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SUMMARY

1. Atitstenth session, the Intergovernmental Committee on Intellectual Property and
Genetic Resources, Traditional Knowledge and Folklore (‘the Committee’) requested the
preparation of a (i) adocument listing options for continuing or further work, including work
in the areas of the disclosure requirement and aternative proposals for dealing with the
relationship between intellectual property and genetic resources; the interface between the
patent system and genetic resources; and the intellectual property aspects of access and
benefit-sharing contracts, and (ii) afactual update of international developments relevant to
the genetic resources agendaitem. At the eleventh session, the Committee requested a further
update of international developments. The present document, WIPO/GRTKF/1C/12/8 (b),
provides the required update of international devel opments.

FACTUAL UPDATE OF INTERNATIONAL DEVELOPMENTS

2. Thisdocument updates the information on international developments provided to the
Committee in documents WIPO/GRTKF/1C/8/9 and WIPO/GRTKF/1C/11/8 (b). It covers
relevant international developments before and after the creation of the Committeein
chronological order, in order to provide a full account of international devel opments, given
that the discussions which led to the creation of the Committee originated in questions related
to genetic resources. However WIPO's activities on |P and genetic resources began prior to,
and extend beyond the activities of, the Committee itself. Therefore, this document describes
past WIPO work on IP and genetic resources; considers these activities in the context of other
committees inside WIPO and beyond it; and traces certain lines of development in that work.

For ease of reference, in contrast to past versions of this document, the update is provided
according to the main international processes concerned, namely WIPO itself, the World
Trade Organization (WTO), the Convention on Biological Diversity and the Food and
Agricultural Organization.

I. WIPO ACTIVITIES

UNEP/WIPO Study on the Role of Intellectual Property Rightsin the Sharing of Benefits
Arising from the Use of Biological Resources (1998-1999)

3. Inlinewith the approval of anew program area, activities on genetic resources began in
1998 with a cooperative initiative with the United Nations Environment Programme (UNEP).
Jointly with UNEP, WIPO commissioned a study on the role of IP rights in the sharing of
benefits arising from the use of biological resources and associated traditional knowledge
(TK). The study resulted in three case studies, which provide lessons as to how intellectual
property (IP) may support the sharing of benefits arising from the use of genetic resources.
The Study is available today as WIPO publication no. 769 (E).

Third Session of the Standing Committee on the Law of Patents (September 1999)

4. Issuesrelated to IP and genetic resources were also discussed by Member States at the
third session of the Standing Committee on the Law of Patents (SCP) in September 1999.
The SCP requested the International Bureau to include the issue of protection of biological
and genetic resources on the agenda of a Working Group on Biotechnological Inventions, to
be convened in November 1999. The SCP further invited the International Bureau to take
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steps to convene a separate meeting involving alarger number of Member States early in
2000, in order to consider that issue."

WIPO Working Group on Biotechnology (November 1999)

5.  TheWorking Group on Biotechnology, at its meeting in November 1999, recommended
the establishment of nine projects related to IP and biotechnology. The Working Group
decided to establish aquestionnaire for the purpose of gathering information about the
protection of biotechnological inventions, including certain aspects regarding intellectual
property and genetic resources, in the Member States of WIPO. The Secretariat sent a
questionnaire to the Member States and has compiled information from the responses
received in reply to the questionnaire. Thiswas submitted to the Committee at itsfirst session
(document WIPO/GRTKF/IC/1/6).

M eeting on Intellectual Property and Genetic Resources (April 2000)

6. Inresponseto theinvitation issued by the SCP, WIPO organized a Meeting on
Intellectual Property and Genetic Resourcesin April 2000. The Meeting addressed issues that
generally are raised in the context of access to, and in-situ preservation of, genetic resources
in their direct or indirect relationship with intellectual property. The Chairman’s Conclusions
from the Meeting state that the exchange of views that took place at the Meeting produced a
clear consensus that:

“WIPO should facilitate the continuation of consultations among Member Statesin
coordination with the other concerned international organizations, through the conduct
of appropriate legal and technical studies, and through the setting up of an appropriate
forum within WIPO for future work.”

Diplomatic Conference on the Adoption of the Patent Law Treaty (May/June 2000)

7.  Beforethe Diplomatic Conference for the Adoption of the Patent Law Treaty in May
and June 2000, informal consultations were held on the question of genetic resources. The
consultations produced an agreed statement which said, inter alia, that:

“Member State discussions concerning genetic resources will continue at WIPO. The
format of such discussionswill be left to the Director Genera’ s discretion, in
consultation with WIPO Member States.”

8.  Following the Diplomatic Conference, consultations with Member States were held to
determine the format and content of such discussions. Asaresult of the consultations, it was
proposed that a distinct body should be established within WIPO to facilitate such
discussions.

WIPO Genera Assembly (September 2000)

9.  Atthe Twenty-Sixth Session of the General Assembly of the Member States of WIPO,
held in September and October 2000, the Member States established the Committee, for the

! See document SCP/3/11, paragraph 208.
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purpose of discussions on, inter alia, IP issuesthat arise in the context of access to genetic
resources and benefit-sharing.

First session of the Intergovernmental Committee

10. TheIntergovernmental Committee held itsfirst sessionin May 2001. At thefirst
session of the Intergovernmental Committee, WIPO Member States considered possible
elements of aworkprogram on IP and genetic resources, which comprised the following
possible tasks:

- to consider the development of “guide contractual practices,” guidelines, and model
intellectual property clauses for contractual agreements on access to genetic resources and
benefit-sharing, taking into account the specific nature and needs of different stakeholders,
different genetic resources, and different transfers within different sectors of genetic
resource policy;

- to consider the development of appropriate provisions or guidelines for national patent
laws which facilitate consistency with measures of States concerning access to genetic
resources and which are consistent with existing international intellectual property
standards;

- to consider, subject to the conclusion of the revision of the International Undertaking, the
desirability and feasibility of practical and low-cost mechanisms to implement intellectual
property-based benefit-sharing arrangements under multilateral systems for access to
genetic resources and benefit-sharing, which are consistent with international intellectual
property standards and focus in particular on plant genetic resources for food and
agriculture;

- toreview, on the basis of information compiled in the summary of practices related to the
protection of biotechnology inventionsin Member States and recalling the work of the
SCP, the application of legal standards concerning the availability and scope of patent
protection to structures and compositions derived or isolated from naturally occurring
living organisms and to early stage biotechnology inventions, with aview to producing
guidelines on the application of such standardsin the field of genetic resources,

- toconsider if it is possible to improve the management of genetic resources by exploring
methods by which the genetic resources in the form of protected varieties may be
integrated into overall plans for effective conservation.

In conclusion of its discussions, the Committee decided to proceed immediately with the first
possible task.

Second session of the Intergovernmental Committee

11. Atitssecond session (in December 2001), the Committee received areport from the
Secretariat of the Convention on Biological Diversity (CBD) and discussed possible activities
for the implementation of the tasks of the workprogram adopted at the first session.

12. The CBD Secretariat reported to the Committee (document WIPO/GRTKF/IC/2/11) on
the outcome of the first meeting of the CBD Ad-Hoc Open-ended Working Group on Access
and Benefit-sharing (“the Working Group”). The report indicated that the Working Group
had devel oped the draft Bonn Guidelines on Access to Genetic Resources and the Fair and
Equitable Sharing of Benefits Arising From Their Use (“the Bonn Guidelines’), and had
recommended “that the Conference of the Parties at its sixth meeting invite [WIPQ] to
prepare atechnical study on methods [for requiring disclosure within patent applications of
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certain infzormati on] which are consistent with obligations in treaties administered by
[WIPO].”

13. Regarding possible activities for the implementation of the genetic resource tasks
adopted at the first session, the Committee adopted a two-step approach for the development
of model intellectual property clauses for contractual agreements on access to genetic
resources and benefit-sharing. It decided that first a complete and systematic survey of 1P
clauses used in existing contracts should be undertaken, and, second, guide practices or model
IP clauses should be devel oped, based on the existing practices and clauses. The Committee
reached certain genera conclusions concerning the guide practices and model clauses,
including that:

- they would deal only with intellectual property-aspects;

- they would be non-binding;

- they would be without prejudice to, and consistent with, the work of the CBD and
FAQO;

- they would be developed with the full and effective participation of al stakeholders, in
particular indigenous and local communities.

14. The Committee also considered certain specific issues, such as disclosure of the origin
of genetic resources, prior informed consent, the sovereignty of states over their genetic
resources, transfer of technology, the issue of applicable law, the safeguarding of basic
scientific research, education and legal assistance to indigenous and local communities, the
legal status of genetic resources under international law, definitions of terms, and a
process-based approach for the guide contractual practices. The Committee specified that the
development of an electronic database on contracts should be considered.?

Third session of the Intergovernmental Committee

15. Atitsthird session, the Committee received the requests of the COP through a
document submitted to the Committee by the CBD Secretariat.*

16. Thisinvitation was considered by the Committee and the Committee agreed to respond
positively to the CBD’ srequest. It adopted awork schedule which would alow for the
completion and transmission of the study in time for the seventh meeting of the COP.
Between the Committee’ s third and fourth sessions, a questionnaire was developed in
consultation with Member States and then circulated to Member States regarding the
intellectual property issues identified for study in the invitation contained in Decision V1/24.

Standing Committee on the Law of Patents

17. Successive sessions of the Standing Committee on the Law of Patents (SCP) also
considered issues relating to genetic resources, including the disclosure of origin of genetic
resources, in the context of its work on a draft Substantive Patent Law Treaty (for example,

2 See document WIPO/GRTKF/IC/2/11, Annex, and document UNEP/CBD/COP/6/6, Annex.
The preparation of the Database format and early drafts of the guide practices were undertaken
by a consultant with a background from a genetic resource conservation ingtitution.

* Document WIPO/GRTKF/IC/3/12.
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the reports of its eighth, ninth and tenth sessions, documents SCP/8/9, SCP/9/8, and
SCP/10/10 respectively).

Fourth session of the Intergovernmental Committee (December 2002)

18. Atitsfourth session, the Committee considered and commented upon a draft technical
study, including a compilation of responses received from Committee members and a draft
analysis of those responses. The Committee also invited further comments for incorporation
into arevised version of the technical study. The Committee also agreed on the further
development of the pilot database of contractual practices and clauses relating to I1P, access to
genetic resources and benefit-sharing as a practical tool in the provision of information in this
area (“the Database”). The Committee also agreed that Questionnaire WIPO/GRTKF/IC/Q2
should continue to be disseminated as a means of promoting awider range of material in the
Database.

Fifth session of the Intergovernmenta Committee (July 2003)

19. Atitsfifth session, the Committee considered a document on Practical M echanisms for
the Defensive Protection of Genetic Resources within the Patent System,” which raised the
illustrative patent case forwarded by the FAO and summarized the products for the defensive
protection of genetic resources which had been produced by the Committee. It considered a
report on the updating of the Database to a more fully operational and comprehensive version,
which also discussed the role of contractual arrangements in recently enacted legislation on
access to genetic resources and associated TK, and provided an overview of the IP aspects of
mutually agreed terms relating to biological material and associated TK.

20. The Committee also reviewed the “Draft Technica Study on Disclosure Requirements
related to Genetic Resources and Traditional Knowledge,” which had been prepared on the
basis of the questionnaire Q3 (see Annex | to document WIPO/GRTKF/1C/5/10). The
Committee decided to transmit the draft technical study to the General Assembly with the
recommendation that it be transmitted as atechnical reference document to the Seventh
Conference of Parties of the CBD.® The Secretariat of the Convention on Biological Diversity
highlighted to the Intergovernmental Committee’ the usefulness of the technical study not
merely for the Conference of Parties meeting in the first quarter of 2004, but also for technical
working groups of the CBD which were scheduled to meet in December 2003, and requested
that this be taken into account in the possible transmission of the study to the CBD.

WIPO General Assembly (Twenty-Ninth Session, September 2003)

21. Atits Twenty-Ninth Session, the WIPO General Assembly adopted the draft revised
technical study for transmission to the seventh meeting of the COP. This decision was
subject to the following understanding:

“The attached draft technical study has been prepared to contribute to international
discussion and analysis of this general issue, and to help clarify some of the legal and
policy mattersit raises. It has not been prepared to advocate any particular approach nor

5 WIPO/GRTKF/IC/5/6
6 WIPO/GRTKF/IC/5/15
! WIPO/GRTKF/IC/5/15
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to expound a definitive interpretation of any treaty. It isto be regarded as atechnical
input to facilitate policy discussion and analysisin the Convention on Biological
Diversity and in other fora, and it should not be considered aformal paper expressing a
policy position on the part of WIPO, its Secretariat or its Member States.”

Following the Genera Assembly decision, the Technical Study was transmitted to the
Secretariat of the CBD (SCBD) with the above-mentioned understanding attached to the
Study.

22. The Study was subsequently issued by the SCBD as document
UNEP/CBD/WG-ABS/2/INF/4 for the second meeting of the Working Group, which took
place in Montreal from December 1 to 5, 2003. The Study and the above-mentioned
qualification were introduced to the Working Group® and provided the basis for deliberations
which led to the adoption of Recommendations to the COP on the issues addressed in the
Study.? The Preamble of the Recommendeations reflects the positive reception by the
Working Group of the Technical Study.™°

Working Group on Reform of the Patent Cooperation Treaty (PCT)

23. At thefourth session of the Working Group on Reform of the Patent Cooperation Treaty
(May 19 to 23, 2003), Switzerland submitted proposals regarding the declaration of the source
of genetic resources and traditional knowledge in patent applications (document
PCT/R/WG/4/13). The proposals were discussed by the Working Group at its fifth session
(November 17 to 21, 2003; document PCT/R/WG/5/11 Rev.) and its sixth session

(May 3to 7, 2004), when Switzerland submitted additional comments on its proposals
(document PCT/R/WG/6/11).

Sixth session of the Intergovernmental Committee (March 2004)

24. The additional invitation was formally communicated to WIPO by the CBD Secretariat
and was received immediately prior to the Committee’ s sixth session in March 2004. In view
of the possible relevance of the invitation to the Committee’ s own work on defensive
protection measures (in particular disclosure mechanisms relating to genetic resources and
TK), the Committee was advised of the invitation and was invited to consider it in the context
of its ongoing work (WIPO/GRTKF/I1C/6/11 and WIPO/GRTKF/I1C/6/13). The Committee
considered the invitation, but in view of the relevance of the invitation to other WIPO bodies,
the invitation was referred to the WIPO General Assembly for consideration.™

25. At the same session, the Committee aso reviewed Draft “ Guide Contractual Practices’
for Intellectual Property Aspects of Access and Benefit Sharing Arrangements Relating to

8 See document UNEP/CBD/COP/7/6, paragraphs 10 to 12, and 81.

9 See document UNEP/CBD/COP/7/6, paragraph 75 to 85.

10 The Preamble specifically states that the Working Group issues its Recommendations while:
“ Noting with appreciation the Technical Study on Disclosure Requirements Concerning
Genetic Resources and Traditional Knowledge prepared by World Intellectual Property
Organization at the request of the Conference of the Partiesin decision V1/24 C and considering
the contents of the Technical Study to be helpful in the consideration of intellectual
property-related aspects of user measures.” See document UNEP/CBD/COP/7/6, Annex, page
27.

1 See WIPO/GRTKF/IC/6/14, paragraph 183.
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Genetic Resources.*? This took forward the work initiated by the Committee at its first
meeting. The draft was prepared on the basis of the input from the approved questionnaire
(Questionnaire of Contractual Practices and Clauses relating to Intellectual Property, Access
to Genetic Resources and Benefit-Sharing, WIPO/GRTKF/1C/Q.2) and the contributions
made to the capacity-building database, with expert input from a consultant with experience
in access and benefit-sharing arrangements. This draft was provided in line with the
Committee’ s decision taken at itsfirst session. The draft bore the note “ These are draft
materials only, to serve as the basis for discussion and development, based on the operational
principles already established by the Committee. Further improvements could include a series
of practical steps, specific examples and case studies, model or illustrative contractual
provisions, and graphic representations of key issues and basic practical steps. The evolution
of this draft would also need to take account of developmentsin other international forums.”
The Committee “took note of the statements and the observations made [ concerning the draft]
and decided to invite further comments and input relating to the issue by June 30, 2004,
whereupon arevised version of the document would be published for the next session of the
Committee.” These provisions were subsequently updated and reviewed by the Committee at
its seventh session.

WIPO General Assembly (September 2004)

26. Atits Thirty-First Session, the WIPO General Assembly decided on a process to
respond to the COP invitation (document WO/GA/31/8). Briefly, thisincluded (i) an
invitation by WIPO Member States to submit comments and proposals by December 15,
2004; (ii) the preparation of a draft examination and its circulation for comments by the end
of January 2005; (iii) observations and comments on the draft to be submitted by Member
States and accredited observers by the end of March 2005; (iv) publication on the website
and in a consolidated document of all comments and observations received; (v) convening of
aone-day ad hoc intergovernmental meeting to consider and discuss arevised version of the
draft which would be available at least 15 days before the Meeting; (vi) preparation of a
further revised draft to be presented to the WIPO General Assembly at its ordinary session in
September 2005 for consideration and decision.

27. Thefirst step in the procedure agreed by the WIPO General Assembly was for the
Director General to invite all Member States ‘to submit proposals and suggestions before
December 15, 2004." Theinvitation was accordingly circulated (C.7092 and C. 7093,
November 10, 2004). By December 15, 2004, submissions had been received from the
following Member States and groups of Member States: African Group, Australia, Belize,
Brazil, Colombia, the European Community and its Member States, Ghana, the Islamic
Republic of Iran, Japan, the Kyrgyz Republic, Peru on behalf of the Andean Community, the
Russian Federation, Switzerland, Turkey, and the United States of America. These were
posted on the Internet*® and have been circul ated as a provisional collation.

28. Asprovided in the agreed process, an initial draft examination of the issues was
prepared on the basis of the suggestions and proposals of the Member States, whichis
intended to provide only an initial and preliminary basis for the continuing dialogue foreseen
by the WIPO General Assembly.

2 See document WIPO/GRTKF/IC/6/5.
1B See www.wipo.int/tk/en/geneti c/proposal §/index.html#proposal's
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Seventh session of the Intergovernmental Committee (November 2004)

29. Initswork on genetic resources at its seventh session, the Committee considered a
revised “ Draft Intellectual Property Guidelines for Access and Equitable Benefit-Sharing”
(document WIPO/GRTKF/IC/7/9). Thiswas aminor redraft of the previous document
(WIPO/GRTKF/1C/6/5), based on comments received by the deadline set by the Committee
and on comments made at the sixth session. The Committee also considered an update on the
question of patent disclosure requirements relating to genetic resources
(WIPO/GRTKF/1C/7/10). The update addressed two distinct matters: (a) it provided a
factual on work within WIPO concerning the disclosure issue; and (b) it noted the existing
proposals for possible further work on this issue within the Committee. The Committee
considered, but did not reach a conclusion, on how to proceed further on the items concerning
genetic resources that are currently on its agenda.

Ad hoc Intergovernmental Meeting on Genetic Resources and Disclosure Reguirements
(June, 2005) and WIPO Genera Assembly (September 2005)

30. Inlinewith the procedure established by the General Assembly, aone-day ad hoc
intergovernmental meeting was held on June 3, 2005, to consider and discuss arevised
version of the draft revised draft examination of issues relating to the interrelation of accessto
genetic resources and disclosure requirements in intellectual property rights applications.
Following this meeting, the draft examination of issues was revised in line with the comments
of Member States and observers, and submitted to the General Assembly for its consideration.
The General Assembly, in turn, approved the examination of issues for transmission to the
CBD COP, and it was forwarded accordingly.

Latest developments at the IGC

31. Atitseleventh session, the Committee considered two additional documents, a“List of
options” (document WIPO/GRTKF/1C/11/8 (a)) and the “ Factual Update of International
Developments’ (document WIPO/GRTKF/1C/11/8 (b)). Among the optionslisted in
document WIPO/GRTKF/IC/11/8 (a) are mandatory disclosure requirements as proposed by
the European Union, databases, the devel opment of case studies, recommendations or
guidelines or mandatory requirements. The Secretariat was asked to prepare afurther update
of international developments based on document WIPO/GRTKF/1C/11/8 (b) which would
include more recent developments, and any other relevant devel opments reported to the
Committee. Document WIPO/GRTKF/IC/11/8 (a) remain on thetablein its existing form
and comments made in relation to it were noted.

1. WORLD TRADE ORGANIZATION (WTO) TRIPS COUNCIL

32. Prior to the 2001 Doha Declaration, the review of Article 27.3 (b) on exclusion of
patentability began in 1999 as required by the TRIPS Agreement. Thetopicsraised in the
TRIPS Council’ s discussions included among others how to deal with the commercial use of
traditional knowledge and genetic material by those other than the communities or countries
where these originate, especially when these are the subject of patent applications.
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Discussions also included how to ensure the TRIPS Agreement and the UN Convention on
Biological Diversity (CBD) support each other.'*

33. The 2001 Doha Declaration made it clear that work in the TRIPS Council should cover
the protection of traditional knowledge and folklore and the relationship between the TRIPS
Agreement and the CBD.

34. Thediscussion in the TRIPS Council has gone into considerable detail with a number of
ideas and proposals for dealing with these complex subjects.

35. Theideas put forward include:

- Disclosure as a TRIPS obligation: A group represented by Brazil and India and
including Bolivia, Colombia, Cuba, Dominican Republic, Ecuador, Peru,
Thailand, and supported by the African group and some other developing
countries, wants to amend the TRIPS Agreement so that patent applicants are
required to disclose the country of origin of genetic resources and traditional
knowledge used in the inventions, evidence that they received “prior informed
consent”, and evidence of “fair and equitable” benefit sharing.

- Disclosure through WIPO: Switzerland has proposed an amendment to the
regulations of WIPO’s Patent Cooperation Treaty (and, by reference, WIPO's
Patent Law Treaty) so that domestic laws may ask inventors to disclose the source
of genetic resources and traditional knowledge when they apply for patents.
Failure to meet the requirement could hold up a patent being granted or, when
done with fraudulent intent, could entail a granted patent being invalidated.

- Disclosure, but outside patent law: The EU’ s position includes a proposal to
examine arequirement that al patent applicants disclose the source of origin of
genetic material, with legal consequences of not meeting this requirement lying
outside the scope of patent law.

- Use of national legidlation including contracts rather than a disclosure obligation:
The United States has argued that the CBD’ s objectives on access to genetic
resources, and on benefit sharing, could best be achieved through national
legislation and contractual arrangements based on the legislation, which could
include commitments on disclosing of any commercia application of genetic
resources or traditional knowledge.

[1l. FOOD AND AGRICULTURAL ORGANIZATION (FAO)

FAO Commission on Genetic Resources for Food and Agriculture (CGRFA)

36. Prior to the creation of the Committee, governments were engaged in an important
process of addressing the distinct characteristics of plant genetic resources for food and
agriculture (PGRFA) by revising the International Undertaking on Plant Genetic Resources

¥ WTO website.
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for Food and Agriculture (“the Undertaking”), and negotiating an internationally binding legal
instrument which istoday in force as the International Treaty on Plant Genetic Resources for
Food and Agriculture (ITPGR). These negotiations were being facilitated by the FAO
Commission on Genetic Resources for Food and Agriculture (CGRFA). Within these
negotiations, governments had raised several IP issuesin the context of the draft provisions
on facilitated access to PGRFA (Article 13) and on benefit-sharing (Article 14) of the
Multilateral System of Access and Benefit-sharing which was established by the ITPGR.™ In
particular, the Composite Draft Text of the ITPGR at the time included a provision for the
sharing of benefits on commercialization, which provided for an 1P-based benefit-sharing
mechanism™® (Article 14.2(d)(iv)"). Since WIPO had been participating in the negotiations
as an observer, it had provided, strictly upon request, technical 1P information and advice,
when required by the FAO in order to advance its negotiations. The development of more
extensive analysis and advice, if required and requested by the FAO, was also |eft open as an
option for the work of the Committee itself following its formation.

Ninth Session of the FAO Commission on Genetic Resources for Food and Agriculture
(October 2002)

37. At the ninth session of the CGRFA, held in October 2002, the Commission received a
report from CIAT, on agranted patent relating to afield bean cultivar named ‘enola.*® This
patent had been granted for a new cultivar of field bean (Phaseolus vulgarisL.) which
produces adistinctly yellow seed with ayellow hilum that remains relatively unchanged over
time. Having considered the report, “A number of countries expressed concern over cases
involving the inappropriate granting of intellectual property rights over materials from the
International Network, noting, however, that such cases had all been attended to.” The
CGRFA “requested the Director General of FAO to ... forward [certain FAQ] documents ...
to the World Intellectual Property Organization (WIPO) and its various Committees, with a
request that WIPO cooperate with FAQO in preparing a study on how intellectual property
rights may affect the availability and use of material from the International Network and the
International Treaty.”*®

FAO Commission on Genetic Resources for Food and Agriculture (CGRFA), and Governing
Body of the International Treaty

38. Atitsninth session, the CGRFA requested “that WIPO cooperate with FAO in
preparing a study on how intellectual property rights may affect the availability and use of
material from the International Network and the International Treaty”.? In response to this
request, WIPO and FAO have cooperated to analyze how IP rights might affect the

> Seedocument CGRFA/CG-6/01/2.

16 The concept of such a mechanism was first introduced into the Composite Draft Text following
aprivate sector proposal from the International Association of Plant Breeders for the Protection
of Plant Varieties (ASSINSEL ) and was revised during the negotiations at subsequent meetings
of the Contact Group of the CGRFA (See documents CGRFA-8/99/Inf.9; CGRFA/CG-3/00/2;
CGRFA/CG-4/00/2, CGRFA/CG-5/01/2 and CGRFA/CG-6/01/2).

7 Four countries stated that they do not agree with the text of Article 14.2(d)(iv). See
CGRFA/CG-6/01/2.

8 USpatent 5,894,079.

B See document CGRFA-9/02/REP Report of the Commission on Genetic Resources for Food
and Agriculture, paragraphs 31 available at: <ftp://ext-ftp.fao.org/ag/cgrfad//rrepe.pdf>.

2 CGRFA-9/02/REP, paragraph 31.
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availability and use of plant genetic resources for food and agriculture. WIPO provided afirst
progress report on its work regarding this request at the Second Meeting of the CGRFA acting
as Interim Committee for the International Treaty, in November 2004, entitled Preliminary
report on work towar ds the assessment of patent data relevant to availability and use of
material from the International Network of Ex-Situ Collections under the Auspices of FAO
and the International Treaty.”* To commence work towards the request, this progress report
only considered patents, rather than intellectual property more generally. Oneinitial pathway
to gaining insights on this question was to build up an information base on relevant patents
and patent applications. To initiate this process, using existing patent search algorithms,

sampl e searches were conducted in order to test the methods and broadly illustrate the type of
information that could be generated, and on that basis to pose questions about how such
information could be refined and used to clarify understanding about the effects on
availability and use. The main insight from these preliminary sample searches was to illustrate
the choices involved in devel oping a search method, and the type of data that might be
obtained through itsuse. It illustrated the limitations of the conclusions that can be drawn
from broad-brush patent searching, and underscored the need for careful analysis of the
content, scope and implications of specific patents before any substantive assessments can be
made. Above all, the exercise illustrated the need for more extensive examination of the
patent landscape, and the broader legal context that surrounds particular crops, before any
practical assessment could be made about the effect on availability and use of material that
may be covered by patents. The document ended by identifying options for such follow-up
work. The CGRFA acting as the Interim Committee “welcomed this Preliminary Report,
which was of significant value to the agricultural community, and the continuing cooperation
with WIPO".?? In its Report, the Interim Committee “looked forward to receiving the report
of the n%(t stage of thiswork, in line with the follow-up activities identified in the preliminary
report”.

39. In 2006, WIPO provided a second progress report on the follow-up work identified in
its first findings to the first session of the Governing Body of the International Treaty, entitled
Progress Report on Work Towar ds the Assessment of Patent Data Relevant to Agricultural
Biotechnology and the Availability and Use of Material from the International Network of
Ex-Situ Collections Under the Auspices of FAO and the International Treaty: A Draft Patent
Landscape Surrounding Gene Promoters Relevant to Rice.* This Progress Report contained
afactual description of the international patent |andscape surrounding gene promoters
relevant to rice. Rice had been selected by FAO and WIPO for the draft patent landscape
because of its crucia importance for food security. FAO selected gene promoters as an
illustrative technology for theinitial set of patent searches and analysis. Gene promoters
regulate the transcription of genetic information from DNA (gene expression), and are
therefore key tools in agricultural biotechnology and in the use of plant genetic resources for
food and agriculture in research and development. Some initial observations that arose from
this progress report included afirst review of trendsin research and development on these key
research tools, including the comparative degree of public and private sector activity, the
emergence of research collaborations, and the genes and the traits they express that are of

2L CGRFA/MIC-2/04/Inf 5, ftp://ftp.fao.org/ag/cgrfa/mic2/m2i5e.pdf

2 CGRFA/MIC-2/04/REP, Report of the Commission on Genetic Resources for Food and Agriculture,
paragraph 31; available at:

= Ibid.

#  ITIGB-1/06/Inf.17.
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interest to the research community. The Progress Report noted that similar searches would be
conducted for maize, potato and soybean, and would subsequently be added to the Report.

40.  WIPO participated as an observer, in the meetings of the CGRFA acting as Interim
Committee for the International Treaty on Plant Genetic Resources for Food and Agriculture
and in meetings of the Interim Committee’ s Contact Group for the Drafting of the Standard
Material Transfer Agreement. At itsFirst Session, held in June 2006 in Madrid, the
Governing Body addressed and resolved a number of major questions, which now make the
Treaty fully operative.

41.  The Governing Body adopted, in particular, the Standard Material Transfer
Agreement, which is the legal instrument by which plant genetic resources for food and
agriculture under the Treaty’s Multilateral System of Access and Benefit-sharing may be
accessed, and which makes provision for the fair and equitable sharing of the commercial
benefits resulting from the use of such resources. The Standard Material Transfer Agreement
provides for payment to the Treaty’ s Funding Strategy of 1.1% of the sales of a
commercialized product, such as anew crop variety, which incorporates material accessed
from the Multilateral System, when there are restrictions such as patent protection, that result
in the product not being freely available to others for research and breeding. Users of the
Multilateral System can also opt for a crop-based payment system, whereby they pay at a
lower rate (0.5%), on all their commercialized products of a particular crop, regardless of
whether material from the Multilateral System isincorporated in those products, and whether
or not they are freely available to others for research and breeding. The Governing Body
invited FAO to act as the Third Party Beneficiary, which has the role of representing the
Governing Body in any dispute settlement procedures that may be necessary.

Second session of the Governing Body of the International Treaty on Plant Genetic Resources
for Food and Agriculture (ITPGR), Rome, Italy, October 29-November 2, 2007

42. The Governing Body considered: financia rules, the funding strategy, including the
recommendations of the Ad Hoc Advisory Committee regarding priorities, eligibility criteria
and operationa procedures for the allocation of funds under the direct control of the
Governing Body, the relationship with the Global Crop Diversity Trust, implementation of the
Multilateral System (MLS) for access and benefit-sharing, including procedures for the Third
Party Beneficiary; the material transfer agreement (MTA) for non-Annex | crops acquired
prior to the Treaty’ s entry into force, implementation of Article 6 (Sustainable use of plant
genetic resources) and Article 9 (Farmer’ srights); relationship between the Governing Body
and the Commission on Genetic Resources for Food and Agriculture (CGRFA); cooperation
with other international organizations and the possible establishment of a permanent technical
advisory committee.

43.  The meeting aso adopted aresolution on farmers’ rights, and a statement of intent to
organize and strengthen collaboration with the CGRFA. However, the financia rulesfor the
Governing Body remain pending, and discussions on compliance were also deferred, despite
the GB-1 decision that the Governing Body was to consider and approve procedures for
compliance at its second session.
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V. CONVENTION ON BIOLOGICAL DIVERSITY (CBD)

Sixth Meeting of the Conference of the Parties (COP) to the CBD

44.  From April 7 to 19, 2002, the Conference of the Parties (COP) to the Convention on
Biological Diversity (CBD) held its sixth meeting in The Hague. In Decision VI1/24A, the
COP adopted the Bonn Guidelines on access to genetic resources and benefit-sharing. In
section C of the same decision, it also considered the role of intellectua property rightsin the
implementation of access and benefit-sharing arrangements and invited Parties and
Governments to encourage the disclosure of origin of the country of origin of genetic
resources and associated traditional knowledge in applications for intellectua property rights,
where the subject matter of the application concerns or makes use of genetic resources or
associated traditional knowledge in its development.”® Recognising that further work was
needed on this issue, the COP invited WIPO to:

“prepare atechnical study, and to report its findings to the Conference of the Parties at its
seventh meeting, on methods consistent with obligationsin treaties administered by the World
Intellectual Property Organization for requiring the disclosure within patent applications of,
inter alia:

(@ Genetic resources utilized in the development of the claimed inventions,
(b) The country of origin of genetic resources utilized in the claimed inventions,

(c) Associated traditional knowledge, innovations and practices utilized in the
devel opment of the claimed inventions;

(d) The source of associated traditional knowledge, innovations and practices; and,
(e) Evidence of prior informed consent.”

45.  In the same decision the CBD-COP, in the context of the work of the Committee on IP
aspects of mutually agreed terms, encouraged WIPO “to make rapid progress in the
development of model intellectual property clauses which may be considered for inclusionin
contractual agreements when mutually agreed terms are under negotiation.”

46. The same COP decision also “recognizes the importance of the work being undertaken
by the World Intellectual Property Organization on international models and encourages the
World Intellectual Property Organization to also consider means by which Parties could
coIIabor2a71e to protect traditional knowledge for further consideration by the Conference of the
Parties’

47.  Inthe same decision the CBD-COP also requested the CBD Executive Secretary with
the help of other intergovernmental organizations such as WIPO “to undertake further
information gathering and analysis on:

»  SeeDecision VI/24C, paragraphs 1 and 2.
% See Decision VI/24C, Convention on Biological Diversity, para. 9.
2’ SeeDecision V1/24C, Convention on Biological Diversity, para. 10.
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Impact of intellectual property regimes on access to and use of genetic resources and
scientific research;

Role of customary laws and practices in relation to the protection of genetic resources and
traditional knowledge, innovations and practices, and their relationship with intellectual
property rights,

Consistency and applicability of requirements for disclosure of country of origin and prior
informed consent in the context of international legal obligations;

Efficacy of country of origin and prior informed consent disclosuresin assisting the
examination of intellectual property rights applications and the re-examination of intellectual
property rights granted;

Efficacy of country of origin and prior informed consent disclosures in monitoring
compliance with access provisions,

Feasibility of an internationally recognized certificate of origin system as evidence of prior
informed consent and mutually agreed terms; and

Role of ora evidence of prior art in the examination, granting and maintenance of intellectua
property rights.” %

48. Finaly, the COP, in arequest for close interagency collaboration between the CBD and
WIPO, reiterated its request for a Memorandum of Understanding with WIPO and urged
WIPO “to provide to the Conference of the Parties with the results of its deliberations of
relevance to access to genetic resources and benefit-sharing related to traditional

knowledge;” %

Seventh meeting of the COP to the CBD

49. At itsseventh meeting, held in Kuala Lumpur from 9 to 20 February 2004, the COP of
the CBD received the Technical Study produced by WIPO at its request. COP Decision
VII/19E:

“Not[ eg with appreciation the Technical Study on Disclosure Requirements Concerning
Genetic Resources and Traditional Knowledge prepared by World Intellectual Property
Organization at the request of the Conference of the Partiesin decision V1/24 C and
considering the contents of the Technical Study to be helpful in the consideration of
intellectual property-related aspects of user measures.”

50. Inthe same Decision the COP further invited WIPO, as afollow up to the previous
invitation, to:

“examine, and where appropriate address, taking into account the need to ensure that this
work is supportive of and does not run counter to the objectives of the CBD, issues regarding
the interrelation of access to genetic resources and disclosure requirements in intell ectual
property rights applications, including, inter alia:

(@ Optionsfor model provisions on proposed disclosure requirements;

(b) Practica optionsfor intellectual property rights application procedures with regard to
the triggers of disclosure requirements,

(c) Optionsfor incentive measures for applicants;

28
29

See Decision V1/24C, Convention on Biologica Diversity, para. 3.
See Decision V1/24C, Convention on Biological Diversity, para. 11.
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(d) Identification of the implications for the functioning of disclosure requirementsin
various WIPO-administered treaties;

(e) Intellectua property-related issues raised by a proposed international certificate of
origin/source/legal provenance;

and regularly provide reports to the CBD on its work, in particular on actions or steps
proposed to address the above issues, in order for the CBD to provide additiona information
to WIPO for its consideration in the spirit of mutual supportiveness.”

51. On the recommendation of the Subsidiary Body on Scientific, Technical and
Technological Advice (SBSTTA), the COP adopted a Programme of Work on Technology
Transfer and Technological and Scientific Cooperation for the CBD. Severa elementsin this
Programme of Work pertain inter aliato WIPO, such as Activities2.1.1 and 2.1.2
(Information Systems) and a specific invitation to WIPO and other agencies to prepare
technical studies that further explore and analyze the role of IP rightsin technology transfer in
the context of the CBD (Activity 3.1.1 under Creating Enabling Environments). The WIPO
Secretariat has worked actively with the SCBD and the Secretariat of UNCTAD to prepare
draft technical materials that could form the basis of the study on the role of IP rightsin
technology transfer. This draft, which does not reflect an official WIPO position, has been
finalized following a peer review. WIPO has undertaken other, related work, in partnership
with the SCBD and in line with the joint MoU. Thiswork draws on past WIPO analysis of the
role of 1P rights in technology transfer under other Multilateral Environmental Agreements
(MEAS).

Information Systems - Programme Element 2 of the CBD Work programme on Technology
Transfer

Activity 2.1.3 (on Information Systems) of this work programme foresees the “ devel opment
of advice and guidance on the use of new information exchange formats, protocols and
standards to enable interoperability among relevant existing systems of national and
international information exchange, including technology and patent databases.” WIPO has
held informal discussions with the SCBD with aview to further cooperation to enhance
interoperability among relevant existing systems, in particular patent databases, so asto
promote access to this technological information and the more effective use of this
information as a means of promoting and analysing patterns in technology transfer relevant to
the CBD. The recent launch of PatentScope, a new portal on patents and the international
patent system, and enhanced patent information resources by WIPO, can be expected to
provide a useful platform for expanded cooperation in this area.

CBD Working Group on Access and Benefit-sharing (February, 2005).

52. A factual update on progress with the preparation of a draft examination on the issues
was provided has aso been provided to the third session of the CBD Ad Hoc Open-Ended
Working Group on Access and Benefit-Sharing, which met in Bangkok, from

February 14 to 18, 2005%

¥ See UNEP/CBD/WG-ABS/3/7, para 25 (‘ Report of the Ad Hoc Open-Ended Working Group on
Access and Benefit-Sharing on the Work of its Third Meeting’), which statesthat: “The
representative of WIPO described in detail activities that had been undertaken in response to
reguests from the seventh meeting of the Conference of the Parties, including a request for
[Footnote continued on next page]
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Eighth meeting of the Conference of the Parties to the Convention on Biological Diversity,
Curitiba, Brazil, March 20 to 31, 2006.

53. The WIPO examination of issues was reviewed by the COP at its eighth meeting as
document UNEP/CBD/COP/8/INF/7. The COP also reviewed the progress made in the Ad
Hoc Open-ended Working Group on Access and Benefit-sharing to elaborate and negotiate an
international regime on access and benefit sharing, and transmitted an annex, entitled
International Regime on Access and Benefit-Sharing (reflecting the range of views held by
Parties at the fourth meeting of the Ad Hoc Open-ended Working Group), to the fifth meeting
of the Ad Hoc Open ended Working Group for the purposes of continuing to elaborate and
negotiate the international regime in accordance with decision VI11/19 D, aswell as, inter alia,
the following inputs for the elaboration and negotiation of an international regime: (a) the
outcomes of the group of technical experts on the certificate of origin/source/legal
provenance; (b) aprogress report on the gap analysis, and the matrix, and (c) other inputs
submitted by Parties relating to access and benefit-sharing.>

54. The COP aso invited Parties, Governments, relevant international organizations,
indigenous and local communities and all relevant stakeholders to submit their views and
information to the CBD Executive Secretary; these views would be compiled together with
the other information requested for the Ad Hoc Open-ended Working Group at its fifth
meeting.

Sixth meeting of the Ad Hoc Open-ended Working Group on Access and Benefit-sharing
(ABS), Geneva, Switzerland, January 21 to 25, 2008

55. Inacontinuation of the fifth meeting of the Working Group, held in October 2007, the
Working Group proceeded with the elaboration and negotiation of an international regime on
ABS. Discussions focused on the main components of the international regime, including fair
and equitable sharing of benefits, access to genetic resources, compliance, traditional
knowledge and genetic resources, and capacity building. The Working Group made
considerable progress in producing a new, short and concise working document on the
international regime, consisting of sections on the main components and list of items “to be
further elaborated with the aim of incorporating them in the international regime” in cases
where there was agreement in principle, or “further consideration” in cases of disagreement or
need for further clarification. The outcome of the deliberations will be submitted for
consideration by the Conference of the Parties to the CBD at its ninth meeting, to be held
from 19-30 May 2008, in Bonn, Germany, where critical decisions will need to be taken on
the future of the ABS negotiations, with the 2010 deadline for completion rapidly
approaching.

[Footnote continued from previous page]
regular reports on the activities of his Organization with respect to access and benefit-sharing
and on cooperative activities that it had undertaken with the Conference of the Parties.”

8 UNEP/CBD/COP/8/31 (15 June 2006)
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56. The Intergovernmental Committeeis
invited to review and draw on this document
as appropriatein its discussions under agenda
item 10 on genetic resour ces.

[End of document]



