listed above are excluded from
patentability only to the extent to which a European patent application or European patent
relates to such subject matter or activities as such.

25.  Whichever way has been chosen to define the term “invention” in the national/regional
law, the notion of “invention”, i.e., patentable subject matter, is specified in the law, together
with exceptions from such patentabl e subject matter.

26. The second techniqueisto list al types of subject matter which are not patentable. In
other words, both (i) subject matter which is not considered to be an invention (for example,
literary or artistic works, scientific theories and abstract ideas) and (ii) subject matter which is
considered to be an invention, but is excluded from patentability (for example, an invention
the exploitation of which is against morality) isreferred to in the applicable law as
“non-patentabl e subject matter” without distinguishing (i) and (ii) above.?

27. Since the mandate given to the International Bureau by the SCP wasto prepare a
preliminary study on the exclusions from patentable subject matter, in principle, this
preliminary study focuses on subject matter which can be generaly categorized as patentable
subject matter (or inventions) but which is excluded from patent protection.

28. It should aso be noted that a provision in the applicable patent law providing exclusions
from patentabl e subject matter alone does not offer the entire picture of what can, or cannot,
be patented and whether or not the granted patents are enforceable. For example, even if
there is no explicit provision excluding certain inventions from patentability, a patent may not
be granted for such an invention because it may be considered lacking novelty, inventive step

2 Under some national laws, in addition to the subject matter referred to in (i) and (ii), certain

types of subject matter that may not be novel or involve inventive step (for example,
juxtaposition of known inventions, or aggregation or duplication of known properties of known
components) are also included in the list of non-patentabl e subject matter.
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or industrial application. Further, even if apatent is granted, the patentee may not be ablein
practice to enforce the patent, since the national law may provide that certain acts by third
parties are not considered to be infringing.

(b) Policy Objectives of Exclusions

29. The patent system intends to promote innovation and to improve the social benefits
resulting from that innovation. In order to meet that goal, patent laws do not allow the grant
of patentsfor al new creations of our mind, but impose various requirements to obtain a
patent. Firstly, apatent isgranted for “inventions’, but not to, for example, worksin the field
of literature and music, which are covered by copyright protection. As described earlier,
although the definition of the term “invention” is different from one country to the other,
many national laws consider that, in particular, discoveries, abstract ideas and non-technical
creations are not “inventions” within the meaning of patent law. Secondly, among those
inventions, only those that meet the three patentability criteria, i.e., novelty, inventive-step
(non-obviousness) and industrial applicability (utility) are entitled to patent protection so that
only the inventions that contribute to technical progresses are rewarded.

30. Eventhoseinventionsthat contribute to technical progress, however, do not aways
support the ultimate goal of the patent system, namely to enhance the public welfare. 1n such
circumstances, from a public policy point of view, they may be excluded from patentable
subject matter even if they represent a significant scientific or technological advancement.

31. Generaly speaking, the choice of exclusions from patentable subject matter is carefully
determined taking into account two aspects which are closely related: one aspect is whether a
given invention should be excluded from protection with a view to discourage innovation.
The second aspect relates to the question of whether a given invention should be excluded
with the view to arisk of excluding access to the patented technology by third parties. The
two aspects are closdly related because, on the one hand, there will be no question of accessto
innovation, if innovation does not exist in thefirst place. Secondly, if the access to the
patented technology is unreasonably hampered, innovation may not be encouraged in an
efficient and effective manner.

32.  While the improvement of social welfare and enhancement of industrial and economic
devel opment are common public policy objectives shared by al countries, the concrete ways
to reach those goals and to shape the legal framework to achieve them vary from one country
to the other. Public policy considerations are influenced by differences at the level of the
socio-economic conditions and the countries' priorities. Moreover, historical, cultural and
religious considerations are often important factors influencing ethical and moral
considerations. As aconsequence, public policy considerations are never static, but change
over time, reflecting the needs and realities of countries.

33. By definition, the patent system evolves with the technical advancements that
ceaselessly bring new technical creationsinto our lives. The patent system, therefore,
constantly faces the question as to whether and how it can adapt itself to new technologies.
Certain questions are a matter of interpretation of existing laws, for example, whether a new
technological creation falls under the definition of “invention” under the applicable patent
law. However, one of the fundamental questionsis, from a public policy perspective, and
with aview to improving public welfare, whether such new subject matter should be covered
by patent protection or not. Or should it be addressed through another protection mechanism?
Is anew legal mechanism necessary? Should patent law be adapted and revised to
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accommodate the new technology? It is, of course, inherent to the question that there is no
one single straight-forward answer to the question.

(c) Roleof Exclusions

34. A common view in respect of the patent system isthat it is intended to promote
innovation by encouraging investment in innovative activities with the prospect of economic
returns through the grant of alimited exclusive right. According to such a model, the
consequence of excluding certain types of subject matter from obtaining patent protection
could be that there may be less incentive for inventors to invest in excluded subject matter.’

35. Sincetheright conferred by a patent is a negative exclusive right, that is, aright to
prevent others from using the patented invention without the patent holder’ s consent, as
opposed to a positive right utilization, the patent system can neither stop inventors from
inventing in respect of subject matter excluded from patent protection, nor prohibit the
commercial exploitation and use of such inventions. Indeed, where no patent exists,
everybody can make and sell inventions which fall under the exceptions from patentable
subject matter, without being required to obtain any consent from anyone. Another possible
scenario isthat, if no patent protection is possible, inventors may be encouraged to keep their
Inventions secret.

36. While the patent system intends to enhance public benefits by promoting innovation,
there are other branches of the law that control commercia activities of goods and services on
ethical, health, safety and environmental grounds, such as regulatory mechanisms concerning
the marketing of pharmaceuticals, or safety standards for electronic apparatus, cars and
planes. Accordingly, one argument put forward is that the patent system shall focus on the
generation and promotion of innovations, and shall provide only minimal exceptions from
patentability. According to that position, questions regarding the control of commercial
activities due to, for example, ethical, health and environmental concerns should be left to
other bodies of law. It isfurther argued that the patent office is not the appropriate body to
raise and respond to ethical questions, and should rather concentrate on technical aspects of
inventions, i.e., the contribution to the existing science and technology.

37. Others, however, argue that the patent system does not exist in the vacuum, and that the
patent rights granted by (or on behalf of) the State, even if they are negative exclusive rights,
are regarded as incentives for technological innovation, coupled with the expectation of future
economic returns from the investment made. Therefore, the argument is that the State (the
patent office) should not be tolerant in respect of inventions that obviously harm public
interests, and should not grant exclusiverights, in thefirst place, to inventions that do not
deserve any economic returns.

(d) Existing International Rules

38. Since patents are territoria rights, patents granted and enforced in each country (or
region) are regulated by the national (or regional) patent law. Consequently, what shall be
entitled to patent protection and what not is largely viewed from a national public policy

3 It should be noted that the patent system is just one incentive mechanisms to spur innovation.

There are a so other mechanisms such as, for example, subsidies and tax incentives.
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perspective, taking into account the economic, social and cultural circumstances of the
country at acertain point in time.

39. Attheinternationa level, some treaties address, either directly or indirectly, issues
relating to exclusions from patentable subject matter. In general, the international rules
increase legal certainty and transparency at the international level. Whether it isaminimum
or a maximum standard, or whether it contains mandatory or optional rules, an international
treaty provides guidance to the readers as to the national legal framework of the Member
States to which the treaty is applicable.

(i)  Paris Convention for the Protection of Industrial Property (Paris Convention)

40. The Paris Convention does not address issues regarding the exclusions from patentable
subject matter. However, in connection with subject matter coverage and exclusions,
Article 4quater of the Paris Convention provides that the Contracting States shall not refuse
the grant of a patent or invalidate a patent on the ground that the sale of the patented product
or of aproduct obtained by means of the patented process is subject to restrictions or
limitations resulting from the domestic law.

41. It may happen that an invention leads to the manufacture of a product that does not
conform to security, safety or quality requirements under the applicable laws. In other cases,
the manufacture or sale of inventions may be restricted, because the State has granted an
exclusive concession to a specific organization (for example, a State-owned organization).
One commentary suggests that it would be, however, unfair to refuse or invalidate patents
concerning those inventions, since in the first category of cases, the laws prescribing security,
safety or quality requirements may be modified over time, and in the second case, a
contractual or compulsory license could be obtained from the patentee.*

42.  Article 4quater covers the cases where the sale of a product is subject to restrictions
and limitations resulting from the national law, and the cases where the sale of a product is
prohibited are left open. Whilerefusal or invalidation of a patent may be possible under the
applicable law if the invention concerned is contrary to ordre public or morality, this may not
be accepted merely because the exploitation of the invention is prohibited or restricted by law
or regulation.’

(i) Patent Cooperation Treaty (PCT)

43. The PCT does not regul ate substantive conditions of patentability, including the
question as to what shall be patentable subject matter in the national phase or what should be
the exceptions from such patentable subject matter. However, in the context of international
search and international preliminary examination under the PCT, an International Searching
Authority or an International Preliminary Examining Authority may decide not to search, nor
to carry out an international preliminary examination in respect of certain categories of
subject matter. No International Searching Authority isrequired to search an international
application, and no International Preliminary Examining Authority is required to carry out an

4 G.H.C. Bodenhausen, “Guide to the Application of the Paris Convention for the Protection of

Industrial Property”, WIPO Publication No.611.
5
Id.
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international preliminary examination in respect of an international application, if, and to the
extent to which, its subject matter constitutes any of the following:

scientific and mathematical theories;

plant or animal varieties or essentially biologica processes for the production of
plants and animal's, other than microbiological processes and the products of such
processes,

schemes, rules or methods of doing business, performing purely mental acts or
playing games,

methods for the treatment of the human or animal body by surgery or therapy, as
well as diagnostic methods;

the mere presentation of information;

computer programs to the extent that the International Searching Authority (or
International Preliminary Examining Authority) is not equipped to search prior art
(or to carry out an international preliminary examination) concerning such
programs.®

44. While the am of the International Searching and Preliminary Examining Authorities
should be to issue international search reports and international preliminary reports on
patentability that are as comprehensive as possible, in view of the different laws applied by
the International Authorities regarding patentable subject matter, not all International
Authorities are equally well equipped to handle all types of subject matter. Consequently, the
PCT alowsthe International Authorities not to carry out any international search or
international preliminary examination with respect to certain categories of subject matter.

(ili) Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS

Agreement)

45. Article 27.2 and 3 of the TRIPS Agreement provides that WTO Members may exclude
certain inventions from patentability. Those inventions are:

inventions the prevention within their territory of the commercial exploitation of
which is necessary to protect order public or morality, including to protect human,
animal or plant life or health or to avoid serious prejudice to the environment,
provided that such exclusion is not made merely because the exploitation is
prohibited by their law (TRIPS Agreement, Article 27.2);

diagnostic, therapeutic and surgical methods for the treatment of human or animals
(TRIPS Agreement, Article 27.3(a));

plants and animals other than micro-organisms, and essentially biological processes
for the production of plants or animals other than non-biological and
microbiological processes. However, Members shall provide for the protection of
plant varieties either by patents or by an effective sui generis system or by any
combination thereof (TRIPS Agreement, Article 27.3(b)).

6 Rules 39 and 67 of the Regulations under the PCT.
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46. Asprovided in Article 27.3(b) of the TRIPS Agreement, this provision has been under
review at the Council for TRIPS since December 1998. The Doha Ministerial Declaration of
November 2001 addressed the review of Article 27.3(b) together with the review of the
implementation of the TRIPS Agreement under Article 71.1 and with the invitation for
negotiations on outstanding implementing issues. The Doha Ministerial Declaration
mandated the Council for TRIPS to examine, inter alia, the relationship between the TRIPS
Agreement and the Convention on Biological Diversity, the protection of traditional
knowledge and folklore, and other relevant new developments raised by members pursuant to
Article 71.1. In undertaking this work, the TRIPS Council shall be guided by the objectives
and principles set out in Articles 7 and 8 of the TRIPS Agreement and shall take fully into
account the development dimension.

47. Inaddition, the TRIPS Agreement, in Article 73, recognizes the freedom of WTO
Members to take certain actions which they consider necessary for the protection of essential
security interests. Further, in accordance with Article 2.1 of the TRIPS Agreement, the WTO
Members shall comply with Article 4quater of the Paris Convention concerning patentability
of inventions in case of restriction of sale by anational law.

(e) National and Regiona Laws

48. Asaconsequence of the different public policy considerations regarding patentable
subject matter, the national and regional laws vary. However, a least at the legidation level,
some convergence can be found. There are certain categories of subject matter that are
excluded from patentable subject matter in many countries.® They include:

- ordre public and morality;

- diagnostic, therapeutic and surgical methods for the treatment of humans and
animals,

- plant varieties and animal varieties,

- plants and animals other than micro-organisms;

- essentially biological processes for the production of plants or animals;

- inventions affecting national security.

The exact scope of those exclusions at the national and regional levels, however, requires
careful analysis. The respective jurisprudence diverges, and the requirements in respect of
related issues, such as the definition of “invention” under the applicable patent law affects the
way those exclusions are interpreted under the different laws.

(i)  Ordre public and morality

49. A number of countries exclude from patentability inventions the commercial
exploitation of which would encourage offensive and immoral behavior and harm the social
order. As stated above, although excluding those inventions from patentability does not
directly result in the prohibition of their manufacture and use, many countries exclude those
inventions from patentability so that their exploitation, if against the general public interest,
would not be encouraged by the patent system. It appears that some national laws use the

! http://www.wto.org/english/thewto_e/minist_e/min01_e/mindecl_e.htm.
8 See Annex |1 of document SCP/12/3 Rev.2.
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term “ordre public” and some other laws use the term “public order”. In this paper, both
terms are considered to have the same meaning.

50. Some national laws expressly provide that inventions that cause a serious prejudice to
the health or life of humans or animals, or are harmful to the preservation of plants or the
protection of the environment, be excluded from patentability. In abroader sense, such
inventions may be also considered to contravene public order and morality under jurisdictions
that do not provide a specific provision.

51. Technological developments sometimes raise new concerns about public order and
morality. Applications of biotechnological innovations in the areas of, for example, health
and agriculture have provided new perspectives and created hope for new solutions. On the
other hand, the advancement of genetic technologies has spurred ethical considerations in
various areas, for example, manipulations of the genetic identity, use of human embryos and
human cloning. Consequently, the “bioethics’ discipline may influence the interpretation of
the ordre public and morality clause in certain countries. In some countries, the law explicitly
provides that the human body at any stage of development is excluded from patentabl e subject
matter, and that processes for cloning humans, modifying the germ line genetic identity of
humans, uses of human embryos for industrial or commercial purposes and processes for
modifying the genetic identity of animals which are likely to cause them suffering without
any substantial medical benefit, and animals resulting from that process, are not patentable
because the commercia exploitation of those inventionsis against ordre public and morality.
While some or al of those inventions are presumably considered unethical in most countries,
some other countries would apply the general provision concerning ordre public and morality
to accommodate such specific concerns.

52. What constitutes a contravention against public order and morality depends on the time
and the place. In certain cases, the question of public order and morality will be answered
differently even by individuals in the same country, depending on age, background, personal
convictions etc. Thus, the term “public order or morality” isinterpreted on a case-by-case
basis, reflecting the fundamental values of society in agiven context.

(i) Diagnostic, therapeutic and surgical methods for the treatment of humans or
animals

53. Many countries exclude inventions concerning diagnostic, surgical or therapeutic
methods for the treatment of humans or animals from patentability. This exclusion is based
on humanitarian and public health considerations. new techniques in the area of diagnostic,
therapeutic and surgical methods should be disseminated as widely as possible among the
medical and veterinary practitioners without them having to fear a possible infringement of
patents. Thus, adoctor may apply the method of treatment that he believes the best suited for
apatient, and the patient can benefit from the evolution of those methods. Some laws
expressly clarify that this exclusion does not apply to any apparatus or product (such as
medical devices, medical products and medicinal substances) that may be used for the
purpose of diagnosis, surgery or therapy.

54. It should be noted that, in some countries, inventions concerning diagnostic, surgical or
therapeutic methods for the treatment of humans or animals are not patentabl e because they
are not regarded as inventions that meet the requirement of industrial applicability.
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55. Theterm “diagnostic methods’ alows for some room for interpretation. According to
one jurisprudence, the diagnosis consist of (i) examining the patient and collecting data;

(if) comparison of the data with standard value; (iii) finding of any significant deviation from
the standard; and (iv) attribution of the deviation to a particular clinical picture. In order to
fall under the exclusion from patentable subject matter, the claim must include method steps
relating to all of those phases.” However, in another jurisdiction, (i) methods of measuring
the conditions of the human body for medical purposes to detect diseases or to examine the
health conditions or (ii) preparatory methods for diagnosis (for example, a method for
arranging electrodes for taking an electro-cardiogram) are considered to be diagnostic
methods that fall under the exclusion.™

56. Some laws state that inventions concerning diagnostic, surgical or therapeutic methods
for the treatment of humans or animals are excluded from patentability when such methods
are practiced on the human or animal body. The EPO’s Board of Appea held that, except for
the last phase of the diagnosis which is a mental decision process performed by the medical
practitioner, all the phases that constitute the diagnosis must be performed on the human or
animal body.™*

57. Inthe United States of America, while medical or surgical processes are patentable
subject matter, no remedy is available if such patents are infringed by a medical practitioner
performing amedical activity.

(iii) Inventions Relating to Plants and Animals

58. Sincethe TRIPS Agreement provides a certain flexibility, the exclusions from
patentable subject matter concerning inventions relating to plants and animals vary
significantly among the different laws. In some countries, no provision exists that excludes
this category of inventions from patentability. Other countries exclude some or al of the
inventions relating to plants and animal's, such as plant and animal varieties, plants and
animalsin genera (other than microorganisms) and essentially biological processes for the
production of plants or animals (other than non-biological or microbiological processes), but
not all of those inventions are always excluded in al countries. 1n 2001, WIPO prepared an
extensive questionnaire regarding practices related to the protection of biotechnological
inventions under the patent and plant variety protection systems by WIPO Member States,
containing many questions concerning exclusions of biotechnological inventions from
patentability. Information received from the Member States in connection with that
questionnaire can be found in document WIPO/GRTKF/IC/1/6.

Plant and animal varieties
59. Asregards plant varieties, many countries have been protecting them under a sui

generis system that intends to promote the breeding of new plant varieties.> Asa
consequence, a number of those countries exclude plant varieties from patent protection. The

9 EPO Enlarged Board of Appeal, G 1/04, OJ 5/2006.

10 JPO Examination Guidelines, Section I1, Chapter 1, 2.1.

1 EPO Enlarged Board of Appeal, G 1/04, OJ 5/20086.

2 In accordance with Article 27.3(b) of the TRIPS Agreement, Members of the WTO shall
provide for the protection of plant varieties either by patents or by an effective sui generis
system.
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reason for such exclusion is (and surely was at the time the sui generis system was
established) that plant varieties are adequately and sufficiently protected by the sui generis
system, which provides specific criteria, rights and limitations that are different from the
patent system. It is generally considered that such a sui generis system provides a proper
incentive for breeders to develop new varieties, taking into account the interests of third
parties. On the other hand, there are anumber of countries that protect plant varieties under
both the patent system and the sui generis system. They consider that, aslong as the new
plant variety complies with the requirements of patent law, which has increasingly been the
case with the advent of genetic engineering techniques, there is no reason not to preclude
breeders from the possibility of protecting their new plant varieties through the patent system.

60. The development of biotechnology, in particular, genetic engineering, has made it
possible to engineer and subsequently create anew plant variety instead of using traditional
techniques, such as crossing and selections. While the well-known crossing or selection
techniques may not qualify for patent protection, new plant varieties created using genetic
engineering may increase the likelihood of new plant varieties being in compliance with
novelty and inventive step requirements (and, in some systems, technical character). It isthus
argued that, in such cases, the options for reward offered by the patent system should be
available to the breeders as well.

61. Asregardsanimal varieties, while no sui generis protection mechanism has been
established, some countries exclude them from patentable subject matter. Traditionally,
animal breeding is conducted through the selection of desired characteristics, and the
techniques used are either known or protected through trade secrets. However, the

devel opment of transgenetic and cloning technologies may have an impact on the
“engineering” of animal breeding. Asregards inventions relating to breeding technologies,
patent protection may be sought, for example, on a method of genotyping animals to enhance
the creation of animals with selected characteristics, including gene marker tools for such
selection, aprocess of producing such animals using the above method or the animal per se.
While not many examples of patents granted on breeds or on animals intended for food
production have been found, it was reported that animal patenting was an emerging
controversial issuein the livestock sector.’® At the same time, some hold the view that
patenting in this area facilitates scientific development by providing incentives for R&D and
investments.™

62. Some countries exclude plant and animal varieties, but not the plants and animals per
se. Inthose countries, thereis a need to distinguish unpatentable “plant and animal varieties’
on the one hand and patentable “plants and animals’ on the other. In Europe, the distinction
was determined in such away that if the technical feasibility of the plant invention is not
confined to aparticular plant variety, it is not excluded from patentable subject matter.™> A
plant grouping which is characterized by a particular gene (and not its whole genome) is not

3 The State of the World' s Animal Genetic Resources for Food and Agriculture, p.287-289
Commission on Genetic Resources for Food and Agriculture, FAO, 2007.

14
Id.

1 Directive 98/44/EC of the European Parliament and of the Council on the legal protection of
biotechnological inventions, Article 4.2; Implementing Regulations to the Convention on the
Granting of European Patents, Rule 27.
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covered by plant variety protection, and is therefore eligible for a patent even if it comprises
new varieties of plants.*

Plants and animals other than micro-organisms

63. Some countries exclude not only plant and animal varieties, but also plants and animals
(other than microorganisms) as awhole from patentable subject matter. The wording of the
provisions under national laws in this respect, however, reflects various considerations and
shows a different scope of the exclusion. For example, the relevant provisionsin some of the
national laws include the following terminology: *“plants and animals except
microorganisms’; “plants and animals in whole or any part thereof other than
microorganisms, but including seeds, varieties and species’; “living materials and substances
already existing in nature”; “biological and genetic materia occurring in nature or derived
therefrom by reproduction”; “natural biological materials’; “living beings, in wholeor in
part, other than transgenic microorganisms’; “natural living beings, in whole or in part, and
biological material, including the genome or germ plasm of any natural living being, when
found in nature or isolated therefrom”.

64. Whileafull analysis of the interpretation of those various national provisions would go
beyond the scope of this preliminary study, it should be noted that the exact scope of the
exclusions relating to plants and animal under a given national law may require thorough
understanding of other provisions of the relevant national law. For example, even if thereis
no explicit provision excluding plants and animals or biological material that existsin nature
from patentability, patents may not be granted to such plants and animals or biological
material because they may be considered to be discoveries or to lack novelty. In other cases,
such living organisms may be considered non-patentable on ethical or moral grounds.

65. Similarly, with respect to parts of plants and animals, such as cells, cell lines, genes and
genomes, in some countries, they are explicitly excluded from patentable subject matter,
while in some other countries, they are considered as a particular type of chemical substance,
if isolated and purified from their natural environment. In the latter case, whether such an
invention would obtain patent protection or not depends on other conditions of patentability,
such as novelty, inventive step (non-obviousness), industrial applicability (utility) and the
disclosure requirement. This shows that the precise scope of protection of plant and animal
related inventions is determined by the different patentability criteria, and that the mere
exclusions from patentability does not provide the full picture as regards patent protection for
such inventions.

66. Some further believe that the patenting of life forms should be unconditionally prohibited
because it is unethical initself. Some others consider that such patenting is harmful in respect
of public health, restrictions on research materials, limitations on competition as in the case of
gene use restriction technologies (GURTS), human rights, agricultural security, bio-piracy,
traditional knowledge and farmers’ rights.*” However, some others consider that thereis no
need to categorically exclude inventions from patentability in order to prevent their
exploitation, since the exploitation of those inventions can be regulated through national laws

1 Directive 98/44/EC of the European Parliament and of the Council on the legal protection of
biotechnological inventions, Recital 31.
7 WTO document IP/C/W/369.
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other than the patent law, for example, laws on the protection of the environment, public health
or animal welfare.’®

67. With respect to patents on genetic material, concerns have been expressed with respect
to the compliance with the Convention on Biological Diversity (CBD). It isargued that
patenting genetic material limits access to such genetic material and can conflict with the
sovereign rights of countries over their genetic resources.’® In the Council for TRIPS,
concerns have been expressed about the granting of patents covering genetic material in its
natural state or genetic material that has been merely isolated from nature and not otherwise
modified in connection with the criteriafor patentability.”® It was said that the granting of
overly broad patents could impede access to and use of genetic resources in away which gave
rise to questions of compatibility with the CBD, and restricted research by third parties.*
However, there are also other views according to which the granting of patents on inventions
which use genetic resources does not stand in the way of fulfilling the provisions of the CBD
relating to the sovereign rights of countries over access to genetic resources in their territories
and prior informed consent as a condition of such access. It issaid that holding a patent on
isolated or modified genetic materials does not amount to ownership of the genetic material
itself, nor does it provide property rights with regard to the source from which the origina
material is obtained, since a patent on an isolated, identified and modified gene provides the
patentee only with the right to prevent others from producing, marketing and using the
modified gene without his consent.??

68. With respect to the use, devel opment, conservation and management of animal genetic
resources, it is generally recognized that an improved coherence among various policy
objectives, such as economic development, environmental protection, animal health, food
safety, consumer protection, intellectual property rights, innovation incentives, genetic
resources conservation, and access to and equitable sharing of benefits arising from the use of
animal genetic resources, is heeded, taking into account the distinctive features of animal
genetic resources that need distinctive solutions.”

69. Asregardsthe implications of patent protection in respect of life formsfor transfer and
dissemination of technology, some hold the view that such patent protection could raise the
cost of technology in this area by virtue of the exclusive rights given to right holders to
prevent others from using the protected technology. On the other hand, there is another view
that patent protection builds confidence among investors and stimulates investmentsin this
field, and that technology in the hands of the private sector can be transferred most effectively
through market mechanisms, such as licensing, supported by adequate intellectual property
protection.

18 Id.
¥ WTO document IP/C/W/368/Rev.1
0 Id.
= Id.
2.

23 Global Action Plan for Animal Genetic Resources, adopted by the International Technical

Conference on Animal Genetic Resources for Food and Agriculture, FAO, September 3
to 7, 2007 [http://www.fao.or g/docr ep/010/al404e/a1404e00.htm).



SCP/13/3
page 18

Essentially biological processes for the production of plants or animals other than
microbiological processes

70. Some countries exclude from patentability essentially biological processes for the
production of plants and animals other than microbiological processes. While the exact scope
of the expressions “essentially biological processes’ and “microbiological processes’ should
be referred to the applicable national law, in general, it is understood that the provision
excludes naturally-occurring biological processes from patentable subject matter, while
providing the possibility of patenting, for example, gene manipulation processes. The
European Patent Convention (EPC), in its Rule 26(5), defines an essential biological process
as aprocess that consists entirely of natural phenomena, such as crossing or selection.
However, acase is pending before the EPO’s Enlarged Board of Appeal in relation to the
interpretation of the term “essentially biological process’ (G2/07).?* The questions referred to
are:

“1. Does anon-microbiological process for the production of plants consisting of
steps of crossing and selecting plants fall under the exclusion of Article 53(b) EPC
only if these steps reflect and correspond to phenomena which could occur in nature
without human intervention?

“2. If question 1 is answered in the negative, does a non-microbiological process for
the production of plants consisting of steps of crossing and selecting plants escape the
exclusion of Article 53(b) EPC merely because it contains, as part of any of the steps
of crossing and selection, an additional feature of atechnical nature?

“3. If question 2 is answered in the negative, what are the relevant criteriafor
distinguishing non-microbiological plant production processes excluded from patent
protection under Article 53(b) EPC from non-excluded ones? In particular, isit
relevant where the essence of the claimed invention lies and/or whether the additional
feature of atechnical nature contributes something to the claimed invention beyond a
trivial level?”

(iv) Inventions affecting national security

71. In some countries inventions affecting national security or, more specifically, inventions
concerning nuclear processes and products are excluded from patentabl e subject matter.

[1l.  EXCEPTIONSAND LIMITATIONS TO PATENT RIGHTS

(@ Policy Objectives of Exceptions and Limitations

72. Inprinciple, patents confer exclusive rights during alimited period to prevent others
from making, using, offering for sale, selling or importing a patented invention without the
patentee’ s consent. The grant of such rightsis considered to be an incentive for investment in
innovative activities and production of knowledge. To correct the potential inefficiencies of
the market power created by such exclusive rights, a number of mechanisms are provided in

24

http: //www.epo.or g/patents/appeal s/'eba-decisions/referral s/pending.html .
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the patent system. For example, not all new creations may obtain a patent: to be patentable,
an invention has to form part of patentable subject matter, must be new and involve an
inventive step (be non-obvious) and must be capable of industrial application (be useful).
Further, the invention shall be described in a manner sufficiently clear and complete for the
invention to be carried out by a person skilled in the art and, in certain jurisdictions, be
described by indicating the best mode for carrying out the invention. Such information about
patented inventions (in many countries, information about inventions described in patent
applications as well) is publicly available through the publication of patents (and, in many
cases, patent applications). The patent rights need to be carefully balanced with the interests
of other parties, including competitors and the general public.

73. Many States believe that granting full exclusive rightsin al circumstances does not
meet the ultimate goal of promoting innovation and enhancing public welfarein all
circumstances. Therefore, the scope of the enforceable exclusiverightsis carefully designed
under national patent laws in order to strike the right balance between the legitimate interests
of the right holders and the legitimate interests of third parties.

74. Generaly speaking, there are two types of exceptions and limitations that allow States
to fine-tune the different interests among the stakeholders: first, provisions that exclude, or
allow for the exclusion of, certain types of uses of patented inventions from being addressed
in infringement proceedings are found in national laws as well asin international treaties.
Patentees cannot enforce their rights against certain acts done by third parties, although they
would normally be considered as infringement. In other words, third parties are free to
perform those limited acts without having to expect infringement procedures against them.
The underlying consideration is that the public interest justifies, under certain circumstances,
denying the enforcement of the exclusive rights granted to patentees.

75. The second type of exceptions and limitations relate to situations where patentees
cannot stop third parties from using the patented invention, but are entitled to remuneration
against such use. In other words, although the possibility of obtaining injunctive relief may
be significantly limited, aright to remuneration is maintained. Compulsory licenses (or
non-voluntary licenses) are one type of mechanisms used to put this type of limitationsin
place.

(b) Roleof Exceptions and Limitations

76. Inan anaogous manner to the exclusions from patentable subject matter, at first sight,
the consequence of limiting the scope of the enforceable rights may lead to reducing the
incentives for inventors to invest in innovative activities. It isapublic policy choice whether,
under certain circumstances, it is considered more adequate to alow anybody to use the
patented technology, or to allow the patentee to exercise the exclusive rights with aview to
better promote innovation and increase social welfare. However, the legal assurance of
non-infringement through uses by others than the patentee does not necessarily mean that
these others can immediately exploit the patented invention. While the patent system requires
the disclosure of patented inventions in amanner clear and complete so that a person skilled
in the art can carry out the claimed invention, often, a significant amount of know-how is
involved in order to achieve an optimal exploitation of the invention.
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(o) Existing International Rules

77. Again, exceptions and limitations to the exclusive rights are regulated in national (and
sometimes regional) laws applying a national/regional public policy perspective, ,and taking
into account the legitimate rights of the patentees and of third parties. At the international
level, some international treaties address issues relating to exceptions and limitations to the
rights.

(i)  Paris Convention

78. Article5.A of the Paris Convention provides certain rules concerning compul sory
licenses in respect of patents and utility models. Article 5.A(2) recognizes the right of each
member States to take | egislative measures providing for the grant of compulsory licenses to
prevent abuses which might result from the exercise of the exclusive rights conferred by the
patent, for example, failureto work. Member States are free to define the expressions “ abuses
which might result from the exercise of the exclusive rights conferred by the patent” or
“failure to work”.% Other examples of such abuses may be the refusal of granting alicense
on reasonabl e terms and conditions, or the failure to supply the national market with sufficient
quantities of the patented product or demanding excessive prices for such product.?®

79. Article5.A(4) provides the procedure applicable to obtain compulsory licenses. As
regards compulsory licenses on the grounds of failure to work or insufficient working, such
licenses shall not be granted before the expiration of a period of four years from the filing date
or three years from the date of the grant of the patent, whichever period expireslast. Such
period takes into account the time necessary for a patentee to organize the exploitation of the
invention, either by himself or by alicensee. The competent authority of the country
concerned shall refuse the compulsory license, if the patentee justifies hisinactivity with
legitimate reasons. The compulsory license shall be non-exclusive and shall not be
transferable, even in the form of the grant of sub-licenses, except with that part of the
enterprise or goodwill which exploitsthe license. Thisrequirement isintended to prevent the
grantee of the compulsory license from obtaining a stronger position than it was warranted by
the purpose of the compulsory license, namely, to provide a sufficient working of the patented
invention.?’

80. It should be noted that Article 5.A does not deal with compulsory licenses other than
those whose purpose it is to prevent abuses of a patentee. Member States are free to provide
analogous or different measures under the applicable law.

81. Article5ter of the Paris Convention also provides certain limitations on the exclusive
rights in the public interest, namely to maintain the freedom of transport. Itseffectis, in
principle, that if ships, aircrafts or land vehicles temporarily visit foreign countries, their
owners are not required to obtain licenses on patents in force in these countries in order to
avoid infringing such patentsin each country.?® The provision requires Member States not to
consider the following as infringements of the rights of a patentee:

25
26
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Actes de la conférence réunie a Londres, 1934, p.174.
Actes de la conférence réunie a La Haye, 1925, p.434.
G.H.C. Bodenhausen, “Guide to the Application of the Paris Convention for the Protection of
” Industrial Property”, WIPO Publication No.611.
Id.
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- theuse on board vessels of other countries of the Union of devices forming the
subject of his patent in the body of the vessel, in the machinery, tackle, gear and
other accessories, when such vessels temporarily or accidentally enter the waters of
the said country, provided that such devices are used there exclusively for the needs
of the vessdl;

- the use of devices forming the subject of the patent in the construction or operation
of aircraft or land vehicles of other countries of the Union, or of accessories of such
aircraft or land vehicles, when those aircraft or land vehicles temporarily or
accidentally enter the said country.

(i)  Convention on International Civil Aviation (Chicago Convention)

82. The Convention on International Civil Aviation (Chicago Convention) was conclude in
1944 with the objectives of developing the international civil aviation in asafe and orderly
manner and of establishing international air transport services on the basis of equality of
opportunity, and sound and economical operation. 190 States are party to this Convention.

83. Article 27 of the Chicago Convention extends the exceptions to the patent rights with
respect to international air navigation so that the authorized entry of an aircraft in the territory
shall not entail any seizure of the aircraft on the grounds of a patent infringement. The
provision provides that, while engaged in international air navigation, any authorized entry of
an aircraft of a contracting State into the territory of another contracting State or authoriz