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Note by the Executive Secretary

l. INTRODUCTION

1. In paragraph 1 of recommendation 3/4, addressingsores to support compliance with prior
informed consent and mutually agreed terms on whimtess was granted, the Working Group invited
Parties and Governments, in preparation for itgtfiomeeting, to start or continue activities listed
decision VII/19 E. In paragraph 3 of the same nemendation, it invited Parties to submit informatio
analyses and views on these activities, and incpdatt the measures outlined in paragraphs 2 (&)tof
decision VII/19 E, and on the implementation of Benn Guidelines, to the Executive Secretary. It
requested the Executive Secretary to compile thfermation and make it available through the
clearing-house mechanism and other means, ane founth meeting of the Working Group.

2. In paragraph 5, the Working Group invited Partiesidentify issues related to disclosure of
origin/source/legal provenance of genetic resouaresassociated traditional knowledge in applicetio
for intellectual property rights and submit thi$onmation to the Executive Secretary, and requetited
Executive Secretary to prepare a compilation thefeo examination by the fourth meeting of the Ad
Hoc Working Group on Access and Benefit-Sharinghva view to transmitting the results of this
examination to the World International Property @ngation (WIPO) and other relevant forums, such as
the Food and Agriculture Organization of the Unitéations (FAO), the United Nations Conference on
Trade and Development (UNCTAD), the United NatioBavironment Programme (UNEP), the
International Union for the Protection of New Vaes of Plants (UPOV), and the World Trade
Organization (WTO).

* UNEP/CBD/WG-ABS/4/5.
/...
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3. In paragraph 8, the Working Group invited Parti€pvernments, relevant international
organizations, indigenous and local communitiesi alh relevant stakeholders to undertake analytical
work on:

(@ The occurrence, nature, extent and cost ofappiopriation of genetic resources,
[derivatives] and associated traditional knowledgguding, for countries with relevant legislatiche
extent of nhon-compliance with their national legign on prior informed consent and mutually agreed
terms;

(b) The effectiveness, practicality and cost ofamees to ensure compliance with prior
informed consent and mutually agreed terms;

(© Enforcement problems experienced under ndtiaoeess legislation, including capacity
constraints and related need for capacity-buildingjuding the capacity-building of indigenous dadal
communities; and to forward the outcome of this kvar the Executive Secretary for compilation and
dissemination through the clearing-house mechaaishother means.

4, In light of the above, the Secretariat issued iwatifon 2005-044 on 14 April 2005 inviting
Parties, Governments, relevant international omgiuns, indigenous and local communities and
relevant stakeholders to submit information, aredysviews or the outcome of analytical work, in
accordance with the relevant paragraphs of recordatam 3/4.

5. Section Il contains a compilation of informatiomadysis and views received from Parties on
measures taken to ensure compliance with priornméd consent and mutually agreed terms. Section |l
contains a compilation of information provided bwrfRes on issues related to the disclosure of
origin/source/legal provenance of genetic resouatesassociated traditional knowledge in applicetio
for intellectual property rights. The Working Gmpmay also wish to refer to the note by the Exeeuti
Secretary prepared for its third meeting, whichtams an overview of measures taken by Governments
to support compliance with prior informed consentnda mutually agreed terms
(UNEP/CBD/WG-ABS/3/5).

6. Section IV contains information related to casesmi$appropriation of genetic resources and
associated traditional knowledge. On a relatedeisis response to decision VII/19 E, paragrapticl0
the Secretariat commissioned IUCN-Canada, as ailtang to prepare a report on “the extent andlleve
of unauthorized access and misappropriation of {genesources and associated traditional knowledge”
The report is available as an information note (BPNEBD/WG-ABS/4/INF/6).

Il INFORMATION, ANALYSIS AND VIEWS PROVIDED BY PARTIES ON
MEASURES TO SUPPORT COMPLIANCE WITH PRIOR INFORMED
CONSENT OF THE CONTRACTING PARTY PROVIDING GENETIC
RESOURCES AND MUTUALLY AGREED TERMS ON W HICH ACCESS WAS
GRANTED IN CONTRACTING PARTIES WITH USERS OF SUCH
RESOURCES UNDER THEIR JURISDICTION

7. In accordance with decision VII/19 E, information measures taken by Governments to assist
with the implementation of ABS provisions was pded by Parties prior to the third meeting of the
Working Group. An overview of these measures islugled under section Il of document
UNEP/CBD/WG-ABS/3/5 and the submissions provided Rarties are contained in a note by the
Executive Secretary (UNEP/CBD/WG-ABS/3/INF/1).

8. Following the third meeting of the Working Groupdam light of recommendation 3/4, the
following contributions were received from Cana@asta Rica, the European Community, India, Mexico
and Norway.

Canada
“General Considerations around the Proposed Compé&aneasures:
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A series of measures are under discussion witrew % ensuring compliance with access and
benefit-sharing principles. Without prejudice te thature, scope and elements of a regime regulitisg
area, Canada submits the following observatioraingl to some of the compliance measures proposed i
the terms of reference set out in Decision VII/12Dthe Conference of the Parties and Annex | of
document UNEP/CBD/WG-ABS/3/7. The following anatyss guided principally by the question of
practicality in implementation.

Compliance measures can be grouped under fourcasegories:

a. Measures to ensure Prior Informed Consent (PIC)

b. Measures to ensure the negotiation of Mutually-egeerms (MAT)

C. Documentation, including certificates of origin/sceflegal provenance

d. Disclosure mechanisms, such as disclosure of omdimenetic resources (GR) and

associated traditional knowledge (TK) in patentligagtions, international/ national/regional datadms
clearing-house mechanism

Canada believes that the above mentioned measwestarrelated. Each set of measures must
be in place in order to ensure that both usergamaders of genetic resources and traditional Kedge
are in a position to comply with ABS measures. &bwmer, certain measures, such as those designed to
ensure PIC and MAT, must have been properly deeeldyy national authorities in a manner respectful
of the interests of all concerned stakeholderslacal and Indigenous communities, if the Converiion
objectives are to be met.

Specific observations on the above mentioned canges measures can be found in the following papers
from Canada

» Submission by Canada : Specific Considerationsinglao PIC

* Submission by Canada : Specific Considerationsinglao MAT

» Submission by Canada: Specific Considerationstinglato Documentation: certificates of
origin/source/legal provenance

» Submission by Canada : Specific Considerationstinglato Disclosure of origin/source/legal
provenance of genetic resources (GR) and assodramtitional knowledge (TK)”

These papers are contained in the compilation bingasions provided by Parties and relevant
organizations in document UNEP/CBD/WG-ABS/4/INF/3.

Costa Rica

“With regard to paragraphs 4 and 5 of point 3/4 tieered above, Costa Rican legislation
determines, with regard to applications for intetil&al property rights and their relationship toctbsure
of the origin/source/legal provenance of genetioueces and related traditional knowledge, as airaes
among others to support compliance with prior infed consent and mutually agreed terms, the
following:

a) Biodiversity Law No. 7788

This Law determines that the Government of Costa Récognizes the validity of these forms of
knowledge and innovations, and the need to prdtemn with the proper legal mechanisms for each
specific case. It furthermore establishes thatlledrial property rights shall be regulated by dpec
legislation and establishes that these rights @amsistent with biodiversity conservation objectives

The Law establishes that it is mandatory for bdth @ficina Nacional de Semilla@National
Seed Bureau — the national body that grants pleegeer rights) and the Intellectual Property and
Industrial Property registries to consult fBécina Técnica de la Comisién Nacional para la G@&s de
la Biodiversidad(Technical Bureau of the National Commission faoddversity Management — the
national body that regulates access to the geretaurces of biodiversity in Costa Rica), befor@nging

/...
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intellectual or industrial property protection tonbvations that involve elements of biodiversitheT
interested party is obligated to show the certiicaf origin issued by the National Authority ar t
prior informed consent. If the National Authorityegents justified opposition, the protection oepafor
the innovation cannot be registered.

Under Costa Rican legislation, intellectual propeights are protected by: patents, commercial
secrecy, plant improver rightsuyi genericommunity intellectual rights, copyright, farmerigjhts —

With regard to $ui generiscommunity intellectual rights”, the Costa Ricarat8t expressly
recognizes and protects, under this heading: tlmvlauge, practices and innovations of indigenous
peoples and local communities linked to the usel@fents of biodiversity and related knowledgee Th
Biodiversity Law furthermore determines the estdbiient of a registry or inventory of speciBai
generis community intellectual rights for which commungigequest protection from the National
Authority. Recognition of these rights in the Registry is vohtary and free of charge, to be done
informally or at the interested party’s request, wihout being subject to any formality. Once
recognition has been established, the National Autiity is forced to turn down any consultation
regarding intellectual or industrial rights over the element or knowledge that the community wishes
to protect.

With regard to obtaining plants, the country doet mave legislation in effect. There is a draft
Law written by the National Seed Office, based loa provisions of the Model Law of the International
Union for the Protection of New Varieties of Pla@#OV). Nevertheless, Biodiversity Law No. 7788
puts the bodies that grant intellectual properghts under the obligation to demand the certifigzite
origin/legal provenance issued by the National Atitks.

In November 2003, a draft Law titled’foteccion de los Derechos de los Fitomejoradores”
(Protection of Plant Improvers’ Rights) was tabiedNational Congress by a national organizatiomhedal
Red de Biodiversidad (Biodiversity Network). Theposal is quite different from UPOV provisions. In
general terms, it proposes a stamp that would geaolusive rights to the holder only if it is used
simultaneously with the name and material.”

The European Community and its Member States

“As regards paragraphs 3 and 5 of recommendatidn tBe EU already provided extensive
information in its submission to ABS WG-3 (see UNEBD/WG-ABS/3/INF/1, pages 22-23, 29-30).
Since then, further efforts have been undertakdéootht the level of the European Community and at th
level of Member States.

The European Community has successfully estaldigimeinternet-based portal to information on
access and benefit sharingak an integral part of the EC Biodiversity ClagrHouse Mechanism. The
EC ABS Portal is used to disseminate informatidevant to the implementation of the Bonn Guidelines
to ABS focal points in Member States and to a gnowgroup of registered stakeholders from
governments, research institutes, private compamddNGOs....

In early 2005, théJnited Kingdom communicated to the CBD Secretariat and made ablailto
the Parties at WG ABS3, copies of the ‘Review @f Bxperience of Implementation by UK Stakeholders
of Access and Benefit Sharing Arrangements under @onvention on Biological Diversity’. The
Review’'s recommendations relate in particular te #dvantages in the short to medium term of
awareness raising of the concept ABS and its remqénts, and they were endorsed by UK Environment
Ministers. Later in 2005 a Working Party tasked hwiprioritising and implementing these
recommendations, will meet.

iy The EC ABS Portal can be accessed at: http:#abseu.int.
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A French review of existing judiciary mechanisms availabbeaddress potential cases of non-
compliance with ABS mutually agreed terms was briefnentioned in document UNEP/CBD/WG-
ABS/3/5. It could be related to mechanisms existinother countries.

In 2005, theGerman Ministry for the Environment published a study on “Users of genetic
resources in Germany”, which was made availablpauicipants of the WG ABS 3.The study is an
analysis of the level of awareness and knowledg@B% regulations of users of genetic resources in
Germany and gives recommendations on how to impsia&eholders involvement. As follow-up,
workshops with specific user groups will be helaftfer them a platform to get in depth informatimd
to exchange experiences.

Another project inGermany “Process-oriented development for a fair bendférsrg model for
the use of biological resources in the Amazon loglaf Ecuador” (ProBenefityww.probenefit.dgaims
at developing a suitable procedure for equitabteefiesharing for the use of biological resourced the
associated indigenous knowledge in line with thegyples of the CBD. To this end the project parsne
together with the Ecuadorian government, the ldodlan organisations and other relevant groups in
society, as well as interested non-governmentarosgtions, will explore new models for the susthla
use of biodiversity in the Ecuadorian Amazon redion

Developments related to the issue of disclosurerigfin/source/legal provenance in applications
for intellectual property rights are addressed uséetion Il below.

Section Il of document UNEP/CBD/WG-ABS/3/5 alsccludes information provided by the
European Community regarding measures adoptedsbyamber states prior to the third meeting of the
Working Group.

India
“Implementation of the Bonn Guidelines

The Bonn guidelines, because of their voluntary mod-binding nature, have not been able to
create an enabling environment and confidencedbald prevent biopiracy, and ensure compliance of
PIC stipulations and equitable sharing of benefityvisualized in the Convention. Further natiorsioa
alone is not sufficient to ensure realization ohdfés to the country or origin, particularly inses where
genetic material sourced from one country is @diazn another country for developing products and
processes on which patent protection is obtainbéréfore, developmental of a legally binding IR on
ABS should be accorded high priority.”

México
The views of Mexico regarding this issue are inellith the comments provided in relation to the
International Regime in document UNEP/CBD/WG-ABSYWH/3.

Norway

“On 20 April 2001, on the recommendation of the Miry of the Environment, a committee was
appointed by Royal Decree to review the legislat&lating to biodiversity. In it's report of Deceantith
2004 — NOU 2004: 28, the committee presented d Acfon the protection of the natural environment,
landscape and biological diversity (referred tohesdraft Act or the new Act).

According to the committee’s proposal, the new Witk replace the current Nature Conservation
Act, but it has a considerably wider scope thassital nature conservation. Thus, the Act alsaunies
provisions on access to genetic material. The cat@es proposals on access to genetic material deal
with two main issues. The first of these is howesscto Norwegian genetic material should be regdlat
The second is what part Norwegian legislation chkay jin ensuring that genetic material from other
countries is utilised in accordance with the primns of the Convention on Biological Diversity.

The committee has expressed as its goal to maiggietic material in Norway primarily as a
common resource, which through research and developcan be used to develop new knowledge and

/...
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new inventions for the benefit of people and thgiremment. For this to be achieved, access to and
utilisation of genetic resources must be in acaacdawith the conservation targets of the draft Aci
traditional use by indigenous peoples and localroanities must be respected.

The committee’s proposal as regards Norwegian gemeaterial obtained from the natural
environment entitles any person to explore forfaettand utilise genetic material within the franoeky
provided by the draft Act and other relevant legfish. The draft Act distinguishes between property
rights to the biological material — i.e. the orgami— containing the genetic material, and righttht®
genetic material as such. Thus, organisms thablateéned legally, for instance by being freely &alale
through the right of access to and passage thronghbltivated land, may be utilised regardless ef th
purpose for which they are collected. For examal8pwer may be picked to put it in a vase, to grow
new plants from the seeds, or for biotechnologieséarch.

The draft Act includes a provision requiring themaetent authority to be notified if genetic
material that has been collected from the naturairenment is later used for commercial purposdse T
committee proposes a separate provision on acoegsnietic material in public collections in Norway.
This requires any person who manages such colhectim do so in accordance with the objective of the
draft Act for access to genetic material, and tpster any genetic material removed from a colkectit
is also proposed that any person who receives igematerial from such collections shall refrainrfro
claiming intellectual property rights or other righto the material that would limit its use for tbor
agriculture. Among other things, the latter request implements one of the provisions of the
International Treaty on Plant Genetic Resource&&md and Agriculture.

The committee also proposes further provisionsguee that collection and utilisation of genetic
material from other countries is carried out in@dance with the Convention on Biological Diversity
These include the provision that if genetic matesiamported for utilisation in Norway from a stathat
requires consent for collection or export of suchterial, the import may only be permitted if such
consent has been given and in accordance withath@ittons laid down for such consent. This will reak
it possible to enforce the requirement for congeMorway.

The committee further proposes that informationttwa providing country or country of origin
shall accompany genetic material that is utilisedNiorway. Information on any use of indigenous
peoples’ traditional knowledge shall also accomptmeymaterial if regulations requiring this havesibe
laid down. Even though these provisions should owprdocumentation of the origins of genetic materia
and give a certain degree of control, it is difficto enforce rules on access to genetic material
unilaterally at the national level. The committéerefore stresses that it is necessary to contimeie
development of multilateral and bilateral agreemmefihe committee's proposals have been subject to a
broad public hearing. The government will consia@roposal of law to be presented to Parliamergdas
on these hearings.”

M. ISSUES RELATED TO DISCLOSURE OF ORIGIN/SOURCE/LEGAL
PROVENANCE OF GENETIC RESOURCES AND ASSOCIATED TRADITIONAL
KNOWLEDGE IN APPLICATIONS FOR INTELLECTUAL PROPERTY  RIGHTS
IDENTIFIED BY PARTIES

A. Developments at the national level

Costa Rica

Biodiversity Law No. 7788: The Law establishesttitais mandatory for both th®©ficina
Nacional de Semilla@National Seed Bureau — the national body thattgrplant-breeder rights) and the
Intellectual Property and Industrial Property ré&igs to consult theéficina Técnica de la Comision
Nacional para la Gestion de la Biodiversidgd@echnical Bureau of the National Commission for
Biodiversity Management — the national body thgutates access to the genetic resources of biiliyer
in Costa Rica), before granting intellectual orusttial property protection to innovations thatdiwe

/...
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elements of biodiversity. The interested partybfigated to show the certificate of origin issugdtbe
National Authority and the prior informed consdhthe National Authority presents justified opptom,
the protection or patent for the innovation carmtegistered.

European Community

“Belgium has amended its patent laws with the @anedntribute to transparency with regard to
the geographic origin of the genetic source on twhitventions are directly based. The amended law
include a new formal requirement “that patent aygtions must contain the geographic source of the
plant or animal material, if known, that formed thaesis for the development of the invention™.

India

“At the national level, India has enacted the Bgidal Diversity Act (2002) which provides that
prior approval of National Biodiversity Authoritg necessary before applying for any kind of IPRseta
on any research or information on a biological wese obtained from India. Further, the Patents
(Amendment) Act provides for disclosure of the seuand geographical origin of the biological materi
/ associated knowledge which used in an inventiadso provides for opposition to the grant ofgrdtor
revocation of the patent in case of non-disclosurerongful disclosure of source of biological mé&e
and associated knowledge.”

Norway

“The Norwegian Patent Law was amended in 2003.arhendments entered into force the 1st of
February 2004. A new para. 8 b) was included tregb disclosure of origin. It states that the mtate
application shall include information on the coyntrom which the inventor collected or received the
biological material (the providing country). Iffibllows from national law in the providing counttiyat
access to biological material shall be subjectrtorpconsent, the application shall inform on wegth
such consent has been obtained.

If the providing country is not the same as thantry of origin of the biological material, the
application shall also inform on the country ofgimi The country of origin means the country from
which the material was collected from in-situ sasclf it follows from national law in the countof
origin that access to biological material shallsbéject to prior consent, the application shalbiinf on
whether such consent has been obtained. If infeomaiealt with under this subsection is not knotie,
applicant shall state this in the application.

Infringement of the duty to provide information gsibject to penalty in accordance with the
General Civil Penal Code 8§ 166. The duty to prowdermation is without prejudice to the processwig
patent applications or the validity of granted p&te

B. Information and views provided by Parties on theissue of disclosure
of origin/source/legal provenance of genetic resources and
associated traditional knowledge

Canada

“Specific Considerations relating to disclosureasfgin/source/legal provenance of genetic resources
(GR) and associated traditional knowledge (TK)

One proposal designed to help track the origin efiegic resources and associated TK is a
requirement to disclose of origin/source/legal priance of genetic resources (GR) and associated
traditional knowledge (TK) in patent applicatiofihis issue has been the subject of intense delodite b
at WIPO and WTO TRIPS-Council.

In this context, further assessment of the impattsuch a requirement is needed, both on the
existing national and international IP systems a#f as on the users of genetic resources and asedci
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TK. Canada has taken seriously the views expresgadany countries in their proposals to WIPO and
WTO TRIPS-Council and supports the continuatiordistussions in these fora as well as the CBD, as
appropriate.

Should there be a requirement to disclose therodfia genetic resource in a patent application
or other database, accurate information on theérodfjthe resource will be needed all along theegien
resource “use chain”, frorm situ collection to research to, where applicable, concrabzation. The
burden of such a system would likely have to bei@areven by those who may not be obtaining a tirec
financial benefit. The burden of responsibility fensuring proper disclosure should be shared by all
actors along the “use chain”, including, and mogtartantly, the country of origin of the resourddow
that burden should be divided is a question thaares little explored. Evaluating the practicalitythe
obligation would require a preliminary two-tier appch; the nature of the information that woulddte
be disclosed and the consequences that would folfom non-compliance. For instance, different
burdens would likely be entailed depending on wietlisclosure was of country of origin or of source
In the context of a patent application, the formveuld require that the resource was tracked frorareh
it was first discovered while the latter would r&gtthat the resource was tracked only from whieveas
most recently accessed. Likewise, sanctions coag between cases of insufficient, wrongful or latk
disclosure.

The selection of the appropriate mechanism reggrciimpliance with an ABS system presents a
challenge as it may entail consideration of isswesh as organization, monitoring, administrativetso
effectiveness and jurisdiction. Then would followet determination of whether disclosure of
origin/source of genetic resources is the optirohaltion for ensuring benefit-sharing and complyiigh
an ABS system. Indeed, other solutions have betfopmard both nationally and internationally irder
to achieve such compliance. Continued further amalgf such options in the appropriate contextslavou
make a useful contribution in considering optimaliqy choices.

Nevertheless, until other key elements for comgkawith an ABS system —i.e. PIC and MAT
systems-- are in place, the practicality of diseteswhether mandatory or voluntary, remains umclea

European Community

“The European Community and its Member States @rD&cember 2005 formally submitted a
proposal on the “Disclosure of origin or sourcegehetic resources and associated traditional krugele
in patent applications” to the Intergovernmentalnfdattee on Intellectual Property and Genetic
Resources, Traditional Knowledge and Folklore @& World Intellectual Property Organization. This
proposal (in the attached annex) calls for thebistament of a multilateral requirement for patent
applicants to disclose the country of origin oiif i not known, the source of genetic resouraesvbich
an invention is based. A patent applicant who e=ue disclose this information would simply notaib
a patent: its application would not be processdill v/ she discloses. In case a patent applidantaed
but provided incorrect information, effective, posfionate and dissuasive sanctions would applyideits
the field of patent law. The creation of such aursgment, when agreed internationally, would entalil
changes in two intellectual property rights tremtedministered by the World Intellectual Property
Organization.” The proposal submitted to WIPO uded in annex to this document.

Japan
“I. Current situation of business relating to geicatesources in Japan

Genetic resources are a fundamental component iofechnology research and the
commercialization of it. In order to ensure thers development of biotechnology and bioindustris i
essential to create an environment that facilitategss to genetic resources.

In recognition of the current situatiotime BT Strategieaotes the following objective regarding
genetic resources, “In the spirit of the CBD, westmachieve coordination and cooperation with coesitr
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in the gathering, securing, and provision of genetsources2”. A number of scientific and comnarci
projects have been in progress in recent yearsgan]

For instance, the National Institute of Technolagyd Evaluation (NITE), an independent
administrative corporation under the Ministry ofdeomy, Trade and Industry (METI), established the
NITE Biological Resource Centre (NBRC), which aetiv collects biological resources, preserves and
distributes them. For example, based on the CBB,NBRC concludes Project Agreements (PA) and
Material Transfer Agreements (MTA) with other caugs to establish systems for the efficient utti@a
of biological and genetic resources and for rel&iedefit sharing. Moreover, some private compainies
Japan have also been conducting similar projedtsatiher countries along the lines of the CBD.

Japanese companies possess high level technolajyresearch performance from a global
perspective in the field of efficient use of teclugy for generic resources. Our survey shows tbat t
make utmost use of the resources available, compdngive a sense of responsibility to conduct fadr a
equitable benefit sharing with providers of gene®sources. Moreover, companies are willing to
promote and undertake genetic resource-based cbspanjects with providers of genetic resources
according to their agreement.

In addition, Japanese government prepared thenusmtu“Guidelines for Access to Genetic
Resources” which assists Japanese companies aadaiesnstitutes to deepen their understandingef t
CBD and to promote win-win relationships between -@8viding countries and Japan through
international access to genetic resources.

We believe that the steady progress of these appes will help to materialize access to genetic
resources and fair and equitable benefit-sharisgdan the spirit of CBD.

Needless to say, huge risks and increases ofathvetrsely affect business. This is particularly
true in business sectors that require very subatanbnetary expenditures and long-term R&D to earn
profits. If stringent regulations to take gene#sources out of the GR-providing country are thiiced
and unpredictable procedures cause cost increffsesbusiness sector will hesitate to use genetic
resources. As a result, there is little, by wapeiefits, to share with providers of genetic reses.

1. Points before discussing disclosure requireraentintellectual Property applications

Several proposals have been introduced in intemeat fora that mandatory disclosure
requirements (e.g. source/country of origin of gieneesources and/or associated traditional knogéed
used in inventions, evidence of prior informed @ms(PIC), evidence of benefit sharing) in patent
applications should be adopted in order to achibeeCBD objectives. However, before such proposals
are discussed outside of the context of the CBD,stvauld firstly deepen our understanding of the
problems and current situation regarding acceggei®tic resources and its benefit sharing in th® CB
context.

CBD member states have implemented various eftortsomply with CBD objectives. The
“Bon Guideline” is one of those efforts. In additi some countries have already introduced a damest
regime related to ABS. However, the reality of #iteiation is that the scope of the genetic resssiand
definitions of terms used in the CBD are still ol#ar, and there is not actual uniformity of eaomdstic
system required to be introduced under the CBD.

2/ BT Strategies (BT Strategy Council, December 2002

Biogenetic resources including animals, plants, rmdcganisms, human cells / tissues and genes amemzly
useful, yet at the same time limited, in industrégiplications and research. Enhancing these ressuis truly
important from the viewpoint of international conmpion. All relevant parties must join forces inatlering,
securing and providing biogenetic resources, iniglgdgenetic information, so as to strengthen thenfbation of
industrial competition, and help our nation to matour rights in this area.

In the spirit of the Biodiversity Convention, we Btuachieve coordination and cooperation with coiastrin the
gathering, securing, and provision of such resosirce
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For example, there are various genetic resourmeging from those newly discovered during
resource inspections to those easily obtained ¢irdlne markets. So, the scope of genetic resoiwces
which the PIC and benefit sharing are necessaryldhioe clarified. Additionally, the definition of
“derivatives” is still unclear. With regard to amitional knowledge,” there is still not complete
agreement on the definition, and there is also diféculty of identifying the source or origin of
traditional knowledge because it is shapelessorder to respond to the regulations for obtainhrgRIC,
systems which are highly transparent and have sippicedures are needed. However we have to say
that, at present, the system of the member statksuhiformity.

Therefore, Japan considers it essential to distigssmatters which are unclear in the field of the
CBD and to deepen understanding of the problemscamnent situations regarding access to genetic
resources and benefit sharing based on the natixpairiences. On the basis of such understaniting,
other words, only after the field of CBD is no l@mngunclear, will it be useful to study the possible
solutions in fields outside of the CBD, and thostutions may be the basis of the discussion of the
disclosure requirements of genetic resources ienpaipplications.

1. Mandatory disclosure requirements in Intelleat Property applications

Several proposals have been introduced in intemet fora that mandatory disclosure
requirements in patent applications should be abas part of the measures to secure access tticgene
resources and to provide fair and equitable besbfiting. However, Japan considers that introducin
such mandatory disclosure requirements does not fsten the patent system and that there is no #bgic
necessity.

(1) Disclosure requirements in patent applications

A patent system provides for two categories ob¢ltisure” requirements (i.e. substantive and
formative requirements) as a prerequisite for gngna patent right for an invention. The necestity
disclose the source/country of origin of genetworgces and/or associated traditional knowledgd urse
inventions, evidence of PIC, and evidence of beséfiring cannot be explained by these two categori
of “disclosure” requirements of a patent systenmlegs the need for such disclosure is clearly expth
any administrative sanctions including invalidatioha patent right should not be incorporated iato
patent system.

(a) Substantive requirements

Even when the source/country of origin of a genetsource is disclosed in an application, it is
practically impossible to ensure that a third paviyno has seen the application, can access the same
genetic resource. In many countries, therefore, dbscription requirements (including enablement
requirements) for “inventions based on geneticugss” are secured under a “deposit system.” Under
the Japanese Patent Law, for example, an applioaah invention based on a microorganism (in many
cases, hew microorganisms), which a person skitigtie art cannot easily access, is required tmsiep
the microorganism with a depository institution ehihas been granted the status of an international
depository authority under the Budapest Treaty loickvis designated by the Commissioner of the Japan
Patent Office (JPO), and to submit to the JPO g obphe receipt of the deposit issued by the diépgs
institution (Section 27bis of the Regulations unter Patent Law). The purpose of a deposit syséem
not to disclose the source/country of origin of g@nresources but to solve the problem of thirdypa
inaccessibility to microorganisms, since theresamme cases in which information about the compietio
of an invention or the publication of technologynoat be adequately secured in the description of an
invention based on a microorganism which appearshen application. Specifically, therefore, by
depositing the microorganism related to an inventioth a depository institution and by enabling the
institution to provide the microorganism to anyrdhparty, the problem of inaccessibility can bevedl
Currently, the microorganism deposit system has kad#e to fully satisfy the application description
requirements (including enablement requirement$)erefore, imposing a new obligation to disclose th
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source/country of origin of genetic resources itepaapplications cannot be considered to be such a
meaningful approach.

For an application for an invention based on araaiganism, which any person skilled in the art
can easily access, the applicant is not requiredefisit the microorganism. The applicant just toas
describe how the invention can be worked, usindp sumicroorganism which is accessible to the public
in a manner for any person skilled in the art toabée to work the invention. Information about the
source/country of origin of genetic resource carrsotised to satisfy application description reqoeets
(including enablement requirements). Thereforefoagnicroorganisms made accessible to the public
with which the application deals, imposition of @wn obligation on applicants to disclose the
source/country of origin of genetic resources ieirthpatent applications cannot be considered a
meaningful approach in terms of application desicnp requirements (including enablement
requirements).

Thus, due to the reasons cited above, disclosiagaource/country of origin of genetic resources
in a patent application cannot serve as an aligmnddb a deposit system in terms of application
description requirements (including enablement irequents). The same is true for disclosing the
evidence of PIC and benefit sharing.

Moreover, as for a person who wishes to obtairatert, information contained in prior art
documents is indispensable for comparing and jugdfire level of technology used in the applicant’s
application with the technical standards at theetohfiling, for technological contributions madg the
applicant’s invention, and for the novelty and intree steps of the invention. If an applicant didxs
information about prior art in the detailed destoip of the invention, this will help expedite the
examination process. It will also help establisbrenstable rights because such information enables
examiners to make an accurate comparison betweawantion for which an application has been filed
and relevant prior arts.

On the other hand, information about the souresltty of origin of genetic resources, evidence
of PIC, and evidence of benefit sharing should beegessary for judging the level of novelty and
inventive step of an invention. Such informatiooulkd not be considered as essential for prior art
searches, either. Therefore, there is no reasgmsuth information should be furnished as an aoiuk
disclosure requirement from the perspective ofetkemination process.

(b) Formative requirements

Such entries as applicant names are to be madeatiee requirements only when such
requirements are regarded as reasonable (seeeAGRlof the TRIPS Agreement). As regards the
disclosure of the source/country of origin of geme¢sources, evidence of PIC and evidence of litenef
sharing, therefore, we are not convinced that dssge requirement should be regarded as a reasonabl
procedure and formality. Even without its discl@suthere is no problem in carrying out the patent
procedure and such lack of disclosure does not ittekpatent procedure ineffective.

The Patent Law Treaty (PLT) is aimed at streamijrand harmonizing the procedures in the
patent examination process, and in Article 5, $ites the following.

“A Contracting Party shall provide that the filigigite of an application shall be the date
on which its Office has received all of the follogielements, filed, at the option of the applicant,
on paper or as otherwise permitted by the OfficaHe purposes of the filing date:

(i) an express or implicit indication to the effetttat the elements are intended to be an
application;

(i) indications allowing the identity of the appdint to be established or allowing the applicant to
be contacted by the Office;
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(i) a part which on the face of it appears toabaescription.”

From the aspect of formality, therefore, disclosoir¢ghe source/country of origin of genetic resesrcs
not necessary.

(2) Burden on patent applicants and influence ocess to genetic resources

To secure access to genetic resources and fairequidable benefit-sharing, a system in the
country of origin should be established to enabtépients of genetic resources to obtain a PIC ftioen
country. If transparency of the procedures of saddystem is not secured, genetic-resource retgien
will have to shoulder a serious burden because\liéype required to acquire a PIC from such a eyst
Furthermore, this will place the patent applicants situation in which it will be difficult for tam to
disclose the origin/ country, evidences of the RI&J benefit sharing.

If the proposed disclosure requirement in a pag@plication should be made an obligation and
lack of the disclosure should lead to invalidatafrihe patent right, it would increase the risk &odden
on patent applicants applying for an invention base genetic resources and/or associated traditiona
knowledge. In cases in which an applicant couldimonediately specify the source/country of origin
a genetic resource (e.g. (i) a company directhclpased the resource from a genetic resource toader
(i) researchers exchanged genetic resources thrautgtwork of researchers), an applicant woulcehav
to directly investigate the source/country of armigif the genetic resources. In addition, it se¢mas
there is an abundance of confidential businessrmmddon in the PIC documents or benefit sharing
contracts. Disclosing such confidential businegsrimation will be another burden of patent appiisa
Those burdens might discourage inventors from cctirly research into inventions based on genetic
resources due to the huge expense or from obtampeagent for such inventions. As a result, fearat
fewer genetic resources would be utilized, andhéend, access to genetic resources as wellraanfai
equitable benefit-sharing would not be facilitatdthis might bring serious consequences not onlysty
countries but also to providing countries/countaésrigin.

(3) Relation to the TRIPS Agreement

Article 27.1 of the TRIPS Agreement stipulated timatents shall be available and patent rights
enjoyable without discrimination as to the placemention, the field of technology....” Thereforié,
disclosure requirements are made applicable onbetetic resource-related inventions and invalofati
of patents for such inventions is made allowablettan basis of a lack of disclosure requirement, the
adoption of these requirements could be considasefdlling under the scope of “discrimination ire th
field of technology.”

V. COMPILATION OF ANALYTICAL WORK PROVIDED BY PARTIES,
INTERNATIONAL ORGANIZATIONS, INDIGENOUS AND LOCAL
COMMUNITIES AND RELEVANT STRAKEHOLDERS ON
THE OCCURRENCE, NATURE, NATURE EXTENT AND COST OF
MISAPPROPRIATION OF GENETIC RESOURCES: EFFECTIVENES S,
PRACTICALITY AND COST OF MEASURES TO ENSURE COMPLIA NCE; AND
ENFORCEMENT PROBLEMS UNDER NATIONAL LEGISLATION

Contributions related to the misappropriation ofigfic resources were received from India and
jointly from the International Federation of OrgarAgriculture Movements (IFOAM), the Research
Foundation on Science, Technology and Ecology (Be¥hi, India) and the Greens/EFA in the European
Parliament (Brussels, Belgium).

India
Analytical work undertaken on misappropriation ehgtic resources and associated traditional
knowledge from India
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The National Institute of Science Communication &fdrmation Resources (NISCAIR), India,
has undertaken detailed studies in the years 200@2@03 on misappropriation of genetic resources an
associated traditional knowledge from India. Thery2000 study has considered patents granted at
USPTO, and the year 2003 study has considered tpageanted at USPTO, EPO & UKPTO. A brief
summary of these studies is given below.

In the year 2000, there were 4869 references omédicinal plants in the USPTO database of
which 80% of the references were on the seven nmadliglants, Kumari, Mustaka, Tamraparna, Garjara,
Atasi, Jambira, and Kharbuza. 408 references weadahle on Aloe vera for March 2000 itself.762
patents on medicinal plants were studied, aboutc®8 be categorized as traditional.

In the year 2003 there were More than 15000 ret&®ion 53 medicinal plants in USPTO, EPO
databases and hence a threefold increase in tbkegnanted patents.

In the year 2004 the study was carried out on Ii@i& Medicinal Plants for the no of granted
patents, which further validates the fact on tleedasing no’s of biopiracy cases.

Year Patents granted at USPTO on 119 Medicinalt®lan |% Increase
2000 17329

2002 20835 16.8

2004 23956 13.0

Study reveals that Aloe vera has the maximum nurobgranted patents among them with the
figure of 1063 in 2000, 1458 in 2002 increasindgl&11 in 2004. Similarly, Cyperus rotundus had 872
granted patents in 2000, 924 in 2002, and 954 04 20he details of the patent applications filed #re
patents granted are given in the table below.
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Botanical Name Patent application/patefeferences | Year of
no cited for filing/grant

U: Badam,E: Almond 20010006666 Unani 2001

B: Prunus amygdaluBatsch

U: Babuna,E: Wild Chamomile US 20020198580 Unani 2002

B: Matricaria chamomillaLinn. US 20020177535 Unani 2002
US 20020176876 Unani 2002

U: Badam,E: Almond US 20020035046 Unani 2002

B: Prunus amygdaluBatsch

U: Darchini,E: Cinnamon US 20020111280 Unani 2002

B: Cinnamomum zeylanicubiume

U: Hina/Mehndi US20020166182 Unani 2002

E: Henna '

B: Lawsonia inermid.inn. US20020155069 Unani
US20020136702 Unani

U: Hulba/Methi US20020173510 Unani 2002

E: Fenugreek

B: Trigonella foenum-graecuixinn.

U: Kafoor US 20020197228 Unani 2002

E: Camphor

B: Cinnamomum camphoifdees & Eberm. | US 20020187108 Unani 2002
US 20020176879 Unani 2002

U: Katan/Alsi US20020136712 Unani 2002

E: Linseed

B: Linum usitatissimurhinn.

U: Nankhwah/Ajwayin US20020136783 Unani 2002

E: Ajowan/Bishop’s weed

B: Trachyspermum amnfliLinn) Sprague

U: Sana US 20020071872 Unani 2002

E: Senna

B: Casisa angustifolia/ahl.

U: Sandal Safaid US20020049257 Unani 2002

E: Sandal wood

B: Santalum albunhinn.

U: Babuna.E: Wild Chamomile US 20030064120 Unani 2003

B: Matricaria chamomillaLinn.
US 20030017179 Unani 2003

U: Gul-e-Surkh/Ward,E: Rose US20030054019 Unani 2003

B: Rosa damascena Mill.

Botanical Name Patent application/patenReferences | Year of
no cited for filing/grant

/...
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Botanical Name Patent application/patenReferences | Year of
no cited for filing/grant
U: Hulba/Methi,E: Fenugreek SU20030068372 Unani 2003
B: Trigonella foenum-graecutann.
U: Kafoor,E: Camphor,B: Cinnamomum US 20030045572 Unani 2003
camphoraNees & Eberm. US 20030031730 Unani 2003
US 20030024997 Unani 2003
US 20030008805 Unani 2003
U: MomE: Beeswax US 20030059450 Unani 2003
US 20030054019 Unani 2003
U: Sandal Safaid,E: Sandal wood US20030044368 Unani 2003
B: Santalum alburhinn
U: Seer/Lehsun,E: Garlic US 20030059487 Unani 2003
B: Allium sativurmLinn
U: Shib/Phitkari ,E: Alum US 20030010691 Unani 2003
U: Zanjabeel,E: Ginger US 20030031737 Unani 2003
B: Zingiber officinaleRosc

Patents Granted

U: Gurmar US 5900240 Unani 1999
E: Small Indian Ipecac
B: Gymnema sylvestiR. Br.

U: Huzuz/Rasaut,E: Indian Berberry US 5591436 Unani 1997
B: Berberis aristataDC

U: Jamun,E: Black plum US5900240 Unani 1999
B: Syzygium cumirfLinn.) Skeels

U: Karela,E: Bitter gourd US 5900240 Unani 1999
B: Momordica charantid.inn.

U: Neeb/Neem,E: Margosa US 5591436 Unani 1997
B: Azadirachtandica

US5897865 Ayurveda 1999
Turmericfor treating skin disorders

Herbal composition and their use as UsS5900240 Ayurveda 1999
hypoglycemic agents (Syzygium cuminii,
Momordica charantia, Cephaelis
ipecacuanha)

Plant based therapeutic agents with virustatldS5725859 Ayurveda 1998
and antiviral effect (Delphiniun denudatum
Ellettaria cardamom)

Herbal composition (Melia azardirachta, | US5693327 Ayurveda 1997
Centratherum anthelminthicum)
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Botanical Name Patent application/patenReferences | Year of

no cited for filing/grant
Method and composition for treatment of | US5886029 Ayurveda 1999

diabetes. (Cinnamomum tamala, Azardichta
indicia Tinospora cordifolia, Syzygium
cumini)

Method of treating musculoskeletal disease US5494668 Ayurveda 1996
and a novel composition therefor (Withania
somnifera, Boswellia serrata, Curcuma longa,
Zingiber officinale,)

In view of the above study, an illustrative study patents granted on endemic plants from
developing countries like China, India, South Adridexico, Sri Lanka and Malaysia was carried daut a
USPTO, EPO databases for search of biopiracy. Tiueyswas carried out by studying the
assignee/inventor’'s country and the original sountebiological material. Given below are a few
illustrative examples of biopiracy in India.

Turmeric (Curcuma longa Linn.)

The rhizomes of turmeric are used as a spice &pflring Indian cooking. It also has properties
that make it an effective ingredient in medicinessmetics and as a colour dye. As a medicine,st ha
been traditionally used for centuries to heal wauand rashes.

In 1955, two expatriate Indians at the UniversityMississippi Medical Centre (Suman K. Das
and Hari Har P. Cohly) were granted a US patents(né01,504) on use of turmeric in wound healing.
The Indian Council of Scientific & Industrial Resela (CSIR), New Delhi filed a re-examination case
with the US PTO challenging the patent on the gdsuof prior art. CSIR argued that turmeric has been
used for thousands of years for healing woundsrasttes and therefore its medicinal use was novel no
invention. Their claim was supported by documentawjdence of traditional knowledge, including
ancient Sanskrit text and a paper published in 185Be Journal of the Indian Medical Association.
Despite an appeal by the patent holders, the USIF@Ild the CSIR objections and cancelled the patent
The turmeric case was a landmark judgment caseveasi for the first time that a patent based on the
traditional knowledge of a developing country wascessfully challenged. The US Patent Office
revoked this patent in 1997, after ascertaining thare was no novelty; the findings by innovators
having been known in India for centuries.

Neem (Azadirachta indica A. Juss.)

Neem extracts can be used against hundreds of gestiingal diseases that attack food crops;
the oil extracted from its seeds can be used te cold and flu; and mixed in soap, it providesefeliom
malaria, skin diseases and even meningitis. In 1B8dopean Patent Office (EPO) granted a pater®(EP
patent N0.436257) to the US Corporation W.R. G@empany and US Department of Agriculture for a
method for controlling fungi on plants by the aidhgdrophobic extracted Neem oil. In 1995 a grofip o
international NGOs and representatives of Indiaméas filed legal opposition against the patenieyrh
submitted evidence that the fungicidal effect ofrasts of Neem seeds had been known and used for
centuries in Indian agriculture to protect cropsd éhus was a prior art and unpatentable. In 1889 t
EPO determined that according to the evidencesatufes of the present claim have been disclostto
public prior to the patent application and the patgas not considered to involve an inventive st
patent granted on was Neem was revoked by the ER@y 2000.
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Organizations

International Federation of Organic Agriculture Mov ements (IFOAM), the Research
Foundation on Science, Technology and Ecology (Néelhi, India) and the Greens/EFA in the
European Parliament (Brussels, Belgium)

In light of the negotiations of the internationafjime a joint contribution was provided by these
organisations and is contained in document UNEP/@BB-ABS/4/INF/3. In addition to views with
respect to the negotiations of an internationaimeg the contribution provides detailed information
regarding the legal history of the NeemfungicideecaOn 8 March 2005, the Technical Board of Appeal
of the European Patent Office (EPO) revoked ireitrety a patent on a fungicide made from seeds of
the Neem tree. The information provided in thignjocontribution, contained in document
UNEP/CBD/WG-ABS/4/INF/3, may be of particular redence in considering the misappropriation of
genetic resources and associated traditional krumele
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Annex

SUBMISSION OF EC AND ITS MEMBER STATES TO WIPO
INTERGOVERNMENTAL COMMITTEE ON INTELLECTUAL PROPERT Y AND GENETIC
RESOURCES, TRADITIONAL KNOWLEDGE AND FOLKLORE ON 16 DECEMBER 2004

Disclosure of origin or source of genetic resources and associated traditional knowledge in patent
applications

Proposal of the European Community and its Member &tes to WIPO

1. Introduction

This document outlines the basic features for artwad and effective proposal on the disclosure of
genetic resources and associated traditional krigel€TK) in patent applications.

The European Community and its Member States afreagleed in the 2002 Communication to the
TRIPs Council to examine and discuss the possifiteoduction of a system, such as a self-standing
disclosure requirement, that would allow Stateg&dep track, at global level, of all patent appiimas
with regard to genetic resources. Since 2002, several developments in WIPO, WTADFthe CBD
and other relevant fora have contributed to theudision. More recently, the Conference of thei®adf

the Convention on Biological Diversity has invitdlPO to examine issues regarding the interrelation
access to genetic resources and disclosure regentemn intellectual property rights applications,
including, inter alia, options for model provisions on proposed disalestequirements. The WIPO
General Assembly of 2004 decided that WIPO shoefphond positively to this invitation. The present
proposals reflect the position of the EC and itgrider States on this issue.

2. A binding disclosure requirement that should beapplied to all patent applications

In the 2002 Communication to the TRIPs Council, & and its Member States expressed their
preference for a requirement that should be appbedll patent applications. The EC and its Member
States also consider that the disclosure obligagimuld be mandatory. This implies that the disgles
requirement should be implemented in a legally inigénd universal manner. A global and compulsory
system creates a level playing field for industnd @ahe commercial exploitation of patents, and also
facilitates the possibilities under Article 15(#)tbe CBD for the sharing of the benefits arisingnfi the
use of genetic resources.

The introduction of such a scheme should take plaem efficient and timely way, and be relatedhe
existing international legal framework for patents. order to achieve such a binding disclosure
requirement, amendment of the Patent Law Treatyf [Plhe Patent Cooperation Treaty (PCT) and, as
the case may be, regional agreements such as thevllbe necessary. The disclosure requirement the
applies to all international, regional and natigoatient applications at the earliest stage possible

3. The country of origin or, if unknown, the speciic source of the genetic resource should be
disclosed

It is suggested that, in order to provide patemliiegnts with a clear idea of what needs to belostl,
the language used here should be the same as i@BBedefinitions of country of origin, genetic
resources and genetic mategal.

3/ Communication by the EC and its Member Stateth¢oTRIPs Council on the review of Article
27.3 (b) of the TRIPs Agreement, and the relatigndietween the TRIPs Agreement and the Convention o
Biological Diversity and the protection of traditial knowledge and folklore (WTO document IP/C/W/B83

4/ See document WIPO/GRTKF/IC/6/13.

5/ This proposal does not include the disclosurthefsource in patent applications based on genetic
resources or traditional knowledge acquired befloeeentry into force of the CBD.
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First, the material that would be the subjettthe requirement: Article 15 (7) of the CBD sttthat
access and benefit-sharing objectives must be ritat negard to “genetic resources”. It is therefore
coherent to use the universally accepted CBD lagguéGenetic resources” is defined in Article 2[TB
as “genetic material of actual or potential valu€he same provision states that “genetic material”
includes “any material, of plant, animal, microlialother origin containing functional units of bdity”.

In this context, human genetic resources are egd@idand this exclusion should be carried ovehéo t
proposed system.

Second, the origirof the genetic resource: a disclosure of origiguneement would assist countries
providing access to genetic resources to monitdrkaep track of compliance with national access and
benefit-sharing rules. On this basis, the appliciduld be required to declare the country of orufi
genetic resources, if he is aware of it. No addaloresearch on his part would be required. Ithis t
disclosure of the country of origin that paveswss for monitoring the respect of the rules on asand
benefit-sharing, where such rules are in place

The CBD defines the “country of origin” as the ctoyrwhich possesses those genetic resourciessitu
conditions. Under the CBD, “in situ conditions” msaconditions where genetic resources exist within
ecosystems and natural habitats, and, in the dalmeesticated or cultivated species, in the sundmgs
where they have developed their distinctive proegrf7

It is clear that it may not always be possibletfa patent applicant to indicate the country ofjioriIn
these situations, it is suggested to make useeobtbader notion of “source”. If the country ofgin is
unknown, the applicant should declare the sourciefspecific genetic resource to which the invento
has had physical access and which is still knowhitae. The term “source” refers to any source from
which the applicant has acquired the genetic resoother than the country of origin, such as aarese
centre, gene bank or botanical gardén. 8

Third, the_connectiotetween the material and the patented inventtmnapplicant must have used the
genetic resources in the claimed invention. A notshould be applied that makes it possible for the
applicant to disclose the material used in thentiea in an adequate way, without having the oliaya

to make further research on the origin of the remmutaking into account the interests of the @i,

the patent office and other stake holders. A goaldrite can be found by requiring that the invention
must be “directly based on” the specific genetisoteces. In such circumstances, the invention must
make immediate use of the genetic resource, thakeigend on the specific properties of this resaurc
The inventor must also have had physical accetisetgenetic resource, that is, its possession leaat
contact which issufficient enough to identify the properties of gpenetic resource that are relevant for
the invention.

4, Disclosure of associated traditional knowledge

In this specific case, there are good reasonsfabiigation to disclose that an invention is dilebased
on traditional knowledge associated with the usgefetic resources. According to Article 8(j) oéth
CBD, there is a commitment to respect, preservenaaidtain traditional knowledged/

6/ As clarified by the CBD COP decision 11/11, pgraph 2.
7/ Article 2.
8/ This other source can include the “MultilateBgistem” as a source of genetic resources belonging

to taxa included in annex 1 of the Internationaéafy on Plant Genetic Resources for Food and Aluieu
According to Article 12.3 (b) of the InternationBileaty, “access shall be accorded expeditiouslihowit the need
to track individual accessions”. The Multilateraysgm is the source of the genetic resources, disasethe
beneficiary of the sharing of profits from theimemercialization.

9 See similarly the additional comments by Switaed on its proposals regarding the declaration of
the source of genetic resources and traditionailedge in patent applications, PCT/R/WG/6/11, peaply 27.

10/ The Bonn Guidelines adopted under the CBD to émant its Articles 15 and 8(j) address
specifically all genetic resources and associatéd T
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Traditional knowledge is of intangible nature ahd otbligation to disclose cannot be based on palysi
access. It could therefore be proposed that thicapp should declare the specific source of tradél
knowledge that is associated with genetic resourtég is aware that the invention is directly dcon
such traditional knowledge. In this context, therdpgan Community and its Member States refer to
Article 8(j) of the CBD where the notion “knowledganovations and practices” is used.

However, there are concerns about the possiblyeandcope of the term "traditional knowledge". In
order to achieve the necessary legal certaintyyréndr in-depth discussion of the concept of TK is
necessary.

5. A standardized and formal requirement

In order to become effective, the way that thewvahé information will be submitted from the patent
applicant to the patent offices must be standaddiZéis should be organized in a non-bureaucratit a
cost-efficient manner. An overwhelming majority pditent applicants do not base their inventions on
genetic resources and/or associated TK and for ttr@mburden should be limited to an absolute
minimum.

Competent patent authorities, in particular patéfites, are not required to make an assessmetiieon
content of the submitted information. They musbatet be obliged to keep track whether the patent
applicant has obtained the relevant material irag @ompatible with benefit-sharing and prior infean
consent provisions. Their role can be limited teaiting whether the formal requirements are fulfijla
particular, whether the applicant who declares thatinvention is directly based on genetic resesirc
and/or associated TK has subsequently disclosedmation.

The EC and its Member States propose that theodised of the information be organized by including
guestions to be answered in the standard pateficaipgn form. The applicant then can give either a
negative or a positive response to the questionthvehethe invention is directly based on genetic
resources and/or associated TK. If the answergathe, the applicant does not need to fulfill atiyer
administrative requirement on this issue. A positanswer triggers the requirement to disclose the
country of origin or source as foreseen. In theepkional case that both the country of origin amel t
source are unknown to the applicant, this shoulddwared accordingly.

If the patent applicant fails to give a negativepositive response, or if he fails or refuses tclkdise
information on the country of origin or source ases where he claims that the invention is dirdilsed

on genetic resources and/or associated TK, thetpapplication is not shaped in accordance witmédr
requirements, except where the applicant has detldrat the country of origin and the source are
unknown to him. An applicant should be given thagilility to remedy the omission within a certain
time fixed under patent law. However, if the apfitcontinues to fail to make any declaration, ttien
application shall not be further processed anapgmicant will be informed of this consequence.

6. What should happen in cases of incorrect or imenplete information?

Meaningful and workable sanctions should be att@éctwe the provision of incorrect or incomplete
information. Where it is proved that the patent lmmt has disclosed incorrect or incomplete
information, effective, proportionate and dissuassanctions outside the field of patent law shdgd
imposed on the patent applicant or holder. If ggliaant provides supplementary information durting
processing of the application, the submission & gupplementary information should not affect the
further processing of the application. For reasohdegal certainty, the submission of incorrect or
incomplete information should not have any effent the validity of the granted patent or on its
enforceability against patent infringers.

It must be left to the individual Contracting Stateto determine the character and the level of these
sanctions, in accordance with domestic legal pracis and respecting general principles of law.
Both within WIPO as in other international fora means could be discussed to develop such
sanctions.
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7. Exchange of information

An indispensable measure that makes the disclaggu@rement outlined in the previous sections an
effective incentive to comply with access and bitsfaring rules is the introduction of a simple
notification procedure to be followed by the paterffices. The latter, every time they receive a
declaration disclosing the country of origin or smuof the genetic resource and/or associated fdyld
notify this information to a centralised body. Thiguld be done, for instance, by means of a standar
form. That would facilitate the monitoring — by ettties of origin and TK holders — of the respecany
benefit-sharing arrangements they entered into. rBftevant information must be made available in
accordance with the present rules on the confidengture of applications.

The notification should be as simple as possibteranst not lead to an unnecessary administrative
burden for patent offices. The exchange of inforamashould also be managed in a cost-effective way
and without unnecessary additional charges imporgehtent applicants. This could be achieved, for
example, by using electronic means.

It would be adequate to identify in particular Gkearing House Mechanism of the CBD as the central
body to which the patent offices should send tferimation available from the declarations on
disclosure.

8. Summary
In summary, the EC and its Member States propaséotlowing:

a) a mandatory requirement should be introduced tatie the country of origin or source
of genetic resources in patent applications;

b) the requirement should apply to all internationadjional and national patent applications
at the earliest stage possible;

C) the applicant should declare the country of oriinf unknown, the source of the
specific genetic resource to which the inventor e physical access and which is still known to;hi

d) the invention must be directly based on the speg#netic resources;

e) there could also be a requirement on the applicatéclare the specific source of

traditional knowledge associated with genetic veses, if he is aware that the invention is digebtised
on such traditional knowledge; in this contextuglier in-depth discussion of the concept of "tiadal
knowledge" is necessary;

f) if the patent applicant fails or refuses to dectheerequired information, and despite
being given the opportunity to remedy that omissiontinues to do so, then the application shoutdro
further processed,;

0) if the information provided is incorrect or incoraf#, effective, proportionate and
dissuasive sanctions should be envisaged outsédiett of patent law;
h) a simple natification procedure should be introduttebe followed by the patent offices

every time they receive a declaration; it woulchdequate to identify in particular the Clearing Beu
Mechanism of the CBD as the central body to whithgatent offices should send the available
information.

These proposals attempt to formulate a way forwlaatishould ensure, at global level, an effective,
balanced and realistic system for disclosure iemadpplications.



