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I. OVERVIEW

1. This document summarizes the products for the defermiotection of traditional
knowledge and genetic resources which have been produced by the Intergovernmental
Committee on Intellectual Property and Genetic Resources, Traditional Knowledge and
Folklore (“the Committee”). It also reviews certain subsitamtssues that have arisen during
the work of the Committee and identifies areas for future work by other WIPO bodies.

2. The term “defensive protection,” when applied to traditional knowledge and genetic
resources, refers to measures aimegraventing the acquisition of intellectual property
rights over traditional knowledge (TK) or genetic resources by parties other than the
customary custodians of the knowledge or resoutcéke development of measures for
defensive protection have cditgted a major component of the work of the Committee. An
overview of the outcomes produced by the Committee is contained in Ahné&ke present
document contextualizes these deliverables within their overall substantive context and a
package of policyneasures and practical tools for the concerned stakeholders.

! See the overview of forms of legal protection provided in docuriéftO/GRTKF/IC/5/12

from paragraph 17, and the discussion of defensive protection from paré@fiaph
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3. Inthe work of the Committee, it has frequently been stressed that protection of TK
should be undertaken in a comprehensive manner, potentially using both positive and
defensive foms of protection. Defensive protection is no substitute for positive protection,
and should not be mistaken for the acquisition and active exercise of rights in the protected
material. Its impact is limited to preventing other parties from gainingliext&ial property

(IP) rights, and does not in itself prevent others from using this material. Often, the active
assertion of rights (positive protection) is necessary to prevent the unauthorized or illegitimate
use of TK. In some scenarios, defensivetpobion may actually undermine the interests of

TK holders, particularly when this involves giving the public access to TK which is otherwise
undisclosed, secret or inaccessible. In the absence of positive rights, public disclosure of TK
may actually faditate the unauthorized use of TK which the community wishes to protect.

4.  This document provides an overview of defensive protection measures in the following
structure: Section Il sets the work of the Committee in context with a case stddsoane
background information regarding defensive protection of genetic resources and TK. Section
Il sets out considerations for effective defensive publication strategies. Sections IV and V
review the outcomes which the Committee has delivered thrthuge Activities in four

sessions. These outcomes include both amendments to existing international patent systems
and practical tools for stakeholders. Section VI identifies some areas for future work.

Finally, Section VII presents some preliminarynotusions. Annex | sets out a summary

table of all the Deliverables and Products produced by the Committee for Defensive
Protection of TK and genetic resources. Finally, Annex Il provides some background
information on the Systerwide Information Networlon Genetic Resources (SINGER) of the
Consultative Group on International Agricultural Research (CGIAR), a global database of
genetic resources which has been linked to the WIPO Portal of Online Databases and
Registries Concerning TK and Genetic Resources.

. DEFENSIVE PROTECTIONBACKGROUND

5. Defensive protection in the context of the patent system hinges on the requirement that
inventions be both novel (new) and inventive (raovious). Both of these criteria are

assessed with referenaedvailable prior art: that is, information which was available to the
public before the filing or priority date of the patent application. This has a legal aspect and a
practical aspect. Legally, the criteria concern all information that is availalilestpublic

prior to the filing date or priority date of the patent application. National laws specify what
information should be taken into account. For example, at the international level, the Patent
Cooperation Treaty (PCT) Regulations (Rule 33(Xpvide that:

“relevant prior art shall consist of everything which has been made available to the
public anywhere in the world by means of written disclosure (including drawings and
other illustrations) and which is capable of being of assistance inrdetierg that the
claimed invention is or is not new and that it does or does not involve an inventive step
(i.e., that it is or is not obvious), provided that the making available to the public
occurred prior to the international filing date.”

However, ths rule only directly concerns the ndmnding international search and
examination, and the applicable rules for determining what prior art is relevant can vary
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according to national or regional laws. A strategy for defensive protection clearly needs to
take account of the legal situation that applies in any particular country of interest.

6. Practically, during the examination of a patent application, it is not possible to locate
literally all potentially relevant information. Even so, it iarly desirable for examiners to

have access to any relevant information, so that when a decision is taken on granting a patent,
it is based on as full a background of prior art as is possible. Defensive strategies may
therefore involve increasing thegmtical likelihood that an examiner will locate and consider
the relevant information. For example, an obscure publication that is only available in a
library in a foreign country will not normally be available to (or even known to) a patent
examiner, eve though it would be considered relevant prior art if the examiner or other
authority had access to it or was aware of it. In practice, an obscure document or publication
may not be known to the patent or judicial authorities. A defensive strategy mighitve
republishing that publication in a form accessible on the internet, linking it to particular
search tools, or including it in a database of material specifically identified as relevant for
patent examination in a particular field.

7. Defensive strategies therefore have two aspects:

- alegal aspect, ensuring that information is published or documented in such a way as
to meet the legal criteria to be counted as prior art in the jurisdiction concerned (this
may include, for instance, ensng that there is a clear date of publication, and that
the disclosure enables the reader to put the technology into effect); and

- apractical aspect, ensuring that in fact the information is available to search
authorities and patent examiners, and isligaaccessible (such as through being
indexed or classified), so that it is likely to be found in a search for relevant prior art.

Monitoring patent activity

8. Implementation of defensive strategies may also include an element of actively
monitoring patent applications and patent grants, including the possibility of taking legal
action in relation to patents which may have negative consequerfoesnstance, in

restraining freedom to operate in the use of technologies. For instancenaidefstrategy

might include monitoring newly approved patents in a particular country, with a view to
lodging opposition to any applications of concern and avoiding the grant of patents that might
create difficulties. This may involve monitoring patewtigity by particular companies or

certain inventors, monitoring specific areas of technology (for instance, according to the
International Patent Classification (IPC), or tracking the progress of a specific application.
Commercial services are availalbte monitoring patents, and the increasing Internet access
available to national patent records has greatly increased the capacity of individuals to obtain
information on patent activities. Due to the transparency of the patent system, monitoring
patent ativity has also been used as a means of tracking research and commercial activity
generally. In the area of TK and genetic resources, for instance, the relative ease of
monitoring patent activity has provided opportunities to scrutinize not merely patent
applications concerning TK and genetic resources, but also research and commercial activities
making use of TK and genetic resources, to the extent that these are made public through the
disclosure function of the patent system. Existing patent systenestherefore yielded
considerable information about the relationship between the patent system, and genetic
resources and associated TK. There are also a number of proposals in international fora for
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specific disclosure mechanisms that would concern THemetic resources used in

developing an invention that is the subject of a patent application: these are also present in
several national or regional patent systems. A number of Committee participants have raised
these mechanisms as a part of an apghnda defensive protection (see for example
WIPO/GRTKF/IC/4/15, paragraphs 103 and 13$uch mechanisms are discussed at length

in documenWIPO/GRTKF/IC/540.

Defensive publication strategies

9. Defensive protection of innovations is anportant component of the IP strategies of
many creators and innovators. For example, R&D corporations may publish inventions or
other technologies which they have elected not to protect by seeking patent rights. In this
way, they preserve their right tese the invention against any third parties who may later seek
to patent similar or derivative inventions. The information that has already been published
may count as prior art in assessing whether a later patent application is novel or inventive. In
turn, these makes it less likely that a patent will be granted that would interfere with the use of
the technology the company wishes to use. Some defensive publications are primbeden

by the companies and distributed to libraries and patent offitegs.Xerox Disclosure

Journaf and International Business Machiné&M Technical Disclosure Bulletirare two
well-known examples of publications issued by companies in order to disclose their
innovations as part of a defensive protection strategy. Gthamples include thBell

Laboratory Recordnd theSiemens Zeitschrift

10. Organizations or companies that do not publish their defensive publications themselves
often rely on established defensive publication services. These servicehplgiagds of
inventions in paper form in their journal and in digital form in their online electronic
databases, and distribute these to patent offices. For exaRgdearch Disclosurevhich

was initiated in the 1950s and forms part of the PCT Minimuati@imentation, is published
monthly as a paper journal and as an online database prbddote recently, IP service
companies, such as IP.com, offer integrated security services ranging from safeguarding
sensitive information (such as R&D Lab Notebooksjhe rapid publication of technical
disclosures.

See ittp://www?2.xerox.com/research/xelj/ The Xerox Disclosure Journal (XDJ) is published
bi-monthly and is in its twentjifth year of publication. The last issue ofieh year contains an
index both by U.S. Patent Classification and by author name placed at the end to complete the
volume set.

The IBM Technical Disclosure Bulletin issues up to September 1997 are now viewable online
from Delphion's Intellectual Propey Network Web site. See
<http://www.ibm.com/ibm/licensing/patents/disclosures.shtml
Seewvww.researchdisclosure.com Research Disclosure (RD) is an international defensive
publication service that allows inventors, scientists and companies tklyjastablish prior art,

in any language they choose. It is published monthly as a paper journal and airam on
database product with advanced full text searching capabilities. RD’s archive of searchable
disclosures are available for 4ine searchingRD also allows disclosures to be published
anonymously. The disclosure text is under the control of the disclosing party. RD has been
repeatedly and successfully cited in challenges to patents granted after a prior art disclosure.
See vww.ip.corr. IP.com maintains a Prior Art Database andlfheom Journal both of

which serve defensive publication purposes.
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11. Patent offices may also provide for forms of defensive publication, such as the system
of Statutory Invention Registration under the law of the United States of America
(35USC157), which s accessible and searchable alongside other patent literature. Itis
possible to file regular patent applications for defensive purposes, rather than with the aim of
securing positive rights in the invention as such. This was described in documents
WIPO/GRTKF/IC/5/7 andWIPO/GRTKF/IT5/8 as ‘the practice of applying for patents for
inventions that the applicant does not intend to use, but which he or she does not want to fall
in the hands of competitors who may independently reinvent them. A practicéibsois to

file a patent application, to wait for it to be published (or “laid open for public inspection”)

and not to request the subsequent examination. It may be noted that many countries publish
patent applications after 18 months. Such applicatieneby falls into public domain and as
such it will necessarily be taken into account by patent examiners when assessing the
patentability of claims filed by competitors.’ In practice, many countries publish patent
applications after 1&onths. Itis &o possible, in many patent systems, to request the early
publication of a patent application, for instance as a defensive strategy.

12. While defensive protection is a relevant IP strategy in all fields of technology, there has
been particularegcent interest in defensive publication concerning inventions based on genetic
resources and on TR This has led to discussion about what steps, legal or practical, may be
necessary to improve the possibility of patgnanting authorities identifying fevant prior

art during the examination of the patent application. This prior art may be traditional
knowledge, or it may be information about genetic resources.

13. There s, arguably, a shared interest among patent applicants,-gedating

authorities, and the general public in ensuring that patents are granted on the basis of as full as
possible an awareness of existing prior art. From the point of view of the patent applicant,

this means that the patent, once granted, is less likelg t@wersed if challenged in court, as

it is less likely that adverse prior art will later be located and cited against the patent. From

the point of view of the patergranting authorities and the general public, this means that the
scope of patent right®nce granted, conforms more closely to the public interest as defined in
patentability criteria.

Defensive protection of genetic resources: an illustrative example

14. The practical operation of defensive protection may be illustrated byeatbaswas
recently considered by the Commission on Genetic Resources for Food and Agriculture
(CGRFA) of the FAO, pursuant to a submission from the International Center for Tropical
Agriculture (CIAT).

See, for instance, “Defensive Publication” in Chapter 4 of “People, Plants, and Patents: The
Impact of Intellectual Property on Tradelant Biodiversity, and Rural Society,” The Crucible
Group, 1994

The International Center for Tropical Agriculture (CIAT) is a rpiofit, nongovernmental
research organization dedicated to alleviating hunger and conserving natural resources in
developig countries. It is one of sixteen international agricultural research centers which form
part of the Consultative Group on International Agricultural Research (CGIAR). See:
<http://www.ciat.cgiar.org/>
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Background: International Agricultural Resear€entres

15. The International Agricultural Research Centres of the Consultative Group on
International Agricultural Research (CGIAR) hold the worlds’ most imporéxrgitu

collections of the germplasm of major food crops. In 1994, twelve CGtaRtres, CIAT
included, concluded agreements with FAO in 1§@4inging their collections into the
International Network oEx Situ Collections under the Auspices of FAO, and recognising the
“intergovernmental authority of FAO and its [CGRFA] in settipglicies for the International
Network.” They agreed to hold the designated germplasm “in trust for the benefit of the
international community”, and “not to claim ownership, or seek intellectual property rights,
over the designated germplasm and relatdédrmation,” and to lay this obligation on any
subsequent recipients of material from their collections.This was recognized to be an interim
solution, pending the completion of the negotiations for the International Treaty on Plant
Genetic Resources for Bd and Agriculture. The Treatyadopted on 3 November 2001, in
Article 15, recognizesthe importance to this Treaty of tlex situcollections of plant genetic
resources for food and agriculture held in trust by the IARCs of the CGIAR.” It makes osis
for the IARCs of the CGIAR andther International Institutionsoldingex situcollections of

plant genetic resources for food and agriculture, bringing them under the terms of the Treaty.

Example of a field bean cultivar

16. The presentase is cited merely to illustrate the practical questions that may arise in
relation to patent examination and grant in relation to inventions making use of genetic
resources. The question of whether an individual patent is valid or not is entirely @ogues
of national law (or regional law where applicable), to be determined by the appropriate
national or regional authorities. This case concerns United States patent 5,894,079, issued on
April 13, 1999, entitled “Field bean cultivar named enola.” Thasgmt was granted for a new
cultivar of field bean Phaseolus vulgarit.) which produces a distinctly yellow seed with a
yellow hilum that remains relatively unchanged over time. The invention also relates to a
method of producing a fiektbean cultivar ly crossing a first parent fieldean plant with a
second parent fiekbean plant, wherein the first or second fidddan plant is that of the
invention®®

17. According to CGRFA documerlts questions were raised about the validity of this
patentwhich “restrictsthe use of designated bean germplasm with yellow seeds for purposes
of agronomy and breeding in the USA, even though the FA@AR Agreements expressly
prohibit the claiming of intellectual property rights on designated germplasm, even for
accessions distributed before their designation [...]. In addition, the patent does not fulfill

8
9

Available at $tp://ext-ftp.fao.org/ag/cgrfa/GS/cgtexte. pdf

The text ofthe Treatywas made available to the Second Session ofrttee-governmental
Committeeas document WIPO/GRTKF/IC/2/INF.2, and is at
<http://www.wipo.int/eng/meetigs/2001/igc/doc/grfic2_inf2.doc

10 See document CGRF8/02/Inf.7, page 1.

1 Document CGRFA/02/11, Report on the International network of Ex Situ Collections under
the Auspices of FAO, pagaaphs23-26 <ftp://extftp.fao.org/ag/cgrfa/cgrfa9/rOwl3e fpdand
documenCGRFA-9/02/Inf.7, Report on the International NetworkEx SituCollections under
the Auspices of FAO: further information provided by the International Centre for Tropical
Agriculture (CIAT), regarding its request for aexamination olJ.S. patent No.5,894,079
<ftp://extftp.fao.org/ag/cgrfa/carfa9/roi7e. pelf
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two basic requisites: newness, and faiviousness** The question of the terms of access to
CGIAR collections are not dealt with at all in this example, amdkied, as noted below, it has
been pointed out by some FAO Members thhe‘material had not in fact come from the in
trust collections.” This example addresses only the novelty and-obwviousness

requirements, which ultimately are specific legal quasticonsidered by national authorities
who apply national patent law on the basis of the patent claims considered in the light of any
relevant prior art that has been identified. However, there is also the practical question of
how to locate and identifyelevant prior art and to make this information available in a form
that can be used for patent procedures. Various legal processes are available under national or
regional patent laws for the validity of a patent to be reviewed, including in the ligbriof

art newly brought to the attention of patent or judicial authorities-eR&mination by the

United States Patent and Trademark Office (USPTO) is one such national procedure.

18. In 2000 the Director General of CIAT indicated that “thent#a’ bean is close to

several yellowseeded bean varieties deposited in the trust collection held at the Centre,” and
that CIAT “will continue to distribute freely such germplasm accessions in the framework of
the FAOCGIAR Agreement.*® CIAT-BRU used micosatellites (a form of molecular

marker) to survey 21 bean lines from the CIAT collections with yellow seeds and hilum.
“Enola” was discovered to be genetically very close to the CIAT accessions G22227 and
G14024. G22227 is a breeding line from northwees Mexico and G14024, also known as
“Peruano”, is a bean line that CIAT obtained from Mexico, but which is originally from Peru.
CIAT-GRU also showed that “Enola” has “T” phaseolin, a marker that is common among
wild forms and landraces of the Centrahdes of Perd?

19. In March 2000 the Director General of CIAT issued a letter indicating that the “Enola”
bean is substantially identical in all important respects to a number of accessions held by
CIAT in its genebank. In May 2000, the FAO gal Office sent a letter to the Director
General of CIAT supporting the latter’s intention to bring the matter to the attention of the
USPTO. On December 20, 2000, CIAT requestedxamination of the patent. The reasons
for the request for rexaminatio were:

(@) that the use of bean designated germplasm with seed of yellow color might be
restricted by the patent for agronomy and other breeding purposes in the USA, and

(b)  that two basic requisites for granting the patent (namely novelty and
non-doviousness) were not fulfilled.

On February 8, 2001, the USPTO indicated that it wouldxamine the patent.

20. At the ninth session of the CGRFA, held from October 14 to 18, 2002, CIAT provided
updated information on CIAT’s request foresamination of the paterit. Additionally, this
specific patent case and the question of “intellectual property rights ... being sought by third
parties over designated germplasm provided by the CGIAR Centres” were brought to the
CGRFA's attention in the “Repbon the International Network dEx SituCollections under

12 CGRFA9/02/Inf.7, page 2.

13 See document CGRF8/02/Inf.7, page 2.
4 See document CGRF8/02/Inf.7, page 3.
*  See document CGRF8/02/Inf.7.
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the Auspices of the FAO*® The deliberations of the Commission are summarized in the
Report of the ninth session as follows:

“A number of countries expressed concern over cases involving #ppriopriate
granting of intellectual property rights over materials from the International Network,
noting, however, that such cases had all been attended to. The Commission was
informed of ongoing litigation by the International Centre for Tropical Agitiare

(CIAT) ... Some members of the Commission expressed concern that inappropriate
granting of intellectual property rights could jeopardize public confidence in the
in-trust collections held by the Centres within the International Network, and
requestd the Director General of FAO to bring the matter to the attention of the
United Nations General Assembly and the World Trade Organization, and to forward
the documentReport on the International Network Bk SituCollections under the
Auspices of the £O, andReport on the International Network of Ex Situ Collections
under the Auspices of the FACFurther Information Provided by the International
Centre for Tropical Agriculture (CIAT), Regarding its Request foredRamination of

U.S. Patent No. 5,894,079, to the World Intellectual Property Organization (WIPO)
and its various Committees, with a request that WIPO cooperate with FAO in
preparing a study on how intellectual property rights may affect the availability and
use of material from the Internatial Network and the International Treaty. Other
Members noted that the material had not in fact come from tlieust collections, and
that the FAO had already supported CIAT’s claim against the Patént.”

21. Such discussions in genetic resoeipolicy fora on individual patent cases may raise
broader policy or legal issues, which are not touched on in the present document. However,
this case also illustrates the practical context of defensive protection strategies in the field of
genetic resurces. Put simply, the question is one of how to increase the likelihood that
relevant information about genetic resources is available to pgtanting authorities, that

this information is available at an early stage in patent processing, andighetftiimation

will in fact be located and assessed during the initial examination of the patent application.
The development of extensive information tools and data collections in the field of genetic
resources makes this an increasing practical poggibirhis information becomes especially
important when it relates to public domain or open access international collections of
germplasm. It also brings into focus the substantial procedural costs which a national public
or international institution malgave to shoulder in challenging a patent, an important matter
to take into account in considering defensive protection strategies, particularly when there is
no possible financial benefit for the institution if its challenge succeeds.

Information on gentc resources

22. Information regarding most accessions ingxi collections held by International
Agricultural Research Centers of the CGIAR, such as CIAT, is publicly available on the
internet in the Systerwide Information Network on GenetResources (SINGER) of the
Consultative Group on International Agricultural Research (CGIXR$INGER is

16 See document CGRF8/02/11, paragraphs 23 to 26.

o See document CGRFB8/02/REP Report of the Commission on Genetic Resources for Food
and Agriculture, paragraphs 31 available aftp#/extftp.fao.org/ag/cgrfa9//rrepadf>.

The SINGER is available athttp://www.singer.cgiar.orgy.

18
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maintained by the Systemide Genetic Resources Programme (SGRP) of the CGIAR, which
is hosted by the International Plant Genetic Resources Insf(lR&RI). The SINGER

provides access to information on the collections of genetic resources held by the CGIAR
Centres, most of which are held in trust under the auspices of the FAO. In total, SINGER
contains information on over 600,000 samples of cromgde and tree germplasm of major
importance for food and agriculture. (Not all collections held by the Centres are included in
SINGER.) SINGER links the genetic resources databases of the CGIAR Centres and allows
simultaneous searches for information ceming the identity, source, characteristics and
transfer of the genetic resources in the individual Centre collections. It is important to note
that the SINGER Database does not include exhaustive information about the accessions held.
Further informatbn about accessions can be obtained from the Centres holding them. The
exclusive use of the SINGER Database could not constitute due diligence for prior art
searches. The SINGER Database includes the following paragraph in its disclaimers: “The
contentsof this site should not be construed as professional opinion. They are intended for
general informational purposes only. The contents may contain technical inaccuracies or
typographical errors. The Centres of the CGIAR independently manage the infarmatio
stored in or made accessible by this site. Users must directly contact the specific CGIAR
Centre with questions or comments regarding information managed by that CénEtdrts

are under way to update and standardize data with reference to eashiagceAdditional
background information on SINGER is contained at Annex Il of the present document.

23. WIPO and the CGIAR have hyperlinked the SINGER to the WIPO Online Portal of
Databases and Registries Concerning TK and Genetic Resour¢eduser this pilot study

of mechanisms to assist in identifying relevant prior art relating to TK and genetic resources
during patent procedures. Access to SINGER would mean that examiners atgrateiig
authorities may discover relevant plant géo resources which are held in custody by the
CGIAR during their prior art searché®.Searches of the data held in SINGER could

contribute to avoiding the grant of patents for inventions which are based on germplasm held
by the CGIAR and which do not ffil the novelty and inventive step requirements in light of
such germplasm as prior art.

[ll. CONSIDERATIONS FOR EFFECTIVE DEFENSIVE PUBLICATION STRATEGIES

24. In order for a defensive publication strategy to be effective, the disclosingiaegem,
community or individual should consider certain practical guidelines on how they publish.
These guidelines include, for example, clear publication dates, the medium and language of
publication, content of the disclosure, availability to the publc, timing of publication, and
management of rights arising from the publication. Such principles and strategies have
already been outlined for several institutions or organizatioriEhe following principles

19 See dttp://www.singer.cgiar.org/Legal_Notice/legal_notice.htm

2 See Section V.2.2 on the WIPO Portal and on the Internet at

<http://www.wipo.int/globalissues/databases/tkportakéirndhtmi.

See for an example in the agricultural sector, Adams, Stephen and Victoria H&psbonio.

“Defensive PublishingA Strategy for Maintaining Intellectual Property as Public Gobds.

ISNAR Briefing PapeNo. 53. ISNAR, September 2002.

In the pharmaceutical bioprospecting context, see Ruiz, Manuel. “The International Debate on

Traditional Knowledge as Prior Art in the Patent System: Issues and Options for Developing
[Footnote continued on next page]

21
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summarize some of the key considerations thay need to be considered by TK holders and
custodians of genetic resources:

(@) Prior informed consent and clarity of objectivebecause defensive protection
will often entail either the first publication of TK or information about genetic resoutbés,
may have significant implications for the rights of the TK holders and custodians of genetic
resources. For instance, it would mean that TK holders may forego patent rights over any
innovations thus disclosed, and it would effectively end the prioiectf such material under
laws concerning trade secrets and confidentiality. For material already publicly available in
principle, but in fact obscure and difficult to access, a defensive protection strategy may entail
making this material much more rapdavailable— in turn, this may increase the possibility
of third parties gaining access to and using this information, potentially in ways that would
run counter to the interests and concerns of TK holders. For this reason, it is essential to
considercarefully whether defensive protection is really what is intended, and whether the
community or institution concerned would actually prefer to pursue a positive protection
strategy or a combined positive and defensive approach. It would be important to seure the
prior informed consent of any party providing information or material that would be disclosed
in a defensive protection mechanism: this consent may need to be based on a full description
of the implications of disclosure. Document WIPO/GRTKFB discusses the
development of a toolkit that would assist in dealing with these fundamental questions.

(b) Unambiguous publication dateorior art will only be considered relevant to the
substantive examination of a patent if it has been made &laila the public before the filing
date or priority date of the patent application. Therefore, an unambigous publication date is
critical for effective defensive protection. This is particularly relevant for Intebasted
publication strategies, whetle content of webpages is often changed without clearly dating
the amendments. The important date is the date on which the material has been made
available to the public, not necessarily the date on which it was first written down (for
instance, in theituation where information was kept confidential and only subsequently
published). Another important factor is that a patent application with an earlier priority date
may be counted as relevant prior art: for instance, even if the earlier applicatiamotvas
published as at the priority date of the later application, it may still be counted as relevant in
determining the novelty of the later application. Prior secret commercial use may also be
relevant in some countries and in some circumstances. Befihe legal situation in these
areas vary considerably between jurisdictions.

(c) Language and medium of publicatiothe cost/effectiveness ratio for defensive
publication may vary significantly between various papased, print and electronic whia.
Often governments, organizations or communities seeking defensive protection for their
resources and innovations are constrained by cost considerations and must take into account
the costs of translation. Stakeholders will probably also have tigirgyeferences as regards

[Footnote continued from previoymage]

Countries.” CIEL, October 2002; and Center for International Emvitental Law (CIEL).
“Comments on Improving Identification of Prior Art. Recommendations on Traditional
Knowledge Relating to Biological Diversity. Submitted to the United States Patent and
Trademark Office.” August 2, 1999.
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the medium of publication, based on their existing publication instrunférifsan

Internetbased publication medium is chosen, it is crucial, however, that it be possible to
verify that the disclosure has remained consistealgilable in the same form since its
publication. Itis also important (as noted in paragraph (b) above) that the date of publication
be clearly established, a point which is not always clear for internet materials.

(d) Content of the disclosureit is critical for the defensive strategy that the
disclosure should contain a complete and comprehensive description of the entire
technological concept concerned. If the description covers only certain aspects of the
concept, it will be less effective in prenting subsequent patent claims on other aspects of the
technological concept. The defensive publication should therefore include descriptions of the
use of the technological concept, both the uses which have been shown within TK systems
and speculatioabout other possible uses or applications of the disclosed innovation. The
description of a technological concept should also aim at meeting the requirement to enable a
person skilled in the art to perform it in practice. If defensive publications deckiatements
indicating that certain innovations, technical approaches or ideas will not work, it may
actually strengthen a claim as to nohviousness for a related patent claim that concerns a
way of making this technology workable: such statementsishiberefore be made with
caution.

(e) Availability to the public: the critical requirement for a specific teaching to form
part of the statef-the-art, is that it must be available to the public. There is considerable case
law on what constituteavailability” and “the public.” Generally, information which is held
confidential is not considered prior art. In the case of TK the term “the public” has been
particularly scrutinized with respect to the question whether a teaching has been diszlosed t
“the public” when it has been used in a traditional community, but not outside. The term
“availability” becomes important in the genetic resources and TK context with regard to the
use of databases and their making available to patent offices exclusivéé¢r nordisclosure
agreements. This subject is discussed in Section V.2.3 below. Generally speaking, to be
counted as prior art, information must have been available to the public: in some cases, this
can be as simple as disclosure to one othergrensithout placing that person under an
obligation of confidentiality. In practice, to ensure that it is taken into account during routein
search and examination, it is advantageous (from the point of view of defensive protection) if
the disclosed infor@tion can easily be found by people doing research in the field and
especially by patent examiners. On the other hand, making information readily available may
well undermine other protection interests (see the extensive discussion in
documentdVIPO/GRTKHFIC/5/5 and WIPO/GRTKF/IC/5/12).

(H  Management of rights arising from defensive publicatievhile defensive
publication is intended to waive any possibility of acquisition of patent rights for the disclosed
invention, the defensive publication magetf give rise to other intellectual property rights
such as copyright aui generigights in nonroriginal databases. These rights should be
proactively managed by the disclosing stakeholders. Additionally, there are some forms of
defensive publicatiowhich may allow the publishing stakeholder to retain certain rights or to

22 For example, the Gulf Coopation Council Folklore Center already publishes a Quarterly

Review of Folklore in paper form, which includes traditional medicine. In such a case, it would
probably be most efficient and cestfective to build the defensive strategy upon the existing
publications.
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defer the surrender of the rights. These options as well should be proactively managed and
are further addressed in Section V.2.1.

25. In order to provide practical assistce to stakeholders on how to effectively implement
such principles, the Committee has produced a Toolkit with the direct input of the concerned
stakeholders. This and other products of the Intergovernmental Committee related to
defensive protection withow be reviewed.

IV. ACTIVITIES AND APPROACHES OF THE COMMITTEE

26. This section reviews the approaches and activities undertaken by the Committee to
address the aforeentioned concerns about defensive protection of TK and genetic resources.
At its first session, the Committee generally suppdrtedvork program which included the

task “to consider revising existing criteria and developing new criteria which would allow the
effective integration of traditional knowledge documentation intocdesle prior art
(TaskB.3).”?* Atits second session, the Committee considered a Progress Report on the
Status of Traditional Knowledge as Prior Arand expressed support for the following
activities:

(@) tocompile an inventory of existing traditionlahowledgerelated periodicals,
which document and disclose traditional knowledge, with a view to discussing a possible
recommendation that certain periodicals may be considered by the International Search
Authorities for integration into the minimum docemtation list under the PCT. (Activity 1)

(b)  to study the feasibility of electronic exchange of public domain traditional
knowledge documentation data, including through the establishment of international online
traditional knowledge databases and tdibiibraries, taking into account differences in the
needs of different stakeholders and the specificity of traditional knowledge in different
regions, languages, media and legal contexts. (Activity 4)

(c) to examine the applicability of existing intettual property documentation
standards to traditional knowledgelated subject matter and the relationship of these
standards with existing traditional knowledge documentation standards. (Activity 5)

(d)  todiscuss ways and means of providing asaisteo traditional knowledge
documentation initiatives to manage the intellectual property implications during the
documentation process. (Activity®)

23 Regarding the adoption of Task B.3, see paragraph 155, document WIPO/GRTKF/IC/1/13
(“Report”).

24 For the expose of Task B.3 see paragraph 80, document WIPO/GRTKF/IC/1/3 (“Matters
Concerning Intellectual Property and Genetic Resources, Toadltknowledge and
Folklore— An Overview").

»  See document WIPO/GRTKF/IC/2/6.

% See document WIPO/GRTKF/IC/2/6, Annex Ill and document WIPO/GRTKF/IC/2/16,
paragraph 157.
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27. The Committee has since delivered practical outcomes on all these Activities. These
delierables are summarized in Annex | and described in detail in Section VI below. Briefly,
the Committee’s work has included:

(@) adoption, at its third session, of Inventories of-fé&lated Periodicals and of
TK-related Databases (Activity £J; these iventories were forwarded to, and are being
processed by, the relevant subsidiary bodies of the BCT;

(b)  consideration, at its fourth session, of Technical Proposals on Databases and
Registries of Traditional Knowledge and Biological/Genetic Resouftesijch facilitate the
electronic exchange of documentation data (Activity 4) and apply existing IP documentation
standards, such as WIPO Industrial Property Documentation Standard®$d B and
genetic resources (Activity 5);and

(© adoption, at itourth session, of an outline of a draft Toolkit for IP Management
When Documenting TK and Genetic Resourtashich will assist documentation initiatives
to manage the IP implications of their work, thereby implementing Activity 6.

28. Thus alladopted Activities for the implementation of Task B.3 have been completed or
are in the final stages of being discharged. These activities share some common general
features:

(a8 Complementarity of Positive and Defensive Protecti@mce its first sesion, the
Committee has emphasized that defensive and positive legal protection are two
complementary aspects of providing appropriate IP protection for TK and genetic resources.
This complementarity was reflected in the initial terms of reference o€Ctramittee, as
adopted by the WIPO General AssemBlyCommittee participants hasressedn various
statements andorking documents that positive and defensive protection are inseparable
parts of providilg adequate protection for TK and genetic resourées. the Committee’s
technical work on practical mechanisms, this complementarity is reflected in the
documentation toolkit®

(b) Integrated approach to defensive protection of TK and genetic resources:
Committee participants have emphasized the importance of taking an integrated approach to

21 See document WIPO/GRTKF/IC/3/5 and WIPO/GRTKF/IC/3/6.

8 See Section V.1.1 bew.

?  See document WIPO/GRTKF/IC/4/14.

% WIPO Industrial Property Documentation Standard ST.9 is entitled ‘Recommendation
Concerning Bibliographic Data On and Relating to Patents and SPCs.’

¥ See Section V.2.5 below.

% See document WIPO/GRTKF/IC/4/5.

¥ See Section V.2.1 below.

34 See documents WO/GA/6/26 and WO/GA/6/29.

% Seedocument WIPO/GRTKF/IC/4/14: Databases and Registries should achieve multiple IP
objectives in respect of the genetic resources and TK on which they contain informatiore Thes
objectives include defensive and positive legal protection in respect of the contents of the
databases and registries. The full range of proposed objectives is set out in the Appendix of the
Annexure to the present documégrfdAnnex, page 2).

% See doument WIPO/GRTKF/IC/5/5.
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genetic resources and TK as a continuity of subject matter which should be covered in an
integrated manner by defensive protection measures. This approach ifjecrin the
Technical Proposals on Databases and Registries of TK and Biological/Genetic Redburces,
were submitted to the Committee.

(c)  Combination of Practical Tools and Policy Developmeftie Committee
discussed defensive protection both throlegal norms and their operation and through
practical capacitypuilding*® While the Committee dealt with these two aspects in an
integrated fashion, in the interest of clear presentation they are covered distinctly in Sections
V.1 and V.2 below.

V. WIPO DELIVERABLES ON DE-ENSIVE PROTECTION
29. The deliverables produced by the Committee can be classified as:

- amendments to international patent systems that are administered by WIPO. These
amendments rely upon changes to rules and systems sk&bhy international IP
treaties and

- practical products and tools for stakeholders. These tools do not amend existing
systems, but allow TK holders and custodians of genetic resources to use these
systems more effectively for their purposes.

V.1 Reusion of WIPGadministered Patent Systems

30. The Committee has taken an active approach to the revision of existing patent systems
in order to further improve the defensive protection of TK and genetic resources. The
Committee has facilitated sh revisions by undertaking conceptual groundwork and by
producing elements which could be used by the competent WIPO bodies to make and
implement such amendments. This line of work has focused on two Véti&inistered

treaties, namely the Patent CoopematTreaty (PCT) and the Strasbourg Agreement
Concerning the International Patent Classification (IPC).

V.1.1Revision of the Minimum Documentation under the Patent Cooperation Treaty

31. The Patent Cooperation Treaty (PCT) is a WiB@ministeredreaty for international
cooperation in the field of patents. One international patent application under the PCT can
have the legal effect of simultaneously filing applications in a large number of countries
throughout the world. Importantly, from the ipb of view of the current document, the PCT
provides for international coordination with regard to the filing, searching and examination of
patent applications and the publication of technical information contained therein. The PCT
simplifies and reducethe cost of obtaining patent protection and facilitates public access to a
wealth of technical information relating to inventions, including in the field of TK and genetic
resources. The international search and examination processes also have sognifican
defensive protection strategies.

3 Seedocument WIPO/GRTKF/IC/4/14.
¥ See document WIPO/GRTKF/IC/5/12, paragraphs 12 to 15.



WIPO/GRTKF/IC/5/6
pagel5

PCT Minimum Documentation

32. Atrticle 15(4) of the PCT provides that in the context of international searches “[t]he
International Searching Authority ... shall endeavor to discover as much of the relei@ant pr
art as its facilities permit, and shall, in any case, consult the documentation specified in the
Regulations.” The “documentation specified in the Regulations” is specified in Rule 34 of the
Regulations Under the PCT and is generally referred to@®@T minimum documentation.
Rule 34 provides that the minimum documentation shall include certain national patent
documents, as specified in the Regulations, the published international applications, the
published regional applications for patents ancemtors’ certificates, the published regional
patents and inventors’ certificates, and “such other published items gbatent literature as

the International Searching Authorities shall agree upon and which shall be published in a list
by the Internatioal Bureau when agreed upon for the first time and whenever chafiged.”

33. Currently the International Searching Authorities have agreed that, for the purposes of
this Rule, the published items of nquatent literature to be included in the nimim
documentation should be the items published in 134 periodicals during theeargeriod
preceding the time at which the international search report is estabfi$heis. understood

that the International Searching Authority would not be precludeath consulting issues of
these publications published prior to the beginning of this frear period.

34. Inthe PCT International Search Guidelines the international search documentation is
defined as “a document collection that is systemdtiGranged (or otherwise systematically
accessible) for search purposes according to the subject matter content of the documents,
which are primarily patent documents supplemented by a number of articles from periodicals
and other items of nopatent lierature.**

35. The minimum documentation is updated periodically and the present list was agreed
upon by the International Searching Authorities (ISA) by correspondence in September 2001,
with effect from September 1, 2002. As a possible measuimprove the availability of
traditional knowledgeelated NPL in the context of international searches the Committee
recommended the integration of periodicals, gazettes and newsletters which document
traditional knowledge into the minimum documeraatlist. The work of the Committee to
facilitate such an integration is described in the following sections.

Development of the Inventories

36. Atits second session, the Committee agreed on the compilation of-exi@ustive
Inventory of Tralitional Knowledgerelated Periodicafé and a norexhaustive Inventory of
Traditional Knowledgerelated Databasés. This was done with a view to discussing possible
recommendations for the integration of certain periodicals into the minimum documentation

¥ Rule 34.1(b)(iii) of the Regulations Under the PCT.
9 See “Minimum Documentation” Under Rule 34.1(b)(iii) of the Regulations UndePt@&’ in
PCT Gazettof 27 March 2003 (£2/2003).
“ Pparagraph IX2.1, PCT International Search Guidelines (as in force from 18 September 1998).
2 see document WIPO/GRTKF/IC/3/5, especially Annex |.
a3 See document WIPO/GRTKF/IC/2/6, paragraph 81.
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list under the PCT! The inventories were compiled through the research of the Secretariat
and through responses to a “Request for References” that was sent by the Secretariat to
Committee participants, Indigenous Knowledge Resources Centers, Natiorai¢stand
Museums, and other counterparts with potentially useful information, such as participants in
the WIPO Fact Finding Missions on Intellectual Property Needs and Expectations of
Traditional Knowledge Holders carried out by WIPO in 1998 and 199¢alll over 300
“Requests for References” were sent directly to a wide variety of governments, organizations,
communities and individuals. In addition, the “Request for References” was disseminated by
the CBD Secretariat through the CBD Clearinguse Mehanisnt® and a Biodiversity
communication network maintained by UNEP, and was submitted to the CBD Ad hoc
Openended Intersessional Working Group on Article 8(j) and Related Provisions.

37. Atits third session, the Committee expressed suppoth®mwork carried out by the
Secretariat in drawing up the Inventories and requested that, for its fourth session, the
Secretariat should prepare a short report setting out subseapiaties relating to these
Inventories. In document WIPO/GRTKF/IC/3fe Secretariat suggested five possible
activities relevant to future uses of the rexhaustive Inventory of Traditional Knowledge
related Periodicals. Possible Activity 1 provided the following:

The Committee may wish to submit this document [VEIPO/GRTKF/IC/3/5]

together with Annex | and Annex Il to the Patent Cooperation Treaty's Committee for
Technical Cooperation (PCGTTC) for consideration by the International Searching
Authorities with a recommendation that certain periodicals listed inrthentory of
existing traditional knowledgeelated Periodicals at Annex | be considered for
integration by the International Search Authorities into the minimum documentation
list under the PCT?®

38. Following Committee discussion, the Chair carded that all government delegations

and representatives of intergovernmental organizations had either explicitly supported all the
five proposed activities or they had not opposed tférfihe Chair further noted certain

specific observations that shoué taken into account when implementing these activities.

Integration of the Inventories

39. Pursuant to the decision of the Committee, the Secretariat submitted a working
document entitled “PCT Minimum Documentation” to the twentieth sessioneoPCT's
Committee for Technical Cooperation (PCT/CT€)The document described developments
in two areas which may have an impact upon the definition of the PCT minimum
documentation and may require consideration by PCT/CTC, in particular concerning

- TK-related periodicals and databases, and

4 See @cuments WIPO/GRTKF/IC/2/17 (“Report”), paragraph 157, and WIPO/GRTKF/IC/2/6,
paragraph 81.

See dttp://www.biodiv.org/programmes/soedzo/traditional/references.asp

% See document WIPO/GRTKF/IC/3/5, paragraph 13(a).

47 See document WIPO/GRTKF/IC/B7 (“Report”), paragraph 157.

*®  See document PCT/CTC/20/4.

45
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- the use of databases in certain technical fields, as a supplement tebzeeer
non-patent literature specified in the PCT minimum documentation.

40. Regarding the TKrelated Inventories, the documembposed that the PCT/CTC
recommend to the Assembly of the PCT Union, that the Meeting of International Authorities
under the PCT (PCT/MIA), which comprises all International Searching Authorities and
International Preliminary Examining Authorities, shostady this matter at its next sessitn.

It further recommended that the PCT/MIA give a recommendation to the PCT/CTC on
proposed modifications of PCT Rule?34ind proposed mechanisms for reviewing and
maintaining the noipatent literature part of the PGminimum documentation.

41. Atits twentieth session, the PCT/CTC made the above mentioned recommendation and
the PCT Assembly’ At its thirty-first session, the Assembly of the PCT Union took note of

the unanimous recommendation of the PCT/Ca requested the PCT/MIA to undertake

the study proposed in document PCT/CTC/20/5, and to make recommendations to the
PCT/CTC on proposed modifications of Rule 34 and proposed mechanisms for reviewing and
maintaining the noipatent literature part of theCT minimum documentatiorf

42. Accordingly, at the seventh session of the PCT/MIA, the Inventories produced by the
Intergovernmental Committee were considered by all International Searching Authorities and
International Preliminary Examining Aaibrities of the PCT as a supplement to papased
non-patent literature specified in the PCT minimum documentatiohhe PCT/MIA agreed

that “an appropriate selection of periodicals from the inventory should be made with a view to
including periodicals @ntaining articles with descriptions of disclosed traditional knowledge

to a sufficiently practical or technical level that they would be of relevance to patent
examiners carrying out prior art search&s.The Meeting also agreed on a rerhaustive

list of criteria which should be used in the selection of appropriate periodicals from the
inventory. This list includes the following criteria:

0] sufficient description of technical content so as to qualify as prior art, including
ability to ascertain par art date;

(i) practicable access to periodicals, including their availability in electronic form;

(i) availability of an English text of articles or, at least, of Engllahguage abstracts;

(iv)  the range of fields of technology covered by peroads;

(V) geographical context of periodicals; and

(vi)  access conditions applicable to periodicals, including cost and text search&bility.

49 See PCT/CTC/20/4, paragraph 10.

%0 PCT Article 15(4) states that “[t]he International Searching Authority [...] shall endeavor to
discover as much of the relevant prior art as its facilities permnid shall, in any case, consult the
documentation specified in the Regulations.” PCT Rule 34 (“Minimum Documentation”) contains the
definition of the documentation referred to in Article 15(4).

® See document PCT/CTC/20/5 (“Report”), paragraph 10.

52 See document PCT/A/31/10 (“Report”), paragraph 54.

> See document PCT/MIA/7/3 (“PCT Minimum Documentation”).

> See document PCT/MIA/7/5, paragraph 11.

®  |bid., paragraph 12.
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43. The PCT/MIA furthermore agreed to revisit this matter at its next session. In order to
compile canprehensive material for its consideration, it requested the Secretariat to issue a
circular to the members of PCT/CTC inviting them to evaluate the Inventory and to suggest a
selection of appropriate periodicals from the Inventory, or otherr@ldted peindicals. The
PCT/MIA added that members of PCT/CTC should also be invited to investigate alternative
ways for providing access to traditional knowledge documentation, for example, by using
databases that exclusively or partly contained relevant traditlarowledge datd® The next
meeting of the PCT/MIA took place from May 5 to 9, 2003, and a report on the outcome of
the PCT/MIA’s discussions on the integration of certain periodicals from the Inventories may
be provided to the Committee at its fifth sam.

V.1.2Revision of the International Patent Classification

44. The International Patent Classification (IPC) is a classification system that assists in
searching patent documents according to the field of technology they cover. It isdratdes
WIPO-administered Strasbourg Agreement Concerning the International Patent
Classification, which was concluded in 1971 and entered into force in 1975. The Agreement
is open to States party to the Paris Convention; it currently has 53 adhehepisctice,

many more countries actually apply the IPC: industrial property offices of approximately 100
countries and five organizations allot IPC symbols to the patent documents they issue,
amounting to more than million documents each year. Altogetbiere 25 million patent
documents were provided with the classification symbols of the IPC.

45. The IPC has been developed primarily as a system for classification, and later retrieval,
of patent documents. During nearly 30 years of practiee]R€ has been found a very

useful tool for the prior art search for R & D activities, for the novelty and patentability search
conducted by industrial property offices with respect to their patent examination procedures,
and for the legal status searchdbtain information on the validity of a patent or a published
patent application on a given date. The IPC is also more and more broadly applied for
classifying technical patefatssociated literature and has the prospect of becoming an
universal classifiation for scientific, technical and patent information.

WIPO Task Force on Classification of Traditional Knowledge

46. Since the role of intellectual property in the protection, dissemination and utilization of
traditional knowledge has receivettreasing attention in recent years, the importance of
documentation and information aspects of traditional knowledge is also increasingly
acknowledged. At the thirtieth session of the Committee of Experts of the IPC Union, held in
February 2001, the Degation of India made a presentation of the governmental project for
establishing a Traditional Knowledge Digital Library relating to traditional Indian medicine
and explained the structure of the Traditional Knowledge Resources Classification (TKRC)
devdoped for providing efficient access to traditional knowledge data. The Committee
agreed that TKRC should be studied in detail with a view to investigating its information
aspects and its relationship to the IPC and decided to create, to this end, a WIPOTask Force
on Classification of Traditional Knowledge. The Committee appointed the International
Bureau of WIPO as coordinator of the Task FGfcéThe Committee agreed that the mandate

56

Ibid., paragraph 13.
®"  See document IPC/CE/30/11, paragraphs 47 to 53.
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of the Task Force would be to elaborate advice on the future develoipoh TKRC, in
particular with a view to its expansion to documentation of other countries, and the
investigation of how its proper relationship to the IPC should be established.

47. The report of the Task Force was submitted to the Committé&xperts at its

thirty-first session, which took place from February 25 to March 1, 2002. The Committee
agreed with the conclusion of the Task Force that the most efficient way of developing
classification tools for traditional knowledge would be thategration into the IPC. The
Committee noted that the IPC, representing the worldwide system for classifying patent
information, could also be successfully applied for classifying-patent documentation,
such as traditional knowledge documentation.widaer, only a few entries in the IPC were
available for classifying this subject matter, and substantial revision of the Classification
could be required in this regard.

48. The Committee instructed the Task Force, accordingly, to continue its aval to start
preparation of an IPC revision proposal with regard to classification of traditional knowledge
documentation. The Committee indicated that, in view of the urgency of the matter, it would
be highly desirable that the revision results weraikable already in the next edition of the

IPC, which will enter into force on January 1, 2005.

Development of the IPC Revision Proposal

49. Atits thirty-second session, held from February 24 to 28, 2003, the Committee of
Experts noted that gevision proposal relating to the creation of the new main group
A61K 36/00, with approximately 200 subgroups, in the field of medicinal preparations
containing plants had been prepared by the Task Force and that this proposal had been
included in the I revision program as a new revision project.

50. The Committee confirmed its instruction to the IPC Revision Working Group to
complete the revision project relating to traditional medicine classification in time, in order to
make the results aiable in the next edition of the IPC.

51. The Committee agreed with the suggestion of the Task Force that a more detailed
revision could be carried out at a later stage, in the course of the next IPC revisiorrperiod

Future Development of énIPC in the TKRelated Fields

52. The Committee instructed the TaBkrce to continue its work on further development
of classification tools for traditional knowledge and to investigate possible patent
classification aspects relating to compoteeof biodiversity and folklore and requested the
Task Force to consider how the future revised IPC could be linked to traditional knowledge
resources classifications which may be developed in various countries, and how to best
organize access to traditial knowledge documentation which was in public domain,
including hyperlinking the IPC to traditional knowledge databases.

53. A work progress report will be submitted by the Task Force to the Committee at its next
session which is scheduled take place from October 6 to 10, 2003.

%8 Seedocument IPC/CE/32/12, paragraphs 83 to 91.
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V.2 Practical Products and Tools for Stakeholders

54. The second category of outcomes produced by the Committee is a package of practical
tools and products for the defensive protection of TK and genetmurees. These products
include a Toolkit for IP Management, an Online Portal of Registries and Databases of TK and
Genetic Resources, a sample database of Ayurvedic traditional medicine from South Asia, a
Questionnaire on Databases and Registries of idK@enetic Resources, and Technical
Proposals Concerning Databases and Registries of TK and Biological/Genetic Resources.
Each of these products is reviewed in detail in the following sections.

V.2.1Toolkit for IP Management

55. Atits third session, the Committee decided to develop a “Toolkit for IP Management
When Documenting TK and Genetic Resources™ in order to assist stakeholders in managing
the IRimplications of their documentation worR. The Toolkit is of a practical and applied
natue and is not intended to suggest any particular approach as mandatory or even
recommended. It does not suggest an exclusive focus on defensive protection. Rather, the
Toolkit takes an integrated approach to positive and defensive protection stratégses.
organized in practical terms around the documentation process. It is intended to describe
legal tools that are available, to discuss how they can be successfully used and thereby to
enable informed choices by TK holders themselves. The aim isde atakeholders to
determine whether, and in what cases, IP rights are the appropriate legal and practical
mechanisms to achieve their objectives concerning their TK and genetic resources. Defensive
protection strategies are an important example, butdogneans the only example, of such

tools.

56. The Toolkit is structured according to the three phases of most documentation projects,
so as to illustrate the diverse IP issues that arise at each stage of documentation:

- Beforedocumentation, creimg awareness and setting objectives;

- During the documentation process, practical management of IP issues; and

- Afterdocumentation, options for the acquisition, exercise and enforcement of
IP rights, and other protection mechanisms.

57. While the principal objective focuses on the needs and interests of TK holders and
custodians of genetic resources, the Toolkit is also addressed to a wider range of stakeholders,
with the aim of promoting cooperation between these various parties. It is iampoot
emphasizehat the toolkit does:

- Not suggest that TK should be put into the public domain;

- Not provide a full introduction to IP law and practice, nor substitute for specific legal
or technical advice on whether individual elements of TK and gemesiources can or
should be protected by IP rights;

- Not propose or assess options for legislative action on TK or genetic resources, or
interpret legislation;

%9 See document WIPO/GRTKF/IC/3/1Faragraph 157.
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- Not provide advice on protection for TK and genetic resources beyond national legal
systems;and
- Not advise on collecting genetic or biological resources.

58. In addition, the Toolkit does not cover traditional cultural expressions, as such, which
have been protected by national laws on copyright and related rights, and in some cases
su generisfolklore protection. The toolkit will be drafted so as to complement, and as
appropriate refer to, the forthcoming “WIPO Practical Manual for the Legal Protection of
Traditional Cultural Expression§®

59. The Toolkit was developed witWwidespread stakeholder involvement, starting in 1998
during the WIPO Faetinding Missions and ending with systematic consultations on the draft
Toolkit in 20022003%! The next steps in the development of the Toolkit will include the
following four stage: consultations, fieldesting, translation, and dissemination. The most
important prerequisite for an effective and balanced toolkit is that all stakeholders have been
fully consulted and their comments taken into account, especially TK holders atodicuns

of genetic resources themselves. The Secretariat has carried out extensive consultations with
a diverse range of stakeholders and is continuing to seekraiiging input. The support of

the Committee participants is solicited in facilitating saltations at the national, regional

and local levels on the toolkit. After a thorough consultation process, the toolkit will be ready
to be fieldtested by communities, organizations and institutions which are documenting TK
and genetic resources.

V.22 Online Portal of Registries and Databases

60. Itisto be emphasized that WIPO does not promote the establishment or use of
databases or registries for the protection of TK and genetic resources. Numerous countries
and communities have, howeyet their own initiative compiled databases or registries of
genetic resources and TK over many years. At the request of Member States, WIPO has
facilitated international discussion about how these approaches can be best used to advance
the IPrelated inerests of the custodians of TK and genetic resources. At the second session
of the Committee, several Committee members requested to learn from the experiences of
those countries which had already established databases and reffistnesder to faciitate

such an information exchange between Committee participants, the Secretariat created an
“Online Portal of Databases and Registries Related to TK and Genetic Resources” on the
WIPO website, to which a number of databases are hyperlinked. The hyeerliiatabases

can be accessed, viewed and studied by Committee participants through the WIPO Portal at:
<http://'www.wipo.int/globalissues/databases/tkportal/index.html>.

61. The databases which are hyperlinked, in part or in total, to the WAB@al had been
created, maintained, operated and managed by the Member States or international
organizations, who have linked samples of the databases to the WIPO Portal. Therefore,

% See document WIPO/GRTKF/IC/5/3.

® The need for such a toolkit was initially expressed during the WIPO-fiiading Missions on
IP Needs and Exmgations of Traditional Knowledge Holders; see WIPO Haading Mission
Report, p. 249.

62 See the statements of New Zealand (138), Republic of Korea (135), Russia (140), United States
of America (134) and Venezuela (122) in document WIPO/GRTKF/IC/2/16.
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WIPO makes no representation or warranties regarding (samples of)téiemdas which are
hyperlinked to the Portal, including as to the correctness, reliability, accuracy, currency,
completeness or correct translation into the English language of the databases or samples
thereof. WIPO also makes no warranties with respethiécexistence of consent of third

parties, including prior informed consent by TK holders and custodians of genetic resources,
the consent of which may be required for the use, incorporation or publication of the data in
the databases or samples thef®oThe (samples of) databases on the WIPO Portal may,
however, provide useful examples which allow for the study of IP issues arising in the
establishment and management of such databases and registries.

62. Atits seventh session, held from Fabary 10 to 14, 2003, the Meeting of International
Authorities under the PCT (PCT/MIA) was informed of the creation of the Online Portal and,
after consideration of the established work done by the Committee, the MIA reached the
following conclusions:

TheMeeting was ... informed that the Intergovernmental Committee had established a
Portal of Online Databases for such initiatives and felt that this could provide an
appropriate format to facilitate electronic access to periodicals and other information
resouces about disclosed traditional knowledge. The Meeting agreed that the
expansion of the PCT minimum documentation to include traditional knowledge
documentation should be coordinated with, and take into account, these initiatives. In
view of the interesexpressed in ensuring practical access to such material for search
purposes, one possibility would be to create, in the context of the PCT, a similar but
distinct portal specifically for international searches, which may, for instance, give
access to angelevant orline periodicals included within the PCT minimum
documentation as well as other related traditional knowledge inform&tion.

63. In light of these conclusions by other relevant WIPO fora, the current Online Portal may
provide a startingpoint and building block for future similar Portals to be created by the SCIT

or the PCT subsidiary bodies. Most recently SINGER has been added to the Portal and
further databases may be added in the future. Furthermore, at the request of the Government
of India, the WIPO Secretariat developed a test database in order to test the effectiveness of
online databases as a tool for defensive protection.

V.2.3Sample Databases of Disclosed Traditional Medicine
64. The WIPO work on databases and réggs is guided by certain principles which have
been developed by Member States to guide the WIPO work in this area. These principles

include:

- The purpose of Databases and Registries is not to put undisclosed TK and genetic
resources into the public dam;

- Databases and Registries should achieve multiple IP objectives in respect of the
genetic resources and TK on which they contain information. These objectives

63 See the complete “Terms of Use” applicable to the WIPO Portal and the (samples of) databases

linked with it, at <http://ipdl.wipo.int/en/search/tkelerms.htn.
64 See document PCT/MIA/7/5 (“Report”), paragraph 14.
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include defensive and positive legal protection in respect of the contents of the
databass and registries. The full range of proposed objectives is set out in the
Appendix of the Annexure to document WIPO/GRTKF/IC/4/14;

- The rights of the custodians of TK and genetic resources to their continuing control
and enjoyment of their knowledge @rnesources are to be recognized throughout the
compilation, operation and use of databases and registries;

- Databases and Registries can be used as a set of tools when documenting TK and
associated genetic resources with appropriate mechanisms to r@stest in
accordance with the requirements of the custodians and traditional owners;

- Strategic IP management is critical when documenting TK and genetic resources, as
are measures for ensuring prior informed consent concerning documentation and
subsequeruse of TK and associated genetic resources;

- There is a need to address and manage the risks attached to compilation and
digitization of TK, which may lead to the ready access and unauthorized exploitation
of the TK, in the absence of clear internatiotedal principles; and

- The teaching of TK systems may differ from the teaching of modern science even
when it concerns identical practical solutions to technical problems in the same field
of technology, utilizing the same biological/genetic resourcker€ is a need to
develop practical means of integrating the relevant teachings of TK systems and
modern science when determining inventive step during the substantive examination
of patent applications which claim Frelated invention§>

65. The development and use of myfturpose databases which serve both defensive and
positive protection of TK and genetic resources has therefore been recommended as the next
step in WIPQO’s work in this area. Upon request from its Member States and in ancerda

with these guidelines, WIPO has provided the assistance to its Member States on developing
databases or TK and genetic resources. One online database, which is linked to the Portal and
was expressly established by the Secretariat at the requestlafiiha Government, is

described in detail in the following section.

Health Heritage Test Database

66. Atthe request of the Government of India, the WIPO Secretariat assisted the Council of
Scientific and Industrial Research (CSIR) of India iaking available online a database

which the CSIR had previously published on (M. This database, entitled “Health

Heritage Test Database,” contains faatent and patent literature on fifty medicinal plants
endemic to South Asia and on their traditibnaes in the codified knowledge systems of
traditional medicine in South Asia. It also includes the vernacular names of the medicinal
plants in 22 South Asian languages. The database focuses on the Ayurveda system of
traditional medicine. The most impant feature of the Ayurveda traditional knowledge

system from an intellectual property point of view is that it was codified and disclosed in
writing in ancient Sanskrit scriptures in the™@entury B.C. This knowledge is therefore

& See document WIPO/GRTKF/IC/4/14, Aex, page 2.
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clearly and unambigpusly in the public domain and forms part of prior art in the field of
traditional medicine. It is common knowledge for most people in the region. It does not pose
the complex questions which arise in the context of indigenous and tribal medicine h@sch
been kept undisclosed by individual healers or communities.

67. The database was compiled tye“Unit for Research and Development of Information
Product$ (URDIP), a member institution of the Indian Council of Scientific and Industrial
Research (CSIR)The traditional knowledge documentation data on the “Health Heritage”
CD-ROM was then compiled into an online database by the Intellectual Property Digital
Libraries (IPDL) Team and the Traditional Knowledge Division of WIP®e objective of

the database is to provide a trial product against which the perceived potential of databases in
making traditional knowledge available as searchablepaignt literature can be tested in
practice by patent examiners.

68. The ddabase allows for free text searching of the data by using the PCT Search Engine
to search the database, including three different Search Pages, which allow for complex and
nested Boolean searches, field searching, phrase searching, right truncaticoparotcs

The search and retrieval of traditional knowledge data from this database therefore differ from
IPC-based prior art searches, which are possible in the Chinese datibesedata on the

fifty medicinal plants are provided in seven fieltlsThis set of fields follows the structure by
which the data were presented in the original-RDM of URDIP. The database contains
references to modern scientific research work published during 1961 to 2000 on the medicinal
plants. It summarizes the chemicalidies of plants and biological evaluation of total extracts
and fractions thereof. It also lists all the pharmacological, biological and clinical work done
on constituents obtained from plants and it gives the complete structures of any new
substancesblated.

Use of TK Databases by National Patent Offices

69. Several online databases or search tools have been created with the intention of making
them available to patergranting authorities for the purpose of prior art searches, in some
casesunder nordisclosure agreements. This raises some specific practical and policy issues:
on the one hand, the search process needs to disclose prior art that can be cited against the
claimed invention where relevant; on the other hand, there are canitertidatabase

initiatives may have the effect of making TK and other material much more readily available,
thus increasing the likelihood it will be used (even if not patented) by third parties. In some
cases, the database or search tool will have fieetenot of putting information in the public
domain, but making it in practice more accessible to the searcher or examiner: for instance,

&6 Most of the information contained in the database would fall into c#a6% K of the

International Patent Classification (IR@ntitled “Preparations for Medical, Dental, or Toilet
Purposes.”

Those fields are the following:

Biological Activity

Chemical Constituents (CC),

Medicinal Properties (MP),

Patents (PAT),

Other Industrial Uses (Ol),

Taxonomy (TAX), and

Vernacular Names (VN).

67

NogosrwdE
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when the information is in a less wedhown language or is difficult to access in practice. In
this case, access the database itself or the search tool may be restricted, since it would
simply facilitate access in turn to the information that is already available to the public by
other, less ready means.

70. This section discusses a number of such pratissues that arise when access to a TK
database is given to a national patent office are briefly identified in this section. This section
pertains only to situations where holders of TK choose to record their TK in a searchable form
(i.e. an indexed dcument or electronic database) and consider giving that database to patent
examiners for use in the patent examination process.

(@ What is the effective date of the TK as a printed publicatiBatent examiners
must identify the date that a writteaference was “publically” available or publically used to
fix the date from which inventions may be anticipated (and patentability precluded) by that
reference. The date a TK database is available as prior art may be quite recent. If the
database trarales other publically available documents, the publication date of those
documents may be relevant dates of prior art that is different from the date the database was
made available.

(i) Where and when was the TK publically usatthen TK is cited as aublic use
rather than as a publication, the location of that use may affect its availability as prior art. The
data upon which such public use occurred will also be relevant.

(i)  How does the TK relate to standards of inventive step or obviousi&ss:
evaluate inventive step or obviousness, an examiner would consider whether the disclosed TK
would have made the claimed invention obvious to a person of ordinary skill in the art at the
time the claimed invention was made. TK holders should considertheir disclosed TK
might be used in such an analysis.

(iv)  Who has access to the TK database and the underlyingBXaminers must
ordinarily provide copies to applicants of prior art on which they rely to reject a claimed
invention. When a TK datalsa and the TK itself are the same in terms of disclosure content,
the database provides a transparent portal to the TK. The disclosure in searchable databases,
however, could be different in scope than the TK. Would examiners need to send copies of
the database information to the applicants? Would the database information and the
underlying TK uses or publications be available to applicants? Could those writing patent
applications obtain access to the database to search for prior art before filingatesit
applications?

v) Is the disclosure content sufficient to teach or suggest the claimed invention:
Prior art disclosures must usually be sufficiently detailed and understandable to “enable” a
person of ordinary skill in the claimed technologygractice the claimed invention.

(vi)  Could a TK database have inventorship implicatio®&atent examiners are
required to assume that inventorship has been correctly identified. They can challenge
inventorship only if they have some tangible inforioatthat would suggest an error was
made. Use of a TK database to raise an inventorship issue may be affected by its availability
to applicants.
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V.2.4Questionnaire on Registries and Databases (Q.4)

71. Atits third and fourth sessions, the Contiee decided to undertake an information
gathering on the objectives, functionalities and technical specifications of databases and
registries for TK and genetic resour¢&sConsequently, the Secretariat issued a questionnaire
(WIPO/GRTKEF/IC/Q.4) followng the fourth session of the Committee. The questionnaire

aims to gather information from all relevant stakeholders on the objectives, functionalities and
technical specifications of databases and registries relating to TK and genetic resources. This
information will be compiled:

(@) toachieve a comprehensive identification of the needs, objectives and priorities
which all stakeholders attach to such databases and registries; and

(b)  to compile experiences and lessons learned by those stakeholdemhave
already established and operated such databases and registries.

72. The questionnaire consists of two separate sets of questions, which are directed at two
distinct groups: one set of questions (contained in Annex A of WIPO/GRTKQ/K)/

contains questions addressed to stakeholders whortestablished databases or registries,
but who are interested in using or creating a database or registry. These questions aim at
assessing their needs and expectations. A second set of qggstmtained in Annex B)
contains questions addressed to those stakeholderbaviealready established databases

and registries, or are in the process of establishing them. These questions gather factual
information about existing databases/registaed practical lessons learned by stakeholders
during the establishment of the database/registry.

73. An update on responses received to this questionnaire will be provided by the
Secretariat at the fifth session during the introduction of Agdteta 5 of the Draft Agend&’
Since the valilidity of results from such information gathering depends on the number and
scope of received responses, it is imperative that as many Committee participants and other
stakeholders as possible complete the Qaesfiire. The Questionnaire can be retrieved and
completed online athkttp://www.wipo.int/globalissues/questionnairesj/index.htn.

V.2.5Technical Proposals on Registries and Databases

74. Atits fourth session, the Committee consideredaiartechnical proposals on databases
and registries of TK and genetic resources, which proposed technical standards for such
mechanisms and identified areas for future w8tk he proposals were submitted by the
Asian Group, based on extensive experiengessian countries with the use of registries and
databases and based on a synthesis of these experiences achieved at a WHP&ziAsia
Regional Seminar on Intellectual Property and Genetic Resources, Traditional Knowledge
and Folklore, held in Novemb&002*

% See document WIPO/GRTKF/IC/4/15 (Report), paragraph D25(i
8 See documentVIPO/GRTKF/IC/5/1 Prov.

0 See document WIPO/GRTKF/IC/4/14.

T See document WIPO/IPTK/COK/02/1Prov.
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75. The document states that “there is a need to develop an internationally agreed Data
Specification (a set of agreed standards) for databases and registries of TK and
biological/genetic resources, including the consideration of relaggal questions, such as the
relationship of documented TK and recognition of rights associated with TK, and the
possibility of creating a legal presumption of ownership on the part of the TK holder with a
TK rights system.”

76. Responding to tis need, the document therefore contains a proposal for a new Task of

the Committee. The document specifies that “the objectives of the proposed Task is to

develop and recommend a Data Specification (a set of agreed standards) that could be used by
databaes and registries of TK and associated biological/genetic resodfces.”

77. The document contains a Draft Data Specification which the Asian Group put forward
as a foundation for the Committee to adopt an international data standard for registties
databases of TK and genetic resouren particular the document proposes the following
work of the Committee:

“The Intergovernmental Committee should create a Task in its work program to
further develop and adopt the draft Data SpecificatiorCfatabases and Registries of
TK and genetic resources contained in the Annexure. After adopting the draft Data
Specification, the Committee should forward the final Data Specification to the
Standing Committee on Information Technologies (SCIT), in pdsdidts Standards
and Documentation Working Group (SDWG), for consideration as an additional
WIPO Industrial Property Documentation Standard and for inclusion in the WIPO
Industrial Property Documentation Handbook. As part of the Task, the Committee
shoul consider related legal questions, such as the relationship of documented TK and
recognition of rights associated with TK, and the possibility of creating a legal
presumption of ownership on the part of the TK holder with a TK rights systém.”

78. At its fourth session, the Committee considered document WIPO/GRTKF/IC/4/14 and,
following the deliberations of the Committee members, the Chairman concluded, and the
Committee decided, that the proposals “would remain on the agenda for the fifth session
including the proposal of the Asian Group set out in paragraph 3.2 of document
WIPO/GRTKF/IC/4/14.*® Pursuant to this decision, the Committee may wish to return to
these proposals.

VI. POSSIBLE FUTURE DIRETIONS

79. Since defensive protectiomas an initial focus of the Committee’s work, a range of
products and services in this domain have been delivered by the Committee, and passed on to
other relevant WIPO bodies for further implementation. This has essentially discharged the
Committee’s iftial workprogramme on defensive protection. Patent disclosure mechanisms

2 See document WIPO/GRTKF/IC/4/14, Annex, page 3, Section 3.1.

& See document WIPO/GRTKF/IC/4/14, Annex, page 5, Annexure, Sectitask' Objectives’.
" See document WIPO/GRTKF/IC/4/14, Annexure to the Annex.

s See document WIPO/GRTKF/IC/4/14, Annex, page 4, Section 3.2, paragraph 2.

& See document WIPO/GRTKF/IC/4/15 Report»), paragraph 125(iii).
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concerning TK and genetic resources are dealt with in docuWéirO/GRTKF/IC/510.

There remain, however, several possibilities for building upon this experience with
developing d&ensive protection measures. At the same time, the work of the Committee has
seen a strong concern that defensive protection should not be pursued as an end in itself, and
that positive protection measures be developed and applied so that TK holders and
communities may derive benefits from the positive exercise of rights related to TK, and not
merely prevent . Accordingly, any work on defensive protection methods will need to
proceed in conjunction with continuing consideration of approaches to positwecgon of

TK (see document WIPO/GRTKF/IC/5/8), and also with capabityding programs to

ensure that no decisions are made to document, record, disclose or make pubdiafEd
information unless the community or individuals making the discloswe@aare of the full
implications of this step (see document WIPO/GRTKF/IC/5/5).

Recommendations on uses for defensive protection

80. One possible means of improving defensive protection of TK and genetic resources
within the patent system would be to clarify the legal criteria that apply to prior art. National
and regional approaches vary as to what standards prior art must meet in order to count as
relevant in the determination of patent validity. Differences may apply depending on where
the pior art was made available to the public, the circumstances or extent of disclosure of the
prior art, and whether it was orally disclosed or disclosed in written form. Some
commentators have proposed that a broad definition of prior art be developepied &

At the international level, this might entail harmonization of substantive patent law in this
regard, a matter which is already under discussion by the WIPO Standing Committee on
Patent Law (SCP).

81. Atthe practical level, planningnd implementation of defensive protection strategies
would be assisted by the compilation of information about the criteria that apply to the
determiniation of relevant prior art in various jurisdictions, so that where defensive

publication is made for gant purposes, it would achieve the intended objectives. This
information could be compiled on the basis of a questionnaire concerning key aspects of prior
art (such as the nature of disclosure, including enablement, the nature of public access
required criteria concerning the medium, location, written or oral character, and
documentation of the date of disclosure); such a compilation would be a practical tool for
defensive protection activities.

82. Another possibility would be to prepare mmomendations or guidelines for national
patent offices concerning searches in the area of inventions linked to TK (within specific
technical fields) or genetic resources. This could put into a practical context the
developments outlined above concernihg tPC and PCT minimum documentation.
Recommendations could call for search and examination to take into account disclosed
genetic resources and TK as prior art, as well as the possibility of conducting international
type searches for national applicatipsubject to the capacities of concerned IP offices, in
particular those of developing and least developed countries.

" See, for example, ‘Integratinigtellectual Property Rights and Development Policy,’

Commission on Intellectual Property Rights, London, 2002, page 83.
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83. Rule 34 of the PCT Regulations sets a minimum standard for documentation which
shall be consulted in the context of Int@tional Searches on international applications. Yet
the documentation consulted during the searches on national applications varies widely
according to the law and practice of national and regional paperiting authorities. It has
been suggested inmore general context that examination procedures should integrate more
effectively the guidelines for “internation&ype searches” into the examination process for
national patent applicatiori8. The PCT further provides that, if the national law of the
Contracting State so permits, an “internatiohgde search” may be carried out on national
applications at the request of the applicant. Artiti€5)(a) of the PCT provides that “the
applicant who files a national application with the national Offic@oécting for such State
may, subject to the conditions provided for in such law, request that a search similar to an
international search (“internationglpe search”) be carried out on such applicati6h.”

84. Besides the applicant, the natarOffice of a Contracting State “may subject any
national application filed with it to an internationgipe search® if the national law so

permits. The internationaype search is carried out by the International Searching Authority
which would be cometent for an international search if the national application were an
international applicatiofi* In some jurisdictions, examiners must already perform an
“internationattype” search as part of every examination of a national applic&fidn.

practice however, examiners mostly perform internatichgle searches only for applications
that %Qter the national stage after they have gone through the international stage under the
PCT.

Recommendations on uses for positive protection

85. Information recorded under the patent system has the dual function of defining positive
patent rights (especially the claims) but also disclosing technical information which forms

part of the prior art against which later claims are assessed. A similar dual funcég

apply in those cases where registries have been set up under national law aspiagenéris
protection systems for TK and related components of biological divefSityloreover,

practial and operational experience with registration of thisrmftion may be equally

relevant to positive protection and defensive protection mecharfisrExperiences gained

by IP offices with the use of TK and genetic resource databases for defensive protection could
provide lessons for the use of such mechanifmboth defensive and positive protection.

Some of the legal and operational questions that may be addressed include:

8 See, for example, comments presented in response to USPTO Request for Comments on Issues

Related to the Identification of Prior ARuring the Examination of Patent Application (RIN
0651ZA02, Federal Register Notice: May 27, 1999 (64 Fed. Reg. 28803)).
" Article 15(5)(a), PCT.
8 Article 15(5)(b), PCT.
8 Article 15(5)(c), PCT.
8 For example, in the United States of America, see 3R@HR..104(a)(3)
83 In the United States, however, 37 C.F.R. § 1.9 defines a “national application” to include any
U.S. application for patent filed under 35 U.S.C. § 111, not only applications entering the
national stage from international applications.
This is the case, for example, for the-gfPanting authorities of Panama and Peru, who are
responsible for implementing their national sui generis regimes respectively.
8 See document WIPO/GRTKF/IC/4/14, Annex, page 3.

84
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(&) How to integrate local languages into registries?

(b) How to integrate knowledge from oral traditions if it is registered?

(© Registration of sacred knowledge;

(d) Registration of secret knowledge;

(e) Issues of double registration;

) Issues of distorted registration;

()  Access conditions to knowledge:

M Structures of tiered access levels for registries atgrnational public
level access; national public level access; community level access; confidential
information);

(i) Metadata solutions for administering access conditions to knowledge
(e.g.agreed metadata to specify the different types of registrsy;

(i)  Technical security measures and technological protection measures for
tiered access levels;

0] Minimum data fields for registers: what is the minimum information on rights
granted, right holders and claimed subject matter, which isetwémt effective recognition,
management and enforcement of rights (both in the jurisdiction in which the registry is
established and in other jurisdictions)?;

(), Who is entitled to register? (only nationals, also foreigners; only communities?);

(k)  The type of subject matter to be registered (only biodivenstgted TK or all
kinds of TK);

() Management and ownership of registries;
(m)  Recognition of requirements under customary laws if the registry concerns TK;

(n) How can registrations beassified for efficient and languagedependent search
and retrieval?;

(o)  Publication of registrations: How to put the public on notice (Internet publication,
official gazettes, publicly accessible lists, etc);

(p) Interoperability of registers:
(i) Languageindependent interoperability;
(i) Development of agreed identifiers and data fields;

(i) Development of agreed basic procedures for registries and registrations.

86. If there were to be a bilateral or international recogmitid registries and registrations
in the future, an extensive exchange of rights information would in due course take place.



WIPO/GRTKF/IC/5/6
page31

Local registers would therefore have to be able to effectively and efficiently exchange rights
information. Such an exchange wdukquire a minimum of inteoperability or agreed
standards among the various registridsnight therefore be useful to develop recommended
elements and modalities for such registration mechanisms, based on thenadrovened

work of the Committee, iorder to ensure the future inteperability of such registration
mechanisms for both defensive and positive protection purposes. This work may be
coordinated with the development of an annotated menu of policy options for positive
protection of TK, as ppposed in documeWIPO/GRTKF/IC/58.

VIIl. CONCLUSION

87. The Activities adopted by the Committee under Task B.3 have all either been delivered
or are currently in the final stages of completion. Many of them have been passed on to other
relevant WIPO bodies for further implementation, such as the PCT/MIA and the PCT/CTC.
The Committee’s initial work program on defensive protection can be seen as successfully
carried out. There remain, however, a few areas where future work could be undeaake
improve the defensive and positive protection of TK and genetic resources. In particular,
there is scope for broader application of the practical lessons learned from ensuring defensive
protection of TK and genetic resources.

88. Any work on defensive approaches should, however, be undertaken within the context
of a comprehensive approach to the protection of TK, which takes account of the needs,
widely expressed, for more effective positive protection and for any holders or custodians of
TK to be fully informed of the consequences of making any disclosure of their TK, especially
when disclosure leads to publication of the TK or its more ready access by members of the
public.

89. The Committee is invited: (tp call for
furtherresponses to be submitted on the
Questionnaire on Databases and Registries
Related to TK and Genetic Resources
(WIPO/GRTKEF/IC/Q.4); (iiYto consider,
amend and adopt the technical proposals
contained in document WIPO/GRTKF/IC/4/14,
for forwarding to theStandards and
Documentation Working Group of the SCIT
for inclusion in the WIPO Industrial Property
Documentation Handbook and other
appropriate uses; and (iido consider future
work including a questionnaire on prior art
criteria and development of draf
recommendations to Hgranting authorities
concerning registration mechanisms for
defensive and positive protection.

[Annex | follows]
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Table of Deliverables Produced by
the Intergovernmental Committee on
Defensive Protection of TK and GeneResources

Activity Adopted by the Committeg
As Set Out In Document
WIPO/GRTKF/IC/2/6

Deliverables Produced by the
Intergovernmental Committee

Outcomes in other WIPO and UN
Bodies, based on the Committee’s
work:

Relevant Documents

Activity I To compile an
inventory of existing TkKrelated
periodicals, which document and
disclose TK, with a view to
discussing a possible
recommendation that certain
periodicals may be considered by

the International Search Authorities

for integration into the mininam
documentation list under the PCT

- WIPO Inventory of Tkrelated
Periodicals;

- WIPO Inventory of Tkrelated
Databases;

- PCT Committee on Technical
Cooperation Considered the
Inventories

- PCT Assembly Considered the

Inventories

- PCT Meeting of Internatical
Authorities Decided to
Integrate TK Periodicals into
PCT Minimum Documentation

- Certain Periodicals are
currently being selected by
PCT/CTC for Integration Into

PCT Minimum Documentatign

-  WIPO/GRTKF/IC/2/6
- WIPO/GRTKF/IC/3/5
-  WIPO/GRTKF/IC/3/6
- PCTICTC/204

- PCT/CTC/20/5

- PCT/A/3/10

- PCTIMIA/7/3

- PCTIMIA/7/5
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Activity 4 To study the feasibility
of electronic exchange of public
domain TK documentation data,
including through the establishme
of international online TK
databases and digital libraries

- WIPO Portal of Online
Genetic Resources
of Ayurvedic Traditional

Medicine (at the request of the
Government of India).

Health Heritage Test Database

Databases of Disclosed TK and

174

- PCT Meeting of International | -
Authorities Identified Option to| -
Establish a PCTSA Portal of | -
Online Databases for -
International Searches Related
to TK and Genetic Resources

- CBD Clearinghouse
Mechanism incorporates WIP(
Portal

)

WIPO/GRTKF/IC/2/6
WIPO/GRTKF/IC/3/6
WIPO/GRTKF/IC/4/14
PCT/MIA/7/5

Activity5: To examine the
applicability of existing IP
documentation standards to
TK-related subject matter and the
relationship of these standards wi
existing TK documentation
standards.

Technical Proposals on Database

and Registries of TK and

Genetic/Biological Resources,

including:

th  Agreed Standard for Data
Fields and Identifiers for
Databases and Registries

- Analysis of the Application of
WIPO Documentation
Standards ST.9, ST.81, etc.

WIPO/GRTKF/IC/2/6
WIPO/GRTKF/IC/3/6
WIPO/IPTK/COK/02/1Prov.
WIPO/GRTKF/IC/4/14

Activity 6. To discuss ways and
means of providing assistance to
TK documentation initiatives to
manage the IP implications during
the documentation process.

- WIPO Toolkit for IP
Management When
Documenting TK and Genetic
Resources

The draft Toolkitwas considered | -

by the following UN meetings: -

- UNEP/UNU Scoping Meeting | -
on Capacity Building -
Approaches for Access to
Genetic Resources and
Benefitsharing;

- CBD Openended Expert
Workshop on Capacitipuilding
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ANNEX I

SYSTEM-WIDE INFORMATION NETWORK FOR GENETIC REO®URCES (SINGER

The Systerrwide Information Network for Genetic Resourc€3INGER, exists to
ensure that information about the diversity of plants that contribute to food and agriculture is
available to all. Much of the diversity is stored in genebanks around the world, with the
largest colkéctions of crops important for the poorest people held by the Future Harvest
Centres, a network of 16 food and environmental research centres supported by the
Consultative Group on International Agricultural Research (CGIAR).

The Future Harvest Centresltdanore than half a million samples of crop, forage and
agroforestry plants in trust for the world community under agreements signed with the United
Nations Food and Agriculture Organization (FAO) in 1994. The agreements require Centres
to make all inform#on on the intrust collections easily available without restriction, just as
the material itself is available. SINGER was established under the auspices of the CGIAR
Systemwide Genetic Resources Programme (SGRP) to help Centres meet these
responsibilites.

The collections and information about them are held by the genebanks in eleven Centres
across the world. SINGER brings together these independent genebank databases and permits
their easy access and interrogation.

On the World Wide WebH(ttp://singetcgiar.orjand CD-ROM since 1997, SINGER
today permits ‘one stop’ public access to information on more than half a millitruat
samples of crop, forage and agroforestry plants.

SINGER provides access to information on collections of these crop,d@nadgj
agroforestry plants held by Future Harvest Centres. A list of plants and Centres is provided in
Figure 1.

Figure 1.

Genetic Resources CENTRE
Agroforestry trees ICRAF

Andean roots and tubers CIP

Bambara groundnut [ITA

Banana and plantain IPGRI

Barley ICARDA

Bean CIAT

Cassava CIAT, lITA
Chickpea ICRISAT, ICARDA
Cowpea ITA

Faba bean ICARDA

Forages CIAT, ICARDA, ILRI
Groundnut ICRISAT

Lentil ICARDA

Maize CIMMYT

Minor millets ICRISAT

Pearl millet ICRISAT
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Pigeon pea ICRISAT
Potato CIP
Rice IRRI, WARDA
Sorghum ICRISAT
Soybean ITA
Sweet potato CIP
Wheat CIMMYT, ICARDA
Yam ITA

SINGER offers specialized and innovative data searching and retrieval features that
integrate multiple querying with mapping (gldbeegional, country), statistical (mean,
variance and standard deviation) and graphical (scatter and distribution plots) functions.
SINGER also offers users the opportunity to download data for further analysis. SINGER
registers an average of 10,000 séaxa month from researchers, plant breeders, farmers and
conservers. This represents an increase of 300% over the past 4 years, a clear demonstration
that the users of SINGER value its ability to help them in their work.

The information in SINGER is crual to its community of users. For example,
knowledge of the original source of the material and where it was collected can help users to
make more effective use of diversity. Knowing where samples were collected has made it
possible to restore local vaties to regions devastated by war or natural disasters.

SINGER makes available information on the characteristics and performance of each
individual sample held in the Future Harvest genebanks. Researchers have amassed this
knowledge over decades anddrcnow be used to pinpoint the samples that might serve a
researcher’s goals best.

For example, researchers looking for chickpea accessions with high protein content can
use SINGER to identify samples with this characteristic in the collections at ICREWT
ICARDA (International Crops Research Institute for the Sémd Tropics and International
Center for Agricultural Research in the Dry Areas, respectively).

SINGER contains some 30 years worth of records on the supply of samples in response
to requets from individuals and from the research and plant improvement programmes of
Centres and national institutions. These have been used to map the size and direction of flows
of in-trust material. The analysis shows that all countries are net beneficiathes £ystem.
Countries of the FAO Commission on Genetic Resources for Food and Agriculture
recognized SINGER as a model information network that could contribute to a multilateral
system for exchange of plant genetic resources.

SINGER is now a drivingdrce in information networking inside and outside the
CGIAR, meeting the needs of researchers, plant breeders, farmers and conservers in their
efforts to sustain food security and improve production. It has transformed itself from being
simply a source oinformation into a dynamic network that harnesses expertise and
information about genetic resources to further the global exchange of information for genetic
resources conservation and use.

At the core of SINGER are the specialists at the individual Ganivho document the
genetic resources and manage the information systems. Collaboration among these specialists
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to make available not only higbuality information but also their expertise on the plant
collections underpins SINGER.

Standards are vitallynportant to ensure compatibility among different sources of
information and thus to facilitate the management and exchange of knowledge. SINGER is
using its leading position to promote common standards worldwide to ensure that bridges can
be built betweemyriads of genetic resources information sources now and in the future.

The use of common data standards for key descriptors such as taxonomy and country
names allows systemwide access and searches across multiple databases while retaining the
autonomoustructure and management of the individual databases (see Figure 2).

Figure 2
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SINGER stays at the forefront of developments in computer software, hardware and
information and communication technologies. Ce#ectiveness as much as compatibility
andflexibility guides the choice of technologies employed in SINGER and by its partners.
SINGER has adopted open source software and offers free access to the applications it
develops. These costitting solutions are being promoted within and outside theouk,
making it easier for all in the genetic resources community to access the mtustiage
technologies.

By building and linking networks at both regional and crop levels, SINGER aims to
contribute to the FAO World Information and Early Warning ®&yst(WIEWS) on Plant
Genetic Resources for Food and Agriculture and thereby assist in the development of a global
information system for plant genetic resources conservation and use.

Quite apart from its direct involvement in innumerable breeding progresn@INGER
finds many other uses: assisting the restoration of local genetic resources in times of crisis;
tracking material flows to examine possible violations of thérust agreements;
pre-screening accessions for particular traits; indicating wnepresented areas for future
collecting missions; identifying accessions for repatriation; and supporting basic research, for
example on taxonomic relationships among accessions.
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SINGER underpins the efforts of the Future Harvest Centres and othdlsviatz
poverty by making it easier and more efficient to obtain and make use of genetic resources

and related information.

Generous financial support to SINGER has been provided by Switzerland and Australia,
the European Union, Japan, The Netherlandgdn and the World Bank, as well as through
donor contributions to the Future Harvest Centres for their work on genetic resources.

[End of Annex Il and of document]



