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Note by the Executive Secretary
INTRODUCTION

1. In paragraph 2 of decision VIII/4B, the Conferemdehe Parties invited “Parties to submit
reports on their experiences in developing and emginting Article 15 of the Convention at the
national level, including obstacles encountered l@sdons learned, four months prior to the fifth
meeting of the Working Group on Access and Bersifdring”.

2. In paragraph 3 of the same decision, the COP h@sested the Secretariat “to prepare a
compilation of the information provided in accordanwith the paragraph above and make it
available for the work of the Working Group on Asse&nd Benefit-sharing at its fifth meeting”.

3. Further to that request, notificatio2006-044 of 25 May 2006 was sent to Parties and
Governments, and a reminder (notification 2007-0883 sent on 9 March 2007.

4, In paragraph 3 of decision VIII/4D, the Conferemdédhe Parties requested “the Working Group
on Access and Benefit-sharing at its fifth and Isirteetings to further consider measures to ensure
compliance with prior informed consent in cases nehthere is utilization of genetic resources or
associated traditional knowledge, in accordanceh witticle 15 of the Convention and national
legislation, and with the mutually agreed termsaich access was granted.”

5. Notification 2006-041 invited Parties and Governtseilo submit to the Secretariat information
regarding measures taken to support compliance pritht informed consent and mutually agreed terms
on which access was granted, where there is utilizaof genetic resources or associated traditional
knowledge. A reminder (Notification 2007-030) wsesnt to Parties and Governments on 9 March 2007.

6. In light of the above, this document contains a pitetion of submissions provided by
Parties on: 1) experiences in developing and imptding Article 15 of the Convention at the nationa

/...

In order to minimize the environmental impacts loé tSecretariat’'s processes, and to contribute doSecretaryseneral’
initiative for a CNeutral UN, this document is printed in limited roens. Delegates are kindly requested to bring thapie
to meetings and not to request additional copies.
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level, including obstacles encountered and lestmaraed; and 2) measures taken to support complianc
with prior informed consent and mutually agreedi®eon which access was granted.

7. The contributions have been reproduced in the fanch language in which they were received.
In addition, contributions provided in a languagieeo than English have been translated into English

1) EXPERIENCES IN DEVELOPING AND IMPLEMENTING ARTIC LE 15 OF THE
CONVENTION AT THE NATIONAL LEVEL, INCLUDING OBSTACL ES ENCOUNTERED
AND LESSONS LEARNED.
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1) EXPERIENCES IN DEVELOPING AND IMPLEMENTING ARTIC LE 15 OF THE
CONVENTION AT THE NATIONAL LEVEL, INCLUDING OBSTACL ES ENCOUNTERED
AND LESSONS LEARNED

SUBMISSIONS FROM PARTIES
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ENGLISH TRANSLATION

| am writing you in response to your LETTER DIGMAONE No. 1618/2006, regarding the
notification issued by the Secretariat of the Cartian on Biological Diversity requesting the
Parties to report on their experience developing iamplementing Article 15 of the Convention at
the national level, and on obstacles encounterddessons learned.

In this respect, national and provincial regulaiorgarding access to genetic material from wild
biological resources are scarce and uneven.

At the national level, taking into account the piolg role that Law 22.421 on Wildlife
Conservation bestows on the Enforcing Authority hwitegard to supervising and controlling
international and interprovincial trade, we havesétation 620/1998 of this Secretariat that contains
specific guidelines for these cases and has bedirdm various opportunities since it went inffeet.

One of the obstacles we have encountered is litkedld flora, an area where the lack of a legal
framework makes it impossible to approve regulaioh mandatory compliance at the national level.
The use of wild flora can only be regulated thropgbvincial regulations, which are scarce.

Furthermore, requests for access to genetic miaterma wild resources are increasingly frequent.
This is taking place in a context in which both asand providers experience significant confusion
regarding applicable legal regulations; not to rimensituations in which they simply leave the coynt
with the material without major restrictions, owitagthe lack of regulations.

This situation has led to the development underefagraft guidelines based on the contents of
decision VI/24 of the Sixth Meeting of the Parttesthe Convention on Biological Diversity, which
adopts the Bonn Guidelines on Access to GenetiolRess and Fair and Equitable Sharing of the
Benefits Arising out of their Utilization and, obarse, the relevant national laws and regulations.

The objectives of the guidelines, based on the edmoentioned needs, are:

To encourage compliance with national and provineigulations in this area

In cases where the genetic resources are undgutiiie or private control of the
national or provincial governments or their indegim and decentralized bodies, to
encourage a sharing of benefits that is geared psority, toward the greatest public
interest or use.

Calculate civil control of private person’s rightsrer wild fauna and flora
resources, for the purposes of the Convention amoBical Diversity and with its
objectives in mind, mainly with respect to prionfoermed consent and benefit sharing,
paying special attention to those aspects for whitére is no existing, specific
legislation.

Provide uniform criteria that providers and apphtsamay follow for access to
genetic resources, both at the national and proaihevel.

REPORT ON NATIONAL IMPLEMENTATION OF ARTICLE 15 OF THE
CONVENTION ON BIOLOGICIAL DIVERSITY

In order to respond with the information requedigdhe General Directorate of Environmental Affaifs
the Foreign Ministry (DIGMA LETTER NOTE No. 1618he SAGPYA held a meeting with CONARGEN.
Participants in the meeting were Marcelo Ferreg.Enom INTA; Dr. Vanesa Lowenstein, Mariana Togno
and Daniela Guarés, from the National Markets Dinete; Miguel Iribarren, Eng., for the Livestock
Directorate. Martin Lema from the Biotechnologyfi€d; Dr. Marcela Bongianino from the Forestry
Directorate; and Carla Pascale Medina, Eng. anetJBoquete, Eng., from the Agriculture Directorate
Herewith are the comments obtained:
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DIGMA LETTER NOTE No. 1618 requests informationeofperience developing and implementing Article 15 o
the Convention on Biological Diversity at the naablevel, as well as obstacles encountered arsoriss
learned.

In that respect, it is worth clarifying that thecBsariat of Agriculture, Livestock, Fisheries aRdod
(SAGPYA) is not the enforcing authority for the ilmmentation of Article 15 of the CBD. However, the
INTA has been undertaking genetic resource exchantjeities on a regular basis for several decades.
This exchange has been hampered and has theref®réelesreased as a result of restrictive regulations
regarding access to genetic resources implemenyesgiabious countries. One example of this is
Decision 391 of the 1996 Cartagena Agreement betweelean Pact Countries, and Brazil's Access
Law (Provisional Measure No. 2052, currently MP Rb86/2001), among others.

The above-mentioned difficulties have affected exges among equivalent research institutions in the
different countries, such as, for example, natisaséarch institutions or universities.

It is therefore hoped that the implementation & taterial Transfer Agreement (MTA) under the
International Treaty on Plant Genetic Resourced~twyd and Agriculture of the FAO will facilitateeh
exchange of these genetic resources.

The INTA has adopted the FAO’s MTA for the exchanglgenetic resources that it has undertakenthecas

a way of extending its application, leaving asid@ivn MTA models.

Given the scarcity of legal instruments at thearal level, the INTA has approved and is fostetimg
implementation of the Bonn Guidelines as a valistrimment for the application of Article 15 of the
CBD.
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AUSTRALIA
Australian Government Submission on Implementatiorof ABS provisions under the CBD

National implementation of Article 15 of the Contien on Biological Diversity (CBD) is an
indispensable step in establishing a system torgoaecess to genetic resources and ensure thanicir
equitable sharing of benefits arising out of thdiifisation. As both a user and provider of gemeti
resources Australia appreciates the need for astammestic regime, and has taken policy and kiis!
steps to implement the CBD’s provisions.

The CBD’s provisions on access and benefit shafik8S) set out a basic framework for managing
access to and benefit sharing of genetic resoufBasthe Convention does not provide a detailediesy
for ABS. There are a number of legitimate waysiplement ABS within a general framework. This is
one of the Convention’s strengths, because it lgiéaresees the need for ABS systems to be estalis
within existing national legislative contexts.

For example, when implementing the CBD’s provisiondustralia, legislators had to take into accoant
number of legislative and administrative challengésing out of our complex system of government
with one federal government and eight state anitdgr governments, and the operation of existingd
relating to property rights in each jurisdiction.

The process Australia adopted is outlined in désdr in this submission, but it is worth notingtiae
outset three particular issues which arose andhndticer Parties may also have to resolve.

The first issue is the problem of how to desigrysteam to regulate access to genetic resources witho
disrupting transfers of biological resources forgmses unrelated to the utilisation of their gemeti
resources, for instance for commercial fishingjadture or forestry. The Convention does not gave
access to all biological resources, but ratherddresses the use of genetic resources extractad fro
biological resources and the fair and equitablgisbaof benefits arising from their use. In dobistin

the context of reaffirming the sovereign rightsstdites over their own biological resources. States
likely to arrive at different ways for defining uaad delimiting the transfers to which ABS requiesis

apply.

The three Australian jurisdictions with operatinB& systems differentiate access to biological ressu
for the purpose of research and development oftigeaebiochemical compounds within the biological
resource from other intended uses. For the sakelaoity and certainty, the federal and Northern
Territory regulations also list a number of actest which are specifically excluded from the scope
their access regimes to genetic resources.

A second and related problem is the definitiongefifetic resources’. While article 15 of the CBRars
only genetic resources, the three Australian jisigzhs with regulations in place included access t
‘biochemical compounds’ as well as ‘genetic resestdn their ABS systems. Given developments in
biotechnology and the rate of technological chadd®$ systems would not have been effective if they
limited domestic systems to genetic resources alone

Australia’'s ABS systems don’t, however, expresdyer other types of derivatives (products arising
from research and development on the acquired ress)) which are dealt with through contracts.c8&in
access is based on the existence of a contrantytwally agreed terms), the provider has the aitthtor
negotiate terms with a user that covers the rages@s of genetic resources and ensures the return
benefits from ‘derivatives’ or ‘products’ from suaises.
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The third issue is the extent of coverage of acteggnetic resources that is actually mandatethéy
CBD. Given the complexity of Australian legal argements, and the choices made by Australian
governments, ABS legislation does not cover alleasdo native genetic resources in all circumstance
(for example, biological resources on private lan@Queensland). This situation is fully compatitblith

the Convention because it recognises the soveyeidrstates and their subsequent authority to deéter
access to genetic resources, but does not req@f® gystems to regulate all access. Prior informed
consent for access is not necessarily requiretl instances, as article 15(5) provides that acsbsdl be
subject to prior informed consent ‘unless othervdetermined by that Party’.

Process to achieve a nationally consistent approach

Australia has a federal system of government witlaonal government, six sovereign states and two
self-governing territories. In a federal structumecoherent legal framework requires either alsitayy,
‘mirror’ or ‘model’ legislation, where each jurisdion passes essentially the same law, or a lagthas

an agreed nationally consistent approach.

Legislative systems for the management of landsensand resources are already in place in Aussali

states and territories. To allow the implementattb CBD ABS obligations in harmony with the natura

resource management decisions made in each jursdiAustralia decided to establish a nationally
consistent approach.

Following the adoption of the Bonn Guidelines, Aaba’s ‘Nationally Consistent Approach for Access
to and the Utilisation of Australia’s Native Gemetind Biochemical Resources’ (NCA) was agreed to
provide guidance for Australian governments whevetigping or reviewing legislative, administrative o
policy measures on access and benefit sharing.s, Together with the establishment of an inter-
governmental working group for implementation, easuhat all jurisdictions develop a complementary
approach to implementation of the Convention orld@jcal Diversity, and the Bonn Guidelines

Under the NCA legislative, policy and administratiframeworks governing access to and utilisation of
Australia’s biological resources shall:

1. give effect to Australia's obligations under then@ention on Biological Diversity in relation to
access to Australia's native biological resources;

2. be consistent with Australia's responsibilities anterests arising from other international
agreements;

3. develop terms of access to resources that encoloegle national and international investment in
Australia's biotechnology R&D capabilities, incladi biodiscovery research, bioprocessing and
product development;

4. Dbe consistent with:

a. National Competition Policy;

b. theTrade Practices Act 1974

c. theNative Title Act 1993

d. the National Strategy for the Conservation of Aaigifs Biological Diversity; and
e. the Intergovernmental Agreement on the Environment

5. facilitate the ecologically sustainable accessus®lof biological resources;

6. enable the fair and equitable sharing of beneftsvdd from the use of Australia's genetic and
biochemical resources;

7. recognise the need to ensure the use of traditkom@hledge is undertaken with the cooperation
and approval of the holders of that knowledge amchatually agreed terms;

8. enhance biodiversity conservation and the valuiigiadiversity by ensuring that, as appropriate,
some of the benefits derived from all access towsslof the genetic and biochemical resources
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are, where possible, used for biodiversity condemain the area from which the resources were
taken;

9. introduce terms and conditions of access to Auatraksources that Australia would be prepared
to meet if applied by other countries;

10. ensure that all applicants for access to resowee$reated fairly and without prejudice, with all
applications judged against transparent criterchaatording to law;

11. be developed in consultation with stakeholdersgembus peoples and local communities;

12. facilitate continued access for non-commercial rddfie research, particularly taxonomic
research;

13. be integrated into biotechnology development pesicand strategies to ensure the continued
development of these industries in Australia; and

14. recognise the differences between commercial sieresearch and non-commercial scientific
research and their needs.

Australia’s consultation with industry has showatthccess in accordance with the NCA, and partigula
through the legislation already in place in Quemmd) the Commonwealth and the Northern Territory
provides commercial and scientific users of genetgources with the certainty they need to engage i
research and development that generates benefitaiftralia.

TheNationally Consistent Approach for Access to aredUtilisation of Australia’s Native Genetic and
Biochemical Resources available at:
http://www.environment.gov.au/biodiversity/publimats/access/ncal/index.html

Legislation

Legislation to govern access to genetic resourndseasure benefit-sharing has been establishdukin t
State of Queensland, the Commonwealth and the Blortiierritory. The other state and territory
governments in Australia are considering, or ard-agvanced in the process of developing similar
frameworks.

Queensland

The Queensland GovernmenBgdiscovery Act 2004ets out a framework regulating biodiscovery, with
the purpose of facilitating sustainable access ted@sland’'s biodiversity and ensuring the fair and
equitable sharing of any benefits derived from ¢hastivities with the State of Queensland. The Act
applies to resources on land or waters in Queethstaat are not owned or possessed privately.

The purpose of the Act is achieved through a beskéiring regime based on contractual Benefit 8hari
Agreements and Biodiscovery Plans (administeredhay Department of State Development) and a
permitting regime (administered by the EnvironménRrotection Agency) involving a single
Biodiscovery Collection Authority for State lands@ueensland waters.

Operation

The biodiscovery plan is a necessary step thatidwodery organisation’s must agree to with the

Queensland Government, prior to collecting natinatolgical resources. The Plans must set out:
activities to be undertaken under the Biodiscow@uilection Authority;

proposed timetable for carrying out the activitiasd
benefits that will be provided to the State of Qhsand.
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It is a requirement that any biodiscovery entityntigg to collect and utilise State native biologjica
resources for biodiscovery purposes must also mlataiollection permit (collection authority) frornet
Environmental Protection Agency. It is a seriodferice under the Act to take native biological
resources without a valid collection authority. eT¢ollection authority allows the holder of thelarity

to collect the native biological resources spedifien the authority, in accordance with terms and
conditions listed in the collection authority arieetCompliance Code published by the Environmental
Protection Agency (www.epa.gld.gov.au). Collectianthorities cannot be transferred or renewed,
however, they may be suspended, amended or cahcelle

Collection authority holders, and/or their agentsust be competent and possess the necessary
certification, licences, training, skills, expergen equipment and qualifications to collect biodisary
material.

The purpose of the collection authority is to a@ssigplanning and management of Queensland’s native
biological resources including the conservationwfdlife, management of national parks and the
collection of data to assist with assessment ahgepplications and renewals.

Commonwealth areas

Biodiscovery in Commonwealth areas is governed lxy Environment Protection and Biodiversity
Conservation Regulations 20Q€he Regulations). Under the Regulations, persmeking access to
biological resources must apply to the Departméittied Environment and Water Resources for a permit.

Application

Applications for permits can be made in writing ovia the following website:
www.environment.gov.au/biodiversity/science/acaadeik.html Details must be provided on:

the biological resources that will be collected;

where the collection will occur;

the collection method,;

the qualifications and experience of persons ualliery the collection;

the objective and purpose of the collection inalgdpotential for commercial use; and
how the collection will benefit biodiversity consgation.

A permit will be granted if there will be no envmmental harm, and a satisfactory benefit sharing
agreement has been made with the access provider.

If access to the biological resources is for conmmakror potential commercial use, the applicant tmus
negotiate a benefit-sharing contract with the pewiof the biological resources.

Australia recognises the importance of encouragingess for non-commercial scientific research,
particularly taxonomic research.

To that end, the requirements for obtaining acdesommonwealth owned or managed genetic
materials for non-commercial scientific researcimsre flexible and less involved than for commdrcia
scientific research.
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In place of an access and benefit-sharing agreerttfentpermit applicant is simply required to obtain
written permission from the access provider of source to enter a Commonwealth area and remove
samples.

A straightforward statutory declaration must algonade which includes agreeing to certain obligatio
These include accepting the obligation to negotafidl benefit-sharing agreement should the puepefs
research and development change, and to obtainigstom from the access provider before passing the
sample on to anyone else.

Australian Government permits are available at matior no cost and issued promptly.

Benefits of both commercial non-commercial reseanchude reports on the results of the researct, an
the offer of a taxonomic duplicate of each samplart Australian public institution.

Operation

Once a permit has been granted, applicants argeabto keep records and samples of the collections.
The record must include a unique identifier forreaample, the date the sample was taken, the place
from which it was taken, an indication of the quignor size of the collection, the scientific nawiethe
same and details of any transfers of the samples.

If a permit holder decides to dispose of a biolabiesource sample that has been recorded, theyy mus
offer the sample and record to the access prowti¢hat sample prior to considering disposal. hié t
access provider does not want the record, the pdrohiler must send the record and details of the
disposal to the Department of the Environment arsdéWResources.

Northern Territory

Biodiscovery in the Northern Territory is coveregtheBiological Resources Act 20@8he Act). Under
the Act, a person who wishes to engage in biodisgofor scientific or commercial reasons in anyt ér
the Northern Territory must obtain a permit.

Application

Applications for a permit can be made to the Par Wildlife Commission or the Fisheries Group. A
permit will not be issued until the applicant hégadned written prior informed consent from thevpder

and a benefit-sharing agreement. Unlike in Queaslthis includes situations where the accessgepv

is a private citizen. The Northern Territory gaveent can also issue a certificate of provenance if
requested.

Register of permits

A public register has been established to listrmition about each permit that is issued by th&sPand
Wildlife Commission or the Fisheries Group. Thgiséer contains information such as the name of the
bioprospector, the date and term of the permit,@hdr information that has been agreed by bottigsar
The register does not contain information thatulucally sensitive, could damage commercial intesge
could result in risk to the environment or couldrhdahe national interest.
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Operation

It is a requirement under the Act that holders efnmts provide a report on the outcomes of the
collection. It is a criminal offence to collectolgical resources in the Northern Territory with@u
permit.

Lessons Learned

In developing the NCA and subsequent legislatidre, following lessons have been learned by the
Australian Government.

1. The Bonn Guidelines are indispensable in assigiiogernments to develop practical and useful
measures. By providing guidance to governmenth@m to operationalise the CBD, they have
assisted Australia to identify practical issuesimed in establishing measures for aspects inctudin
mutually agreed terms and compliance.

2. A thorough understanding of existing law is essrit establish a system that fits with domestic
structures. In the case of Australia, access mefieresources is controlled variously by a nundfer
governments, private citizens, indigenous land énsidand lease holders. The complex system of
property law, as well as established Constituti@arehngements in Australia, has contributed to the
need for each government to establish its own lktips.

3. Governments benefit from the involvement of thaglustry agencies, as well as their environmental
agencies, in the development of legislation. Hiflaiment of a domestic regime requires
participation from a number of different actorsnfréhe early planning stage — Australian legislation
has been firmly based on extensive stakeholderuttation including industry, the scientific
community, indigenous people, on-ground resourcenagers and the broader community.
Involvement of these experts from the earliest ipbssplanning stage helped to ensure a fully
integrated  approach. (For  more information see th&oumard Inquiry
http://www.environment.gov.au/biodiversity/sciermsdess/inquiry/index.html

4. Tailoring the system to existing administrativecaimstances is important. The establishment of a
permit system must take into account existing pereguirements for taking wildlife or scientific
research. This is also reflected in the fact s@mhe Australian jurisdictions have established an
online system for permit applications and datahashereas others require written applications.

5. Reducing barriers to access is a key to encourdgpmgustainable and productive use of Australia’s
biodiversity. Australia has sought to do this bsoiding duplication, ensuring transparency and
accountability, and reducing transaction costs tmiaimum. This creates certainty required for
investments down the development path.

Australia would be pleased to share experience wifllementation of the CBD. For more information
please contact the Director of Genetic Resourcesagl@ment Policy Section in the Department of
Environment and Water Resourcegrni@environment.gov.duor visit the following website:
http://www.environment.gov.au/biodiversity/scieraatess/index.html
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CANADA

Bonn Guidelines on Access to Genetic Resources and
Fair and Equitable Sharing of Benefits Arising outof their Utilization

Currently, there is no specific ABS framework inn@da at the federal, provincial or territorial leve
Some laws and regulations in different jurisdici@mover some elements of ABS (e.g., permittingtier
collection of genetic resources in national patkg) again, no common framework exits.

Federal, provincial and territorial Ministers respible for Forests, Wildlife, Endangered Specied an
Fisheries and Aquaculturecognized in the Fall of 2004 the need for coltatiee work on approaches
to optimizing the management of genetic resources.

In order to safeguard the social and environmeintarests associated with genetic resources and to
maximize their potential economic benefit, the FatieProvincial/ Territorial Working Group on ABS
(FPTWGABS) is currently developing ABS policy opt®on a range of items. This process is being
guided by key guiding documents, including the Gortion on Biological Diversity and the Bonn
Guidelines and by learning from other countriesclitiave implemented ABS domestically.

These policy options will encompass developing rme@ms to ensure the benefits arising from the use
of Canada’s genetic resources are maximized ang &hiared among those who steward/provide genetic
resources, and those who use them.

On-going Policy Development Process
In November 2005, a Deputy Minister/Assistant DgpMinister-level workshop was held in Gatineau.
Participants requested that concrete policy optiendeveloped and assessed.

As a first step, the FPTWGABS developed tBaiding Principles and Features of ABS Policies in
Canadato serve as a foundation for moving the policy déston forward within jurisdictions and with
stakeholders. Th6&uiding Principles and Featurezeate a balance between environmental, economic,
social and legal considerations.

Federal, Provincial and Territorial Ministers respible for Forests, Wildlife, Endangered Specied an
Fisheries and Aquaculture endorsed @eding Principles and Featurest their most recent meeting in
October 2006. Thé&uiding Principles and Featurgsrovide a springboard for in-depth analysis of the
various policy options, which will occur over theming months. However, tangible progress has
already been made. It is expected that detailelicypmptions will be presented at the next
Federal/Provincial/territorial Ministerial meetirig the second half of 2007. Following this meeting
Canada should be in a position to establish thentation of a future domestic ABS regime.

Canadian Stakeholder Engagement

The Government of Canada, in close collaboratiah wiovinces and territories held a range of doinest
awareness-raising workshops with the purpose dfegiaty stakeholder and Aborigikaleople’s views
and interests on ABS. The workshops include: AB8 agriculture, ABS and forest genetic resources,
ABS and the science and technology agenda, antlidindnern workshop on ABS. Participants at all
workshops included policy-makers, lawyers, Aborédin representatives, scientists, industry
representatives, and academics.

1 In Canada the term “Aboriginal” is used interchealgly with the term “indigenous”. The term “Aborigi peoples
of Canada” is used in theonstitution Act1982, and includes Indian, Inuit and Metis.
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A domestic meeting on ABS and certificates was hkd in Canada on November 16, 2006. A range of
stakeholders and Aboriginal peoples was presethisabne-day meeting with the purpose of exchanging
views on the issue of certificates of origin/sodiegal provenance and inform international discussi

on this issue.

Recognizing the importance of early engagementndtistry in the policy development process, the
Government of Canada is also holding meetings ®W#ihadian Industry Associations. The purpose of
these meetings is to raise awareness of the AB® &sd better understand how it might affect ingust
and the private sector. While these meetings sepitean opportunity for industry to provide inputhe
development of Canadian ABS policies, early engagdgnof other stakeholders, including research
institutes, is also important.

It must be noted that the intersection of indigen@md ABS issues is of key importance to many
Canadian jurisdictions. Care is given to ensueg Kboriginal peoples are engaged in this process a
that their interests are reflected in ABS policyelepment discussions.

While there is growing interest in Canada aroundSARBreater efforts in engagement are needed to
increase overall awareness and to ensure a bettrsianding of the many socio-economic and
environmental considerations around this emergoigyarea.



UNEP/CBD/WG-ABS/5/INF/2
Page 17

COLOMBIA

Notificacion SCBD/SEL/DO/MR/54730
Legislacion Nacional de Colombia sobre DiversidadiBlogica
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ENGLISH TRANSLATION
COLOMBIA
Notification SCBD/SEL/DO/MR/54730

Colombia’s National Legislation on Biological Divesity

2. Access to Genetic Resources

In this regard, it is worth indicating that, acdogl to subsection 2 of Article 81 of the Political
Constitution, the Colombian State is the only gntitith the power to regulate the use of genetic
resources and their passage into and out of thatigou

Taking this mandate into account, subsection 24rt€le 5 of Law 99 of 1993 bestows on the Ministry
of the Environment the duty to “regulate, accordingthe Law, activities to obtain, handle, research
import and export wild plant and animal geneticcép® and stock; and to regulate the import, exaod
trade of said genetic material, establish monitpramd control mechanisms and procedures, and do
everything necessary to claim payment or recognitay the rights or royalties arising from the usde
genetic material for the benefit of the nation.”
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It is likewise important to take into account Déafs 391 of the Cartagena Agreement for a Common
Regime on Access to Genetic Resources, which want éffect on 17 July 1996, the date it was
published in the Official Gazette of the Agreement.

Andean Decision 391 is the first regional legahfeavork regulating access to genetic resourceshamid t
by-products. In addition to establishing the pohae for obtaining access to said resources, itldhoe
highlighted that its stipulations meet the provnsioof the Convention on Biological Diversity.
Obviously, this framework also recognizes and valcemmunities’ rights and decision-making powers
with regard to their traditional knowledge, innawas and practices associated with genetic ressurce
and their by-products.

Through Decree 730 of 1997, the National Governrmdestgnated the Ministry of the Environment (now
the Ministry of the Environment, Housing and Temial Development) as the Competent National
Authority, under the terms and for the purposeBedision 391 of the Cartagena Agreement Commission
regarding the Common Regime on Access to GeneBolrees.

As set out in said legislation, the Ministry of tB@vironment (now the Ministry of the Environment,
Housing and Territorial Development) is responsitde issuing the necessary internal administrative
regulations to comply with said decision; receivipgocessing and authorizing or refusing applicetio
for access to genetic resources, and negotiatin signing, as appropriate, the respective access
contracts; supervising and monitoring fulfilmentamfcess contract terms; and establishing the reagess
follow-up and evaluation mechanisms, among othegth

Through Resolution 0620 of 1997, a series of dutiese assigned within the Ministry of the
Environment (now the Ministry of the Environmenpu$ing and Territorial Development) with regard to
access to genetic resources, and an internal proeedhs established to process applications farsaco
genetic resources and their by-products. Thislu@ea therefore clearly stipulates the authorifyeach

of the Ministerial bodies involved in processingeial applications in this area.

Decree 2366 of 2004 modified the structure of theidtry of the Environment, Housing and Territorial
Development, and assigned to the Department ofnkieg Permits and Procedures the task of carrying
out the procedure with regard to licenses and oihstruments for environmental management and
monitoring. The approval of contracts for accesgyénetic resources falls within this department’s
duties.
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Opinion of the Consultation and Civil Service Tribunal of the Council of State

Given the need for clarity with regard to the legajime for the domain that applies to genetic usses,
the Ministry of the Environment submitted a conatidin to the Consultation and Civil Service Tribuna
of the Council of State, which gave its ruling is Opinion of August 1997. Rad. No 977. Representin
Councillor: Cesar Hoyos Salazar, with the followtanclusion:

"The applicable legal regime for genetic resourmeswhich there is an actual or potential use s th
regime established for goods in the public domairg general manner in the Political Constitutiang
specifically in Cartagena Agreement Commission Bieni 391, Decree Law 2811 of 1994, Law 165 of
1994 and any legal provisions issued on this maitarture.

The legal treatment of genetic resources is noséme as that given to non-renewable natural ressur
in Colombian legislation. Non-renewable resouttage their own special legal regime, which does not
provide for extending the application of its redidas to renewable natural resources as well. HEo t
contrary, there is a National Code of RenewablaifdatResources, with additional and complementary
provisions.

Genetic resources can be given independent legmintent from that provided for biological resources
although the latter contain the former, and as lasighey are within the same unit or are integrétesl
ecological function’s precedence over private priypecombined with the national interest, guarantee
public ownership thereof. Once separated, eadures is subject to its own legal regime.”

In this regard, it is worth indicating that, acdogl to paragraph 2 of Article 81 of the Political
Constitution, the Colombian State is the sole aithavith the power to regulate the use, entry gress

of genetic resources into or out of the country.”

In response to the above mandate, Law 99 of 1998par 21 of Article 15 assigns to the Ministry loét
Environment the task of “regulating, according he tLaw, the acquisition, use, handling, research,
import, export, as well as the distribution andl&af species and genetic stock of wild fauna doeh;f
regulating the import, export and trade of saidegenmaterial, establishing control and monitoring
mechanisms and procedures; and taking all necessgpg to claim payment for or recognition of the
rights or royalties accruing to the nation from ttse of genetic material.”
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COSTA RICA
INFORMACION SOBRE SUS EXPERIENCIAS EN EL DESARROLLO Y LA APLICACION

DEL ARTICULO 15 DEL CONVENIO A NIVEL NACIONAL, INCL UIDOS LOS
OBSTACULOS Y ENSENANZAS

a) Proceso de Redaccion de la Normativa NacioAal

A partir de 1994, tal y como se ha comentado ameente, comienza a regir en nuestro pais, el
Convenio sobre Diversidad Bioldgica (CBD), por leegnace la necesidad de redactar una ley nacional,
gue apligue de una manera eficaz, clara, simplegiga, estos principios internacionales.

La Ley de Conservacion de la Vida Silvestre N° 782730 de octubre de 1992, publicada en el Diario
Oficial La Gaceta N° 235 de 7 de diciembre de 1882aplicaba de manera general a todo tipo de@cces
a la biodiversidad, incluyéndose el acceso a lemehtos y recursos genéticos y bioquimicos de la
biodiversidad. Sin embargo, tal y como se desgreledsus datos de publicacion, este cuerpo nomnativ
al haberse emitido con anterioridad al CBD, noejalia ni refleja aun, ninguno de los objetivos del

Convenio, por lo que a través de su aplicaciérmaéé no cumplia con los nuevos los compromisos
internacionales adquiridos.

El proceso de redaccion y aprobacion de la Leyiddi®rsidad N° 7788 del 30 de abril de 1928latd
varios afos en finalizar, existiendo varios Proyeade normativa a partir del afio 1996, los cuates n
tuvieron buena acogida por diferentes sectoresalesci Finalmente la Asamblea Legislativa creé una
Comision Especial Mixta, cuya tarea principal cetiai en redactar un nuevo borrador de Ley, que
pudiera salvar los obstaculos anteriores.

En esta Comision Especial, participaron delegadokasl Universidades Publicas, de la Mesa Nacional
Campesina, Mesa Nacional Indigena, de Partidogid®asli de la Federacién Costarricense para la
Conservacion del Ambiente, de la Union Costarrieedse Camaras de la Empresa Privada, de la
Comision Asesora en Biodiversidad y del Institutachnal de Biodiversidad, quienes representaban por
lo tanto, diferentes sectores involucrados coneghat lo cual permitié que este borrador fuese
ampliamente consultado y discutido, de conformictadel principio de participacion ciudadana.

Esta Comision entrega a la Asamblea Legislativanuevo texto, el cual fue enviado a la corriente
legislativa, realizandole varias modificaciones partes de los sefiores Diputados y en definitiva se

1 En este documento se utilizaran los siguiente&namos:

AC: Areas de Conservacion
ATM: Acuerdos de Transferencia de /i
CBD: Convencion sobre Diversidad Bgta

CONAGEBIO: Comision Nacional para la Gestion d8iediversidad
CONAREFI: Comisién Nacional de Recursos Fitogiené

CPI: Consentimiento Previamenteimiado
MINAE: Ministerio del Ambiente y Energia

OIT: Organizacion Internacional @ehbajo
SINAC: Sistema Nacional de Areas de @oraxion

2 La Ley de Conservacion de la Vida Silvestre, ly de Biodiversidad N° 7788 y otros documentos adiles
pueden ser consultadoswmww.conagebio.go.cr
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aprueba la Ley de Biodiversidad N° 7788 del 30 loi&l ale 1998, publicada en el Diario Oficial La
Gaceta N° 101 del 27 de mayo de 1998.

Es importante anotar que ademas de la Ley de Rimgldad, nuestro pais también emitié la Estrategia
Nacional de Biodiversidad y su respectivo Plan deiéh de 1999. Esta Estrategia sera actualizada en
corto plazo, a través de un proceso coordinadce datrComision Nacional para la Gestién de la
Biodiversidad (CONAGEBIO) y el Sistema NacionalAteas de Conservacion (SINAT)

Pocos meses después de emitida la Ley de Biodlaersén el mes de setiembre de 1998, la Procusaduri
General de la Republica promovi6 la Accion de Istibucionalidad nimero 98-006524-007-CO, contra
varios de sus articulos.

Esta Accion fue admitida por Sala Constitucionall@léCorte Suprema de Justicia, y se le dio curso
mediante la Resolucion emitida a las diez horaseata minutos del siete de octubre de mil noveogent
noventa y ocho. Los articulos impugnados por eston inconstitucionales fueron: 14, 17 inciso 4, 1
20, 22, 25 incisos 1), 3), 4), 5) y 8), 36,38 pi@rtarcero y 39 de la Ley de Biodiversidad.

Sin embargo los articulos impugnados que especifinte se relacionaban con las funciones de la
Comision Nacional para la Gestion de la Biodivaadidly su Oficina Técnica, eran Unicamente los
siguientes: 14, 17 inciso 1, 19 y 20, de la Ley7M88. A la largo de varios afios existio la incienthbre
juridica, en cuanto a que si esta Accién paralialfancion de la Oficina Técnica, regulada enrgtalo

17 inciso 1 de dicha Ley, en cuanto a tramitarplagr, rechazar y fiscalizar las solicitudes de s@eelos
recursos de la biodiversidad. Situacion que seliagha aun mas, toda vez que existian expertosejue
inclinaban por interpretaciones en uno y otro senti

A pesar de este contexto, una Subcomisién de laATEEBIO, denominada Subcomisién de Acceso,

empieza el analisis y la consulta de los diversogabdores del primer Reglamento de la Ley de
Biodiversidad, denominado “Normas Generales paracebso a los Elementos y Recursos Genéticos y
Bioguimicos de la Biodiversidad”, ante las diversesancias nacionales.

Este Decreto Ejecutivo, nace con la finalidad dgareentar el Capitulo V, Secciones |y Il de la ldey
Biodiversidad N° 7788, maxime que la misma Ley anadiculo 6, estableci6 que las propiedades
bioquimicas y genéticas de los elementos de lavaidad silvestres o domesticados son de dominio
publico y que el Estado debe autorizar su invesitige bioprospeccién, uso o aprovechamiento.

A través de este instrumento, pionero en Centraaangruno de los pocos existentes a nivel mundel,
desarrollaron y precisaron, los principios estattes por la Ley, respecto al tema del acceso a los
elementos y recursos genéticos y bioquimicos tholdiversidad, lograndose la aplicacion en la peact

de la ejecucion de la normativa.

En el mes de diciembre del afio 2003, empiezaninasigs Normas Generales de Acceso para el Acceso
a los Elementos y Recursos Genéticos y Bioquimidesla Biodiversidad, Decreto Ejecutivo

3 Comisién Nacional para la Gestion de la Biodiveadid CONAGEBIO) y el Sistema Nacional de Areas de
Conservaciéon (SINAC), son dos 6rganos desconcenttrai®l Ministerio del Ambiente y Energia, a los daelLey de
Biodiversidad encomendé la tarea de coordinaraglgjo y la conservacion de la biodiversidad era&.p

4 Autoridad Nacional competente en Costa Rica, pevponer las politicas sobre el acceso a los eltrag recursos
genéticos y bioquimicos de la biodiversidad y ehammiento tradicional asociado, que aseguren Ecwatla transferencia
cientifico-técnica y la distribucién justa y eqtita de los beneficios derivados del acceso
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N° 31514-MINAE, sin embargo no fue hasta principios del afio 2004, por medio de un analisis
juridico realizado en la Oficina Técnica, se oldida conclusion final, de que la presentacion da es
Accion de Inconstitucionalidad, no suspendia ehiié de los asuntos de conocimiento, siempre que la
resolucion que se estableciera tuviese alzadadeEis, en el caso particular de las resolucionebsle
permisos de acceso, dicho recurso se establecesaxpente en el articulo 14 inciso 4) de la Ley de
Biodiversidad, por lo que la resolucion que emat©ficina Técnica, no produce por si, agotamierttad
via administrativa.

Por lo tanto, a partir del aflo 2004, partiendoadexistencia de un procedimiento claramente sedi@ad

el Decreto N° 31514-MINAE, el cual no fue suspendpbr la Accién de Inconstitucionalidad en su
totalidad, la Oficina Técnica, emite los primer@srpisos de acceso a elementos y recursos gengticos
bioguimicos de la Biodiversidad, a pesar de qua A&stion se resolvid hasta el afio 2006, mediante la
ResolucionN° 2006009563, emitida por SALA CONSTITUCIONAL DEALCORTE SUPREMA DE
JUSTICIA. San José, a las dieciséis horas y seistos del cinco de julio del dos mil seis.

En esta Resolucion de la Sala Constitucional, desge casi ocho afios de su interposicion, se g@nclu
gue no se constataban los vicios de inconstitubdathalegados, procediéndose a declarar sin lagar
Accion de Inconstitucionalidad.

A mediados del afio 2004, se comenzé a plantean €dONAGEBIO y en su Oficina Técnica la

necesidad de emitir un nuevo Decreto Ejecutivo, gqamplementara el Decreto 31514-MINAE,

regulando especificamente el acceso a los elemgntesursos de la biodiversidad, en condiciones
ex situ Esta necesidad se manifest6 con mayor clarittaty vez que Transitorio 1. del Decreto

Ejecutivo N° 31514-MINAE, establecié que mientras existiera el procedimiento necesario, no se
otorgarian permisos de acceso para bioprospecci@pravechamiento econémico, de elementos y
recursos genéticos y bioquimicos de la biodivetsidantenidos en condiciones situ

En el afio 2005, una consultoria de servicios piarfietes inicio el proceso para la emision de estyo
Reglamento, el cual concluye recientemente a mediddl mes de abril del 2007, con la publicacion en
el Diario Oficial, del respectivo “Reglamento palaAcceso a los Elementos y Recursos Genéticos y
Bioquimicos de la Biodiversidad en condicioeassity Decreto Ejecutivo N° 33697-MINAE”

Al igual que con el Decreto N° 31514-MINAE, esteewol instrumento legal, fue ampliamente consultado
y difundido, entre funcionarios publicos, expertasentificos, instituciones privadas, centros de
investigacion, universidades publicas y personagesteral involucradas con el tema. Estas consultas
incluyeron la realizacion de varios talleres; y &seciaciones resultantes de los diferentes ssctee
incorporaron en los diferentes borradores.

Este Decreto Ejecutivo N° 33697-MINAE, pretende plinton los siguientes objetivos generales:

a) mejorar y aclarar los procedimientos establegidn el Decreto Ejecutivo N° 31514-MINAE.

b) tramitar sin ningun obstaculo, las solicitudes pkrsonas fisicas o juridicas, de permisos de
acceso para investigacion, bioprospeccién o apharei@nto econdmico, que correspondan a material
gue se encuentre en condicioe&ssitu

c) brindar mayor seguridad juridica, al regulareesficamente el acceso a los elementos y recursos
genéticos y bioquimicos en condicioneg situ, cumpliéndose con lo establecido en la Ley de

5 El texto completo del Decreto Ejecutivo N° 31514NME, se encuentra disponible ewww.conagebio.go.ctanto
en version en espafiol como en inglés.

6 Para conocer el texto completo del Decreto Ejeolti¥33697-MINAE, ver el Anexo 1 de este documento.
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Biodiversidad y en el Decreto N° 31514-MINAE y aplhdo los principios de la Convencidén sobre
Diversidad Biolégica.
d) establecer formalmente el Registro de las cmaesex situsistematizadas.

En cuanto al tema de la distribucion justa y etjvdade los beneficios, el huevo Decreto establece
claramente las siguientes pautas:

- Enlos casos en que sea posible determinar lagienci y el origen de los materiales que
van a ser accesados de una coleccién estable@dmmente a la entrada en vigencia de
este decreto, los beneficios podran compartirséitancon los proveedores originales de
los mismos.

- Cuando las colecciones se hayan establecido a partia entrada en vigencia de este
decreto, se pactard también con el proveedor afigie los recursos para compartir
beneficios.

Por su importancia y tomando en consideracion saicplaridades, se incluyé dentro de las
Disposiciones Transitorias, como competencia pena de la CONAGEBIO, promulgar el reglamento
especifico que regulard el acceso a recursos geséle la biodiversidad animal domesticada, en un
plazo maximo de veinticuatro meses a partir detid&bril del 2007, fecha de publicacion del Decreto
Ejecutivo N° 33697-MINAE. Para la elaboracion deegeglamentde acceso a recursos genéticos de la
biodiversidad animal domesticada, la CONAGEBIO achtcon la asesoria y apoyo de personas y grupos
técnicos especializados y mientras no exista egflamento no se otorgardn permisos de acceso de
bioprospeccidn o de aprovechamiento econémicoglareterial que se encuentre en estas condiciones.

En estas Disposiciones Transitorias, también secd8a respecto a la competencia en el tema desacc
a los recursos fitogenéticos para la alimentaciGagsicultura, que mientras no exista una normativa
juridica especifica para la implementacion nacia®hlTratado Internacional de Recursos Fitogengtico
para la Alimentacion y la Agricultura, la Autorid&thcional para la aplicacion de dicho Tratado en el
tema de acceso a los recursos fitogenéticos paedinentacion y la agricultura, serd la Comision
Nacional para la Gestién de la Biodiversidad (CONEBBO) y su Oficina Técnica, utilizando como
organo de consulta a la Comisién Nacional de ResUfgogenéticos (CONAREFI).

Con respecto al tema de la proteccion del conoaimigadicional, la Oficina Técnica, proseguira ¢an
tarea de definir el procedimiento participativoasocio con la Mesa Indigena y la Mesa Campesima, co
la finalidad de determinar la naturaleza, la foenague estos derechos seran utilizados, los distom

de sus beneficios, los titulares, los alcancesydquisitos de los derechos intelectuales conmimstsui
generispara su regulacién definitiva.

Lamentablemente, este proceso ha caminado lentantento por factoresconémicos como por factores
sociales, sin embargo hasta la fecha, tanto la Nedigena como la Mesa Campesina, han logrado
realizar varios talleres a nivel nacional. A tmwde estos talleres, se han redactado y validaglo lo
primeros borradores para la normativa de los Desetitelectuales comunitarissi generis

Estos borradores de normativa, aun deben ser degsanodificados y nuevamente consultados a los
pueblos indigenas y comunidades locales, por ldaj@icina Técnica, junto con la Mesa Indigenay |
Mesa Campesina, buscan mejorar la metodologia hheta utilizada, con la finalidad de que se avance
con mayor agilidad en este proceso de consulthuyi@edo ademas el elemento de la capacitaciérgsen |
diversos temas relacionados con el acceso y ecouormmto tradicional.

A nivel nacional, hemos concluido que una limitar@eto en la redaccién de la Ley de Biodiversidad,
como en la redaccion de los Decretos EjecutivNORMAS PARA EL ACCESO A LOS
ELEMENTOS Y RECURSOS GENETICOS Y BIOQUIMICOS DE LA BIODIVERSIDAD Y

l...
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REGLAMENTO PARA EL ACCESO A LOS ELEMENTOS Y RECURSO S GENETICOS Y
BIOQUIMICOS DE LA BIODIVERSIDAD EN CONDICIONES EX SITU, la constituye la situacion
de que a nivel mundial existe muy poca legislacidnsumos que pudieran utilizarse como referencia o
modelo, en la preparacién de normativa.

Aunado a ello, de las pocas legislaciones exidgeatenivel mundial, ninguna refleja una realidad
comparable a la nuestra, por lo que no existeraderds modelos o guias que se pudiesen utilizess Es
inconvenientes influyeron en cierta medida en eingo de redaccién, pues al constituirnos como
pioneros en generar estas normativas, y al empeezeierta forma de cero, es necesario que los gvoce
se realicen de forma clara y con una verdaderaipation ciudadana.

A la fecha, con la aplicacion del marco nacionghleexistente, se han aprobado en total 77 perrdisos
acceso a elementos y recursos genéticos y bioqusrdie la biodiversidad. El siguiente cuadro raftdj
namero de permisos por afio que la Oficina TécnecdadCONAGEBIO, ha aprobado a partir del afio
2004 y su respectiva clasificacion.

Cuadro 1. Permisos de Acceso a los Elementos y BesuGenéticos y
Bioguimicos de la Biodiversidad aprobados durantgeriodo 2004-
Abril 2007.(*)

Tipo 2004 2005 2006 2007 Total
Investigacién Basica 2 25 27 11 65
Bioprospeccion 2 4 4 2 12
Total 4 29 31 13 77

* Contactar para mayor detalle de informacién: mfrhenez@ sinac.go.cr y/o
johernan@costarricense.cr,

Es interesante aclarar, que hasta el momento, gbmporcentaje de los permisos de acceso en
condicionesn situ, han sido solicitados para ser realizados en &ikvastres protegidas declaradas por el
Estado y pertenecientes al Patrimonio Natural dgad®, cuya administracion es responsabilidad del
SINAC, las cuales se hallan ubicadas en Areas desd®eacion, sin embargo también han existido
accesos en propiedades privadas, o en areas cosignas, que no estan dentro de los limites dasre
protegidas estatales.
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29% O Propiedad Privada
35% B Area Costero Marina
OAreas Silvestres Protegidas Estatales

O Colecciones ex situ
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Figura 1. Lugares de Acceso a los Elementos y Recur  sos Genéticos y Bioquimicos de la
Biodiversidad entre el periodo 2004- Abril 2007.

Todos los Consentimientos Previamente Informadosamego al principio de que los elementos y
recursos geneéticos y bioquimicos, son de dominiiqgn) han sido refrendados por la Oficina Técnica,
considerando los principios y objetivos de la Comi@n sobre Diversidad Bioldgica y la Ley de
Biodiversidad, asi como lo establecido en el ordeeato juridico costarricense.

En estos consentimientos previamente informado$fiasenegociado entre las partes, tanto beneficios
monetarios (hasta el 10% del presupuesto de igeeshn o bioprospeccion) como no monetarios, por
ejemplo: dar constancia de origen y otorgar laditos respectivos, en referencia a las muestras
recolectadas cuando elabore cualquier publicacgmmite, electronica, informes u de otro tipo y en
cualquier tramite o uso posterior que se le dé eedolectado o a la informacion generada por estas;
brindar cualquier tipo de informacion, derivada e proyecto, cuando lo considere necesario el
Proveedor; presentar la informacion que permita emtan el conocimiento de la biodiversidad
investigada y los potenciales usos que se descubraravés de informes o diferentes formas de
capacitacion yremitir copia de todas las publicaciones que sdiceza a partir del proyecto de
investigacion, entre otros.

b) Creacion de la Comision Nacional para la Gestidde la Biodiversidad (CONAGEBiI0):

A nivel institucional, la Ley de Biodiversidad crda Comisién Nacional para la Gestion de la
Biodiversidad (CONAGEBI0), como la Autoridad Nacidbrtompetente en Costa Rica, para proponer las
politicas sobre el acceso a los elementos y resugsnéticos y bioquimicos de la biodiversidad y el
conocimiento tradicional asociado, que asegureradacuada transferencia cientifico-técnica y la
distribucion justa y equitativa de los beneficiesidados del acceso. Administrativamente, sefidasa

la Comision como 6rgano adscrito al Ministerio Aetbiente y Energia con desconcentraciéon maxima y
personeria juridica instrumental.

En cuanto al tema de recursos financieros, a pksgue la Ley regula en sus articulos 19 y 2Gsraht

de financiamiento de la Comision y la Oficina T@eniel primer presupuesto formal se ejecutd efiel a
2002, por lo que anteriormente existieron problemasrelevancia operativa, lo cual afecté en gran
medida el proceso de consolidacién de la CONAGEBRI@, proceso de emision del Decreto N° 31514-

l...
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MINAE, pues en sus inicios, la Comisidn, no contaba los instrumentos administrativos y recurso
humano necesario.

Actualmente la Oficina Técnica aun presenta lim@aren cantidad personal, lo que dificulta el deflar
de sus funciones especificas establecidas enahamiento juridico nacional.

C) Novedad de la regulacion:

Otro inconveniente que la CONAGEBIO ha tenido geacer poco a poco, es la oposicion al cambio,
muchas personas fisicas y juridicas, no lograrspalizar, la regulacion del acceso a los elemeytos
recursos geneéticos y bioquimicos de la biodivedsidamo un avance regulatorio para el pais, conal

se aplicarian a nuestra realidad, los principidabéscidos en el Convenio sobre Diversidad Biolagic
Por el contrario, interpretaban que su aplicacifnasaria los procesos de investigacion y no era
comprensible para algunos, la diferencia entre@so a los elementos y recursos genéticos y esaec

la biodiversidad, como recurso organico, lo queegémue diferentes grupos sociales, solicitaramsa |
Jerarcas Ministeriales, seguir aplicando la LeyGidmservacion de Vida Silvestre para todo tipo de
acceso.

Ante esta falta de comprensién de algunos sectdeae€SONAGEBIO y su Oficina Técnica, han
consultado ante diferentes instancias nacionalgmr®s y personas involucradas, cada uno de los
borradores de los Decretos Ejecutivos vigentesfaclka, y en la medida de lo posible, sus apoies h
sido incorporados dentro de la redaccion de eseusebs. Ademas se incentiva a que la poblacién en
general remita sus dudas o interpretaciones, Es£gon evacuadas con fundamentos técnicos etegal

Lamentablemente, aldn existe la resistencia de afginvestigadores y personas juridicas, de cumplir
con los requisitos exigidos legalmente, a pesaquge la normativa nacional aplica los compromisos

internacionales adquiridos por el pais. Sin enbargda vez esta poblacién disminuye, y en

contraposicion las solicitudes de permisos de acaamentan afio con afio, tal y como se refleja en la
informacion mencionada anteriormente.

Se ha continuado con el proceso de negociaciogidiria Universidades Publicas y Centros de
Investigacion, que se dedican a la investigaciésicha a la bioprospeccidén y al aprovechamiento
economico de los elementos y recursos genéticamuimicos de la biodiversidad, para que estosropte
por la constitucion de Convenios Marco con la CONEBBO, lo cual les permite agilizar y facilitar la
gestion administrativa de permisos de acceso. aloente la CONAGEBIO ha firmado Convenios
Marco con el Instituto Nacional de BiodiversidatlBio), la Asociacién Organizacion para Estudios
Tropicales Incorporada (OET) y la Escuela de Adrira de la Region Tropical Himeda (EARTH); y se
encuentran en trdmite de negociaciéon los Convevimxo con las siguientes instituciones: el Centro
Agronémico Tropical de investigacion y EnsefianzATIE) y el Instituto Tecnoldgico de Costa Rica
(ITCR).

A pesar de que el marco legal nacional, se ha mdlsalo y aplicado en estos Ultimos afios, con mayor
claridad que en otros paises miembros del CBD), taimo consta en este documento, aun existe el gran
reto de crear capacidad y entendimiento en la pidliasobre temas tan especificos y novedosos como:
derechos intelectuales comunitargag generisnegociacion del consentimiento previamente infato
acuerdos de transferencia de material, Convenigsdylantre otros.

En relacion al tema de la negociacion del conséeitn previamente informado y las condiciones
mutuamente acordadas, se refleja la carencia decicig de negociacion, la cual se ha reflejadolen e
procedimiento que los Interesados y Proveedorgarll@ cabo para el acuerdo de sus voluntades y la
emision del contrato correspondiente. Por ellaantente la Oficina Técnica en coordinacion con el
Sistema Nacional de Areas de Conservacion (SINA@)preparado un cronograma de Talleres, a

/...
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realizarse durante este afio, cuya finalidad prad@p lograr que este instrumento, cumpla fielmeoge
objetivos para los cuales fue creado.

Estos talleres estardn dirigidos en su primeraagetédpicamente a los Encargados de Investigacién,
Abogados y Directores de las Areas de Conservagidmue las Areas Protegidas estatales, se han
constituido en los ultimos periodos, en los lugaregeridos por los investigadores para realizaceeso

a los elementos y recursos genéticos y bioquindeda biodiversidad.

En la practica se ha manifestado también la nemgsie dilucidar el &mbito de aplicacion de varios
instrumentos juridicos nacionales, relacionadosetdama de acceso a la biodiversidad, con laifiadl
de evitar traslapes de competencias entre ingiitasipublicas.

Particularmente la CONAGEBIO, a través de su Odicliécnica, en los ultimos meses, ha coordinado
acciones en este sentido, con instituciones estataimo: Sistema Nacional de Areas de Conservacion
(SINAC), Servicio Nacional de Salud Animal (SENASAServicio Fitosanitario del Estado, Oficina
Nacional de Semillas y Registro de la Propiedadldetual, lo que ha permitido delimitar con mayor
claridad el @mbito de aplicacion de la normative tegula el acceso a los elementos y recursosigesét

y bioquimicos de la biodiversidad, y consolidarflasciones atribuidas a la CONAGEBIO y a la Oficina
Técnica, tanto dentro del Ministerio del AmbientEnergia como externamenrte.

7 Como fuente bibliografica adicional, sobre esteaeen especifico, se podra contactar a la Liceadadyenia Wo
Ching Sancho, quien se encuentra realizando elndeaio: SISTEMATIZACION DEL PROCESO DE ELABORACION
DE LA POLITICA DE ACCESO A RECURSOS GENETICOS Y BIO QUIMICOS DE LA BIODIVERSIDAD DE
COSTA RICA. a los correos electrénicosugeniaws@gmail.com y/o eugeniaws@inet.co.cr
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ENGLISH TRANSLATION
INFORMATION ON EXPERIENCE DEVELOPING AND IMPLEMENTNG ARTICLE 15 OF THE

CONVENTION AT THE NATIONAL LEVEL, INCLUDING OBSTACLES AND LESSONS
LEARNED

a) Process of drafting national regulations:

Starting in 1994, as mentioned earlier, the Conwantn Biological Diversity (CBD) came into force i
our country, giving rise to the need to draft aioratl law that would implement those international
principles in a clear, simple and precise manner.

Wildlife Conservation Law No. 7317 of October 3®92, published in Official Gazette No. 235 of
December 7, 1992, applied in a general manned tyds of access to biodiversity, including acaess
the genetic and biochemical components of biodityers However, as can be deduced from the
information on its publication, this legislation svessued before the CBD. It therefore did not, stilti
does not, reflect any of the Convention’s objectjv@nd the implementation of that Law did not eaabl
the country to fulfill the new international obliizns it had acquired.

The process of drafting and approving Biodiversiagv No. 7788 of April 30, 1998took several years
to complete. There were various draft regulatiorexistence as of 1996, but they were not wekinezd
by different social sectors. Finally, the LegislatAssembly created a Special Joint Commissiorichvh
was given the main task of writing a new draft Litsat would be able to overcome past obstacles.

The members of this Special Commission includedgiks from public universities, the National
Farmers Board, the National Indigenous Board, RalitParties, the Costa Rican Federation for
Environmental Conservation, the Costa Rican UniénCbhambers of Commerce, the Biodiversity
Advisory Commission and the National Biodiversitystitute, who represented the various sectors
concerned by the issue. This made it possibleHisr draft to undergo widespread consultation and
discussion, in accordance with the principle aket participation.

This Commission submitted to the Legislative Asskmip new text, which was forwarded to the

legislative branch and underwent a number of amendsnfrom the deputies there, leading to the
definitive approval of Biodiversity Law No. 7788 éfpril 30, 1998, published in Official Gazette No.

101 of May 27, 1998.

It is important to point out that, in addition tbet Biodiversity Law, our country issued the Nationa
Biodiversity Strategy and its respective 1999 RidA\ction. This Strategy will be updated in theogh

1 The following acronyms will be used in this docurhe

CA: Conservation Areas

MTA: Material Transfer Agreements

CBD: Convention on Biological Divessi

CONAGEBIO: Comision Nacional para la Gestion d@iadiversidad (National Commission for the Managatnef
Biodiversity)

CONAREFI: Comisién Nacional de Recursos Fitogiené (National Plant Genetic Resource Commission)

MINAE: Ministerio del Ambiente y Energi®linistry of the Environment and Energy)

ILO: International Labour Orgartipa

SINAC: Sistema Nacional de Areas de @orexion (National System of Conservation Areas)

2 The Wildlife Conservation Law, Biodiversity Law N@788 and other, additional documents can be t@asat
www.conagebio.go.cr
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term through a coordinating process between theohkdt Commission for the Management of
Biodiversity (CONAGEBIO) and the National System@dnservation Areas (SINAC).

A few months after the Biodiversity Law was issugdSeptember 1998, the Attorney General’'s Office
of the Republic brought Unconstitutionality Lawsio. 98-006524-007-CO against several of its
clauses.

This Lawsuit was admitted by the Constitutionabtnal of the Supreme Court of Justice, and wastake
for consideration through the Resolution issueteatforty on October seventh, nineteen ninety eight
The clauses contested because they were thougbtuaconstitutional were clauses 14, 17 subsedtion
19, 20, 22, 25 subsections 1), 3), 4), 5) and®)38 paragraph three and 39 of the Biodiversity.La

However, the contested clauses linked specifidalyhe functions of the National Commission for the
Management of Biodiversityand its Technical Office were solely the followirigt, 17 subsection 1, 19
and 20 of Law No. 7788. There was legal uncenaiat a number of years regarding whether this
Lawsuit paralyzed the operations of the Technictic®, regulated in Article 17, subsection 1 ofdsai
Law, with regard to processing, approving, refusangd supervising applications for access to
biodiversity resources. This situation was madenemore difficult by the fact that the experts ke@dn
toward two opposite interpretations.

Despite this context, a Sub-Commission of CONAGEBtalled the Access Sub-Commission, began
analyzing the Biodiversity Law’s first Regulatioentitled “General Standards for Access to the Genet
and Biochemical Components of Biodiversity”, andbmitted it to various national bodies for

consultation.

This Executive Decree arose for the purpose oflatigg Chapter V, Sections | and Il of Biodiversity
Law No. 7788, especially since Article 6 of thatmgalaw established that the biochemical and genetic
properties of wild or domesticated components otliviersity are in the public domain, and that thetes
must authorize any research, use or exploitatisoltng them.

This instrument, which was a first in Central Angariand one of only a handful worldwide, developed
and specified the principles established by the kail regard to the issue of access to the geragtit
biochemical components and resources of biodiwyertliis achieving practical implementation of the
legislation’s enforcement.

During the month of December 2003, these Geneealdairds for Access to the Genetic and Biochemical
Components and Resources of Biodiversity, Execubleeree No. 31514-MINAE,went into effect.
However, it was not until early 2004 that, followifegal analysis carried out by the Technical @ifithe
final conclusion was reached that the Unconstihatiity Lawsuit did not suspend the process undeyrway
as long as the resolution establishing it remaiimedffect. In other words, in the particular caxfe
resolutions regarding access permits, said recasiresepressly established in Article 14, subsectipof

3 The National Commission for the Management of BiodiitgrCONAGEBIO) and the National System of
Conservation Areas (SINAC), are two decentralizedidés of the Ministry of the Environment and Energpon which the
Biodiversity Law bestowed the task of coordinatihg management and conservation of biodiversitiiéncountry.

4 Competent National Authority in Costa Rica, to rpaote policies on access to the genetic and bioatsmi
components of biodiversity and related traditiokabwledge, which ensures proper scientific andnettigy transfer, and the
fair and equitable sharing of benefits arising fraccess.

5 The complete text of Executive Decree No. 31514-KENis available online at:www.conagebio.go.cm both
Spanish and English.
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the Biodiversity Law, meaning that the resolutissued by the Technical Office does not, in andseidf
preclude further administrative proceedings.

Therefore, as of 2004, based on the existencgpafaedure clearly set out in Decree No. 31514-MINAE
which was not suspended in its entirety by the Wettutionality Lawsuit, the Technical Office issle
the first permits of access to genetic and biocheh@omponents and resources of Biodiversity, despi
the fact that the Lawsuit was not resolved untD@Qthrough Resolution No. 2006009563, issued by th
CONSTITUTIONAL TRIBUNAL OF THE SUPREME COURT OF JUECE in San José, at six
minutes after four p.m. on the fifth of July, tweotisand and six.

In this Resolution handed down by the Constitutidiébunal, almost eight years after the lawsuitswa
brought, it was concluded that the alleged unctriinality errors had not been found, leading to
dismissal of the Unconstitutionality Lawsuit.

Halfway through 2004, the need to issue a new BikeriDecree began to be felt within CONAGEBIO
and its Technical Office. This new Executive Decrgould complement Decree 31514-MINAE by
specifically regulating access to the componentsrasources of biodiversity #x situconditions. This
need was made even clearer by Provisional ClauskExecutive Decree No. 31514-MINAE, which
established that, as long as the necessary pracdilinot exist, permits of access for bioprospectr
the economic exploitation of genetic and biocheiltcenponents of biodiversity maintaineder situ
conditions would not be granted.

In 2005, a professional service consultancy firmgamethe process for issuing this new Regulationghvh
recently culminated in mid April 2007, with the pightion in the OfficialGazette of the respective
“Regulation for Access to Genetic and Biochemicahponents of Biodiversity iex situconditions,
Executive Decree No. 33697-MINAE.”

Like Decree No. 31514-MINAE, this new legal instremh was submitted to broad consultation and
distributed to public officials, experts, sciergisprivate institutions, research centres, pubtiversities
and people involved with this issue in general. eSéh consultations included the holding of various
workshops. The resulting opinions of the differe@ttors were incorporated into the various drafts.

This Executive Decree No. 33697-MINAE, aims to agkithe following general objectives:

a) improve and clarify the procedures set out indtive Decree No. 31514-MINAE.

b) process, without any obstacles, the applicatiwhsdividuals or legal entities for permits of
access for research, bioprospecting or economidoiéxiion, in relation to material kept iax situ
conditions.

c) provide greater legal security by specificallgulating access to genetic and biochemical
components and resourceseix situconditions, thus complying with the stipulationstbé Biodiversity
Law and of Decree No. 31514-MINAE, and implementiing principles of the Convention on Biological
Diversity.

d) formally establish the Registry of Systematie&dsitucollections.

With regard to the issue of fair and equitable isigaof benefits, the new Decree establishes tHeviahg
guidelines:

- In cases where is it possible to determine thegramce and origin of the material to be
accessed from a collection set up before the antoyeffect of this decree, the benefits
may also be shared with the original providersaid snaterial.

6 For the full text of Executive Decree No. 33697-MIE, see Annex 1 of this document.
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- For collections established after this Decree canw effect, a benefit-sharing agreement
will also be entered into with the original providd the resources.

Given its importance and taking into account itscspl characteristics, the decree’s Provisionali§i#a
were made to include, as a priority, CONAGEBIO’'sweo to promulgate the specific regulation
governing access to the genetic biodiversity resesinf domesticated animals, within a maximum time
period of 24 months starting on April 18, 2007, thate of publication of Executive Decree
No. 33697-MINAE. In developing this regulation @aecess to the genetic biodiversity resources of
domesticated animals, CONAGEBIO will receive advigel support from specialized technical groups
and individuals. No permits of access for biopextimg or economic exploitation will be granted foe
material in these conditions until this regulatedqsts.

The Decree’s Provisional Clauses also specify thatlong as there is no specific legal regulation f

national implementation of the International TreatyPlant Genetic Resources for Food and Agrioceltur
CONAGEBIO and its Technical Office, in consultatisith the National Commission for Plant Genetic
Resources (CONAREFI), will be the national authofdr the implementation of said treaty with regard
to access to plant genetic resources for food gridudture.

With regard to protecting traditional knowledgee thechnical Office will continue the task of defigi

the participatory procedure, in association wita thdigenous Board and the Small Farmers Board, for
the purpose of determining the nature, the wayhickvthe rights involved will be used, the recipgeof
their benefits, and the scope and requiremensubfieneriscommunity intellectual rights, in order to
provide definitive regulation.

Unfortunately, this process has moved slowly, owtimdpoth economic and social factors. However, so
far the Indigenous Board and the Small Farmers@bave managed to hold various national workshops.
These workshops have led to the drafting and vadidaf the first drafts of the regulation respegtsui
generisCommunity Intellectual Rights.

These drafts of the regulation still need to bese, amended and submitted once again to coneualtat
with indigenous and local communities, so thatTeehnical Office, with the Indigenous Board and the
Small Farmers Board, can find a way to improvertiehodology used so far, in order to move forward
more quickly in this consultation process, and adthpacity-building component to the various issues
linked to access and traditional knowledge.

At the national level, we have concluded that oihéhe constraints on drafting both the Biodiverdigw
and the Executive DecreeSTANDARDS FOR ACCESS TO GENETIC AND BIOCHEMICAL
COMPONENTS AND RESOURCES OF BIODIVERSITY, AND REGUL ATION FOR ACCESS
TO THE GENETIC AND BIOCHEMICAL COMPONENTSS AND RESO URCES OF
BIODIVERSITY IN EX SITU CONDITIONS is the fact that there is very little legislationioput at
the global level that can be used as reference amaodel for preparing this legislation.

In addition to this, of the few examples of legiigla that exist worldwide, none reflect a compagabl
situation to ours, which means that there are abmedels or guides that could be used. Thesddwuird
had a certain influence on the time it took to greé¢eing as it was necessary to carry out thespiamg
process of generating this legislation, basicalgrteng from scratch, in a clear manner and witke tr
citizen participation.

So far, through implementation of the existing Idgamework, a total of 77 permits of access toajien
and biochemical components and resources havedraated. The table below reflects the number of
permits granted by CONAGEBIO’s Technical Officecr2004, with theirespective classification.
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Table 1. Permits of Access to Genetic and Biochemic  al
Resources of Biodiversity, Approved during the 2004 -April
2007 Period (*)

Type 2004 2005 2006 2007 Total
Basic Research 2 25 27 11 65
Bioprospecting 2 4 4 2 12

Total 4 29 31 13 77

* For more details and information, please contattarta.jimenez@ sinac.go.cr and/or
johernan@costarricense.cr,

It is interesting to point out that, up until nothe greatest percentage of permits of access Bitu
conditions have been requested for State-declaatdqgted wild areas that are part of the Stateifdh
Heritage, which are located in Conservation Aragad administered by SINAC. However, there has also
been access on private property, or in coastahaarthe areas, which are not within the confineState
Protected Areas.

29% O Propiedad Privada

35% W Area Costero Marina

\2%

OAreas Silvestres Protegidas Estatales

O Colecciones ex situ

34%

Figura 1. Lugares de Acceso a los Elementos y Recur  sos Genéticos y Bioquimicos de la
Biodiversidad entre el periodo 2004- Abril 2007.

(Tr.: Private Property / Marine and Coastal Ar&ate Protected Wild Areas / Ex Situ CollectioRsglure 1. Places of Access to
Genetic and Biochemical Components and ResourcBmdiversity in the 2004-April 2007 period)

Based on the principle that genetic and biochemicahponents and resources belong to the public
domain, all Prior Informed Consents have been aardy the Technical Office, taking into accourd th
principles and objectives of the Convention on 8gtal Diversity and the Biodiversity Law, as wa#

the stipulations of the Costa Rican legal code.

In these instances of Prior Informed Consent, botnetary benefits (up to 10% of the research or
bioprospecting budget) and non-monetary benefitge hbeen negotiated, including, for example:

declaring origin and giving respective credit aeference to the collected samples when drafting any
written or electronic publications, reports or atll®ecuments, and in any subsequent process omuse i

/...
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which the collected material is involved, or théoimation generated from said process or use; givin
any kind of information arising from the projecth@n deemed necessary by the Provider; presenting
information that makes it possible to increase Wedge about the researched biodiversity and any
potential uses that are discovered, in reportsanious types of training, and forwarding a copyatf
publications arising from the research project, agnother things.

b) Creation of the National Commission for the Mangement of Biodiversity (CONAGEBI0):

At the institutional level, the Biodiversity Laweated the National Commission for the Management of
Biodiversity (CONAGEBIo), as the Competent Natioalthority in Costa Rica, to propose policies
regarding access to genetic and biochemical elen@nbiodiversity and related traditional knowledge
that ensure proper scientific and technology tremahd the fair and equitable sharing of benefitsrg
from access. Administratively, the Commission &sslified as a body that is attached to the Minigfry
the Environment and Energy, with maximum decersaéibn and instrumental legal status.

With regard to financial resources, despite thé tizat Articles 19 and 20 of the Law regulate sk of
financing the Commission and the Technical Offittes first formal budget was implemented in 2002.
There were therefore operational difficulties beftiat, which affected, to a large extent, the @semf
consolidating CONAGEBIO, as well as the processsfiing Decree No. 31514-MINAE, owing to the
fact that, in the beginning, the Commission did hate the necessary administrative tools and human
resources.

Even now the Technical Office has limited staff,king it difficult to carry out its specific functis
established through national legislation.

c) Novelty of the Regulation:

Another inconvenience that CONAGEBIO has had taosme gradually has been resistance to change.
There were many individuals and legal entities wiare not able to see the regulation of accesseo th
genetic and biochemical components of biodivers#tyegislative progress for the country, througicivh

the principles established by the Convention ondgjical Diversity could be applied to our situation
Quite the contrary, their interpretation was thatiinplementation would slow down research processe
and it was impossible for some to understand tHé&erdnce between access to the genetic and
biochemical components, and access to biodiveestyan organic resource, which led various social
groups to lobby Ministry Leaders to continue impéarting the Wildlife Conservation Law for all types
of access.

Given this lack of understanding from some sect6ONAGEBIO and its Technical Office consulted
with the different national bodies, experts andviittlials involved, regarding each of the draftsttod
Executive Decrees currently in effect and, to tkiert possible, their input has been incorporatéal the
text of these Decrees. There has also been en@meng to have members of the general public transmi
their doubts or interpretations, which are dispklising technical and legal arguments.

Unfortunately, some researchers and legal enstiégesist complying with legal requirements, piés

the fact that the national legislation implemeihis international commitments acquired by the cquntr
However, this population is in constant decline.n@osely, applications for permits of access are
increasing on a yearly basis, as reflected in bmwe-mentioned information.

The negotiation process with public universitiesd aesearch centres devoted to basic research,
bioprospecting and economic exploitation of theegienand biochemical resources of biodiversity, to
have them choose to enter into Framework Agreemeiils CONAGEBIO that would enable them to
speed up and facilitate the administrative managéré access permits, is still underway. So far,
CONAGEBIO has signed Framework Agreements with thstituto Nacional de Biodiversidad

l...
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(INBio - National Biodiversity Institute), theOrganizaciéon para Estudios Tropicales Incorporada
(OET - Incorporated Tropical Studies Organizati@nd the Escuela de Agricultura de la Region
Tropical HUmedaEARTH — Tropical Humid Region Agriculture Schgofnd is currently negotiating
Framework Agreements with the following instituttonthe Centro Agrondmico Tropical de
Investigaciony Enseflanza(CATIE — Tropical Agronomy Research and Teachingni@®) and the
Instituto Tecnoldgico de Costa Ril@CR — Technology Institute of Costa Rica).

Despite the fact that the national legal framewtak been developed and implemented over the last fe
years in a clearer way than in other member caesmwoif the CBD, as shown in this document, there is
still the major challenge of creating capacity amdlerstanding among the population, on issues as
specific and new asui generisccommunity intellectual rights, the negotiationpsfor informed consent,
material transfer agreements, and framework agreesmamong other things.

Lack of capacity comes through with regard to niegjoig prior informed consent and mutually agreed
terms, when it comes to the procedure that IntedeBarties and Providers undertake to reach agrdeme
in this area and generate the corresponding canifaat is why the Technical Office, in coordinatio
with the National System of Conservation Areas (&I, has prepared a timetable of workshops to be
conducted throughout this year. Their main purpsgde enable this instrument to comply faithfullythwv

the objectives for which it was created.

These workshops are initially geared only towaxbsthin charge of research, lawyers and the direcifor
conservation areas, seeing as State Protected Aeeasbecome, over the last few years, the places
where the greatest access to the genetic and lnnchlecslements and resources of biodiversity hiasrta
place.

In practice, the need has also arisen to distihgtiie scope of application of the various natidaghl
instruments linked to the issue of access to badity, to avoid overlapping of jurisdiction betwee
public institutions.

CONAGEBIO in particular, through its Technical @#i has undertaken activities to this effect oler t
last few months, in coordination with state ingtins like the National System of Conservation Area
(SINAC), the Servicio Nacional de Salud Animal (SEBA — National Animal Health Service), The
State Service for Plant Health, the National Se#t®©and Intellectual Property Registry. This maade

it possible to determine more clearly the scopapylication of the legislation regulating accesshi®
genetic and biochemical components and resourcdsiodiversity, and to consolidate the functions
attributed to CONAGEBIO and the Technical Officetlb within the Ministry of the Environment and
Energy and outside of the Ministfy.

7 For additional bibliographical references on thjecific issue, please contact Eugenia Wo Chingl8amwho is
currently writing: SISTEMATIZACION DEL PROCESO DE ELABORACION DE LA PO LITICA DE ACCESO A
RECURSOS GENETICOS Y BIOQUIMICOS DE LA BIODIVERSIDA D DE COSTA RICA (SYSTEMIZING THE
PROCESS OF DRAFTING COSTA RICA’'S POLICY FOR ACCESS TO THE GENETIC AND BIOCHEMICAL
RESOURCES OF BIODIVERSITY). at the following e-mail addresses: eugeniaws@goaaii y/o eugeniaws@inet.co.cr

/...



UNEP/CBD/WG-ABS/5/INF/2
Page 38

ETHIOPIA
Laws and experiences:

In the national law of Ethiopia, the ownership ehgtic resources is vested in the state and thepidh
people.

A proclamation to provide for Access to Genetic ®Reses and Community Knowledge, and Community
Rights has been developed and approved by thepetit in February 2006. The proclamation addresses
issues of Protection of community rights; condisioof access to genetic resources, follow up and
compliance measures, exploration of genetic ressusad administration of access. The full docuroént
this proclamation has been sent to your office tedfand (and attached with this message for your
reference).

The Institute of Biodiversity Conservation has madgeements with two foreign companies. One of
these companies from the Netherlands [Health anbfA@ance Food International (HPFI)] has the right
to exploit on selectedeff (Eragrostis tef(Zucc.) Trotter) varieties and the other compamgmirUK
(Venique Biotech) has got the right to commerc&lfernonia (Vernonia galamensis L. ssp. galamensis
var. ethiopica(Noya) as a chemical. Progress on these agreemihibe reported in the future.

Creating awareness and participatory approach:

In October 2006, a workshop on “participatory bi@dlsity conservation and sustainable Utilization in
Ethiopia” has been held for two days. The main aofrthie workshop were:

To raise the level of awareness and provide upate-thformation on Biodiversity Conservation
and sustainable utilization to stakeholders

To reach a level of understanding on how to orgafdzal points that work on biodiversity in
different regions and levels

And to review on the draft implementation regulation Access to Genetic Resources and
Community Knowledge. The regulation has been regteand participants make comments on:

* The conditions and the procedure in accordanaehich local communities shall give prior
informed consent for access to their community Kedge

* The procedure in accordance to which benefitrgisut of the utilization of community
knowledge and genetic resources shall be usetdéazdmmon advantage of local communities.

* The conditions and procedure in accordance witlictv access applications shall be presented
examined and prior informed consent shall be gslall be specified by regulations.

* on how the remaining portion of the monetary H#niom access to genetic resources, after
deducting the share of the local community shalbbbecated for conservation of biodiversity and the
promotion of community knowledge.

With comments made on these issues, the regulatibribe submitted to the council of ministers for
approval. We will report the development in theufet
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EUROPEAN COMMUNITY AND ITS MEMBER STATES

Information provided by the Czech Republic, Denmark Finland and the Netherlands on their
experience with the Bonn Guidelines

A. Czech Republic

In the Czech Republic, the principles of Bonn Gliides are advertised among livestock keepers taeawa
them on their rights and appreciate all valueshef gtocks kept. We used them also when preparing a
model MTA for animal gene banks. The same situai®rfor plant and micro-organisms genetic
resources keepers.

As a part of the UNEP/GEF Project: Assessment gbaCitly building Needs: Access to Genetic
Resources and Benefit-sharing, Conservation andai®able Use of biodiversity Important for
Agriculture, Forestry and Research — Czech Repubécanalysis was done for Agricultural and garden
crops, farm animals, forest trees, Botanic Gardéoslogical Gardens, Fungi

For more information see the final project report:

Assessment of Capacity-building Needs: Access toeGe Resources and Benefit-sharing, Conservation
and Sustainable Use of biodiversity Important faridulture, Forestry and Research — Czech Republic
(Roudna M., Ed., Ministry of the Environment, PragR006)

The Report can be downloaded on the Ministry ofEheironment website:
http://www.env.cz/osv/edice.nsf/e26dd68a7c931e636fH20033a4ee/543095a457f030bdc125719¢c0030
d9bb?0OpenDocument

IMPLEMENTATION OF THE BONN GUIDELINES

Within the Project implementation of the Bonn Glildes was analysed in the main focused areas:
agricultural crops, farm animals, forest tree spgcbotanic gardens (BG) and zoological garden©(ZO
partly fungi. The result of the survey can be sumiwea as follows.

GENERAL MEASURES

Frame

for implementation of ABS principals is done byioatl legislation in case of agricultural cropsrtjya

in farm animals, forest trees and fungi. As to B@ &00 the national frame is missing so far, but
international principles are respected.

Terms — their definition and use

Basic terms are defined in national legislationgiieas where it exists) and in part within Glossdrthe
Czech Academy of Agricultural Sciences (under pragpan). As to ZOO the terminology is based on this
used in The World Zoo and Aquarium Conservatioat®gy(WAZA 2005, Czech translation 2005).

Goals for ABS support

are defined as to agricultural crops,farm animatedt trees and partly fungi within the National
Programmes launched and guaranteed by the Miro$tAgriculture. Goals are not satisfactorily so far
defined as to BG and ZOO. National frame and goadeneral are in relation to international tresitiad
documents, namely Cartagena Protocol on Biosafttgal documents of UPQV, international
phytosanitary measures, IPEN — International PIBrthange Network (BG) and corresponding
Councilof European Union Directives.
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ROLES AND RESPONSIBILITIES IN ABS

Competent National Authorities

CNAs and corresponding NFPs (contact persons) werainated for agricultural crops (Research
Institute for Crop Production), farm animals (Reshdnstitute for Farm Animals Production) and &ire
trees (Forestry and Game Management ResearchutaititOn the basis of the Project outcomes
nomination was done of the CNAs and correspondifid®dNfor BG (in the framework of recently
established Union of Botanic Gardens) and ZOO (®RragOO — centre for editing of the Czech and
Slovak ZOO Yearbook, among others).

Responsibilities of users and providers

are legally defined in case of agricultural crdjpsm animals and forest trees, not sufficientlt@afungi.
In ZOO are indirectly done by existing nationaligtgtion and take into account existing internadion
treaties. In BG international principles are respecbut they are not clearly defined at natioeaél. A
model Material Transfer Agreement exists for agdtical crops and farm animals.

PARTICIPATION OF STAKEHOLDERS

National Councils on Genetic Resources as consudtdtodies were established at the Ministry of
Agriculture with competency in agricultural crofarm animals, forest trees and microorganismszetili

in agriculture. The Commission for Zoological Gargeat the Ministry of the Environment fulfils the
similar function. No corresponding body has beetatdished so far for BG but it will be solved in
connection with establishment of the Union of thee€h Botanic Gardens. Sharing activities have been
relatively good developed (specialized publicatiandibitions, presentations for public etc.).

STEPS IN ABS PROCESS

Overall strategy

is defined for agricultural crops, farm animals diockst trees within the National Programmes, toget
with identification of steps (in different detailsjhe Strategy is not so far sufficiently defined ZOO
and it is missing in case of BG.

Prior Informed Consent

System of PIC is not officially established at oatl level. Nevertheless some agreements and deatee
national level can be considered as contributioguith system. Principles of PIC are included in ehod
MTAs for agricultural crops and farm animals. Prpats are implemented in case of ZOO and BG on the
basis of international treaties and rules, esggcial international cooperation and exchange. The
outcomes of the BEA Project are aiming at suppbth@se steps.

Benefit-sharing

Principles are in different forms and degree immatad in all monitored groups of genetic resources.
International rules are respected as internatiooaperation is relatively well developed. Mechanigim
benefit-sharing is not officially defined, mostdreently it is based on mutual agreement or joinjqats.
Non-monetary benefits are mostly provided. Fregydntegards long-term benefits. Benefit-shariag

in most cases implemented through direct contath weécipient, in case of ZOO also through an
intermediary (e.g. in ZOO within specialized pragraes). Not so far fully used capacity exist in
implementation of the Czech Development Assistdociess experienced countries.

OTHER PROVISIONS

Provided services (provided samples for nationdl faneign users, provided information or know-how)
aremonitoredonce a year, especially in agricultural crops. €hdagta form part of Annual Reports for a

l...
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given group of genetic resources. Activities depelb within the National Programmes (agricultural
crops, farm animals, forest trees) aomtrolled In case of BG Index Seminum statistics is mad&QO
selling and purchase are recorded. Transfer of asinwithin EEP Programmes is registered by
coordinator of corresponding Programme. Rules diections ex situare done by national legislation
(Act on Nature Conservation and Landscape Protectiect on Genetic Resources for Food and
Agriculture Act on Genetic Resources for Food ami@ulture and corresponding decrees, methodology
of National Programme). During nternational expeds the Code of Conduct (FAO) is implemented.
Sanctions are used in case of hon-compliance Wwéh\ational Programme. In agricultural crops thé Ac
defines also remedies controlled by the MinistryAgficulture. In ZOO sanctions are applied in cate
non-compliance with contractual agreement. Settigroeédisputes are done by national Acts and i cas
of agricultural crops and farm animals through MTlsZOO disputes are settled through EAZA.

B. Denmark, Finland and Sweden

In the context of their cooperation amongst the diwrcountries, Denmark, Finland and Sweden
contributed in 2006 to a guide introducing and akphg the Bonn Guidelines and their implicatioos f
both users and providers of genetic resources. @hide has been translated into the four nordic
languages (Swedish, Danish, Finnish and Norwegian).

The full text is available at: <http://www.nordergfpub/ovrigt/ovrigt/US2006448.pdf>.

C. Netherlands

Developments in the Netherlands regarding accaes®amefit sharing measures form a direct respanse t
the decisions taken in the first meeting of the &oing Body of the International Treaty on Plant
Genetic Resources for Food and Agriculture (therhrdtional Treaty).

* The Netherlands regards access and benefit ghargasures not only as a way to implement the
decisions of the Governing Body of the Internatlofr@aty but also as a contribution to the develeptn

of an International Regime on Access and Benefitfaly which forms the responsibility of the Parties
the Convention.

* The collections of the Centre for Genetic Resear¢he Netherlands are under the management
and control of the government and in the public diomAll collections of crops listed under Annexfl
the FAO International Treaty form part of the Mialteral System of Access and Benefit-sharing.

* The Netherlands Centre for Genetic Resources @gp® introduce the standard Material
Transfer Agreement before the end of 2006 fortsilfransactions regarding crops listed in Annex the
Treaty. Furthermore, it will use the same Matefiansfer Agreement to provide germplasm to usexs th
does not belong to crops listed in Annex 1, whigswacquired by CGN before the entry into forcehef t
Convention.

* The Netherlands Centre for Genetic Resources waliflo offer the option of a click-wrap
procedure for the user to accept the terms andittmmsl of the standard Material Transfer Agreement,
having ascertained that such procedure is legailyirng.

* Finally, the Netherlands is in the process of rapphing other germplasm holders in order to
encourage these to bring their collections in thdtilteral System of Access and Benefit-sharingere
appropriate.
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D. Finland
ABSTRACT
Background

The Bonn Guidelines on Access to Genetic Resowedd-air and Equitable Sharing of Benefits Arising
Out of Their Utilization issued under the Convention Biological Diversity CBD operationalize the
third objective of the CBD concerning the accesgeéaetic resources and benefit sharing (ABS). The
guidelines identify in accordance with the artiéke of the CBD the different stages of the access an
benefit sharing process, with special emphasiderobligation of the users to obtain the prior infed
consent of the party providing the genetic resairce

At present there is legislation concerning the gemesources and benefit sharing in force in alddut
countries, while in about 40 countries, includihg majority of the European countries, the preparat

of such legislation is under way. The first cowsdrio draw up legislation and arrangements conagrni
the access to genetic resources and benefit shaeng the so-called megadiversity countries inrati
America and Asia. Of the Nordic countries, Norway dreparing an extensive legislative proposal
concerning biological diversity, which comprise® thenetic resources as well. The guidelines on the
access and utilisation of genetic resources issuedweden are mainly intended for researchers and
scientific purposes. Greenland is also preparinggislative proposal concerning the use of genetic
resources for scientific and commercial purposes.

The Finnish ABS Working Group

The task of the Finnish working group establishades the Advisory Board on Genetic Resources on
6 October 2004 was to deal with the national imgetation of the Bonn Guidelines, including the
drafting of the necessary legislation. The mandmtguded the examination of the roles and
responsibilities in the access to genetic resouaas benefit sharing and, where necessary, the
obligations set down by other agreements. The wgrigroup was to draft a proposal for a national
strategy and action plan on the access to gersgtiurces and benefit sharing as well as preparattiee
implementation tasks. The work was to be complbtedl June 2006.

The background survey presents alternative modelsriplementing the Bonn Guidelines, as well as the
legislative and/or administrative action neededdach of the alternative implementation models. The
survey drawn up by the working group focuses ooessrelating to the main principles and priorities.
The working group considered that these questieesl no be settled before any detailed adminisgativ
practices can be created.

The background survey is divided into two partse Tinst part deals with the development needs @ th
legislation and administration. The second partudess the different types of genetic resourcesthad
status and value of the national genetic resouasesvell as the current international and national
legislation on genetic resources. It also deal$ e national and international activities relgtim
genetic resources.

The questions addressed in the first part concgritie development of the legislation are: ownersiip
genetic resources, nature of the system (statotonpt subject to formal requirements), legal refahip
between the provider and recipient (user) of theefie resources, everyman's right (public right of
access), prior supervision of the provision of genesources (prior informed consent or declargtio
certificate of origin, scope of application, roléthe intended use, rights and traditional knowkedg
indigenous communities, and financial perspectives.
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Among the main issues as regards the developmethiedigislation are whether to choose a statutory
system or system that is not subject to formal irequents, and whether the regulation concerning the
genetic resources that fall directly within the gatence of the State is also extended to the pijat
owned genetic resources. A system that is not sutgeformal requirements is a much lighter solutio
terms of the administration and finances, but Vi&ely some new legislation would have to be draft&
statutory system requires both new legislation #wedestablishment of a new official body, whosd&gas
would include, in addition to those mentioned ahotlee supervision of the compliance with the
agreements.

The implementation of a system that would also ypplwild species included in public and private
collections would very likely require new legislati measures concerning at least the content of the
agreement, stakeholder participation, prior conpeotedure and means for legal protection. Theessu
to be taken into account in this case include dtisinal questions and rules concerning, for exiamp
everyman's right (public right of access).

The continuation of work and clarification of thegislative and financial questions described alisve
important for the implementation of the administrat measures concerning the access to genetic
resources and benefit sharing in Finland. Maindsgo be decided nationally will be the definitmiithe
roles and responsibilities relating to the accesgenetic resources and benefit sharing and, iticpkar,

the question of prior informed consent and infororaton origin of genetic resources for access and
benefit sharing.
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ISLAMIC REPUBLIC OF IRAN
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PAKISTAN

The Government of Pakistan is making efforts tdilfuits obligations and comply with the COP
decisions. A comprehensive review of actions takenfar has been presented in the Third National
Report submitted to the Secretariat. A gist ofdhme is presented below:

The Plant Breeders Rights Act (draft) has been ldped that includes ban on use of GURTS The
Biodiversity directorate has developed a projecttfie@ implementation of Bonn Guidelines in Pakistan
and SDPI that has provisions of involving the loocamunities and small scale farmers in the detisio
making processes. Inter Cooperation, a non profjamization, is also implementing a project in ére
districts of the NWFP by involving the local comnitigs. Another who i.e the sustainable development
policy institute SDPI is also working in this redar

Many NGOs and Rural Support Programmes, GEF fumdejgcts have worked at the grass root level
for organization of communities in rural areas Soolmmunity organizations through awareness raising
programmes are now in a position of decision makind running their businesses at their own. These

fora can be effectively involved in decision makipgocesses related to genetic use restriction
techniques.

Another project titled “Mountain Area Conservatiproject” MACP has organized and established many
community organizations in the four conservancieshe project area to enhance and strengthen their
capacity to be effectively involved in decision rimakto conservation and sustainable use; howevee mo
work is needed on traditional knowledge innovatiand practices. Community based management plans
have been prepared for the Joint Forest Manageimetite NWFP with financial support of donor
funded/ national funded projects. This includes Meuntain Areas Conservancy Project (MACP)
programme of work.

The draft Access and Benefit Sharing Law has béenlated to all stakeholders and the comments are
being received. It will take some time to preséetAct to the legislature. Prior Informed Cong@hcC),
Material Transfer Agreement (MAT) and Mutually AgceTerms (MTA) shall be part of the legislation.
Section 15 (2B) of the Patent Ordinance 2000 pewifbr disclosure and prior informed consent

information in connection with biological materiabed in inventions for which patent application has
been filed.

Pakistan has ratified the ITPGRA that includes pdores for the exchange of genetic material for
research purposes. The legislation in this regduel RPlant Breeders Rights Act) and other legishatice
under process. The Bio-safety Rules have beenigwtihat address procedures for the exchange of
genetically modified genetic material.

The Lok Virsa that supports the traditional craksmartists and artisans, has established a LasaVir
museum and organizes a festival on annual basigidplay the traditional knowledge/ cultural
expressions of the local and indigenous communities

The Ministry of Health recognizes the traditionaddicinal practices and has established the National
Council for Tibb. The Pakistan Museum of Naturalstidry is preparing a database of traditional
knowledge.

There is a general realization that coordinatiomrmgst the various stakeholders is needed to adtlress
complex issues related to ABS. A project on AB®amticular on implementation of Bonn Guidelines in
Pakistan has also been prepared and is in thargder approval.
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SWITZERLAND

Switzerland was closely involved in the developmehtthe Bonn Guidelines on Access to Genetic
Resources and Fair and Equitable Sharing of Benafising out of their Utilization and committed to
their effective implementation. Thus several meesurave been undertaken on a sector-based approach
at the national level in order to support the impatation of the Bonn guidelines.

1. Establishment of a ad hoc Swiss ABS working group

A national working group on ABS was set up in early2003by the Swiss Federal Office for the
Environment (FOEN) and the Federal Office for Agtiare (FOA). This working group is composed of
representatives from governmental and non-govertahestakeholders, including academic research,
private sector, seed producers, botanical gardesh&§l&Os. The major tasks of this working grouptare

identify the specific needs and activities of epalticular stakeholder

help the stakeholders in the development of sdzsed measures

support the coordination of information exchangerdtigh the CHM) and promote public and
professional awareness on topics related to ABS

develop a national strategy on ABS with coordinatesures

follow international activities within the CBD (esgally on the development of an "international
regime on ABS") and the FAO International Treaty.

2. Promote awareness to ABS issues for academiceasch

A process was undertaken to produce manual "Accessnd Benefit Sharing - Good practice for
academic research on genetic resources”

The FOEN commissioned and sponsored $faess Academy of Sciences (SCNAD) sensibilize the
stakeholders involved in academic research on ARBS8eis with emphasis on the implementation of the
Bonn Guidelines. As a first step, a survey was ootetl to determine the level of awareness of the
stakeholders with regards to ABS issues and taatalthe number of research projects involvingusdes

of genetic/biological resources and/or traditiokbwledge. As a second step, stakeholders invaived
projects dealing with ABS issues were asked moexifip questions regarding ABS situation. The
outcome of these two studies showed that a vasirityapf stakeholders were not aware of the CBD
provisions, in particular with those dealing witlB3. issues.

Therefore a manual aiming to inform the academimroanity about the system governing the ABS
procedure was developed in the context of an iterand participative process, and various drafisew
evaluated at different stages by members of thesSwcademic community. The resulting manual
"Access and Benefit Sharing - Good practice fordaogic research on genetic resources" was widely
distributed among the Swiss scientific communityd aalso presented and distributed at several
international meetings and workshops.

Finally, a website dedicated to the ABS issueslaasched during the Summer 2006//abs.scnat.cjy

3. Promote awareness to ABS issues for botanic gambs

Botanic gardens are particularly concerned by ssekated to ABS. Indeed, one of the main actisité
botanical gardens is the collection of plants fa purposes of scientific research, conservatitplal/

and education. Thus botanic gardens are used tectotocument, distribute and exchange a great
amount of various biological materials (living planseeds, cuttings, bulbs, etc.). This makes botan
gardens stakeholders in the implementation of BB @rovisions.

In order to facilitate these activities and to cdmpith the CBD, several instruments were developed
the international level, such as the "PrinciplesABS" of the Royal Botanic Gardens, Kew and the
"Code of Conduct" of the German Ministry of Envinant.
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A mechanism to implement both instruments, called"international Plant Exchange Network, IPEN)"
was developed under the control of the BGCI (Bata$ardens Conservation International,
http://www.bgci.org/worldwide/honje

At national level, an initiative was developed angbported with the aim to integrate all the Swistabic
gardens in the IPEN network, by assisting themhin development of databases to keep tracks of all
relevant materials coming in and out of the gard®&ysthe end of 2006, all Swiss botanic gardens of
importance had integrated the IPEN mechanism.

4, Promote awareness to ABS issues for the privagector to support the implementation of
the Bonn Guidelines on ABS through an ABS Managemé&i ool.

The ABS Management Tool is a voluntary guidewhich was developed by the International
Institute for Sustainable Development and Stratms dn behalf of the State Secretariat for Economic
Affairs. The aim of this instrument is to suppolietimplementation of the principles of the Bonn
Guidelines on access and Benefit sharing of genesicurces. It puts at disposal a practical guiedoc
providers and users of genetic resources and titei mutually beneficial relationships betweerhbot
sides. It helps the providers and users in the treggm of agreements and their implementation e as
monitoring.

In a first phase, the ABS Management Tool has belaborated as it is available at the moment
(http://www.iisd.org/pdf/2005/standards_abs_mt_ugeide.pdf). In a second phase, this guideline has
been tested for its practicability by some fielst$an Australia, Malaysia, Cameroon and Bolivia.

The results of the tests will flow in the new edlitiof the ABS Management Tool, which will be aviai&a
within the next few months.

Besides this Management Tool SECO in the frame coinemic development co-operation, SECO,
supports the BioTrade Facilitation Programme (BTERCTAD, which brings together sustainable
economic use and protection of biodiversity. Theafie resource should have an economic value and th
local community should profit from the internatibieade of their genetic resource. Pilot programe a
currently implemented in Bolivia, Peru, Colombiaputhern Africa and Vietnam. The SECO in
Switzerland launched a pilot case in this contBetween a Swiss retailer and the government ofvigoli
an agreement was settled, that farmers in Switzérfdant a variety of potatoes from Bolivia and sel
them to the retailer. Five percent of the bendftim the sales will be reimbursed to the local camity

in Bolivia (cultivator of the potato varieties),etmational potato institute and the national doeate for
natural reserves. The first sales of these potatmeexpected to take place in spring 2008.

5. Promote awareness to other stakeholders

Other potential sectors are concerned by ABS issugsding industry (agro-food, agro-chemicals,

pharmaceuticals and cosmetic industry), as welia$iculture and garden centers. Several proja@s a

under way to evaluate the precise involvement amafreness of these sectors in relation with the ABS
issues. First data will be available at the engQtf7.
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2) MEASURES TAKEN TO SUPPORT COMPLIANCE WITH PRIOR INFORMED CONSENT
AND MUTUALLY AGREED TERMS ON WHICH ACCESS WAS GRANT ED.

SUBMISSIONS FROM PARTIES
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CANADA
Measures to Support Compliance with PIC and MAT

While no specific ABS measures for PIC and MAT e&xjet in Canada, the domestic policy process,
launched about two years ago, is exploring the maspects of PIC and MAT and will eventually
develop measures that will address concerns of u#ls and providers of genetic resources.

As a first step, the Federal/Provincial/TerritoNgbrking Group on ABS (FPTWGABS) has developed a
scoping paper which sets out the policy questitvas &rise when implementing ABS, including some
applicable to PIC and MAT.

Building on this document, and mindful of the BaBunidelines, the group recently undertook an in-dept
discussion and exploration of the many legal arwioseconomic aspects associated with the elaboratio
of a PIC system and the negotiation of MAT.

At the heart of this discussion are considerat@msind ownership of genetic resources and assdciate
traditional knowledge in Canada and question of whbald have the authority to grant PIC and negetiat
MAT. The group also discussed issues such as HGwright relate to existing land claim agreements,
what the appropriate role of governments in deteations of MAT might be, and the need to ensure the
transparency and efficiency of PIC and MAT systems.

The contribution of a number of Canadian jurisaict, either at the federal, provincial or terribievel,
is crucial for ensuring the relevancy of the systemd the ability of all involved in the system tnaply
with it.

Canada has also undertaken a stakeholder outre&actise in which the views and interests of a broad
range of Canadian stakeholders were gathered. eTdiatogues with stakeholders are helping policy-
makers understand the context in which geneticuress are currently being used and provided in
Canada and the potential positive and negativedispd PIC and MAT.

As policy work continues to advance thinking in @da on these issues, Canada welcomes any

contribution from other Parties who have implemdr¢C and MAT in federated states. Below are some
general thoughts on PIC and MAT.

Prior-informed consent

PIC is crucial to the credibility and legitimacy afh ABS regime. Its efficiency will be measuredtbe
basis of whether there is continued access to igaespburces (GR) and associated traditional knogde
(TK) and whether users of genetic resources camimbPIC without undue delays or excessive
administrative burdens. Its effectiveness will bdged on the basis of how confident providers hag t
the system allows them to protect their interasitgenetic resources.

While it appears that the various questions redattinPIC will be resolved at the national levelsitlear
that the functioning of an international ABS regimeuld greatly depend on the capacity of provider
countries to establish an efficient PIC system Whigll be transparent enough to allow users tolgasi
comply with it.

Recent domestic discussions have highlighted thetfat the functioning of ABS measures, and the
capacity of all actors (users and providers) to mlgnwith them, will depend on the appropriate,
transparent, non-discriminatory, practical, andetymnature of the measures as well as the level of
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awareness amongst Canadian and non-Canadian Usgenetic resources and associated traditional
knowledge.

In multi-jurisdictional countries, where the managat of GR and the development of policies to suppo
the preservation, maintenance and promotion of T& shared by different government agencies,
developing a transparent yet credible and efficreathanism for PIC is challenging. The first stefé
undertaken when trying to develop a domestic systanPIC is the identification of appropriate PIC
granting authorities, taking into consideration tie=d to facilitate access and respect for domkesjal

and social realities. In Canada, addressing $isisd is complex as it implies extensive discussimsa
common understanding at various levels of govertsnand amongst a broad range of different resource
management authorities.

Domestic discussions have also brought to lighemotiuestions central to the concept of PIC, inclgdi
when PIC should be granted in the ABS process, ihetwuld be granted (orally or in writing), whethe
and under what conditions PIC might be withdrawrd bow to proceed in the apparent absence of a PIC
granting authority, to name a few. On-going doneediscussions at the federal, provincial, terrébri
levels aim to suggest possible answers to suchigoss

Developing a PIC system that is respectful of theiglon-making processes of indigenous communities
and their spiritual and cultural values is impottahhis is particularly challenging in countriesthvi
multiple jurisdictions and pluralistic legal systenDeveloping a PIC system that can accommodate
traditional knowledge of indigenous communitiesoagsed with genetic resources must start fromethre
key considerations:
The need to ensure the proper identification ofkthewledge holder(s) (i.e. community, family,
individual, “caste” or sub-community associatedwatwork sector (e.g. hunters, healers), etc.),
The importance of respecting the various decisiaking processes of indigenous communities,
And, the importance of clarity, fairness and a camnmunderstanding of the implications of
granting PIC, both for the providers and userdefTK.

Mutually-agreed terms

Canada would like to underline the fact that thgatiation of MAT will greatly depend on the capgcit
of users and providers of genetic resources anociassd TK to identify and ensure their respective
interests are given due consideration.

Issues around fairness in the negotiation of MA@ aqguitable sharing of benefits should be carefully
considered by national, including sub-nationalhadities. In this regard, national authorities nieyve

an important role to play in supporting fair negtitns, for instance through providing technical
assistance to certain actors or in furnishing imftion such as model contracts or clauses. National
authorities could also provide legal minimum thi@dhrange related to the future share of benetfis,
ensure that a minimum of fairness is included igatiated MAT. Legal framework could also be needed
to ensure that eventual benefits would go to reasless and managers of the GR and TK.

The determination of which elements should be natgmt under contractual agreements between the
users and providers of genetic resources and assdciraditional knowledge could be done by the
appropriate national and/or sub-national authatleearing in mind the various elements set ouhén
Bonn Guidelines. Elaborating model clauses, foe thegotiation of MAT and benefit-sharing
arrangements, flexible enough to address a rangguations, would help states to achieve key dhjes

of the CBD such as transparency, facilitated acadss Existing international and national MAT mixde
may provide a useful point of departure.

Finally, legal certainty and clarity in the conteot MAT could also be ensured by an appropriate
awareness raising efforts regarding the legal reqents (at all the various stages of ABS) in pewi
and user countries. While efficient ABS frameworid help implement the ABS requirements, their
success could prove to be limited if users andigerg of genetic resources and associated tradition
knowledge are not aware of their existence.
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COSTA RICA

INFORMACION RELATIVA A LAS MEDIDAS QUE HAYAN SIDO T OMADAS PARA
APOYAR EL CUMPLIMIENTO CON EL CONSENTIMIENTO FUNDAM ENTADO PREVIO Y
LOS TERMINOS MUTUAMENTE ACORDADOS EN LOS QUE SE CON CEDIO EL ACCESO,

ALLI DONDE HAYA USO DE LOS RECURSOS GENETICOS O DE CONOCIMIENTO

TRADICIONAL ASOCIADO ™.

En referencia a las medidas adoptadas por el pai@ @poyar el desarrollo del Consentimiento
Previamente Informado y las condiciones mutuamewtrdadas, para el acceso a los elementos y
recursos genéticos y bioquimicos de la biodivetsid® mencionan a continuacion aquellas que se
consideran de mayor relevancia:

Ante la falta de capacidad nacional, asi como lareaa de insumos a nivel internacional, en etalai9
Apartado 3 de las Normas Generales para el accelas @&lementos y recursos genéticos de la
biodiversidad, Decreto Ejecutivo N° 31514-MINAE: id@s Generales para el Acceso a los Elementos y
Recursos Genéticos y Bioquimicos de la Biodiverfideon la finalidad de crear una guia para la
negociacion entre el Proveedor y el Interesado,inskiyd un contrato modelp en el cual se
contemplaron una serie de elementos o clausulamsaladas.

Entre estas clausulas recomendadas encontramaegylasntes: especificar el destino potencial de los
elementos o recursos genéticos y bioquimicos yudedestinos subsecuentes; compromiso formal, por
parte del interesado, de dar constancia del odgelos recursos genéticos y del conocimiento adocia
en cualquier publicacion, trdmite o uso posterioe ge les détérminos acordados sobre el intercambio
de conocimientos asociados a caracteristicas,daol@$, usos, procedimientos y cuidados sobre los
elementos y recursos genéticos y bioquimicos deidaliversidad y cdmo estos conocimientos
contribuirdn a la conservacién de las especiesogigemas; términos acordados sobre alguna otra
condicion que la practica o el resultado del progesticipativo dispuesto en el articulo 83 de éy de
Biodiversidad N° 7788 de las comunidades locales y los pueblos ind&gendiquen como necesaria;
manifestacion expresa por parte del interesad@sigetar las medidas de proteccién del conocimiento,
las préacticas y las innovaciones asociadas dedamitidades locales y pueblos indigenas, segun lo
establecido en el ordenamiento juridico naciondiresdos derechos intelectuales comunitarsns
generis términos acordados sobre el tipo y formas desfea@ncia de tecnologia o de generacion de la
informacion derivados de la investigacion, biopexspon o aprovechamiento econdémico hacia las
contrapartes nacionales, las comunidades locgleglyios indigenas y el proveedor del recurso; rémi
acordados sobre la distribucién equitativa de beinsfambientales, econémicos, sociales, cientfizo
espirituales, incluyendo posibles ganancias comlesi a corto, mediano y largo plazo, de algun

1 En este documento se utilizaran los siguientesnaroas:

CBD: Convencion sobre Diversidad Bgta
CONAGEBIO: Comisiéon Nacional para la Gestion d8iediversidad
CPI: Consentimiento Previamentedmfado

MINAE: Ministerio del Ambiente y Energia

SINAC: Sistema Nacional de Areas de @oreion

2 El texto completo del Decreto Ejecutivo N° 31514NAE, se encuentra disponible emww.conagebio.go.ctanto
en version en espafiol como en inglés.

3 Este Contrato-Modelo puede ser consultado tandda pagina welwww.conagebio.go.cr

4 El texto completo de la Ley de Biodiversidad, seuemtra disponible emwww.conagebio.go.ctanto en version en
espafiol como en inglés.
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producto o subproducto derivado del material addpiiia Oficina Técnica velara porque estos término
se cumplan de acuerdo con el tercer objetivo delv€aio de Diversidad Bioldgica; y estimacion
aproximada de los plazos para la distribucion defios.

A partir de este contrato modelo, se han generadgas versiones cada vez mas elaboradas, tanto por
parte de la Oficina Técnica de la CONAGEBIO, cofifalidad de enriquecer su politica de educacion y
capacitacion, como por parte del Sistema Nacioeadhr@as de Conservaciého que ha producido que

el contrato modelo se haya enriquecido, al inc@pespecificamente clausulas mas detalladas ers tema
como por ejemplo Propiedad Intelectual y Transfeieedel material a terceros.

Sin embargo, a pesar de experimentar una mejola redaccion de este contrato modelo, aun se carece
de una verdadera cultura de negociacién entredagdinvolucradas en el proceso, y muchas veces el
Proveedor no le da la importancia necesaria a kibfidad de poder negociar beneficios tanto
monetarios como no monetarios, con el Interesadeadizar el acceso genético o bioquimico.

Por esta razon la Oficina Técnica en los dos URimibos, ha realizado varios talleres de capadaitacio
convocando a los diferentes Proveedores nacion&lesialmente en coordinacién con el Sistema
Nacional de Areas de Conservacion (SINAC), -a quierresponde la administracion de las areas
silvestres protegidas declaradas por el Estadcutaies se hallan ubicadas en las Areas de Coug@Emya
fungiendo como uno de los proveedores de los reswgenéticos y bioquimicos de la biodiversidad-, se
ha preparado un cronograma de Seminarios, qualseardn durante este afio, cuya finalidad prinagsal
lograr que este instrumento, cumpla fielmente lojgtovos para los cuales fue creado y fortalecsr la
capacidades de negociacion.

Particularmente estos Seminarios o Talleres, estdirigidos en su primera etapa, Unicamente a los
Encargados de Investigacion, Abogados y Directaiedas Areas de Conservacion, pues las Areas
Silvestres Protegidas estatales, se han constiandestos ultimos afios, como los lugares en doade s
realizan la mayor cantidad de accesos de elementoscursos genéticos y bioguimicos de la

biodiversidad en condicion@s situ.

Ademas estos espacios de capacitacion y discus&mitiran que el Sistema Nacional de Areas de
Conservacion (SINAC), avance en la propuesta ylmmion del procedimiento oficializado para la

negociacion y firma del Consentimiento Previaméntermado y facilitaré en cierta medida, la emision

de la Politica Nacional para el acceso a los eleysey recursos genéticos y bioguimicos en Areas
Silvestres Protegidas Estatales.

Hasta el dia de hoy, solamente en el SINAC, exist@rocedimiento propuesto para la negociacion y
formalizacion del Consentimiento Previamente Infadm que se formul6 en el afio 2005, sin embargo su
aplicacion no ha sido uniforme ni clara en lasreiiées Areas de Conservacion del pais, lo queaefle
aun con mayor detalle, la necesidad de realizaratlsres anteriormente citados.

Sin embargo, a pesar de las limitantes anteriomn@encionadas, ya se han reflejado al menos adsgvel
Areas Silvestres Protegidas estatales, los primegosficios econdémicos, producto de la negociad@n
los Consentimientos Previamente Informados, lo ceehlca una vez méas, que la normativa nacional
tiene aplicacion practica.

De conformidad con datos que constan en el Primiarrhe (periodo 2004-2006) denominado: LOS
FRUTOS ECONOMICOS DE LA INVESTIGACION Y LOS CONTRATS DE CONSENTIMIENTO
PREVIAMENTE INFORMADO (CPI), realizado en enero @807 por el funcionario del SINAC, Lic.

5 El Sistema Nacional de Areas de Conservacion (SI)NAintegra las once Areas de Conservacion, auates
pertenecen las Areas Silvestres Protegidas estatae el 6rgano desconcentrado estatal, queladstzha
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Gustavo Induni Alfaro, los beneficios econdmicodeoilos de negociaciones de Consentimientos
Previamente Informados, Unicamente pactados comstituto Nacional de Biodiversidad, oscilan
aproximadamente en ¢18.000.000 millones de colosesia total que equivale a $38.387 ddlares.
Especificamente, tal y como se desprende de detenm en el periodo del 2004 al 2006, el (89,3 &) d
los recursos econdémicos hasta ahora obtenidosiepaavdel 10 % de los presupuestos de los proyectos
de investigacion acordados entre el INBio y lasanizaciones socias con quienes trabaja y el restant
10,7 % corresponde &0 % de las regalias obtenidas por el INBio enplayectos de bioprospeccion
gue involucran al SINAC.

Esta situacion permite incentivar a los otros Pedeees de elementos y recursos genéticos y biogpsmi
de la biodiversidad, para que desarrollen sus tdq@des de negociacién y congruentemente apliguen lo
principios establecidos por el Convenio sobre Binkd Bioldgica, desarrollados en esta normativa
nacional.

Es importante sefialar que a pesar de que el Cangamtb Previamente Informado y las condiciones
mutuamente acordadas se formalizan en un contrizedp, en donde existe autonomia de la voluntad de
las partes, estos contratos conforme a la leg@slatacional, han sido refrendados por la Oficineniaa,

y para ello se han considerado los principios etajs de la Convencion sobre Diversidad Bioldgica

la Ley de Biodiversidad N°7788, asi como lo estzbeen el ordenamiento juridico costarricense.

Dentro de estos elementos evaluados por la Ofibétaica de la CONAGEBIO, para otorgar el refrendo

a los consentimientos previamente informados, Bal@ae a manera de ejemplo los siguientes: el pimci
precautorio sefialado en los convenios interna@shglrotocolos regionales y leyes nacionales para
garantizar entre otros, los objetivos de consedvacutilizacion sostenible y distribucion justa y
equitativa de los beneficios derivados del accelss &lementos o recursos genéticos y bioquimieos;
seguridad y soberania alimentaria; la conservad#los ecosistemas; la proteccion de la salud haman

el peligro de extincion de las especies, subespedeas y variedades; razones de endemismo, poca
abundancia o rareza; condiciones de vulnerabilidaftagilidad en la estructura o funcion de los
ecosistemas; proteccién a elementos esencialea detbnomia o identidad cultural de los pueblos
indigenas y comunidades locales y Recursos geséiiéoeas geograficas calificados como estratégicos

De conformidad con el parrafo anterior, en el a@saue la Oficina Técnica considere necesario,godr
realizar diferentes consultas y solicitar a laggsamvolucradas en la negociacién del consentitmien
previamente informado, la informacion adicional @géme imprescindible.

Tanto el Consentimiento previamente informado cahcCertificado de origen o legal procedencia,
emitido por la Oficina Técnica de la CONAGEBIO, $ido regulado en forma pionera, en la Ley de
Biodiversidad, N° 7788 articulo 80, como requisiésenciales que el interesado deberd aportar ante |
Oficina Nacional de Semillas o el Registro NaciotkalPropiedad Intelectual, al solicitar protecaiten
propiedad intelectual, a innovaciones que involu@ementos de la biodiversidad.

Respecto al Certificado de origen o de legal preceid, en el articulo 19 del Decreto Ejecutivo N°
31514-MINAE, se regula que en este documento dfisi indicarasi el interesado cumplié con la
normativa establecida para el consentimiento pneetde informado y las condiciones mutuamente
acordadas de la investigacion bésica, la biopresfie® el aprovechamiento econdémico, asi como la
fecha y numero de la resolucion correspondientieigalr y fecha del acceso, propietario de los etease

o recursos de la biodiversidad, el material obnidntidad y la persona, y la comunidad o comul@sga
gue han contribuido o contribuiran con su conoadmaieasociado, innovaciones y practicas tradiciaale



UNEP/CBD/WG-ABS/5/INF/2
Page 54

Adicionalmente a lo establecido en el articulo Iedormente mencionado, el Decreto Ejecutivo
N° 33697: Reglamento para el acceso a los elemgntoscursos genéticos y bioquimicos de la
biodiversidad en condicione sitd, sefiala que cuando se pretenda accesar a losnédsnyerecursos
genéticos y bioquimicos de materiales mantenidosoadicionesex situ,y que por diversas razones el
interesado requiera exportar los materiales pamaseufuera del pais, el mismo deberd necesariamente
solicitar un certificado de legal procedencia pgua acompafe en todo momento al material, el enal s
expedido en los términos sefialados en el Decretuiyo N° 31514-MINAE por la Oficina Técnica, es
decir debera indicar si el interesado cumpli6 cannbrmativa establecida para el consentimiento
previamente informado y las condiciones mutuamewtadadas, asi como el resto de la informacion
anteriormente sefialada.

Tal y como se ha mencionado anteriormente, el séqudel consentimiento previamente informado y las
condiciones mutuamente acordadas, cumple una fureséncial dentro del procedimiento establecido,
para otorgar el permiso de acceso a los elememesysos genéticos y bioquimicos de la biodiversid

por lo que en el Decreto Ejecutivo N° 31514-MINAEiscluye dentro de las causas que se consideraran
incumplimiento grave: la violacion sustancial ahsentimiento previamente informado y las condicsone
mutuamente convenidas, lo cual podra ser sancior@uta cancelacion del permiso de acceso otorgado:

Articulo 27. “Si del debido proceso, la Oficina T@a llega a comprobar el

incumplimiento de las condiciones bajo las cuaket®rgd el permiso, lo suspendera
temporalmente, y le concederd a la parte interesadalazo perentorio para realizar las
medidas correctivas correspondientes. En caso@elgocumplimiento comprobado fuere
grave, o que en el plazo otorgado no se realiz@®medidas correctivas, la Oficina
Técnica cancelara el permiso otorgado.

Se considera incumplimiento grave, aquél que cawsa violacion sustancial al
consentimiento previamente informado y las condiesomutuamente convenidas, a los
derechos comunitariagli generisy a la conservacion de las especies y de lossteoss,

0 en su lugar exista falsedad comprobada de losingerctos fundamento para el
otorgamiento del permiso.”

Por su parte en el Decreto Ejecutivo N° 33697: &aghto para el acceso a los elementos y recursos
genéticos y bioquimicos de la biodiversidad en toodes ex situ, se ha procurado establecer
expresamente, respecto al tema de la distribucista jy equitativa de los beneficios, la regulaaén
ciertas situaciones en las que los beneficios g&amd@ compartan con los proveedores originales:

- El consentimiento previamente informado y las cootdies mutuamente acordadas se
deberan obtener y negociar con los propietariospamsables o representantes de los
materiales mantenidos en condiciorassitude acuerdo con el contrato modelo dispuesto
por la Oficina Técnica.

- Enlos casos en que sea posible determinar lageoce y el origen de los materiales que
van a ser accesados de una coleccion estable@d@mpente a la entrada en vigencia de
este decreto, los beneficios podran compartirséitancon los proveedores originales de
los mismos.

- Si se trata de un acceso a colecciones sistemasizagevas —de conformidad con el
articulo 8° de este Decreto Ejecutivo- 0 accesasaatccesiones nuevas en colecciones
establecidas previamente a la entrada en vigerecesie Decreto Ejecutivo, los beneficios
se compartirdn, de conformidad con lo establecidoek consentimiento previamente

6 Para conocer el texto completo del Decreto Ejeouti® 33697-MINAE, ver el Anexo 1 de este documento
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informado y en las condiciones mutuamente acordadasbién con los proveedores
originales de los mismos.

- Entre las condiciones mutuamente acordadas y eleatimiento previamente informado
negociados entre los propietarios, poseedores metiradores de la nueva coleccion y los
proveedores originales de los elementos y recugsméticos y bioquimicos de la
biodiversidad, la Oficina Técnica recomienda preyver acuerdo sobre posibles beneficios
que pudieran derivarse a partir de un acceso pmstarestos elementos y recursos
genéticos y bioquimicos por parte de un tercero.

Finalmente, se espera que en corto plazo la Ofitéwnica en asocio con la Mesa Indigena y la Mesa
Campesina, logre concluir el procedimiento paréitym, con la finalidad de determinar la naturalgza
alcances de los derechos intelectuales comunitsuiageneris.

Este Decreto Ejecutivo, deberd regular entre otmepectos relacionados con el consentimiento
previamente informado: quién sera la autoridad rdedel pueblo indigena, quién se encargard de
negociar el Consentimiento Previamente Informadoaddnteresado, cuando el acceso a los elementos y
recursos genéticos y bioquimicos se solicite raalientro de sus territorios o cuando los permitos
acceso solicitados involucren conocimientos, inotrees y practicas de las comunidades locales y
pueblos indigenas; cdmo se realizaran las objesianes accesos de recursos 0 conocimiento assgiado
por motivos culturales, espirituales, sociales otde indole, entre otros.

Lamentablemente, este proceso ha caminado lentejanto por factorescondmicos como por factores
sociales, sin embargo hasta la fecha, tanto la Neigena como la Mesa Campesina, han logrado a
través de varios talleres, redactar y validar lkimgros borradores, para la regulacion de la peatecde

los Derechos Intelectuales comunitaigos generis

Estos documentos serdn nuevamente revisados, oazuttif y consultados a los pueblos indigenas y
comunidades locales, por lo que la Oficina Técrjizato con la Mesa Indigena y la Mesa Campesina,
buscan mejorar la metodologia hasta ahora utilizzmtala finalidad de que se avance con mayordagili

en este proceso de consulta, por o que consecoemnte, mientras no se emita la regulacién espacific
se limita la potestad de la Oficina Técnica de gdaorpermisos de acceso de investigacion basica,
bioprospeccién o aprovechamiento econdémico, quelusyen estos conocimientos, innovaciones y
practicas de las comunidades locales y los puegbttigenas sobre el uso de los recursos genéticos y
bioquimicos de la biodiversidad.
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ENGLISH TRANSLATION

INFORMATION REGARDING MEASURES TAKEN TO SUPPORT COM PLIANCE WITH
PRIOR INFORMED CONSENT AND MUTUALLY AGREED TERMS FO R GRANTING
ACCESS FOR USE OF GENETIC RESOURCES OR ASSOCIATED RADITIONAL
KNOWLEDGE *

Here are some of the most relevant measures adbptée country to support the development of Prior
Informed Consent and mutually agreed terms, foes&do the genetic and biochemical components of
biodiversity:

Given the lack of national capacity, and scarcautirgt the international level, a model contfagts
included in Article 9, Paragraph 3 of Executive EBecNo. 31514-MINAE: General Standards for Access
to the Genetic and Biochemical Components of Biediity2 in order to create a guide for negotiations
between the Provider and Interested Party. The hmom@ract incorporates a series of recommended
elements or clauses.

The recommended clauses include: specifying thenpal destination of the genetic or biochemical
components or resources and their subsequent afistis; a formal commitment on the part of the
interested party to provide proof of origin of tipenetic resources and associated traditional krimelén

any subsequent publication, undertaking or useeezbiterms regarding the exchange of knowledge
associated with characteristics, qualities, uses;gulures and care of genetic and biochemical ressu

of biodiversity, and for how this knowledge will mimibute to the conservation of biological diveysit
agreed terms regarding any other condition thatpttaetice or outcome of the participatory process
involving local and indigenous communities, set pyrsuant to Biodiversity Law No. 7788should
indicate as necessary; an express statement gathef the interested party that measures foreptivtg

the knowledge, practices and innovations of indigesnand local communities, as established in the
national legal order regardirgyi generiscommunity intellectual rights, will be respectedjreed terms
regarding how technology transfer will take place low information arising from research,
bioprospecting or economic exploitation will berntsanitted to national counterparts indigenous anéllo
communities and the provider of the resource, ahdtw will consist of;, agreed terms on the equéab
sharing of environmental, economic, social, scfentir spiritual benefits, including possible conmaial
gain, in the short, medium and long term, of angdprct or derivative by-product of the acquired
material. The Technical Office shall oversee commde of these terms in accordance with the third

1 The following acronyms will be used in this docurhe

CBD: Convention on Biological Divessi
CONAGEBIO: Comision Nacional para la Gestién deBadiversidad (National Commission for the Managamef
Biodiversity)
MINAE: Ministerio del Ambiente y Energ{ilinistry of the Environment and Energy)
PIC: Prior Informed Consent
SINAC: Sistema Nacional de Areas de @orexion (Nacional System of Conservation Areas)

2 This Model Contract can be consulted on the Welepagw.conagebio.go.cr

3 The complete text of Executive Decree No. 31514-MENis available at: www.conagebio.go.cin both Spanish
and English.

4 The complete text of the Biodiversity Law is avhllat:www.conagebio.go.dn both Spanish and English.
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objective of the Convention on Biological Diversifyhe model contract also provides a rough estimfate
the timeframe for sharing of benefits.

Using this model contract as a basis, hew, incngisideveloped versions have been generated by both
the Technical Office of CONAGEBIO, as a means dfating its education and training policy, and the
National System of Conservation Areashis has led to an enriched model contract thatifipally
incorporates more detailed clauses on issues ssicfoaexample, intellectual property and material
transfer to third parties.

However, despite improvements in the wording of thmodel contract, a true culture of negotiation
between the parties involved in the process i$ Istilking. Often, the provider does not grant the
necessary importance to the possibility of beintg @b negotiate both monetary and non-monetary
benefits with the party interested in obtainingesscto the genetic or biochemical component.

That is why the Technical Office has held variaagning workshops over the last two years, aimetiet
various national providers. The Technical Offices srked in coordination with the National Systein o
Conservation Areas (SINAC), -which is in chargenasfnaging state-designated protected wild areas
located within Conservation Areas, acting as onthefproviders of genetic and biochemical resouofes
biodiversity — to prepare a timetable of Seminhet will take place this year, for the purpose réwging

that this instrument faithfully complies with théjectives for which it was created, and strengtheni
negotiation capacity.

Specifically, these seminars or workshops will bargd initially only toward those in charge of @sé,
lawyers and the directors of conservation areasnges state protected wild areas have becometlove
last few years, the places where the most accdbe genetic and biochemical elements and resoofces
biodiversity inin situconditions have taken place

Furthermore, these spaces for training and disocnssill enable the National System of Conservation
Areas (SINAC), to make progress with regard to peipg and approving the official procedure for
negotiating and signing Prior Informed Consent.yl'wél also facilitate, to a certain extent, issoarof

the National Policy for access to genetic and keogical components and resources in State Protected
Wild Areas.

Up until now, only SINAC has a proposed procedwe rfegotiating and formalizing Prior Informed
Consent, which was formulated in 2005. Howeverinitglementation has been neither uniform nor clear
in the country’s different Conservation Areas, whiltustrates in even greater detail the need toyaaut

the above-mentioned workshops.

However, despite the above-mentioned limitatiod® first economic benefits resulting from the
negotiation of Prior Informed Consent have alrebdgome apparent, at least at the level of the state
protected wild areas, again highlighting the faeit thational regulations have a practical applcati

According to the data contained in the First Reg@@04-2006 period), entitted: THE ECONOMIC
FRUITS OF RESEACH AND PREVIOUS INFORMED CONSENT @PICONTRACTS, carried out in
January 2007 by SINAC official Gustavo Induni Afarthe economic benefits obtained from Prior
Informed Consent negotiations with the National ddiersity Institute alone are approximately
¢18.000.000 million colones in total, which is edqient to $38,387 dollars. Specifically, as revdadg
this report, in the 2004 to 2006 period, (89.3%dhef economic resources obtained so far come ffi¥h 1
of the budgets for research projects entered intidBio and the partner organizations it works wiimd

5 The National System of Conservation Areas (SINAers eleven Conservation Areas, which belon&ttie
Protected Wild Areas. It is the state body thatiasphas
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the remaining 10.7% corresponds to 50% of the ti@gabbtained by INBio in bioprospectipgojects
that involve SINAC

This situation makes it possible to create an iticerfor other providers of genetic and biochemical
resources of biodiversity to develop their negairatcapacity and apply, in a coherent manner, the
principles established by the Convention on BiatafDiversity and developed in the national regatat

It is important to point out that, despite the fdwt Prior Informed Consent and mutually agreechse
are formalized in a private contract, in which & the independent will of the parties, thesereats
comply with national legislation in that they must approved by the Technical Office, taking into
account the principles and objectives of the Cotisanon Biological Diversity and Biodiversity Law
No. 7788, as well as the stipulations of Costa Rileyal order.

Some of the elements considered by CONAGEBIO’s Teeth Office when granting approval of Prior
Informed Consent include, for example: the precenatiy principle indicated in international
conventions, regional protocols and national lawgytarantee, among other things, the objectives of
conservation, sustainable use and fair and eqait@ibtribution of the benefits arising from accesshe
genetic and biochemical components or resourcest $afety and sovereignty; ecosystem conservation;
human health protection; the risk of extinctionspkcies, subspecies, races and varieties; redaked |

to endemicity, non-abundance or scarcity; reasmh®d to the vulnerability or fragility of ecosyste
structures or functions; protection of essentiatrents of the autonomy or cultural identity of gehous
and local communities; and genetic resources afjrggiic areas categorized as strategic.

In accordance with the previous paragraph, in tenethat the Technical Office should consider it
necessary, it may conduct various consultationsranguaest the parties involved in the negotiatiopradr
informed consent to provide any additional inforimatit deems necessary.

Both Prior Informed Consent and the Certificate Ofigin or Legal Provenance issued by
CONAGEBIO’s Technical Office have been regulatecipioneering manner through Biodiversity Law
No. 7788, Article 80, as essential prerequisites the interested party must submit to the Nati@esdd
Office or the National Intellectual Property Registupon requesting intellectual property protectior
innovations involving components of biodiversity.

With regard to the Certificate of Origin or LegakoRenance, Article 19 of Executive Decree
No. 31514-MINAE stipulates that this official docant must indicate whether the interested party has
complied with the established regulations goverrprigr informed consent and mutually agreed terms
for basic research, bioprospecting or economic abgtion, with the date and number of the
corresponding resolution, the place and date oéss;cthe owner of the biodiversity components or
resources; the material obtained, the quantity, thedperson and community or communities that have
contributed or will be contributing their relatedditional knowledge, innovations and practices.

In addition to what was established in above-meetib Article 19, Executive Decree No. 33697:
Regulation for Access to Genetic and Biochemicah@onents and Resources of Biodiversitfi Situ
Conditions? indicates that, when attempting to access the tigem@d biochemical components of
material maintained iex situconditionsin a situation where, for various reasons, therasted party
needs to export the material for use outside ofcthntry, it is necessary for that party to appy &
certificate of legal provenance that must accomptmg/ material at all times, to be issued by the
Technical Office according to the terms set ouExecutive Decree No. 31514-MINAE. In other words,
the certificate must indicate whether the interdgtarty has complied with the regulations establistor
prior informed consent and mutually agreed termsyall as all of the other information indicatedab.

6 For the complete text of Executive Decree No. F3BBNAE, see Annex 1 of this document
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As mentioned earlier, the requirement of prior infed consent and mutually agreed terms fulfils an
essential function within the procedure set uprengpermits of access to the genetic and biochamic
components and resources of biodiversity, whiclwhy Executive Decree No. 31514-MINAE includes,
among the causes deemed to be severe non-complsuizstantial violation of prior informed consent
and mutually agreed terms, which could be penalizesligh cancellation of the granted access permit:

Article 27. “If, through due process, the TechniGdfice should discover non-compliance
with the terms under which the permit was granteaid permit will be suspended
temporarily, and the interested party will be giwefixed time period in which to carry out
the corresponding corrective measures. In thetefesevere non-compliance, or failure to
undertake corrective measures within the specifiedod, the Technical Office shall
cancel the granted access permit.

Non-compliance is considered severe when it regulés substantial violation of the prior
informed consent and mutually agreed termssuwfgeneriscommunity rights, and of the
conservation of species and ecosystems, or whesughorting documents used as a basis
for granting the permit are found to be false.”

For its part, Executive Decree No. 33697: Regutetiy Access to Genetic and Biochemical Components
and Resources of Biodiversity Ex SituConditionshas managed to expressly stipulate, with regard to
the issue of fair and equitable sharing of bengtits regulation of certain situations in which éfés are
also shared with the original providers:

- Prior informed consent and mutually agreed termstrba obtained and negotiated with the
owners, custodians or representatives material taiagd in ex situ conditions, in
accordance with the model contract provided byTiehnical Office.

- In cases where is it possible to determine the@ramce and origin of the material to be
accessed from a collection set up before the éntoyeffect of this decree, the benefits
may also be shared with the original providersaid snaterial.

- If it is a question of access to new systemizetecbbns—in accordance with Article 8 of
this Executive Decree—or new assent to accessctiols established prior to the entry into
effect of this Executive Decree, the benefits v shared, in accordance with the
provisions of the prior informed consent and muyualgreed terms, and also with the
original providers of the material.

- The Technical Office recommends including, amonrg riutually agreed terms and prior
informed consent negotiated between the ownerglel®lor administrators of the new
collection and the original providers of the geoetind biochemical resources of
biodiversity, an agreement on possible benefitsdbald arise from ulterior access to these
genetic and biochemical components and resourcaghiyd party.

Finally, it is hoped that, in the short term, thecfinical Office, in association with the Indigenous
Peoples Board and the Small Farmers Board, witlide to conclude work on the participatory procedur
aimed at determining the nature and scopubfenericommunity intellectual rights

This Executive Decree should regulate, among o#sgects linked to prior informed consent: the
authority within the indigenous people who will imecharge of negotiating Prior Informed Consenthwit
the interested party when there is a request feesz within indigenous territories to genetic and
biochemical components and resources, or whendtjeested access permits involve the knowledge,
innovations and practices of indigenous and locahraunities; the procedure for objecting to access t
resources or related knowledge for cultural, gaititsocial and other reasons, among others.
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Unfortunately, this process has progressed slowilyng to economic and social factors. However,a0 f
both the Indigenous Peoples Board and the Smalinéiar Board have managed, trough various
workshops, to write and validate the first draftsegulations for the protection efii generiscommunity
intellectual rights.

These documents will be revised again, amendedsaloichitted to consultations with the indigenous and
local communities. The Technical Office, with thadigenous Peoples Board and the Small Farmers
Board, is therefore seeking to improve the methaglpused so far, in order to speed up the conguitat
process. Until the specific regulations are isstieel Technical Office’s powers are limited whenames

to granting access permits for basic research, rbépmecting or economic exploitation that involve th
knowledge, innovations and practices of local amdigenous communities in relation to the use of
genetic and biochemical resources of biodiversity.
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CZECH REPUBLIC

We have reported in many notifications in 2004,588 well as in the third national report aboutshi
issue. A lot of information can be found there.

As a part of the UNEP/GEF Project “Development loé National Biosafety Framework” the model
MTA for the agricultural and garden crops a farnmaais were developed.

These model Agreements were elaborated in 2005creébthe FAO international standard agreements
were developed (SMTA, July 2006). Therefore theSeAMvill have to be further elaborated and linked

with these FAO agreements. The model MTA was agaal for Agricultural and Garden Crops, Farm

Animals, Forest Trees, Botanic Gardens, Zoolog&aldens, Fungi. They can be found in the Annex to
this Report. This Annex is also annex to this maifon.

No access to farmnimal genetic resourcesmaintained in ex-situ collections (gene banks) hasn
asked so far, live animals are subject to freeetragieements. For administration genetic matendah f
gene banks see also the Notification No. 45 andque notification fro last and previous year.

As to plant genetic resourcesall access to the collected ex situ genetic ressuare operated under
special Material Transfer Agreements (FAO) — freescientific and educational purposes, followihg t
ABS CBD main ideas respecting the relevant laws @aons of original sources. Still there were not
staked the claims for benefit sharing. Exchanggeufetic resources among gene banks goes on without
any problem.

Genetic resources of micro-organisms for food andggiculture follows up standard systems of access
and benefit sharing keeping without any problemenmational agreements on dealing with
microorganisms.

For plant genetic resources, prior informed conserd mutually agreed terms on which access was
granted are specified in the national version ofdvlal Transfer Agreement. The access is based®n t
provisions of IT/PGRFA laying down that only theesfiied PGRFA (Annex 1 of IT) are internationally
available under terms of the IT/PGRFA, and exclelgiyor utilization in research, breeding or ediaat
This means that, in the framework of IT, the sampEPGR are not provided for direct commercial, use
as far as the PGR transfer actualizes on mutughgeal terms. Provision of PGR is sometimes resttict
by technical circumstances as e.g. limited stodkefpropagation material from some genetic resounrc
collection. Such restrictions are gradually remolbgdegeneration and replenishment of seed samples
the gene bank, as well as by conservation of afaatory quantity of vegetative propagated plantthe
field gene banks dn vitro collections.

Please find an example of the model MTA (for arsnamd plants genetic resources) in the Czech
Republic on following pages and in the Antiexfinal project report:

Assessment of Capacity-building Needs: Access netiéeResources and Benefit-sharing, Conservation
and Sustainable Use of biodiversity Important fgriéulture, Forestry and Research — Czech Republic
(Roudna M., Ed., Ministry of the Environment, PragR006)

Report of the UNEP/GEF Project — BEA

Material Transfer Agreement on Plant Genetic Resoures for Food and Agriculture

(Recommended MTA model fostitutions participating in the “National Programe on Plant Genetic
Resources and Agro-biodiversity Conservation antizdtion” of the Czech Republic and providing
plant genetic resources for usgrs
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Name of the legal subject providing the genetioueses, its address, contact (hereinafter “provifler

Conserves plant genetic resources (PGR) in accoedaith the Act No. 148/2003 and authorization of
the Ministry of Agriculture of the Czech Republiearticipant of the National Programme on Plant
Genetic Resources and Agro-biodiversity Consermagiod Utilization is obliged to provide samples of
PGR for purposes of breeding, research and edadatidomestic and foreign users. Samples of PGR are
provided under conditions of this agreement, ifisight stock exists and if sampling will not enden or
damage the genetic resource. Parameters of thédpdogamples of PGR and extent of services are
regulated by the Decree No. 458/2003. In case r@igo users (legal or natural persons) the obbgati
mentioned above is applied only to subjects anil tequirements for providing the samples covergd b
the International Treaty on Plant Genetic ResouimeBood and Agriculture.

Aim of this agreement is to contribute to consaorabdf plant genetic resources, to ensure accesese
resources and their sustainable use respectinbgdagfit sharing.

Availability of samples of plant genetic resourdes food and agriculture kept by the provider is

guaranteed for the following categories of material

Category 1)

Samples of plant genetic resources for food anec@gire listed in the Annex | of the International

Treaty on Plant Genetic Resources for Food andcAljuire.

Category 2)

Samples of plant genetic resources for food andtaltire not listed in the Annex | of the Interraatal

Treaty on Plant Genetic Resources for Food andcAlure and that were:
either developed (produced, obtained as a propéartye institution that presently maintains
these genetic resources or which were obtainedhisyinstitution before the Convention on
Biological Diversity entry into force and to whiaio legal protection is applied and/or their
availability is not limited in other way (by an &ot or owner of the given genetic resource — e.g.
requirement of reciprocity etc.),
or obtained after the Convention on Biological Dsigy entry into force, however on the basis
of an agreement which enables to provide such genetources for agricultural (biological)
research, breeding and education without any o#isins.

Availability of PGR samples mentioned in the catégm 1) and 2) is guaranteed in accordance with

provisions of the International Treaty, namelyaticles 12.3 and 13.2d.

Plant genetic resources not included in the categdr) or 2) or to which legal protection is apglie
and/or their availability is limited in other way lan author, provider or owner of such genetic uess,

are not subject of this agreement. Nevertheless; ttan be made available on the basis of mutual
providing of the same or similar advantages anolhathe basis of a special agreement.

At recognition and respect for his given liabiltjgesponsibilities and rights, the provider enslalecess
to plant genetic resources in his collections anithé gene bank under the following conditions:

ReC|p|ent of plant genetic resources sample(s)eagnerewith that:

He will enable access to samples of genetic ressuexclusively for their conservation and
utilisation in research, breeding and educatiorhviite aim to ensure food production and
agriculture.

He will not apply on provided plant genetic res@s@any form of intellectual property rights or
other rights that could restrict an easy availgbibf plant genetic resources for food and
agriculture or their genetic segments or compondindés he obtained on the basis of this
agreement.
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He will ensure that all further (third) persons amdinstitutions, to that the recipient makes
available the respective genetic resources, wiirgntee for provided genetic resources and/or
materials that were directly and essentially detifrem them, that this further (third) person will
be bound by the same provisions as in this agreeamh will guarantee to transfer the same
obligation to possible subsequent recipients.

If the obtained samples of genetic resources dr gegments or components will be further
evaluated and characterised by the recipient apdiata on their properties will be obtained, the
recipient undertakes to provide the data to theptaprovider. Upon request of the recipient the
provided data can be made publicly available oftlsra three year's period from their transfer.

If the results of the use of provided samples ofRP@ their segments or components are
published, the recipient (user) undertakes to neisegand quote provider of used genetic
resources in the publication and send a copy df publication to the provider.

In case, that the result of use of provided PGRpéesnin research or breeding is a material
(e.g. cultivar) on which legal protection is apgliehe recipient of PGR samples undertakes to
inform the provider and send him copies of documennstituting such legal protection.
Recipient of PGR samples is fully responsible, tratsfer of samples will comply with national
regulations concerning quarantine and biosafetyyels as import and release of plant genetic
resources for cultivation in recipient country.

Phytosanitary state of provided PGR sample(s) @srapueed only in such a case and extent as
specified in Phytosanitary Certificate and only whiés copy is enclosed. Provider accepts no
liability for safety or correctness of name, nor &curacy and correctness of any passport or other
data provided along with a PGR sample(s). He atsxs chot guarantee quality, viability and purity
(genetic and/or mechanical) of provided PGR samples

In case of disputes within the frame of the agraema party of the agreement can require
arbitration, at national level or at the InternaibChambre of Commerce, Paris, France.

The samples of plant genetic resources listed Wedie provided only after recipient acceptance of
the agreement conditions. This agreement enteosfimte immediately after recipient accepts the
PGR samples listed bellow.

If the conditions mentioned above are not met lyrétipient, provider may refuse future services to
this recipient.

List of provided samples of genetic resources #éisecof lack of space, please use an annex)

The provider asks the requesting party to fill i &ign this agreement by a statutory represestativ
and return it to provider.

Name of the recipient of the sample(s) of plantegierresources:
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On behalf of recipient:

First name, surname, title Position
Date and place: ..........ccccoviiiiiiiinins

On behalf of provider:

First name, surname, title Position

Farm Animals
ANNEX

l. MATERIAL TRANSFER AGREEMENT (GENEBANK TO ATHIRD PERSON)
(i) Preamble

This is a legally binding document governing coiadis for the transfer of genetic material, heredigraf
referred to as the “material,” and any informaticglating thereto, hereinafter referred to as the
“information,” from the National Genebank to thequesting party. The material received under this
Material Transfer Agreement (MTA) was collectediwihe Prior Informed Consent (PIC) and will be
used in éona fideand sustainable way, in full respect of the pples laid down in the Convention on
Biological Diversity (CBD).

A. Parties to this Agreement
The provider National Genebank....... (Address)...., hereinafteemefd to as the “provider”

The requesting parthereinafter referred to as the “recipient.”

Name of recipient

Address

Identification Number

End User

B. Material (to be filled by the provider)

Amount and nature of the material provided (semen, embryo, tissue type, DNA etc., and forfn —
lyophilized, deep frozen etc.,)

Minimum identification data (species, breed, sex of the donor animal, acaessio
number of the gene bank, )

Description(origin, place and date of acquisition from in situconditions,)

PIC (copy of, or a reference tp
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C. Objectives of Use of Genetic Resources Providéthder this Agreement

The material and related information is intendedly dor use in non-profit research, development,
testing and/or evaluation, control, reference aahing purposes.

The recipient will use the material for .....................oieees. (specified by the recipient)

On completion of these activities any remainingrgiti@s of the material and all the eventual dagga
will be treated as follows:.............cooo i, (specified khe provider)

D. Conditions of Transfer of the Material

The material and information are provided on tHe¥ang conditions:

1) The recipient agrees neither to claim ownershipr tive material nor to seek intellectual property
rights over them or information passed along.

2)  The recipient will not sell, distribute or other@imade available the material and/or information to
any other party for any purpose or use this mdtemal/or information in any way for the
commercial purposes.

3) The recipient will use the material and the infotiora exclusively for the purpose described under
Section C above.

4)  The recipient will ensure that the material willadittimes be used and handled in compliance with
all relevant laws, rules and regulations applicabled for the purposes of testing will follow the
protocols of standard test and reference procedure.

5) The recipient agrees to furnish relevant perforreatatta arising from the evaluation of the material
to the provider. Upon request of provider or remipithese data will only be made publicly
available after an embargo period of...... years.

6) Any other information and/or research results o@di using the material, will be considered
proprietary to the recipient. Prior to publicatiof such results, the recipient will provide the
provider with a copy of such intended publicatiofill such intended publications will contain an
acknowledgement of the provider.

7) The recipient is free to file patent application{iming inventions made by the recipient through
the use of the material but agrees to inform thavider prior to applying for any intellectual
property rights related to the use of any receinederial and notify the provider upon filing a
patent application claiming method(s) of manufaetr use(s) of the material.

8) The material is provided at no cost, the recipieiit — will not* undertake to reimburse the
provider for costs associated with distributiorttad material to the recipient.

9) Except to the extent prohibited by law, the reapiassumes all liability for damages, which may
arise from its use, storage or disposal of the rizdtd he provider will not be liable to the reapit
for any loss, claim, damage, illness, or injurypgrson or property whatever the cause may be
arising out of or pertaining to recipient’s usetlod materials, except to the extent permitted lay la
when caused by the gross negligence or willful osluct of the provider.

10) Any dispute relating to the interpretation of apation of this Agreement will, unless amicably
settled, be subject to conciliation. In the eveintadure of the latter, the dispute will be settlby
arbitration conducted in accordance with the maiealito be agreed upon by the parties or, in the
absence of agreement, with the rules of arbitratibthe Economic Chamber. The parties will
accept the arbitral award as final.

11) This agreement shall only be capable of changeriitew amendment executed by duly authorized
officers of the parties.
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12) The relevant signatories must sign each of thregesmf this Agreement, one of which retained by
the National Coordinating Center for Farm Animah@tic Resources, one retained by the recipient
and one by the provider.

8) * not accordant text be crossed out

Approval by the NCC:
| hereby warrant that |, as an Authorized Offi@athe NCC hereby certify my approval of the tramsif
the material to the recipient.

Name of Authorized Official (NC):

Signature of Authorized Official Date

Provider (the gene bank from whom the material béllreleased)

Name:

Address:

Signature of Authorized Official of the gene bank Date

| hereby certify that as the Responsible Administea Authority of the recipient, | have read and
understood the conditions outlined in this Agreetvaard | agree to abide by them in the receipt as& u
of the materiall hereby warrant that | have the full authorityexecute this Agreement and to thereby
bind the recipient.

Name of Authorized Official:

Signature of Authorized Official Date

Il. REPRODUCTION MATERIAL TRANSFER AGREEMENT (GENEB ANK TO A THIRD
PERSON)

(i) Preamble

This is a legally binding document governing coiotis for the use of genetic material, hereinafter
referred to as the “material” distributed from tHational Genebank to the Requesting Party, Thenmahte
received under this Agreement was collected wit@ Bhd will be used in hona fideand sustainable
way, in full respect of the principles laid downtire Convention on Biological Diversity (CBD).

A. Parties to this Agreement

The provider Genebank.......... (Address)...., hereinafter referredstthe “provider*
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The requesting parthereinafter referred to as the “recipient.”
Name of Recipient
Address
Identification Number
B. Material Information (to be filled by the gene bank)

Nature and amount of the material provided(semen dose, embryo)

Minimum identification data (species, breed/line, accession number of the bank,
identification of the provider)

Description(origin, place and date of acquisition from in situconditions)

PIC (copy of, or a reference tp

C. Objectives of Use of Genetic Resource Providedhder this Agreement

The distribution of the material is carried out @cling to the breed reconstruction regulationshef t
National Program on Farm Animal Genetic Resourgegerence number....... , dated ....... ) hereinafter
referred to as the “National program”.

D. Conditions of Transfer of the Material

The material is provided on the following conditson

1.

The recipient will use the material exclusively the purpose described under Section C above and
will not produce any offspring for other purposeagwut the permission from the provider.

The recipient will not sell, distribute or other@imade available the material to any other parnty fo
any purpose or use this material and/or informaiticeny way for the commercial purposes.

Any remaining quantities of the material that wast nsed for any reason for the objective
indicated under Section C above will be returneth&provider.

The recipient will ensure that the material willadittimes be used and handled in compliance with
all relevant laws, rules and regulations applicable

Except to the extent prohibited by law, the recipiassumes all liability for damages, which may
arise from its use, storage or disposal of the riztd he provider will not be liable to the reapit

for any loss, claim, damage, illness, or injuryp@rson or property whatever the cause may be
arising out of or pertaining to recipient’'s usetlod materials, except to the extent permitted lay la
when caused by the gross negligence or willful prisleict of the provider.

Progeny born with the use of the material becoma®perty of recipient. The recipient agrees that
the progeny will be handled according to the Br&mtonstruction Project (Annex No.l1 to the
Agreement).

The recipient agrees to collaborate in the consiervgorogram by future provision of genetic
material of similar type and amount originated frdhe progeny born according to Breed
Reconstruction Project (Annex No.1 to the Agreemaearid by provision of scientific information
relevant to conservation and sustainable utiliza¢ibthe genetic material provided.
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8.

10.

11.

12.

Information provided by the recipient to the praidinder, or in connection with, this Material
Transfer Agreement, which could be considered adetisecrets of the recipient, would be treated
by the provider as confidential and proprietarythie recipient for a period of ...... (5) years after
the disclosure of such information to the provider.

The material is provided at no cost, the recipigitit— will not* undertake to reimburse the gene
bank for costs associated with distribution of thegerial to the recipient.

Any dispute relating to the interpretation of apation of this Agreement will, unless amicably
settled, be subject to conciliation. In the evenfadure of the latter, the dispute will be settlby
arbitration conducted in accordance with the maiealito be agreed upon by the parties or, in the
absence of agreement, with the rules of arbitratibthe Economic Chamber. The parties will
accept the arbitral award as final.

This agreement sets forth the entire understandétgieen the parties and supersedes any prior
agreements, written or verbal. It shall only beadde of change by written amendment executed by
duly authorized officers of the parties.

The relevant signatories must sign each of thrggdesoof this Letter of agreement, one of which
retained by the National Coordinating Center fomr&nimal Genetic Resources, one retained by
the recipient and one by the gene bank from whamthterial will be obtained.

9) * not accordant text be crossed out
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Approval by the NCC:
| hereby warrant that I, as an Authorized Offi@athe NCC hereby certify my approval of the tramsdf
the material to the recipient.

Name of Authorized Official (NC):

Signature of Authorized Official Date

Provider (the gene bank from whom the material bellreleased)

Name:

Address:

Signature of Authorized Official of the gene bank Date

| hereby certify that as the Responsible Administea Authority of the recipient, | have read and
understood the conditions outlined in this Agreetvaard | agree to abide by them in the receipt as& u
of the materiall hereby warrant that | have the full authorityeecute this Agreement and to thereby

bind the recipient.

Name of Authorized Official:

Signature of Authorized Official Date
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Il. MATERIAL ACQUISITION AGREEMENT (PIC — DONOR TO A GENEBANK)
(iif) Preamble
THIS IS A DOCUMENT, WHICH EXPRESSES A PRIOR INFORMECONSENT OF THE DONOR
WITH THE PROVISION OF GENETIC MATERIAL TO THE NATIAL GENEBANK AND
GOVERNING CONDITIONS FOR THE FURTHER USE OF THIS BETIC MATERIAL,
HEREINAFTER REFERRED TO AS THE “MATERIAL".
A. Parties to this Agreement

The  supplier.....ccooooiiiiiii (Adress)....cooveii e :
hereinafter referred to as the “donor*

Name of donor

Address

Participant Number of the National Program

The recipient party: Genebank (AdAreSS) ...c.oiiiiiiiiriie i e e e e
hereinafter referred to as the “recipient”

Name of the Genebank

Address

Corporation Identification Number

B. Material Information

Nature and amount of the material provided(semen dose, embryo)

Minimum identification data (species, breed/line, identification of the dosor
animal(s), date of acquisition from in situ conalii$) — in an attached list

The donor grants material and related informatwthe recipient under the terms and conditionshisf t
agreement. The material being provided is idemtifie the attached list, which forms part of this
agreement. The donor asks that the recipient agrdbe following before the recipient receives the
material:

1) The above material is the property of the donoriandade available as a service to the research
community. Donor warrants that it is legally freepgrovide the material.

2) The recipient will hold the material in trust is jene bank, periodically check it, and provideglon
term conservation in compliance with all applicatigtutes and regulations.

3) After placing into the gene bank, this materialdmes a sample without market value.

4) The material will be used for not-for-profit resedareducation or for the breed reconstruction under
the terms of the National Program on Farm Animah&ie Resources, (reference number....... ,
dated ....... ) hereinafter referred to as the “NatidPraigram”, only.

5) To the extent supplies are available; the providgees to make the material for purposes mentioned
in the paragraph 3) under a separate Material TerAgreement having terms consistent with the
terms of this Agreement, and refer any transfehefmaterial to the donor.
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6) Unless prohibited by law, recipient assumes dliility for claims for damages against it by third
parties, which may arise from the use, storagespodal of the material except that, to the extent
permitted by law, the donor shall be liable to teeipient when the damage is caused by the gross
negligence or willful misconduct of the donor.

7) The material is provided at no cost - with a traitkal fee* solely to reimburse the donor for its
preparation and distribution costs.
(If a fee is requested, the amount kellindicated here: [............ insert fee].

7) * not accordant text be crossed out

The recipient must sign both copies of this Agreeinaad return one signed copy to the donor. The@don
will then supply the material.

Recipient information and authorized signature

R CI D BN, o e

Name of AUthorized OffiCial: .......c.vvii i e e e e
Title of Authorized OffiCial: ... ....oovir i e e e

Signature of Authorized Official: ...........coooiiii e
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EUROPEAN COMMUNITY AND ITS MEMBER STATES

Before the third and fourth meetings of the Ad-Hwen-Ended Working Group on Access and Benefit-
sharing, the EU already submitted ample informatioomeasures taken by the European Community and
its Member States to support compliance with pinéormed consent of the contracting party providing
genetic resources and of ABS requirements estaolisrough mutually agreed terms. In addition, the
EU would like to provide the following observations

Further activities to raise awareness about Accesmnd Benefit-sharing

The EU concurs with the preliminary assessmenbituthent UNEP/CBD/WG-ABS/4/3 that highlights
the lack of awareness among ABS stakeholders asobribe major impediments to the effective
implementation of access and benefit-sharing fraomksv

In response, the European Community and EU Memb&tes have continued their efforts to raise
awareness of ABS issues, particularly amongst usérgenetic resources in the EU. Some of the
measures and steps that the EU has not previogystyted on are briefly described in Annex 2 and 3 t
this submission, as well as in the EU's submisiiamotification 2006-044 on experiences with thenxBo
Guidelines.

Discussion on further international measures to emfrce PIC and MAT in a trans-national context

CBD parties are currently discussing in the Ad-Kyen-Ended Working Group on Access and Benefit-
sharing whether there is a need for additionallleggasures to ensure that users of genetic resource
comply with access and benefit-sharing requiremaattsss different jurisdictions.

In this context, the EU would first like to reitégats proposal regarding the disclosure of orwisource
of genetic resources and associated traditionallaudge in patent applications to the World Inteiledt
Property Organization as contained in document WBRI KF/IC/8/11. The EU considers this proposal
as an element to support compliance with accessamnefit-sharing requirements.

The EU is willing to engage in a substantive disous on further measures to support compliance with
PIC and MAT, not excluding legally binding ones.ig bould include work on an international definitio

of misappropriation and a related internationaigailon to prohibit the use of misappropriated diene
resourcesHowever, a precondition for a discussion on sucthér measures is that, at the same time,
efforts are undertaken to ensure that nationalsscoegimes fully conform to the CBD and the Bonn
Guidelines and do not discriminate against foreigers of genetic resources. This will require the
establishment of international minimum requiremeantsational access law and practice which serve as
reference point for enforcement measures in usantdes.

Select overview of recent measures taken by the Eapean Community and its Member States to
raise awareness amongst users of Genetic ResouroesAccess and Benefit-sharing and the Bonn
Guidelines

Public research fundersin Germany and France are undertaking work to request acceptance of
guidance on access and benefit-sharing formulatédnwhe CBD.
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Further Member States have establishational web-portals dedicated to Access and Benefit-sharing
issues, particularly with a view to enhancing thdity of users of genetic resources to obtain iperit
information on ABS quickly and at low cdst.

Further Member States suchBelgium? or France have undertaken extensigensultationswith users
of genetic resource$o enhance awareness of Access and Benefit-shasungs.

In November 2005Germany held aninternational user workshop bringing together representatives
from the research community, ex-situ collectiond &otanical gardens. At this meeting, different ABS
compliance measures and activities adopted by lmatagardens and academic research institutions wer
presented. This meeting also demonstrated the toemmhsider existing instruments when designing new
ABS policies.

In November 2006, a Nordic workshop was held farsdrom theNordic Countries. The workshop
concluded that further information as well as tlevedlopment of tools to facilitate compliance with
access rules is needed. A Nordic project to follgpron these conclusions will be considered in 2007.

Furthermore expert meetingsorganised by th&€ommission and Member Statesinvolving users of
genetic resources in the EU have become a regedture of EU preparations prior to CBD meetings on
Access and Benefit-sharing.

In part, as a consequence of the above-mentionéditias, users of genetic resources, like the
pharmaceutical industry, the biotechnology sectioe, botanical gardens and ex-situ collections have
already developed or are in the process of devedoand implementingodes of conducthat establish
best practices on access and benefit-sharing éarrdéspective areas of activity.

Belgian User Survey

In 2006, the Belgian DG Environment of the Fedé&ablic Service Health, Food Chain Security and
Environment has funded a survey on the extent ofikedge and use of the CBD provision on access and
benefit-sharing (and in particular the Bonn Guided) by Belgian users of genetic resources.

The study, realised by Research Unit on Biodiversitthe Centre for Philosophy of Law of the Catbol
University of Louvain (specialised in ABS issuestgrted in January 2006 and ended in June of the sa
year. The full title of this notice of tenderddvarché relatif & I'analyse du degré de connaissanrt de
prise en compte par les acteurs belges des dispasitle la Convention sur la Diversité Biologique e
matiere d’accés aux ressources génétiques et dagmjuste et équitable des avantages résultateute
utilisation. »

The objective of the study was to consolidate tleéggBan ABS national and international policy, and t
know the exact situation regarding ABS provision genetic resources users in Belgium. This aimed at
identifying specific measures that need to be takerder to improve stakeholders involvement. fiig t
end, information’s on the subject were gatherethfaedl Belgian potential actors involved in the eanbe

of genetic resources.

Within the scope of this study only those biolojicasources, whoserigin is not the Belgian
Kingdom, were studied. They include resources which wakert from their natural habitat (in-situ) or

1 Netherlands; Germany: http://www.abs.biodiv-chm.de United Kingdom:
http://www.defra.gov.uk/science/geneticresources

2 See Annex 3.
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from ex-situ collections and on-farm cultivationtside the natural habitat. It does not include huma
material.

In depth surveys were realised within a sampled8frandom selected organisations. 57 answers were
received, with a relatively homogeneous rate ofvans throughout the 7 different sectors
(Biotechnology, Research, Health, Biological Coht@ollections, Agriculture and Processing
Industries), with a under representation of thedmbnology sector and an over representation of the
research and collections sectors.

Following issues were treated:

- the degree of awareness of the CBD by Belgiamsuse

- the degree of implementation of the CBD and tbarBguidelines ABS provisions ;

- the existing institutional models and practicesdiin exchanging material.

A meeting of an ad hoc expert group of academiak wser representatives (social sciences experts’
representatives, conservators/distributors’ repriadiges, users’ representatives, and directorsaatbnal
ABS surveys in other countries) was organised enftamework of the study (in June 2006) to discuss
the interpretation of the results, the possiblécgalecommendations and cross-country comparisdheof
draft report for the Belgian ABS survey.

The main results of the study indicate that the G8vell known in the collections and research aesct
and that the implementation seems more spreaauisition of PIC than for benefit sharing.

The study also proposes recommendationgl@cumenting the flow of resources and open access
policies in user countriesrelated to the exchange of resources.
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NORWAY

Norway refers to an earlier submission on the tojpied October 26, 2005.

Draft Act on the protection of the natural environment, landscape and biological diversity,
including draft regulation on access to and benefisharing of genetic resourses

As stated in this submission, an expert commitgmented by Royal Decree presented a draft Achen t

protection of the natural environment, landscape l#inlogical diversity in December 2004. A summary
of the draft, concerning access to and benefitishaof genetic resources, was presented in oureearl

submission.

The committee’s draft Act has now been subjectbocad public hearing, and the government is now in
the process of preparing a proposal of law to lesgmted to Parliament.

Draft Act on the management of living marine resouces

June 9, 2005 an expert committee appointed by Hogatee presented a draft Act on the management of
living marine resources.

The committee’s Draft Act proposes to regulate wilization of wild marine resources and genetic
material. It will apply to Norwegian internal waseterritorial sea and EEZ.

The proposal includes a chapter on marine biopatsmgeand utilization of genetic resources. Theingr
bioprospecting will require a permitrom the Norwegian Fisheries Directorate. Genatdés of
precaution will apply, and more detailed rules Wil established later.

According to the proposal, a permit can be giventlm condition that parts of the benefits from the
utilization of marine genetic resources shall beegito the Norwegian government and that resutis fr
the bioprospecting can only be used after consent the government.

The committee’s Draft Act has been on a public ingarand the government is now in the process of
preparing a proposal of law to be presented tadraent.

The Norwegian Patents Act

Norway would once again like to refer to the earfiebmission on the topic, dated October 26, 2005.
2003 (entered into force February 2004) the Noraedtatents Act was amended to address disclosure of
origin.

A new para. 8 b) states that the patent applicatal include information on the country from wihithe
inventor collected or received the biological mialefthe providing country). If it follows from nainal

law in the providing country that access to biotadimaterial shall be subject to prior consent, the
application shall inform on whether such consestlheen obtained.

If the providing country is not the same as thentguof origin of the biological material, the ajmation
shall also inform on the country of origin. The nby of origin means the country from which the
material was collected from in-situ sources. lfollows from national law in the country of origthat
access to biological material shall be subjectriorpconsent, the application shall inform on wiegth

/...
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such consent has been obtained. If informationtdedh under this subsection is not known, the
applicant shall state this in the application.

Infringement of the duty to provide informationsigbject to penalty in accordance with the Genendl C
Penal Code § 166. The duty to provide informatisrnwithout prejudice to the processing of patent
applications or the validity of granted patents.
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SWITZERLAND

Our response to that notification will be limited to some considerations of the feasibility to support
compliance with prior informed consent.

In the current negotiation — notablyin the coming Ad-Hoc Open-Ended Working Group orcéss and
Benefit-sharing - we will discuss the needs foritaldal legal measures to ensure that users oftigene
resources comply with access and benefit-sharigpgirements across different jurisdictions.

In this context, we would like to recall our proposi regarding the disclosure of the source of geneti
resources in patent applications to the World Intdectual Property Organization (WIPO) which was
reported already at several occasions within theé of the CBD:

This proposal is described in the following wekle séiddresshttp://www.ige.ch/E/jurinfo/j105.shtm#6
with further observations and explanations regardire declaration of the source.

Switzerland considers this proposal as an eleneestipport compliance with access and benefit-sgarin
requirements.
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THAILAND

Thailand’s information, regarding measures takersupport compliance with prior informed
consent and mutually agreed terms on which accessgranted, where there is utilization of genetic
resources or associated traditional knowledge atteeged and regulated under government agencis suc
as the Department of Agriculture, Ministry of Agilture and cooperatives the major Act that is pertt
to the measures is the Plant Protection Act 199&twhtipulates the protection of both specific and
general native plant and forest species. Departrobitgriculture has set up a ministerial regulation
concerning access to and utilization of such sgecidhe money earned is deposited to the plant
protection fund, which is intended to help and suppctivities related to the conservation, reseand
development of plant species. It is also sharet witmmunities that conserve such plant species. The
Department is developing guidelines, methods andditions concerning applying for permits,
collecting/gathering general native or forest plgmecies, and the agreement concerning benefitaghar
Also, the Department is formulating guidelines amethods for community registration and registration
of special native flora, including establishingioal mechanism for exchanging data in order tcaanh
sustainable conservation and use of genetic ressdoc food and agriculture under a project offbed
and Agriculture Organization (FAO) of the Unitedtidas.

As for the overall regulation on accessing andisbahe benefits of utilizing genetic resources,
The Office of Natural Resources and Environmentdicl and Planning (ONEP) studied and evaluated
relevant factors in 2004-2005 by looking into thegent situation in Thailand and comparing it with
relevant international agreements involving regaiet and legislations in other countries. The lagjisn
and mechanism for administration of biological ises by government agencies were also taking into
account. The Office requested for comments fromedspand involved persons and consequently
formulated a Draft Regulation of the Committee oon€kervation and Use of Biological Resources;
concerning guidelines and share benefits from biold resources regulation. The objective is touget
standard guidelines and methods to access biologisaurces and sharing of benefits from utilizing
genetic resources to gather relevant recommendattbe draft concerned agencies, such as National
Park, Wildlife and Plant Conservation DepartmentOfP), Royal Forest Department (RFD),
Department of Fisheries (DOF), Department of Ligekt Development (DLD), Department of
Agriculture (DOA) and universities, including theiyate sector. The draft will support the creatmn
awareness among all agencies and will create raigatimechanisms for benefit-sharing from research
on biological resource. In the past, the benefigsenintended for a few persons and research itesitu
only not for the entire nation.

For standard guidelines and methods to accessdial resources; the National Committee on
Conservation and Sustainable Use of Biodiversibhdan the chairmanship of the Natural Resources and
Environment Minister is the committee responsiblesupervising guideline and methods..
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Il. SUBMISSIONS FROM RELEVANT ORGANIZATIONS
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International Federation of Pharmaceutical Manufacurers & Associations (IFPMA)

Members of the International Federation of Pharm@ca Manufacturers and Associations
(IFPMA) welcome the decision from the eighth Coefeze of the Parties requesting information
regarding business best practices. As stated wisda VIII/17, paragraph 3, the Secretariat is
requested to “compile information on the busineasecfor biodiversity and good biodiversity
practice, and to make this information availabletigh the clearing-house mechanism.” Paragraph 5
of the Decision further invites business to “depetémd promote the business case for biodiversity, t
develop and promote the wider use of good pragigdelines, benchmarks, certification schemes
and reporting guidelines and standards....”

The IFPMA is pleased to submit, with this letteuy Guidelines for IFPMA Members on Access to
Genetic Resources and Equitable Sharing of Bengfitsng out of their Utilization issued 7 April
2006. These Guidelines represent our industry’sneitment to compliance with existing legislation
relating to access of genetic resources with fuirgnformed consent, as well as fair and equéabl
benefit-sharing. Note, however, that the Guidaliaéso call on Parties to enable our industry to
comply through implementation of national laws aoess and benefit sharing.

These guidelines reflect our Council’'s decisiont #d@MA is firmly against the taking of genetic
resources without proper authorization. The guigsialso reaffirm IFPMA members’ support of all
three objectives of the CBD, as well as our fuly@gement and participation in discussions relating
to the development of an international regime oness and Benefit Sharing.

We appreciate the Secretariat's efforts to compifermation on industry best practices and to
ensure greater participation of industry stakehslde all CBD negotiations. We look forward to
working with you and the CBD Secretariat to achievastructive progress in the CBD negotiations
concerning access and use of genetic resources.

Guidelines for IFPMA Members on Access to Genetic Resourcesid Equitable Sharing of Benefits
Arising out of their Utilization Issued 7 April 2006.

[. INTRODUCTION
IFPMA members:

Supportingthe objectives of the Convention on Biological Dsity (CBD) and recognizing the national
sovereignty of States over biological resources,

Supporting and wishingo participate in the development of a regime orcess and Benefit Sharing
(ABS), which would facilitate the sustainable udegenetic resources (GR) and, once clearly defined,
associated traditional knowledge (TK) and reguthterights and responsibilities of users and prengd

of such resources in a transparent way, takinganotmunt related discussions and outcomes fronr othe
relevant international fora,

Aware of the important role the research-based pharmaedumdustry has to play as a stakeholder in
informing policy decision-making related to thissug through its unique expertise and practical
experience in managing the complex nature of thdicakinnovation process,

1 The Guidelines list certain “best practices” whishould be followed by companies which will engagethe
acquisition and use of genetic resources.
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Willing to participate in appropriate technical assistaimcegpordination with the CBD
Secretariat and CBD parties/observers or otherompiate organizations, to build the legislativeeace
and negotiating capacity of CBD parties,

Calling on CBD members to ensure continuing education artceach efforts to facilitate capacity
building, either independently or through a bodgtsas WIPO, relating to the development of model
and/or national legislation governing prior consantl benefit sharing laws, including model clauses
ABS agreements, keeping in mind that such laws Ighaahieve a satisfactory balance between the
conservation of biodiversity and encouragementcotas to and use of GR in a way that would promote
fair and equitable benefit sharing,

Proposeconcrete measures to facilitate implementation BD(rovisions relating to access to genetic
resources and equitable sharing of the benefigngriout of their utilization and related traditedn
knowledge.

II. OBJECTIVE

International research-based pharmaceutical cormeparsupport a positive approach to CBD
implementation consistent with other internatioabligations and agreements. Successful resolution o
issues raised in various fora concerning Access Bartkfit Sharing will enable industry to facilitate
implementation of CBD provisions relating to accesgenetic resourcésand equitable sharing of the
benefits arising out of their utilisation and reasbly related and clearly defined forms of tradiib
knowledgé in the context of (i) CBD obligations on stateddoilitate access and not impose restrictions
on access that run counter to CBD objectives andh@ CBD recognition that access and benefits
sharing should be on mutually agreed terms.

The following provides an outline of industry bgsactices and steps that CBD members should take in
order to provide the legal environment necessagaitav such best practices.

[ll. INDUSTRY BEST PRACTICES

1. To obtain prior informed consent (PIC) to thgusition and use of genetic resources controlled
by a country/indigenous people and provided toctimapany in accordance with local law.

2. In obtaining PIC, to disclose the intended rexturd field of use of the genetic resources.

2. To gain necessary approval to remove materialsdanirsity, and to enter into formal contractual
benefit-sharing agreements reflecting the mutuallyeed terms (MAT) on the use of the genetic
resources obtained through that removal. Theseeagnets may contain conditions on permissible uses o
the genetic resources, transfer of the geneticurese to third parties, and appropriate technical
assistance and technology transfers.

2 Under the CBD, Conference of Parties COP Decisidi | para. 2, human genetic material is excluded
from the scope of the CBD. In addition, materi@moved from in situ locations prior to 1992 alslh datside the
remit of the CBD.

3 As recognized by the recent European Community Medhber States Proposal to WIPQO: “there are
concerns about the possibly unclear scope of the teaditional knowledge’. In order to achieve thecessary
legal certainty, a further in-depth discussionha toncept of TK is necessary.” Source:

http://www.wipo.int/tk/en/genetic/proposals/europeeommunity.pdf
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4, To avoid taking actions, in the course of useanmercialization of genetic resources obtained
as specified under these commitments that impeslgralditional use of such genetic resources.

5. To agree that any disputes as to compliance thighclauses contained in formal contractual
benefit-sharing agreements are dealt with throudtitration under international procedures or as
otherwise agreeable between the parties.

IV. ENABLING STEPS BY GOVERNMENT

1. Actual enactment of national legislation impéatting the CBD.

2. Establishment of Focal Points.

Such national focal points should establish cleathjch indigenous groups or other stakeholdersgssss
rights to authorize access to particular genesouece(s)n situ within any CBD member. This would
provide transparency and legal certainty to inguatrd to other interested parties. Such focal paimy

wish to establish databases recording the existefngenetic resources and its uses.

3. Commitment to enter into good faith negotiadi@s to the terms of access and benefit sharing
contracts with commercial entities.

4. Agreement on dispute resolution as outlinegamt I11.5. above.



