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INTRODUCTION

1. In paragraph 6 of decision VIIl/4 A, the Conferenck the Parties requested the Ad Hoc
Open-ended Working Group on Access and Benefitisthao continue the elaboration and negotiation of
the international regime and to complete its wdrtha earliest possible time before the tenth mgeai
the Conference of the Parties.

2. In paragraph 3 of this decision, Parties, Goverrimjenternational organizations, indigenous and
local communities and all relevant stakeholdersevievited “to provide information regarding the uip

on an analysis of existing legal and other instmt®@t national, regional and international levelating

to access and benefit-sharing to the SecretariteoConvention four months prior to the fifth niegtof

the Working Group on Access and Benefit sharingl #ve Secretariat, in paragraph 4, is requested to
prepare a compilation of the information provided & make it available to the Working Group.

3. In paragraph 8 of the same decision, Parties, Gawvents, international organizations,
indigenous and local communities and all relevaskeholders are invited “to submit to the Secratari
further information relevant to the gap analysistiain paragraph 9, the Executive Secretary isesigad
“to prepare, for the fifth meeting of the WorkingdBp on Access and Benefit-sharing, the final \ersi
of the gap analysis referred to in decision VIIEL,%annex, paragraph (a) (i)...".

4. In paragraph 10 of decision VII/4 A, Parties areited “to submit to the Executive Secretary
information on the legal status of genetic resaaiicetheir national law, including their properigw
whereapplicable”, and the Executive Secretary is requee¥b submit a report to the fifth meeting of
the Working Group”.

* UNEP/CBD/WG-ABS/5/1.
/...

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 noens. Delegates are kindly requested to bring thapie
to meetings and not to request additional copies.
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5. Further to that request, notificatio2006-045 of 25 May 2006 was sent to Parties and
Governments, and a reminder (notification 2007-0283 sent on 9 March 2007.

6. In light of the above, this document contains a pitetion of submissions provided by Parties
and relevant organizations on: 1) existing legall ather instruments at national, regional and
international levels 2) the gap analysis &8pthe legal status of genetic resources in theional law.

7. Please note that inputs related to the matrix eratralysis of gaps already made available for the
fourth meeting of the Ad Hoc Open-ended Working @rmn Access and Benefit-sharing are not
included in this document.

8. The contributions are made available in the form Emguage in which they were received. In
addition, English translations are also availablghis document for contributions received in aroth
language.
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COLOMBIA
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ENGLISH TRANSLATION

» Contributions to the analysis of legal and othestmments in effect at the national,

regional and international level with regard to ass and benefit sharing.

The drafting of policy instruments with regard tengtic resources should draw on the
following basic principles:

Genetic resources (GR) are of crucial importancenfeyadiverse countries, which are countries
of origin and centres of diversity for said gengdigources, as are these resources’ applications in
technological, economic and sociocultural spheres.
Mechanisms for access to genetic resources anitidreed knowledge must ensure the
conservation and sustainable use of biological rditye through all types of benefits,
including:

— Monetary benefits

— Technology transfer

— The Development of value added products

— Economy enhancements to the benefit of inhabitpatsicularly local communities.
It is necessary to promote bioprospecting and ¢hoiglogy in a manner consistent with the
sustainable use of biological and genetic resouimeaccordance with national laws and

policies, and to prevent biopiracy and illegal ascé genetic resources and traditional
knowledge.

Genetic resources belong to the country’s heritagd, their conservation and exploitation
must therefore benefit the Colombian nation as@levh

It is the Colombian State’s obligation to ensthre protection and proper use of genetic
resources and associated traditional knowledge.

It is necessary to protettie country’s and communities’ rights over genadgources and
traditional knowledge.

The State must promoggcess to and sustainable exploitation of genegiources for the
purpose of generating benefits from said activities

Attributing value to genetic resources and obtajridenefits of various types from said
resources help create incentives for the conservadind sustainable use of genetic
resources.

Although Andean Community Decision 486 of 200(ipits patents on living matter
found in nature, the scope of the Regime for Acite&enetic Resources, with regard to
the protection it offers through Intellectual PropeRights Instruments, mustcognize
some type of protection — be it through Intellett@eoperty Rights or a “sui generis”
system — for the developments achieved througkdfinblogy using said living matter.

Biological and genetic diversity is intimately lie¢t to ethnic and cultural diversity.

The Regime for Access and the system for the piioteof traditional knowledge must
be intimately linked, taking into account the fabiat the regime for access must
recognize and protect the rights of indigenous #&wchl communities over their
Traditional Knowledge.

Traditional knowledge is holistic in nature, seeawjit arises from communities’ culture
and lifestyle.

Traditional knowledge is part of the nation’s crdiuheritage and belongs to indigenous
and local communities.

The Regime for access and exploitation of geneources must be cost-effective, with a
view to minimizing transaction costs as a meansemfancing the competitiveness of
bioprospecting in the country in relation to simaativities on the global market.

The State shall ensure that benefit-sharing agnetsnaee fair and equitable, and that their
application guarantees respect for the rights adlloommunities and ethnic groups.

The country recognizes and values the importanceutitiral diversity and traditional

/...
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knowledge in the nation’s multiethnic context, dahdir contribution to the development of
society and of human knowledge.

» The National Policy on Genetic Resources must msisient and in harmony with the
thematic areas linked to biotechnology, biosafatgl intellectual property, among others.

CONSIDERATIONS WITH REGARD TO THE POLICY'S OBJECTRBS

The objectives of the Regime of Access, and thexedb public policy on this issue, must take into
account the following elements.

Overall objective

Build national capacity to administrate accesseietic resources and distribute the benefits grisin
from said access in a fair and equitable mannéh, avwiew to achieving sustainable exploitation of
genetic resources, their by-products and intangiblaponents, as a source of development for the
country.

Specific objectives:

« Recognize and protect the country’s rights overetjerresources, and the rights of local
communities and ethnic groups over traditional kieolge associated with said resources.

* Promote the sustainable use of Genetic Resouricesg @t contributing to the country’s social,
economic and environmental development.

« Ensure fair and equitable sharing of the benefiting from access to Genetic Resources.

* Promote the conservation and sustainable use divieisity.

« Guarantee that Genetic Resources are assesseeéimptbper value and strengthen the
country’s negotiating capacity.

*  Enhance national capacity to exploit the poteofigenetic Resources through the production of
goods and services that add value to said resources

* Build the capacity of local communities and ethgroups to sustainably exploit and use
Genetic Resources.

» Build the country’s scientific and technical capgcin order to support the various activities
linked to the exploitation of and access to Gerieéisources.

»  Develop and improve the regulatory framework fareas to and exploitation of genetic resources
and their by-products.

STRATEGIES OF THE POLICY ON GENETIC RESOURCES

The issue of access to genetic resources took partance with the coming into effect of the
Convention on Biological Diversity, which stipulatéhat States have the sovereign right to
exploit their own resources as part of the impletagan of their own environmental policy,
and the obligation to ensure that the activitiesried out within their jurisdiction or under
their control do not adversely affect the environinef other States or areas located outside
of their national jurisdiction.

Activities are required to help build institutionedpacity, in order to keep pace with the fast and
permanent progress being made in the area of geestiurces. It is therefore necessary to havepeipr
level of scientific and technological developmethicla, in conjunction with ethical criteria and eri&
such as sustainability, competitiveness and effsetiss of public policy for environmental protettio

1 In this respect, it is necessary to evaluate thi®wa natural resource valuation methods that capfaly to assessing
the value of genetic resources, and their scopgintportant to keep in mind concepts such astse of fractioning the natural
resource, extraction costs, processing costs, difikmn costs (know-how), expected potential valuerr@nt cost of obtained
and/or expected gain).
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can be used as an instrument to support the faiomubnd execution of National Development Plaras an
Programs.

In this respect, the National Policy on GeneticdReses must be coordinated among all institutions,
the private sector, the academic and researchr ssetaccommunities, with the implementation of the
following Strategies and Courses of Action:

Identified courses of action

1.Develop and adapt the Legal Framework on AccesdsSastainable Exploitation of Genetic
Resources

In Colombia, the Regime for Access to Genetic Ress) established by Andean Community
Decision 391 of 1996, is in effect. Up until nowhas had very little practical application with
regard to fulfilling its central aims: Establishitige conditions for just and equitable sharinghef t
benefits arising from access; Promoting the codatibn and development of scientific,
technological and technical capacities; and sthehg the negotiating capacity of the Member
Countries of the Andean Community.

Various causes have been identified as factorhiénnbn-application of Decision 391: lack of
priority in public policies; high transaction cosise to procedural systems; complexity of the
contract system; interpretation problems with rddarthe property regime, the scope of application
and benefits; lack of instruments to protect traddl knowledge, and weak institutional capacity
for evaluation, monitoring and control. This reflethe difficulties inherent to practical contrdl o
access, taking into account that the ConventioBiological Diversity only establishes the general
principles for access, leaving the specifics ofgfecess up to national legislation.

There is therefore an obvious need to identify mi@k solutions that would make it possible to
consolidate a regime of access that would be eféeat protecting countries’ rights over genetic
resources, by-products and associated intangibiap@oents, while enabling the sustainable
exploitation of genetic resources and the achiemérmed equitable distribution of benefits arising
from their use, for the purpose of exploiting tiediversity of genetic resources as a real comparat
advantage for the country’s development.

This diagnosis is aimed at identifying the limibeis of and necessary improvements to the legal
regime of access and benefit sharing establishé&kaision 391, to make it a mechanism that, far
from acting as a disincentive, will stimulate legatess practices, and enable the country to &chiev
tangible benefits from its rights over Genetic Rieses, thus becoming an instrument that will create
an incentive for development of national capaditgxploit biological diversity, using criteria suak
speed, transparency, competitiveness and low ttmsaosts.

To achieve this, it is necessary to move forwaradspects linked to:

* Regulating fast processes for access to GR, sefitimgtables and creating an Inter-
institutional Committee of Experts on Access to &enResources.

» Simplifying the steps and procedures involved mAttcess Contracts system

» Clarifying the scope and interpretation of aspexftgshe property regime, the rights of
providers and applicants, defining exclusions aifterdnt treatments according to the
purpose of the access application

* Independent regulations to define the types of filsn@oth monetary and non-monetary)
and the legal mechanism for benefit sharing.

» Defining the elements of a system of “sui geneistruments for the protection of
Traditional Knowledge

» Establishing a Certificate of Legal Origin of thR @r the application of intellectual or industrial

/...
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property protection within the framework of the @ention on Biological Diversity.
» Building Institutional Capacity for evaluation, fev-up and monitoring.

2. Strengthening the added value chain for GR ke by-products:

The objectives, courses of action and strategies gublic policy on GR must transcend
environmental considerations and encompass thetrgtaiproduction apparatus. The capacity
for exploitation depends on the added value chaiich is made up of various economic sectors,
production sectors, and social actors, who integvandifferent stages in the development of
products and services arising from the use of gemesources. The value added chain is
generally composed of activities carried out by #utademic and scientific community, the
private sector, the public sector and local commiesi From the production point of view, this
chain involves and connects activities in differspheres, such as agriculture, pharmaceuticals,
agro-industry, and cosmetics, along with GR researtd conservation activities. This strategy
meets social interest goals and is sensitive tddtians on the optimization of production levels
based on national and international market treadd, based on institutional, social and legal
aspects, through the definition of actions that ehav positive impact on socio-economic
development, competitiveness, quality of life andtainable use and exploitation of the natural
resource base for optimization and positioninghef¢ountry’s comparative advantages.

For these purposes, action should be taken witigiiramework of Courses of Action to:

* Promote and conserve RG and by-producis situ andex situconditions, by both the public
and private sector.

* Promote the recovery, protection and fosteringrafitional Knowledge.

» Strengthen inventory systems and collections of &Rl build associated national scientific
capacity to incorporate them into the Clearinghodechanism of the Convention on
Biological Diversity and the Cartagena ProtocoBinsafety.

» Foster national capacity to carry out bioprospectntivities on a competitive basis.
Promote the development of national industry whil &im of sustainable exploitation of GR by
strengthening value added chains for GR and by @iom strategic alliances using policy
instruments such as tax incentives and corporatal sesponsibility programs.

3. Institutional Capacity Building for Implementati of the Policy on GR

Taking into account the highly specialized natufenatters linked to the exploitation of and

access to GR, it is necessary to guarantee instialtcapacity to effectively implement the

Policy on GR. As a result of the actions arisingnirthe situation presented in this diagnosis,
the goal is for the country to have clear critaara procedures that will make it possible to
resolve the limitations found with respect to teclogy transfer, intellectual property rights,

the participation of scientific, academic and commityi sectors, benefit sharing, and other
issues. There will likewise be pressure to stremigtéind consolidate national capacity to solve
crucial problems, with particular emphasis on gjthening research, development and
management groups, in order to consolidate theomaltticapacity required to select, develop,
adapt, exploit and implement technologies that nsgetific national or regional conditions, and
produce positive impacts on the country’'s sociaieocaic development, consistent with ethical
criteria and environmental protection, sustaingbitiompetitiveness and social benefit criteria.

Institutional strengthening activities will therefore be carried out in the following areas:
» Addressing and resolving applications for accegsRoin a fast and timely manner, subject
to compliance with the established requiremenistefnal procedures.
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Defining the criteria for negotiating Access Cowtea on behalf of the State, and
strengthening negotiation capacity.

Institutional capacity-building to provide techriead legal advice to applicants when formulating
and developing access initiatives, and when folgvihrough with applications.

Tracking, monitoring and controlling obligationsdaresponsibilities with regard to GR.
Promoting activities aimed at enhancing nationgbcay for exploiting GR, particularly those
linked to Bioprospecting, Inventories and collegsio

Mechanisms for the fair and equitable sharing afi@t&ry and non-monetary benefits arising from
GR access activities.
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COSTA RICA
ANALISIS DE LOS INSTRUMENTOS JURIDICOS Y EXTRAJURID ICOS EXISTENTES A

ESCALA NACIONAL, REGIONAL, INTERNACIONAL EN MATERIA DE ACCESO Y
PARTICIPACION EN LOS BENEFICIOS:

A continuacién se enumeran algunos de los instrtoeguaridicos y extrajuridicos, a escala internaaip
regional y finalmente nacional, que poseen mayevaacia en el tema de Acceso a recursos genéticos
Participacion de Beneficios para Costa Rica

A nivel Internacional, el Convenio sobre la Diversidad Biolégica (CBnstituye al igual que para
muchos Paises, el instrumento juridico base man@daccion e implementacion de sus respectivos
instrumentos regionales y nacionales.

a) El Convenio sobre Diversidad Bioldgica fue resiflo por Costa Rica mediante la Ley N° 7416 de
30 de junio de 1994, publicada en el Diario Oficial Gaceta N° 143 de 28 de julio de 1994.

b) El afio anterior, nuestro pais ratifico el Tratddternacional de Recursos Fitogenéticos para la
Alimentacion y la Agricultura, por medio de la L& 8539 del 17 de julio del 2006 publicado en el
Diario Oficial La Gaceta N° 185 del 25 de setientek2006.

Con la finalidad de implementar en nuestro pai® dsstrumento Juridico Internacional, se ha
incorporado en el Decreto Ejecutivo N° 33697-MINAIE| 6 de febrero del dos mil siete, publicadolen e
Diario Oficial La Gaceta N° 74 del 18 de abril @807: “Reglamento para el Acceso a los Elementos y
Recursos Genéticos y Bioguimicos de la Biodivetsigla condicionesx situ”, una norma transitoria, en
la cual se establece, que en tanto no existanamenativa juridica especifica, que pudiera est@bletra
disposicién al respecto, la Autoridad Nacional garaplicacion de dicho Tratado en el tema de acaes
los recursos fitogenéticos para la alimentaciéa gdricultura, sera la Comision Nacional para latiGe

de la Biodiversidad, en adelante CONAGEBIO y suici@® Técnica, de conformidad con la Ley de
Biodiversidad N° 7788 y el Decreto Ejecutivo MINAE® 31514, para lo cual la CONAGEBIO y su
Oficina Técnica utilizaran como érgano de consalta Comisién Nacional de Recursos Fitogenéticos
(CONAREFI).

¢) En relacion a la regulacion internacional deRogblos Indigenas, se ratifico el Convenio 163esob
Pueblos Indigenas y Tribales, aprobado medianteeia N°. 7316 del 03 de noviembre de 1992,
publicada en el Diario Oficial La Gaceta N° 234 @élde diciembre del 1992.

2 En este documento se utilizaran los siguienteshanas:

ADPIC: Acuerdo sobre los aspectos deiedad Intelectual relacionados con el comercio
CBD: Convencion sobre Diversidad Bgta

CONAGEBIO: Comisiéon Nacional para la Gestion d8iediversidad

CONAREFI: Comisién Nacional de Recursos Fitogiené

MINAE: Ministerio del Ambiente y Energia

OMPI: Organizacion Mundial para la fiegslad Intelectual

UNEP: Siglas en inglés del PNUMA: Programa de las Nacdeidas para el Medio Ambiente
UPOV: Convenio Internacional para latBccion de las Obtenciones Vegetales

WEF: Siglas en inglés: World Economicifo
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d) Protocolo de Cartagena sobre Seguridad de ladiologia, fue ratificado por Costa Rica medidente
Ley N° 8537 de 17 de julio de 2006, publicada ebiatio Oficial La Gaceta N° 227 de 27 de noviembre
de 2006.

Para el cumplimiento de algunos de los comproniigesnacionales adquiridos por nuestro Pais, con la
ratificacion del CBD y el Protocolo de Cartagena particular, la Comision Técnica Nacional de
Bioseguridad, preparé hace algunos meses, come gelrtProyecto UNEP-GEF, una propuesta la Ley
de Bioseguridad de Organismos Vivos Modificadosiy Berivados, la cual no ha sido presentada aun
ante la Asamblea Legislativa costarricense.

e) Directrices de Bonn sobre Acceso a los Recuesoéticos y Participacion Justa y Equitativa en los
Beneficios Provenientes de su Utilizacion del Comvele Diversidad Bioldgica.

Al aprobarse las Directrices, ya nuestro pais d&@nton un borrador bastante adelantado del actual
Decreto Ejecutivo N° 31514-MINAE el cual regula aglceso a los elementos y recursos Genéticos y
bioquimicos de la biodiversidad; sin embargo alsage este borrador se concluy6é por parte de la
Oficina Técnica de la CONAGEBIO, que ambos instntos eran totalmente congruentes.

f) Directrices AkweKon

Los principios estipulados en estas Directricesarsdomados como insumos al realizar el proceso
participativo, necesario en nuestro pais, pararm@tar la naturaleza, los alcances y requisitosode
derechos intelectuales comunitarses generis

g) Convenios Internacionales relacionados conmehitde propiedad intelectual:
Dentro de estos instrumentos Internacionaemsuentran los siguientes:

- Convenio de Paris para la proteccion de la Pdagiendustrial y sus enmiendas, ratificado mediénte
Ley N° 7484 del 28 de marzo de 1995, publicada &nagio Oficial La Gaceta N° 99 Alcance 18 del 24
de mayo de 1995.

- Convencion que establece la Organizacion Mundé@lla Propiedad Intelectual (OMPI), ratificado
mediante la Ley N° 6468 del 18 de setiembre de :18&@oriza la adhesion de Costa Rica a la
Convencion que establece la Organizacion Mundidhd&ropiedad Intelectual, firmado en Estocolmo el
14 de julio de 1967.

- Tratado de Cooperacion en Materia de PatentesReglamento, ratificado mediante la Ley N° 7836
del 22 de octubre de 1998, publicado en el Diafici& La Gaceta N° 232 del 30 de noviembre de 1998

- Tratado de la OMPI sobre Derechos de Autorficatio mediante la Ley N° 7968 del 22 de diciembre
de 1999, publicado en el Diario Oficial La Gacefa?R del 02 de febrero del 2000.

- Convenio de Lisboa relativo a la Proteccion de Renominaciones de Origen y su Registro
Internacional, ratificado mediante la Ley N° 7684| 3 de octubre de 1996, publicado en el Diario
Oficial La Gaceta N° 208 del 30 de octubre de 1996.

- Acuerdo de Marrakech Constitutivo de la Organiadviundial del Comercio, Ley N° 7475 del 20 de
diciembre de 1994, publicado en el Diario Oficial Gaceta N° 245 Alcance 40 del 26 de diciembre del
1994. En el cual se incluye como Anexo 1C el Acaexabre los Aspectos de los Derechos de Propiedad
Intelectual relacionados con el Comercio (ADPIC).
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A nivel Regional

En el tema de Acceso y Participacion de Benefipas Costa Rica, encontramos especificamente el
siguiente instrumento con caracter regional noulante:

-Acuerdo Centroamericano para el Acceso a RecuBm#ticos y Bioquimicos y al Conocimiento
Tradicional Asociado:

Este instrumento regional, a la fecha ha sidolsgto Unicamente por los Ministros de Ambiente de
Centroamérica, por lo que aun resta que sea amopadlos Cancilleres de cada pais y ratificado
posteriormente por al menos cuatro paises.

En Costa Rica cuando se firmé el Acuerdo por petes Ministros de Ambiente Centroamericanos, ya
regia la Ley de Biodiversidad, sin embargo estglunmgento ha servido de marco guia para la redaccion
de normativa, en el resto de los paises de la Regio

A nivel Nacional.

a) Ley de Biodiversidad N° 7788 del 30 de abril d&998 publicada en el Diario Oficial La Gaceta
N° 101 del 27 de mayo de 19%8.

Es el instrumento nacional base, a través del sealegulan y aplican los objetivos del Convenioreso
Diversidad Bioldgica en forma clara y precisa.

Dentro de los aspectos con mayor importancia qablese esta normativa, encontramos los siguientes:

- Establece como objetivo general, la conservacidtad®odiversidad y el uso sostenible de los
recursos, asi como la distribucion justa y eqguaade los beneficios y costos derivados.

- Dispone que las propiedades bioguimicas y genétieasos elementos de la biodiversidad
silvestres y domesticados son de dominio publicug el Estado autorizara la exploracion, la
investigacion, la bioprospeccion, el uso y el apotvamiento de los elementos de la
biodiversidad que constituyen bienes de dominidipdipasi como la utilizacion de todos los
recursos genéticos y bioquimicos, por medio dedasias generales de acceso.

- En materia de definiciones, incluye algunas ques@cencuentran en el CBD, pero que son
necesarias para su interpretacion.

- Crea la Comisién Nacional para la Gestion de lalBe&rsidad, en adelante CONAGEBIO y la
declara como Autoridad Nacional, para regular ekac a los elementos y recursos genéticos y
bioguimicos de la biodiversidad. Ademas le asigmaeeotras funciones: la Formulacion de las
politicas referentes a la conservacion, el ustesiide y la restauracién de la biodiversidad,
sujetdndose a la Convencion sobre Diversidad Bicddy a otros convenios y tratados
internacionales, asi como a los intereses naci®nale

- Establece expresamente que a la CONAGEBIO le qwnreke proponer las politicas de acceso
sobre los elementos genéticos y bioquimicos deodiviersidadex situe in situy que actuara

3 El texto completo de la Ley de Biodiversidadeseuentra disponible ewww.conagebio.go.ctanto en versién en
espafiol como en inglés.
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como o6rgano de consulta obligatoria en los procieditos de solicitud de proteccion de los

derechos intelectuales sobre la biodiversidad, titopendo sus disposiciones, las normas
generales para el acceso a los elementos gengtib@sxuimicos y para la proteccion de los

derechos intelectuales sobre la biodiversidad guasdeberan someterse la administracion y los
particulares interesados.

- En materia asociada a la propiedad intelectuallaede forma pionera, que obligatoriamente
tanto la Oficina Nacional de Semillas como el ReegidNacional de la Propiedad Industrial,
deben consultar a la Oficina Técnica de la Comisibtes de otorgar proteccion de propiedad
intelectual o industrial a las innovaciones queolingren elementos de la biodiversidad.
Asimismo establece que el interesado debera apertaertificado de origen emitido por la
Oficina Técnica y el Consentimiento Previamenteodmiado, y en el caso de que existiere
oposicion fundada por parte de la Oficina Técrésty impedira registrar la patente o proteccion
de la innovacion.

- Reconoce y protege expresamente bajo el nombreedechos Intelectuales Comunitarigasi
Generis, los conocimientos, las practicas y las innovaciodes los pueblos indigenas y
comunidades locales, relacionadas con el empletosielementos de la biodiversidad y el
conocimiento asociado.

- Establece la necesidad de que la Oficina Técnicéa dBONAGEBIO, en asocio a la Mesa
Indigena y la Mesa Campesina, defina un procedaipativo con las comunidades indigenas y
campesinas, para determinar la naturaleza, alcanoeguisitos de estos derechos intelectuales
comunitariossui generis.

La Ley de Biodiversidad, se analizard con mayomliiet en el siguiente punto de este informe
denominado: Régimen juridico de los recursos gepetien la respectiva legislacion nacional.

b) Decreto Ejecutivo N° 31514-MINAE de 3 de octule de 2003 publicado en el Diario Oficial La
Gaceta N° 241 de 15 de diciembre de 2003, y posteeinte reformado por el articulo 1° del Decreto
Ejecutivo 32066-MINAE de 19 de marzo de 2004, maabd en el Diario Oficial La Gaceta N° 214 de
2 de noviembre de 2004 denominaddlORMAS GENERALES PARA EL ACCESO A LOS
ELEMENTOS Y RECURSOS GENETICOS Y BIOQUIMICOS DE LA BIODIVERSIDAD *:

Estas Normas se elaboraron mediante un proceseddeaion, andlisis y consulta, dirigido desde rbse
de la CONAGEBIO, ante las diversas instancias mab&s, expertos y personas involucradas con el
tema, publicAndose finalmente por medio de un De&gcutivo en el mes de diciembre del 2003.

Este Decreto Ejecutivo, reglamenta el Capitulo &;c®nes |y Il de la Ley de Biodiversidad N° 7788,
desarrollando y precisando, los principios estaddbescpor la Ley, respecto al tema del acceso a los
elementos y recursos genéticos y bioquimicos dbeiddiversidad, permitiendo la ejecucién de la
normativa de una manera mas agil y eficaz.

Es asi como este instrumento legal nacional relgudgplicacion de los objetivos del Convenio solare |

Diversidad Biolégica y de la Ley de Biodiversidaddentifica los mecanismos para el otorgamiento de
permiso de acceso y la participacion en los beinsficon énfasis en la obligacion de los usuar®s d
obtener el consentimiento previamente informadtndd’roveedores del recurso genético y bioquimico,
incluye ademas la identificacion de los términdagipales para establecer las condiciones mutuament

4 El texto completo del Decreto Ejecutivo N° 31514NMIE, se encuentra disponible emvww.conagebio.go.cr
tanto en version en espafiol como en inglés.
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acordadas incluyendo beneficios monetarios y noetaoios y define las responsabilidades para las
partes involucradas.

Las regulaciones establecidas en el Decreto EjeciNP 31514-MINAE, seran analizadas con mas
detalle, en el siguiente punto de este informe ohémado: Régimen juridico de los recursos genétiens
la respectiva legislacion nacional.

c) Decreto Ejecutivo N° 33697-MINAE, del 6 de febreralel dos mil siete publicado en el Diario
Oficial La Gaceta N° 74 del 18 de abril del 200&8na@minadoREGLAMENTO PARA EL ACCESO

A LOS ELEMENTOS Y RECURSOS GENETICOS Y BIOQUIMICOS DE LA BIODIVERSIDAD
EN CONDICIONES EX SITU%

Al igual que el Decreto Ejecutivo N° 31514-MINAEste nuevo reglamento incorporé en el proceso de
redaccion, la consulta ante diferentes instanaagonales, personas fisicas y juridicas involucanta
el tema.

De conformidad con el principio basico y fundamedeaque las propiedades bioquimicas y genéticas de
los elementos de la biodiversidad silvestres o dticaos son de dominio publico y que el Estadedeb
autorizar su investigacion, bioprospeccién, usdizatién y aprovechamiento, este nuevo Decreto
Ejecutivo pretende complementar, mejorar y aclai@s, procedimientos establecidos en el Decreto
Ejecutivo N° 31514- MINAE, para garantizar de uaanfa eficaz, eficiente, clara y precisa los obgtiv

y fines de la Ley N° 7788.

Especificamente este nuevo Decreto Ejecutivo, tjaeata aplicacion &gil y eficaz del procedimiento
necesario para el acceso a los elementos y recgeusticos y bioquimicos de la biodiversidad,
mantenidos en condicioneg situ,de conformidad con los articulos 6, 17 inciso 3, 62yde la Ley N°
7788 y el Transitorio 1. del Decreto Ejecutivo N'534- MINAE y su Reforma.

Este Decreto Ejecutivo, sera analizado con maytenitaiento en el siguiente punto de este informe:
Régimen juridico de los recursos genéticos eedpatctiva legislacién nacional.

d) Ley Indigena de Costa Rica\°® 6172 del 29 de noviembre de 19Y&u Reglamento Decreto
Ejecutivo N° 8487-G de 26 de abril de 1978, publicado eBialio Oficial La Gaceta N° 89 de 10 de
mayo de 1978.

Para efectos de este analisis, creemos neceseaicaiecomo puntos relevantes de esta normativ&, qu
esta Ley establece en su Articulo 1° la definidérindigenas, indicando que son aquellas persaras g
constituyen grupos étnicos descendientes diree@dasdcivilizaciones precolombinas y que consestan
propia identidad.

Ademas regula como medida para conservar el patiimarqueoldgico nacional, la prohibicion de
buscar y extraer de huacas en los cementerioseimasg con excepcion de las exploraciones cierttifica
autorizadas por instituciones oficiales.

Esta ley fue reglamentada por el Decreto Ejecuieo 8487 de 26 de abril de 1978 y mediante el
Decreto Ejecutivo No. 13568 de 30 de abril de 1982 ,establecié que las Asociaciones de Desarrollo
Integral tienen la representacion legal de las Godades Indigenas y actian como gobierno local de
éstas.

5 Para conocer el texto completo del Decreto EjeaiN® 33697-MINAE, ver el Anexo 1 de este document
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e) Ley de Patentes de Invencion, Dibujos y Modeldsdustriales y Modelos de Utilidad, N° 6867del
25 de abril de 1983, reformada por la Ley N° 79@%dde enero del 2000 y Reglamento Decreto
Ejecutivo N° 15222 del 12 de diciembre de 1983:

Esta normativa pretende regular claramente a nagibnal los parametros necesarios para la protecci
de los derechos de propiedad intelectual, en sueaf patentes de invencion, dibujos y modelos
industriales y de Utilidad.

En el afio 2000, mediante la Ley N° 7979 se refoomaarios de los articulos de la Ley N° 6867, aent
de estas modificaciones, especificamente en elubrtll®, se incluyeron exclusiones de patentaldida
gue no coinciden plenamente con lo establecidadrey de Biodiversidad, por lo que debera en corto
plazo, definirse en nuestro pais, una sola intexpi@n legal respecto a este tema.

Actualmente se esté discutiendo en la Asambleaslagiyia, en la Plena Tercera, el Proyecto de Ley:
“Reforma de varios articulos de la Ley de Marcasrgs signos distintivos y de la Ley de Patentes de
Invencién, Dibujos y Modelos Industriales y Modettess Unidad” expediente N° 16.118, toda vez que la
Comision Permanente de Asuntos Juridicos hace poesss rindié Informe Unanime Afirmativo.

Con este Proyecto de Ley se pretende modernidagiklacion nacional en materia de proteccion a los
derechos de propiedad intelectual y cumplir de psaera varios compromisos internacionales. Sin
embargo, dentro de estas reformas no se incluyguninmodificacion del mencionado articulo 1° de la
Ley N° 6867.

f) Proyecto de Ley de Proteccién a las Obtencionégegetales.Expediente en la Asamblea
Legislativa N° 16.327.

La Ley de Patentes de Invencidn, Dibujos y Modétasistriales y Modelos de Utilidad, N° 6867del 25

de abril de 1983, reformada por la Ley N° 7979 dde6enero del 2000, anteriormente mencionada,
establecié ademas en su articulo 1° inciso 3) asiedbtenciones vegetales tendran proteccion ntedian
ley especial.

Desde hace algunos afios se han presentado vaoiectrs de Ley en este sentido, sin embargo en el
mes de agosto del 2006, la Oficina de SemillaS@ia Rica, presenta nuevamente un Proyecto de Ley,
que se esta discutiendo en la Asamblea Legislagivda Comision Permanente de Agropecuarios, el

Proyecto de Ley de Proteccién a las Obtencionesfdbzs, expediente nimero 16 327.

Esta ley de conformidad con lo establecido en ldivacion del Proyecto, pretende cumplir con su
promulgacion los siguientes objetivos
« “...Dotar al pais de un marco legal en esta materiaemnocimiento internacional.
 Cumplir con la legislacion nacional que ya establgoe las obtenciones vegetales tendran
proteccion mediante ley especial.
» Contribuir al acceso de nuevas y mejores variedpaleslos agricultores nacionales.
» Facilitar la introduccion de variedades protegiol@s competitivas.
» Propiciar un clima favorable para la inversionmrestigacion y desarrollo de variedades.
» Contribuir al mejoramiento del nivel competitivo dector agropecuario.
* Facilitar la exportacion de productos agricolasatéedades protegidas.
* Impedir que variedades obtenidas en programasalestagtean comercializadas por particulares
sin la debida autorizacion.
» Potenciar la produccién, distribucion y utilizacide semilla de buena calidad.
» Estimular a la industria nacional de semillas pasartarse en el mercado internacional.
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» Fomentar la inversion publica y privada en el dedlartecnoldgico para la conservacion y uso
de los recursos fitogenéticos.

» Promover el desarrollo cientifico, técnico y pridesil.

» Evitar la competencia desleal en la comercializadi® semillas.

* Honrar los compromisos internacionales suscritosGusta Rica, sobre derechos de propiedad
intelectual relacionados con el comercio...”

Ademds actualmente en la Asamblea Legislativa seiezrtira en proceso de discusién el Convenio
Internacional para la Proteccion de las Obtencideggetales (UPOV, Acta de 1991), por lo que se ha
pretendido en la medida de lo posible, que estgepto de Ley nacional sea congruente también den es
instrumento internacional, previendo su posibl@bacion.

q) Otra legislacion.

Ademds de la normativa nacional sefialada anteritanéa cual regula el tema de acceso a recursos
genéticos y la participaciéon de sus beneficios,Casta Rica también se encuentran vigentes otros
instrumentos juridicos, que indirectamente se @@ con esta legislacion.

Dentro de estos instrumentos juridicos, citaremosuaera de ejemplo los siguientes:

a) Ley de Conservacion de la Vida Silvestre N°778& 30 de octubre de 1992 publicada en el Diario
Oficial La Gaceta N° 235 de 7 de diciembre de 1P8formas.

b) Ley de Creacion del INCOPESCA N° 7384 de 16ndezo de 1994 publicada en Diario Oficial La
Gaceta N° 62 de 29 de marzo de 1994 y reformas.

c) Ley de Pesca y Acuicultura N° 8436 de 1° de mdez 2005 publicada en Diario Oficial La Gaceta N°
78 de 25 de abril del 2005 y reformas.

d) Ley de Proteccion Fitosanitaria N° 7664 de &ldel de 1997 publicada en Diario Oficial La Gacet
N° 83 de 2 de mayo de 1997 y reformas.

e) Ley de Semillas N° 6289 de 4 de diciembre 19#8ipada en el Diario Oficial La Gaceta N° 7 de 10
de enero de 1979.

f) Ley General del Servicio Nacional de Salud AriniNf 8495 de 6 de abril del 2006, publicada en el
Diario Oficial La Gaceta N° 93 del 16 de mayo dz0&

g) Ley Forestal N° 7575 de 13 de febrero de 1998igada en el Diario Oficial La Gaceta N° 72 de 16
de abril de 1996 y reformas

h) Ley Orgéanica del Ambiente, N° 7554 de 4 de aetale 1995, publicada en el Diario Oficial La Gacet
N° 215 del 13 de noviembre de 1995 y reformas.
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ENGLISH TRANSLATION

ANALYSIS OF EXISTING LEGAL AND EXTRALEGAL INSTRUMEN TS AT THE
NATIONAL, REGIONAL AND INTERNATIONAL LEVEL WITHREG  ARD TO ACCESS AND
BENEFIT SHARING

This document lists some of the legal and extrdliegé&ruments at the international, regional amhlfy,
national level, that are most relevant to the issfusccess and Benefit sharing for Costa Rica:

At the international level, the Convention on Biological Diversity (CBD) &s for many countries, the
legal instrument used as a basis for drafting anplémenting our respective regional and national
instruments.

a) The Convention on Biological Diversity was naif by Costa Rica through Law No. 7416 of
June 30, 1994, published in Official Gazette N& @ftJuly 28, 1994.

b) The previous year, our country ratified the inggional Treaty on Plant Genetic Resources fordFoo
and Agriculture through Law No0.8539 of July 17, 80(ublished in Official Gazette No. 185 of
September 25, 2006.

In the aim of implementing this international legrdtrument in our country, a provisional regulatitas
been incorporated into Executive Decree No. 3369¥AE, of February 6, two thousand and seven,
published in Official Gazette No. 74 of April 180@7: “Regulation for Access tex situGenetic and
Biochemical Biodiversity Resourcésa provisional regulation stipulating that, as loag there is no
specific legal regulation establishing other prarnis in this respect, the National Authority foreth
implementation of said Treaty with regard to acdesplant genetic resources for food and agricaltur
will be the Comision Nacional para la Gestion de la Biodiveesid hereafter CONAGEBIO and its
Technical Office, pursuant to Biodiversity Law N&¥88 and Executive Decree MINAE- No. 31514, for
which purpose CONAGEBIO and its Technical Officdl wall upon theComision Nacional de Recursos
Fitogenéticof CONAREFI — National Plant Genetic Resource Corsiiy) as an advisory body.

¢) With regard to international regulations respagtindigenous Peoples, ratification of Conventié® 1
on Indigenous and Tribal Peoples was approved ghrduaw No. 7316 of November 3, 1992, published
in Official Gazette No. 234 of December 4, 1992.

d) The Cartagena Protocol on Biosafety was ratifigd Costa Rica through Law No. 8537 of
July 17, 2006, published in Official Gazette No72## November 27, 2006.

1 The following acronyms will be used in this docurhen

TRIPs: Agreement on Trade-Related Aspettntellectual Property Rights

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 Energ{ilinistry of the Environment and Energy)

WIPO: World Intellectual Property Onization

UNEP: United Nations Environment Programme

UPOV: International Union for the Pretfen of New Varieties of Plants

WEF: World Economic Forum
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In order to fulfill some of the international conmtmients taken on by our Country upon ratificatiorhaf
CBD and the Cartagena Protocol in particular, a feenths ago th&€omision Técnica Nacional de
Bioseguridad(National Technical Commission for Biosafety), peieed, as part of a UNEP-GEF project,
a draft Law on the Biosafety of Living Modified Gngisms and Products Thereof, which has not yet been
presented to Costa Rica’s Legislative Assembly.

e) The Convention on Biological Diversity’s Bonn i@elines on Access to Genetic Resources and Fair
and Equitable Sharing of the Benefits Arising Ot eir Utilization.

When the Guidelines were approved, our countryadiydad a fairly advanced draft of current Exeautiv
Decree No. 31514-MINAE, which regulates accessh® genetic and biochemical components and
resources of biodiversity. However, upon reviewithgg draft, CONAGEBIO’s Technical Office
concluded that both instruments were fully consiste

f) Akwe: Kon Guidelines

The principles set out in these Guidelines willused as input for the participatory process ne@udedr
country to determine the nature, scope and reqeinésof sii generiscommunity intellectual rights.

g) International conventions linked to the issuentéllectual property:
These international instruments include thiefang:

- Paris Convention for the Protection of IndustRabperty and its amendments, ratified through Now
7484 of March 28, 1995, published in Official Gaedtio. 99 Insert 18 of May 24, 1995.

- Convention Establishing the World Intellectuabperty Organization (WIPO), ratified through Law
No. 6468 of September 18, 1980: Authorizes Costa’'Rimembership in the Convention Establishing
the World Intellectual Property Organization, sigre Stockholm on July 14, 1967.

- The Patent Cooperation Treaty and its Regulatia@tsied through Law No. 7836 of October 22, 1998
published in Official Gazette No. 232 of Novemb8r 3998.

- The WIPO Copyright Treaty, ratified through Lawo.N7968 of December 22, 1999, published in
Official Gazette No. 23 of February 02, 2000.

- The Lisbon Agreement for the Protection of Apatins of Origin and their International Regisioati
ratified through Law No. 7634, of October 3, 19p6blished in Official Gazette No. 208 of October 30
1996.

- The Marrakesh Agreement Establishing the WorlaldérOrganization, Law No. 7475 of December 20,
1994, published in Official Gazette No. 245 Ins&dtof December 26, 1994, which includes, in Annex
1C, the Agreement on Trade-Related Aspects ofléutelal Property Rights (TRIPS).

At the Regional Level|

With regard to Access and Benefit Sharing for Cdgiea, we have found, specifically, the following
non-binding regional instrument:

-Central American Protocol on Access to Genetic Bimdhemical Resources and Associated Traditional
Knowledge:
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So far, this regional instrument has only been eygut by the Ministers of the Environment of Central
America, meaning that it still has to be approvgdhe Foreign Secretaries of each country, thefiatt
by at least four countries.

When the Agreement was signed by Central Ameridéitsisters of the Environment, Costa Rica’s
Biodiversity Law was already in effect. Neverthslethis instrument has been used as a framewode gui
for drafting regulations in the other countrieghe region.

At the National Level

a) Biodiversity Law No. 7788 of April 30, 1998published in Official Gazette No. 101 of May 27,
1998~

This is the basic national instrument, through Wwhibe objectives of the Convention on Biological
Diversity are regulated and implemented in a cleat precise manner.

Here are some of the more important aspects ofdpislation:

- It establishes, as a general objective, the coatiervof biodiversity and the sustainable use of
resources, as well as the fair and equitable shafiarising benefits and costs.

- It stipulates that the biochemical and genetic pridgs of the components of biodiversity, wild or
domesticated, belong to the public domain. It atsates that the State will authorize the
exploration, research, bioprospecting, use andogapibn of the components of biodiversity that
are part of the public domain, as well as theza#tion of all genetic and biochemical resources,
by means of general rules of access.

- With regard to definitions, it includes some theag aot in the CBD, but are necessary for its
interpretation.

- It creates the National Commission for the ManageroéBiodiversity, hereafter CONAGEBIO,
and appoints it as the National Authority for reging access to the components of biodiversity
and its genetic and biochemical resources. It giges it the duty, among others, to formulate
national policies relating to the conservation,tainsable use and restoration of biodiversity, in
accordance with the Convention on Biological Diwgrand other international agreements and
treaties, and in accordance with national interests

- It expressly establishes that CONAGEBIO has the dotpropose access policies concerning
genetic and biochemical componentsro$itu andex situbiodiversity. It must furthermore act as
an organ of mandatory consultation in procedureseqiiest for protection of intellectual rights
concerning biodiversity. Its provisions constitutee general rules for access to genetic and
biochemical components of biodiversity and for pinetection of biodiversity-related intellectual
rights, with which the administration and interelsparties must comply.

- With regard to intellectual property, the Law pmbes pioneer regulation, as both the National
Seed Office and the Registry of Intellectual andubstrial Property are obliged to consult with the
Technical Office of the Commission before grantipgptection of intellectual or industrial

2 The complete text of the Biodiversity Law is dable at: www.conagebio.go.cin both Spanish and in English.
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property to innovations involving components of dit@rsity. It also stipulates that interested
parties must always provide the certificate of iorigssued by the Technical Office of the
Commission and the Prior Informed Consent. Redistraof a patent or protection of the
innovation is prohibited in the event of justifiedposition from the Technical Office.

- ltrecognises and protects, under the common devaiimn ofsui generiscommunity intellectual
rights, the knowledge, practices and innovationsndfgenous peoples and local communities
related to the use of components of biodiversity associated knowledge.

- It establishes the need for CONAGEBIO, by mean#&siTechnical Office and in association
with the Indigenous Peoples Board and the SmalmEes Board, to define a participatory
process with indigenous and small farmer commuite determine the nature, scope and
requirements athesesui generisccommunity intellectual rights.

The Biodiversity Law will be analyzed in greatetaleunder the next point in this report, entitlée:gal
Regime Governing Genetic Resources in the Respeittional Legislation.

b) Executive Decree No. 31514-MINAE of October 3,003 published in Official Gazette No. 241 of
December 15, 2003, and later amended by Article f1Ewrecutive Decree 32066-MINAE of
March 19, 2004, published in Official Gazette Nd.42of November 2, 2004, entitleddENERAL
STANDARDS FOR ACCESS TO THE GENETIC AND BIOCHEMICAL COMPONENTS AND
RESOURCES OF BIODIVERSITY?:

These standards were developed using a draftimdysas and consultation process governed from withi
CONAGEBIO, with the various national bodies, expeand stakeholders involved, and were finally
published by Executive Decree in December 2003.

This Executive Decree regulates Chapter V, Secti@m Il of Biodiversity Law No. 7788, developing
and specifying the principles established by thes kdth respect to access to genetic and biochemical
components of biodiversity, making it possible ndoece the standards more quickly and effectively.

That is how this national legal instrument regwdataplementation of the objectives of the Conventio
on Biological Diversity, and of the Biodiversity Walt identifies mechanisms for granting accessnsr
and distributing benefits, with an emphasis onubers’ obligation to obtain prior informed cons&om

the providers of the genetic and biochemical resault furthermore identifies the main wordings for
establishing mutually agreed terms, including manetand non-monetary benefits, and defines the
responsibilities of the parties involved.

The regulations established in Executive Decree 3614-MINAE, will be analyzed in greater detail
under the next point in this report, entitled: Lielgagime Governing Genetic Resources in the Reispect
National Legislation

c) Executive Decree No. 33697-MINAE, of February 6 wo thousand and sevenpublished in
Official Gazette No. 74 of April 18, 2007, entitteREGULATION FOR ACCESS TO GENETIC

AND BIOCHEMICAL COMPONENTS AND RESOURCES OF BIODIVE RSITY IN EX SITU
CONDITIONS %

3 The complete text of Executive Decree No. 31514-MH\is available atwww.conagebio.go.¢rin both Spanish
and English.

4 For the complete text of Executive Decree No.93BINAE, see Annex 1 of this document.
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Like Executive Decree No. 31514-MINAE, this new ukgion incorporated, throughout the drafting
process, the outcomes of consultation with varimat®nal bodies, individuals and legal entitiesoived
in this issue.

In accordance with the basic, fundamental princtpbgt the biochemical and genetic properties of the
components of biodiversity, wild or domesticatedlong to the public domain, and that the State must
authorize the exploration, research, bioprospectirsg, utilization and exploitation thereof, thiswn
Executive Decree is aimed at complementing, imprgvand clarifying the procedures set out in
Executive Decree No. 31514- MINAE, to guaranteedhgctives and purposes of Law No. 7788 in an
effective, efficient, clear and precise way.

Specifically, this Executive Decree guaranteesdhiek and effective implementation of the necessary
procedure for access to the genetic and biochemaraponents and resources of biodiversity mainthine
in ex situconditions, in accordance with Articles 6, 17 pmaph 3, 62 and 69 of Law No. 7788 and
Provisional Clause 1 of Executive Decree No. 31BIMAE and its Revision.

This Executive Decree will be analyzed in greattad under the next point in this report, entitledgal

Regime Governing Genetic Resources in the Respeittional Legislation.

d) Indigenous Law of Costa RicaNo. 6172 of November 29, 197hd its Requlation, Executive
DecreeNo. 8487-G of April 26, 1978, published in Officiakzette No. 89 of May 10, 1978.

For the purpose of this analysis, we consider itessary to highlight, as relevant points of this
legislation, that this Law establishes, in Artidlea definition of Indigenous people, indicatingttithey
are persons who belong to ethnic groups that aeettli descended from pre-Columbian civilizationsl a
who maintain their own identity.

It also regulates, as a measure to preserve nhtioohaeological heritage, the prohibition against
searching for and extractinguacas (pre-Columbian tombs) from indigenous cemeteriggh the
exception of scientific explorations authorizeddfficial institutions.

This law was regulated by Executive Decree No. 8d8&pril 26, 1978; and through Executive Decree
No. 13568 of April 30, 1982, it was establishedttli®e Comprehensive Development Associations
legally represent Indigenous Communities and atiteis local government.

e) Law on Patents for Inventions, Industrial Drawims and Models, and Utility Models No. 6867 of
April 25, 1983, amended by Law No. 7979 of Janu&r2000 and itRequlation, Executive Decree
No. 15222 of December 12, 1983:

This legislation aims to regulate clearly, at tlaéianal level, the necessary parameters for theegtion
of intellectual property rights, in the form of iemtion patents, industrial drawings and models, Litidly
models.

In 2000, through Law No. 7979, various articlesLafv No. 6867 were amended. These amendments
included, specifically in Article 1, exclusions fropatent that do not fully coincide with the stigibns

of the Biodiversity Law. This means that, in th@dtherm, our country will have to define a sintggal
interpretation with regard to this issue.

Discussions are currently taking place in the Tiitdnary of the Legislative Assembly regarding the
Draft Law: “Reform of various Articles of the Lawnd’'rademarks and other Distinctive Markings, and of
the Law on Patents for Inventions, Industrial Dragg and Models, and Utility Models”, file No. 168,1

/...
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seeing as the Standing Commission on Legal Affearsded down a Unanimous Affirmative report a few
months ago.

This Draft Law intends to modernize national legfigin in the area of intellectual property right
protection, thus fulfilling various internationabmmitments. However, none of these reforms mention
any amendments to above-mentioned Article 1 of Now6867.

f) Draft Law for the Protection of New Plant Varieties. Legislative Assembly File No. 16.327.

The Law on Patents for Inventions, Industrial Draga and Models, and Utility Models, No. 6867 of
April 25, 1983, amended by above-mentioned Law R@&/9 of January 6, 2000, also stipulates, in
Article 1, paragraph 3) that new plant varietieB e protected by a special law.

For a few years now, various Draft Laws have bemsgnted to this effect. However, in the month of
August, 2006, the Seed Office of Costa Rica onegnagresented a Draft Law, which is being discussed
by the Legislative Assembly, within the Standingx@nission of Agriculture and Livestock Producers, as
the Draft Law for the Protection of New Plant Vaes, file No. 16 327.

According to what is set out in the justificatioor fthe Draft, this law seeks to achieve the follogvi
objectives when passed:

» “...Give the country a legal framework in this areahvimternational recognition.

« Comply with national legislation, which already psiiates that new plant varieties will be
protected by a special law.

» Contribute to access to new and better varietighempart of our national farmers.

» Facilitate the introduction of more competitive f@cied varieties.

» Promote a favourable climate for investment researto and development of plant varieties.

» Contribute to improving the competitiveness of digeiculture and livestock sector.

» Facilitate the exportation of protected varieti€agricultural products.

» Prevent new varieties obtained through governmeograms from being sold by individuals,
without the proper authorization.

» Boost the production, distribution and use of gqadlity seed.

+ Stimulate the national seed industry to insertfitaéo the international market.

» Encourage public and private investment in techrdeaelopment for the conservation and use
of plant genetic resources.

* Promote scientific, technical and professional tigwaent.

* Prevent disloyal competition in the sale of seeds.

* Honour the international commitments made by Cditea with regard to trade-related
intellectual property rights...”

Furthermore, the Legislative Assembly is currerdigcussing the International Convention for the
Protection of New Varieties of Plants (UPOV, Actl®91), which is why the intent has been, as misch a
possible, to make this draft national Law consistéith that international instrument as well, with eye

to its possible approval.

q) Other Leqislation

In addition to the national legislation indicatelobae, which regulates access to genetic resourus a
benefit sharing, Costa Rica also has other legdtiments in effect that are indirectly linked tost
legislation.
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These instruments include, for example:

a) Wildlife Conservation Law No. 7317 of Octobd), 3992, published in Official Gazette No. 235 of
December 7, 1992 and amendments.

b) Law Creating INCOPESCA, No. 7384 of March 1894, published in Official Gazette No. 62 of
March 29, 1994, and amendments.

c) Fishery and Agriculture Law No. 8436 of Marchi2D05, published in Official Gazette No. 78 of Apri
25, 2005 and amendments.

d) Plant Health Protection Law No. 7664 of Aprill®97, published in Official Gazette No. 83 of May
1997 and amendments.

e) Seed Law No. 6289 of December 4, 1978, publigh&ificial Gazette No. 7 of January 10, 1979.

f) General Law on the National Animal Health Seevitlo. 8495 of April 6, 2006, published in Official
Gazette No. 93 of May 16, 2006.

g) Forestry Law No. 7575 of February 13, 1996, ishield in Official Gazette No. 72 of April 16, 1996,
and amendments

h) Organic Law on the Environment, No. 7554 of @eto4, 1995, published in Official Gazette No. 215
of November 13, 1995 and amendments.
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ISLAMIC REPUBLIC OF RAN
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In The Name of God

January, 17. 2007
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Subject Re- Decimion VIiV4 on Actess and Senafil_charng © imemabonal regima on
acceds and hanafii_sharing

Cear Sir Medam,

Pursuant to your antification letter No SCBIVSELVNA/P/S4834 gated o1 257
May J005. regarding requasted infornation 2boul a/m subjeet, yau will fnd balow e
IMiormanon in question,
A} Netional Law

1) The irstruction segandng 'ne Ssuince of animaly ane weidifa antaring and
AXOJYS PETIISSONS.

2) Fossil exporiabon act. .

3) According to Ihe arics 1 af hunting @aa fening act (approved on 1587
smphasigiig on protection and preseny ng of endangered speciss 3s genelc
TESCUIC23.

4) According to retified no 11886 , imparing and uporting of wild anima's ond
bitds degandent e EPO's pnor permission

51 According fo the sricle 114 of ™a lmnian hikd cevelogment plan act
lApprovad on 2000), emphasizing on prolecion of gensti rESCultes
exporisbon of such resaurses Nave boen exempled from the exporing
facilities.

6] Accordiag o ran'an |MporVExgoM reguistion. mporing and exparting of any
kind anmal ord plan sroduclicns As well as agnoutural crops inchiding
nalursl and LMO dapands uson spacihic law

71 Accorting to Piant Protecton Legislatior, imparting of Flant Companents of
ven apart of Mose planis requires priar permission
)  Intemational Commitments

1] Istamie Mepublic of iran is @ membe- of Imemational Treaty Plant Geretic
Resource for Fogg and Agrculluie and & cOmMmiNegd 1 ressest it

2} Islamic Repubhc of Irea s a membar of CITIS Convention and & commiltad to
respect (A wIms ana conditons There is a lsl of lan's wikdlife which %
inciudad in the exhidits of the said conven lion,

1) Islamic Republic of Iren 13 8 member of BIOJIVERSITY Conventicn and m
commitlad 1o respect it

d}\ﬂlamc Repubie ¢f ran has sccepled fhe CARTAHENA Frowcel anc &
cofsmttesd 10 respect it
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PAKISTAN

Inputs from Pakistan to Decision VIII/4 on Access ad benefit sharing

The Government of Pakistan is making efforts tdilfuits obligations and comply with the COP
decisions. A comprehensive review of actions tagerfar 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 Idped that includes ban on use of GURTS The
Biodiversity directorate has developed a projecttifie implementation of Bonn Guidelines in Pakistan
and SDPI that has provisions of involving the locanmunities and small scale farmers in the detisio
making processes. Inter Cooperation, a non profjamzation, is also implementing a project in ére
districts of the NWFP by involving the local comnitigs. Another who i.e. the sustainable developmen
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 Saolmmunity 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 Conservatiprject” MACP has organized and established many
community organizations in the four conservanciethe 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 pewifor disclosure and prior informed consent
information in connection with biological materiased 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 Rlant Breeders Rights Act) and other legistatice
under process. The Bio-safety Rules have beeniettihat address procedures for the exchange of
genetically modified genetic material.

The Lok Virsa that supports the traditional craismartists and artisans, has established a LasaVir
museum and organizes a festival on annual basigigplay 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 Naturalstdry is preparing a database of traditional
knowledge.
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There is a general realization that coordinatiommgst the various stakeholders is needed to adtress
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

3.Information regarding the inputs on an analysid existing legal and other instruments at national,
regional and international levels relating to acceand benefit-sharing.

A number of instruments (legally binding or notguéating access and benefit sharing already exist
(guidelines for academic research, code of condactbotanical gardens, ABS agreements and
regulations under the International Treaty on Pl&#netic Resources for Food and Agriculture,
ABS-Management Tool for private companies, govemnagencies, research centres and communities,
etc.). A comprehensive survey on existing legal ather instruments regulating access and benefit
sharing would greatly facilitate the developmentaafinternationally recognized instrument respectin
the CBD provisions.
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I SUBMISSIONS FROM RELEVANT ORGANIZATIONS
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THE WORLD CONSERVATION UNION (IUCN)
ENVIRONMENTAL LAW CENTER (ELC)

In response to your request for relevant infornmatielating to_inputs on an analysis of existing
legal and other instruments at national, regionafl anternational levels relating to access and
benefit-sharingwe would like provide the following information.

In the recent years IUCN has undertaken and coatgtiivesearch and analysis on a large number
of ABS related measures. With regard to the Seca¢tarequest we would like to draw your attentton
the following publications.

1) An in-depth analysis of selected ABS instruméstsrovided in the IUCN publication

Accessing Biodiversity and Sharing the Benefiteessons from Implementing the Convention on
Biological Diversity edited by Santiago Carrizosa, Stephen B. BrusignBD. Wright, Patrick E.
McGuire, IUCN HEWVIRONMENTAL PoLICY AND LAw PaPER No. 54 (2004), available at
http://www.iucn.org/themes/law/info04.html

The research undertaken focuses on ABS legislatiaus, IPRs and bioprospecting projects in
41 Pacific Rim countries, many of which share egigal similarities in large terrestrial and marine
regions, and also share the need to regulate aic#ssr rich genetic resourcés.

The publication presents comparative analyses (€haf through 3) and a selection of eight
case studies that show in detail the status andriexpres of five countries that have ABS policies i
place and three countries that were, at the timehef study (2002-2004), developing legal ABS
framework$ (Chapters 4 through 11, each concluding with renendations). Chapters 12 and 13
present legal issues regarding the internationgihe and conclusions, lessons and recommendations
based on the analysis undertaken.

In particular, the analysis in Chapter 1 comparesraiments of nine countries and one region
(Andean Community) by the following topics:

- Ownership

- Scope

- Access procedure

- Prior Informed Consent (PIC)

- Benefit Sharing and Compensation Mechanisms

- IPRs and the Protection of Traditional Knowledge

- In situBiodiversity Conservation and Sustainable Use

- Enforcement and Monitoring.

1 The comparative analysis is based on 13 in-deggbrts as well as 49 expert surveys from 33 c@sitSpecific
issues that the experts had been asked to disutlssiéd: a) the process that led to or will leadh® development of national
ABS laws and policies; b) successes and conceatstiuntries experienced during the design of thegelations; c) successes
and concerns experienced during the implementatfcdhese regulations; d) influence of these framw@nd IPR issues on
bioprospecting initiatives; and e) novel benefitushg strategies that have been implemented lacally

2 Colombia, Costa Rica, Mexico, Philippines, USAis&alia, Chile and Malaysia.
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It concludes in its Final Comments:

“The CBD’s provisions on access to genetic res@yrdeaditional knowledge, technology
transfer, and benefit sharing (...) are closely lthke@ CBD articles that address biodiversity conagow,
sustainable use, monitoring, and capacity buildibgectives (...). While countries such as Costa Rica
and Nicaragua have established this connectiorttiirdirough the design of comprehensive singleslaw
and policies that implement all of the provisioishee CBD, other countries such as Australia, Cdi@n
Ecuador, Mexico, Peru, Philippines, Samoa, andlahaihave developed single ABS regulations that are
complemented by existing or future environmentastainable development, or biodiversity relatedslaw
or policies.

In any case, ABS laws and policies of these coemitaim at implementing the CBD and they
share key similarities that include: a) the essdinlient of bilateral agreements between bioprospecti
groups and the national government that must betizgd on mutually agreed terms; b) the recognitio
of national sovereignty over biological and genedisources within national borders; c) the estabient
of procedures for obtaining PIC from governmentatities and the providers of samples and tradation
knowledge (except for Thailand which requires PI@lyofrom government authorities); and d) the
equitable sharing of benefits derived from the agéiological diversity. However, as expected, thes
laws and policies also present several differertbes are simply the result of different policy or
regulatory options taken by countries and the esgio@ of different legal systems, cultural beliefad
social and economic conditions. For example, céemtvith large percentages of indigenous population
are still trying to figure out strategies to prdtendigenous knowledge. Furthermore, most of the
countries examined in this chapter are working olicigs that show concern about the potential negat
impact of on access activities on the environment.

This review also shows that most ABS laws and psliare comprehensive, but sometimes
confusing, costly, and difficult to implement. Thehare provisions and principles that need further
clarification. For example, countries such as Cdi@mnPeru, Ecuador, Costa Rica, and the Philippines
that have had ABS laws in place since the mid-198@sstill trying to define the scope of their &sce
laws, the strategies to protect the knowledge dilgenous peoples, and the conditions to facilis@ieess
to noncommercial bioprospecting activities. In cast, Samoa’s ABS conditions consist of one page
with an oversimplified proposal to facilitate acedbat will still need further clarification, buthich is
practical and refreshing. New proposals for ABSdamd polices are also dealing with similar issaresb
trying to resolve new ones (e.g., the ownershipdsi, Malaysia). In the USA, NPS [National Park
Service] regulations are analogous to some of tlwigions of ABS laws and policies that other
countries have proposed and these NPS regulatailggte ABS goals in NPS land.

In synthesis, ABS laws and policies developed urnderumbrella of the CBD have created a
complex and comprehensive scenario for accessyafthrege of genetic resources. This is the resudt of
process marked with conceptual and operational exoscand difficulties that still continue even for
countries that pioneered ABS regulations in the-h860s...”

2) A Comparative Analysis of Legislation and Practices Access to Genetic Resources and
Benefit-Sharing (ABS), Critical Aspects for Implatagon and Interpretationby J. Cabrera Medaglia,
published underThe ABS Projectof the IUCN ENVIRONMENTAL LAw CENTRE, available at:
http://www.iucn.org/themes/law/absdocuments/endicati aspects.pdf

This publication of 2004 provides a comparativelyma of 14 legal and other instruments on
ABS (including draft laws) at regional, nationadasub-national levé(Part 1). The analysis is presented
in the form of tables with respect to the followiagpects:

3 ANDEAN Decision 391, Brazil, Acre, Amapa, Bolivi€osta Rica, India, Philippines, Malaysia-SarawBtwitan,
Australia, OAU, ASEAN and Venezuela.
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Table | Selected General Provisions on ABS
Table Il  Definition of Genetic Resources

Table Il What Constitutes ‘Utilization of Genetfesources’?
Table IV Ownership

Table V  Legal Provisions for Enforcement and Moriitg

Table VI Separate Analysis of Access and Benefirigly Concepts
Table VII IPR Related Issues

Table VIII Whether or not the Legal and InstitutgdrArrangements for ABS Support and Integrate
with National Conservation and Sustainable UseeQivies

Table IX Double Permission

Table X Ex Situ Collections and Special Legal Treatment for D#fer Sectors, Including
Agriculture

Part 1l of the publication provides an analysigtef implementation of ABS regulations in three
selected countries (in text forthYhis analysis focusemter alia on the following questions:

- State of the implementation of the law

- Practical definition of genetic resource, utitina and access to genetic resources
- Limits and restrictions imposed on access focjgauses

- Ownership of genetic resources

- Interpretation of access and benefit-sharing

- Monitoring & legal remedies based on environmectasiderations

- Different treatment for agricultural GR & ex-sitollections

- Double permission requirements

- IPR related issues.

The publications are available at the indicated siteb. Should your Secretariat wish to be
provided with hard paper copies, please contactNiY@Environmental Law Centre (Godesberger Allee
108-112, D-53175 Bonn, Germany, Tel.: ++49 228/26 281, Fax: ++49 228/26 92 250, e-mail:
ELCsecretariat@iucn.org).

4 Costa Rica, the Philippines and Venezuela.
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WORLD TRADE ORGANIZATION (WTO)

hf) WORLD TRADE ORGANIZATION
/’ ORGANISATION MONDIALE DU COMMERCE

j ORGANIZACION MUNDIAL DEL COMERCIO
Direet line (+41 22) 739 51 36
Drrect fan: (=121 5T
Ernail: adrian oten wie ofg

Mr. Ahmed Djoghlaf
1 Executive Secretary

56524 | Secretariat of the Convention on Biological Diversity
i 413 Sairt-Jacques Streel, Suite 800

Montreal, Quebec HZY 1NS
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Dear Mr. Djoghlaf,

In response to your communications of 25 May 2006, in which you inviled relevant
organzalions, including the WTO, to submit to the Secretarial of the Convention on Biclogical
Diversity further information, including regarding an analysis of existing legal and other instruments at
nalional, regional and inlernational levels relating o accass and benefil sharing and information
relevant to the gap analysis according to Decision VIN4 adopted by the Conlerence of the Parities
(COP), we are pleased lo provide an updale of Ihe discussions in the WTO an related matters. We
do not have information to provide on inlernational certificates of origin/sourceflegal provenance or on
the need and possible options for indicators for access to genetic resources under the Strategic Plan
With respect lo capacity building for access and beneflil sharing, while we do not have any activitios
specifically taliored to the points rased in your questionnaire, we cover In our TRIPS technical
cooperation aclivilies the ongeing work in the WTO on Ihe issue of the relatiorship betwean the
TRIPS Agreement and CBD with a view lo assisting developing couniries to participate as effectively
as possible m this work,

Work in the WTO on the relationship between the TRIPS Agreement and the Converion on
Biological Diversity firsl began in the WTO Commiliee on Trade and Environment foliowing the
mandale givan in the Decision on Trade and Environmen! adopled al Marrakesh in April 1994, The
principal forum for this subject in the WTO moved to the Council for TRIPS in 1995 when the review
of Article 27 3(b) of the TRIPS Agreemenl, which relales to fhe patentabilily of plant and
animal inventions, was Iniliated. Since the adopton of the Doha Ministerial Declaration
on 14 November 2001, which in paragraph 19 inslructed the Council for TRIPS to examine, inter alia
the relationship between the TRIPS Agreement and the CBD and the protection of traditional
knowiedge ard fulklore, work has been underiaken on these issues in the regular meetings of the
Council fer TRIPS The Doha Ministerial Declaraion also dealt with the issue of
Implementation-Relatad issues and Concerns in its paragraph 12. The relationship between the
TRIPS Agreement and the CBD is one of the oulstanding implementation issues. The Decision on
ihe Doha Wark Programme, adopled by the General Council on 1 August 2004 (the so-called
“July Package”), reaffirmed the exisling mandstes on Implementation-Related Issues and Concerns
and called for a redoubling of efforts in order to find appropriate solutions, A consultative process of
lhe Director-General was underiaken to (his effect In its ireatment ol the vulstanding implementalion
issues, the Hong Kong Ministerial Declaration of December 2005 specifically mentioned the
relationship between the TRIPS Agreement and the CBD (in addition to the issue of extension of
geographical indications). It provided for the consultative process fo be further intensifies and for the
Direclor-General 10 report to each regular meeting of the TNC and the General Council.

Centre William Rappard  Rue de Lausanne 154 Cascpostale  CH - 121 ] Genéve 21
Téléphone (+41 22) 73951 11 Fax (+41 22) 731 42 06
Internet  btip./www win.org
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WTO OMC Page 2

Agcordingly, the issue of the relationship between the TRIPS Agreement and the CBD has
been addressed on Iwo tracks: in the regular meetings of the Council for TRIPS and in the
consuttative process for addressing the outstanding implementation issues. The discussion in the
regular meetings of the TRIPS Council has considered a proposal made by a group of develoging
countries, led by India, Brazil and Peru, 1o amend the TRIPS Agreament 1o include an obligation on
patent applicants lo disclose the origin of biclogical resources and of Iraditional knowledge used in
inventions as well as evidence of prior informed consent and of fair and equitable benefil sharing.
Norway has supported an amendment of the TRIPS Agreement lo introcuce a mangatory requirement
o disclose the source of genetic resources and iraditional knowledge or the country of origin if it is
known, provided the penaities for non-disclosure lie outside the patent system. The European Union
has supported a mandatory requrement lo disclose the origin or scurce of genetic rescurces and
associated traditional knowledge Ihal would cover all national. regional and international patent
applications, while insisting that the legal effect of failure to disclose should be culside the patent
system. Switzedand has proposed making explicit in the regulations of the World Intellectual Property
Organization's Patent Co-operation Treaty (PCT) that parties to the PCT may reguire patent
applicants lo disclose the source of genetic materiale and traditional knowledge on which inventions
are directly based. The United States, supporied by some other Members, has the position that a
national-based approach using lallored national solutons, Including contracts, is sufficient 1o ensure
thal the objectives of the CBD in relation lo access and benefit sharing are mel and thal it would
neither be helpful nor desirabla lo involve the patent system. Some Members have expressed their
desire lo have a fact-based discussion based on national experiences in arder 1o examinge the issues
involved.

The work done In the regular meelings of the TRIPS Council from 1999 to February 2006 has
been summarized in Secretanat notes IPIC/W/368/Rev.1, IP/C/W/369/Rev.1 and IP/C/W/3T0/Rev.1.
The discussions in the TRIPS Council at its meetings of March and Juna 2008 are recorded in the
minutes of the Council for TRIPS (IP/C/M/50-51) and those at the October mesting will be recorded in
IPIC/M/52. Al these meetings, papers. including certain proposals on access and benefit sharing,
were submitted by a group of daveloping countries (IPIC/W/470 and IP/C/W/474 and its Addenda),
Brazil (IPIC/WI4T5), Peru (IP/C/W/484), the United Siates (IPIC/WI468), Japan (IP/C/W/472) and
MNorway (IPICAN/4TY). Copies of all the above-mentioned documants can be found on the WTO
webshe [www wto.org).

As regards (he Director-General's consultative process, the discussions this year have focused
both on the merits of differenl policy options in this area and on the relation of this issue 1o the
Doha Round of negotiations. Some countries sough! a clear agreement that a solution would be
negotisted as part of the cutcome to the Round. Some other WTO Members considered Lhat there
was no negotiating mandate on this mater and that (1 would not be appropriate 1o create one,

| hope that the above informaton is useful.

Yours sincerely,

™A d'mbzﬂ’f o

Direcior
Intellectusl Property Division
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2) COMPILATION OF SUBMISSIONS PROVIDED BY PARTIES AND RELEVANT
ORGANIZATIONS ON THE GAP ANALYSIS

SUBMISSIONS FROM PARTIES
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CANADA
Submission by Canada
Notification 2006-045:

Information on the Gap analysis

Inputs to the Matrix

In preparation for the fourth meeting of the Ad-hOpen-ended Working Group on ABS, Canada
contributed extensively to the matrix. (See Camadiaubmission contained in document
UNEP/CBD/WG-ABS/4/3).

Gap analysis

In Canada’s view, the matrix exercise has helpeceltwidate and enhance understanding of the
relationship between the ABS-related provisionthefCBD and those of other international instrureent

Nevertheless, this exercise and any subsequentiledimms do not represent a full and comprehensive
analysis of gaps. Further it should be noted tiasite of some utility, the associated matrix is @ot
substitute for a full gap analysis. In Canada&sawithe matrix is merely a tool to summarize thecome

of the individual analyses conducted to date byti€aland others as to whether any gaps exist in the
current international regime, whether such gapsilghoe filled, and if so, how.

Whether something constitutes a “gap” is a matfeparception, and not all gaps would necessarily
warrant filling. For example, we would note thahce obligations arising under mutually agreed
arrangements may be contractual obligations betwwewiders and users, disputes arising in these
arrangements are likely to be resolved in accorelanth the relevant contractual arrangements oasacc
and benefit-sharing and the applicable law andtipec Although such arrangements are not refeence
in the matrix, it could be argued that private inggional law in this area is sufficient and ther@o gap,
even though it does not easily fall under the mdigadings. Another example is that some of thps ga
might be geographical in nature, such as the Atitaand other areas beyond national jurisdictidimis
may be difficult to fully reflect in the matrix.

Paragraph 9 of Decision VIII/4 calls for the pregigon of the final version of the gap analysis. iMh
many Parties to Convention have been requesting dhalysis as a key document to guide the
negotiations of an ABS International Regime, nahscmmplete and neutral analysis of gaps has yet bee
done. Canada believes that this analysis would g@legncrete and constructive role at the fifth nmgedf

the Open-ended Working Group on Access and Beslefiting and would like to propose that the
Executive Secretary to the Convention on Biologbalersity consider commissioning this work to an
independent researcher.

Canada’s views on the matrix contained in Annex Il
As per the report of the third meeting of the Opgred Working Group on Access and Benefit-sharing,

“Parties, Governments, indigenous and local comiesniinternational organizations and all relevant
stakeholders [are invited] to provide informationthe Executive Secretary on the basis of the matri
contained in annex Il to the present recommendati@hthe potential additional elements and options
three months before the fourth meeting of the WhagkGroup, in order to facilitate further analysfs o
gaps in existing national, regional and internaidegal and other instruments relating to access a
benefit-sharing”.
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Attached is Canada'’s initial and non-exhaustivaiirtp the matrix. It contains the key elementsafe
existing international treaties and agreements thalanada’s view, already cover the basic priesipf
access to genetic resources and benefit-sharing.

In Canada’s view, the matrix exercise has helpeceltwidate and enhance understanding of the
relationship between the ABS-related provisionthefCBD and those of other international instrureent
Nevertheless, this exercise and any subsequentiledimps do not represent a full and comprehensive
analysis of gaps. Although at WGABS-3 Canada ditdabject to the matrix, we did express concerns
that it might be viewed as a substitute for adalb analysis. In our view, it is simply a toolstammarize

the outcome of the individual analyses so far cotetlby Parties and others as to whether any gagis e
in the current international regime, whether suepsyshould be filled, and if so, how. Whether
something constitutes a “gap” is a matter of peioapand not all gaps necessarily warrant fillingor
example, we would note that since obligations magisuinder mutually agreed arrangements may be
contractual obligations between providers and ygBsputes arising in these arrangements are likely
be resolved in accordance with the relevant contah@rrangements on access and benefit-sharing and
the applicable law and practice. Although suclrmgements are not referenced in the matrix, itccbsl
argued that private international law in this aiseaufficient and there is no gap, even thougloésdnot
easily fall under the matrix headings. Anotherregke is that some of the gaps might be geographical
nature, such as the Antarctic and other areas ldeyational jurisdiction. This may be difficult fally
reflect in the matrix.

WGABS-5 needs to engage in a more detailed dismussgndered more complex because the elements
included in the matrix are not yet agreed. Intetg@ion of the elements included in the attachetfima
will vary depending on the understanding Partiesla the need for, objectives, elements and efficy

of a potential international regime on ABS. It wéllso vary depending on the interpretation of what
constitutes a regime. It is difficult for the matreven as complex as it is, to fully reflect adpacts of

this discussion.
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ENGLISH TRANSLATION

Elements to be taken into account in the conteae@dtiating the international regime for ABS

 The discussion, negotiation and adoption of amriatenal regimefor access and benefit sharing
(ABS) within the framework of the Convention on Bigical Diversity, must encompass by-
products, guarantee observance of and compliante mational legislation, recognize the
sovereignty and rights of the country of origindqmovide for the proper monitoring and control
mechanisms.

* In parallel, there should be discussion, negotiaéiod adoption of an Internatiorgli generis
system for the protection of traditional knowledgéiich recognizes the collective property
rights of communities and ethnic groups over theaditional knowledge, the right to
participation, and the right to fair and equitalblenefit sharing based on Prior Informed
Consent as set out in Article 8 (j) of the Conventon Biological Diversity.

* It is necessary to regulate the scope of the cutrdgallectual Property Rights system with
regard to biological and genetic resources to meizegthe sovereign rights of the State over
its natural resources, and the notion of eminenhalo based on the conservation of
biodiversity and sustainable development througicharisms that promote technology
transfer and capacity building.

* In this respect, it is necessary to incorporateeltgpments in the harmonization of the current
TRIPS system with the regulatory requirements $ipgdoi regulating access to and protection of
genetic resources and traditional knowledge irctmext of Intellectual Property Rights and the
CBD, taking into consideration the regional andiamatl regulations in effect (Andean
Community Decisions 391 and 486)

« The Regime must be able to define the scope of patial databases and registers of genetic
resource use and traditional knowledge, for use byhe competent authorities, for the
purpose of controlling practices of access to gemetresources and traditional knowledge
within the framework of intellectual property right s and the CBD. In this respect, it is
necessary to determine the type of information thatvill be handled in said database, taking
into consideration that the registers will not be quivalent to the knowledge and scientific
practicesper serelated to the use of genetic resources and/or tidional knowledge.

+ It is also necessary to promote informed publicvkdedge of Genetic Resources, by-products
and Traditional Knowledge, and of the processd®dno their use, with the aim of helping to
increase the efficiency of applications for aceegsmitted to the Competent National Authority,
and knowledge of the benefits, rights and respditigb arising from the use and exploitation of
genetic resources. The above will not only contglia greater monitoring of access procedures,
but will also lead to a proliferation of benefitésing from these practices, including technology
and knowledge transfer contributing to the coustrstientific and technological capacity to
exploit GR.

» |t is necessary to foster national scientific amchhical capacity with regard to GR, in order to
be able to select, develop, adapt or implemenintdolies that provide solutions to specific
national and/or regional problems based on theo#&agibn of genetic resources and biological
diversity.

This involves developing actions in the followingraas:

— Assessing current capacity and limitations withardgto the technical, legal and
economic evaluation of applications for access.

— Identifying obstacles to industry implicit in thedislation in effect on access to
genetic resources, and making proposals to minisizé obstacles.

— Providing institutional strengthening to researnt gechnology transfer entities.

1 The nature of the International Regime for ABSjtds being negotiated within the framework of 8BD, implies
that it could be a single instrument or variougrimaents, which may or may not be legally binding.
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Facilitating and designing incentives for GR reshar

Connecting the scientific sector and the businessarch and development sector
with the processes for drafting policies related GR management and the
distribution of associated benefits.

Strengthening multidisciplinary and inter-institiial research and management
groups.

Modernizing and strengthening human capital trgjmirograms.

Evaluating the possibility of introducing differeptocedures according to different
reasons for accessing genetic resources. |
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ETHIOPIA

INFORMATION RELEVANT TO THE GAP ANALYSIS

Here is some information in requests made from yaoffice in various notifications
(Ref SCBD/SEL/VN/VP/54834) sent to the focal pamtEthiopia to submit experiences and reports on
the implementation of issues related to accessandfit sharing. Some of them are updates to wiat w
have reported before.

Low level of awareness among stakeholders andeheral public
Constraint of technical capacity among key reléwuastitutions,
Limited access to relevant information and experge

Lack of coordination and synergy among relevatibnal institutions
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EUROPEAN COMMUNITY AND ITS MEMBER STATES

EU submission in reply to Notification 2006-045
Observations by the European Community and its Memér States on the gap analysis

In response to the above-mentioned notificatioa,Bk) would like to provide two observations regagdi
the gap analysis.

First, there is a continuing need for a real analyis of the current system of ABS governance to
support parties to take an informed choice on thepropriate focus of the negotiations.

In the terms of reference of the Ad Hoc Open-endéatking Group on Access and Benefit-sharing,
parties to the CBD agreed to elaborate and negadiatinternational ABS regime "drawing ioner alia

an analysis of existing legal and other instrumantsational, regional and international levelsitiah to
access and benefit-sharing, including: access a&cstr experiences with their implementation;
compliance and enforcement mechanisms; and any gtiens." (Decision VII/19 D, Annex (a) (i)).

According to Decision VII/19 D, Annex (a) (i), thanalysis will support the Ad Hoc Working Group on
ABS to examine whether and to what extent poss&ldments of an international ABS regime are part of
existing instruments and how to address the gaps.

Based on recommendation 3/1 of the Third Meetingtred ABS Working Group, the European
Community and its Member States provided informmatimn existing instruments to the Executive
Secretary. Other parties, governments and relestakeholders did so as well. The Executive Segretar
compiled the information received in Document UNEBD/WG-ABS/4/3 prior to the Fourth Meeting of
the ABS Working Group.

However, a proper analysig the information contained in this document anawn from other sources
still needs to be undertaken. Against this backgdothe Eighth Conference of the Parties requdsted
Executive Secretary to present the final versiorthef gap analysis to the Fifth Meeting of the ABS
Working Group (see Decision VIII/4, A para. 9).

In line with the terms of reference for the ABS oggtions, the final version of the gap analysised®to
clearly spell out which of those elements that Haeen identified as possible elements of an intenmal
ABS regime are already parts of existing instrureemtd where gaps exist.

The gap analysis should also include a review dional compliance and enforcement mechanisms/
regulations in place.

This analysis will support parties in their efftotfocus the negotiations on those areas wherdiawiali
international rules would add value to the currsystem of ABS governance. A clear focus of the
negotiations will also help to complete the workhe ABS Working Group at the earliest possiblestim
before the tenth Meeting of the Conference of thei&s to the CBD.
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Second, there are some areas where the EU, based it own analysis, would see that the
international ABS negotiations could add value totte current system of ABS governance.

These are:

-> International minimum requirements on national asdegislation and practice that could serve as
reference point for user measures across diffgnestlictions.

- Exploring ways to prevent the use of genetic resesgithat were not obtained in accordance with
access legislation of provider countries, respebtiwith international minimum requirements on
access.

- Sectoral work on standardising Material Transfere®gnents.
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Subject:  EU submission on standardising choices iMaterial Transfer Agreements

In preparing for ABS WG5 and WG6, the EU has idedi sectoral work on standardising choices in
Material Transfer Agreements as one way to enhdagal certainty and compliance with ABS
requirements and thus add to a conducive envirohifeenthe fair and equitable sharing of benefits
arising from utilisation of genetic resources. Eere, sectoral work on standardising choices inelial
Transfer Agreements should in the EU's view be idemned in the negotiations on an international ABS
regime.

Recalling paragraph A.2 lit (c) of COP Decision N4l which calls upon Parties to submit additional
inputs relating to access and benefit sharingEtenerewith submits the attached summary of anrexpe
meeting on standardising Material Transfer Agredséie see this a a major contribution to the firth
elaboration and negotiation of an international AB8ime during the Fifth and Sixth Meetings of Ad
Hoc Open-ended Working Group on Access and Besbéiting.

We hope therefore that this document will be cagrgd in the preparation of the background matéoial
these meetings and would also request it to bediecl among the INF documents for ABS WG5.

The EU intends to raise the issue of standardigimgces in Material Transfer Agreements in disaussi
under the agenda item of fair and equitable sharirzenefits at ABS WG5.

Expert Meeting on Standardising Choices in MaterialTransfer Agreements
Brussels, 12 February 2007
Summary of Results

() I. Introduction

It is likely that work on standardising choiceshviaterial Transfer Agreements (MTAS) will play
a role in the ongoing negotiations of an internaioregime on access and benefit-sharing
(ABS). So far, however, there has been little sysitec discussion on this issue and how it could
fit into the emerging framework of international BBjovernance.

An expert meeting organised by the European Conwnissn 12 February 2007 in Brussels aimed to

facilitate such discussion. The meeting focussethme aspects:

» lessons that can be learned from the negotiatiéres standard MTA under the FAO International
Treaty on Plant Genetic Resources for Food andcAlure (IT-PGRFA);

» implications for standardisation of MTAs if besteus made of latest IT-based technologies that
allow for the low-cost tracking of genetic resowcassociated user conditions and traditional
knowledge;

» the potential role of private international law tbe enforcement of rights and obligations setiout
MTAs.

This document summarises the main results frormtleisting.

(ii) Il. Legal and Political Context

According toArticle 15.70of the Convention on Biological Diversity (CBDa&h Contracting Party "shall
take legislative, administrative or policy measuEs appropriate...with the aim of sharing in a faid
equitable way the results of research and developarad the benefits arising from the commercial and
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other utilization of genetic resources with the €acting Party providing such resources. Such shari
shall be upon mutually agreed terms."

The Bonn Guidelinesxplicitly mention the development of standardiséaterial Transfer Agreements
(MTAs) and benefit-sharing arrangements for similssources and similar uses as a means to provide
legal certainty and clarity and to minimise transaccosts. Appendix | of the Bonn Guidelines sigige
some elements for inclusion in MTAs.

The terms of reference for the ABS negotiatiamghe Annex to Section D of Decision COP VII/19
mention the Bonn Guidelines, the FAO Internatiohedaty on Plant Genetic Resources for Food and
Agriculture (IT-PGRFA) as well as codes of condwtd other approaches developed by specific user
groups or for specific genetic resources, includimgdel contractual arrangements among the elements
that shall be considered by the ABS Working Group.

Prior to ABS WG4, someparties suggestectonsidering the standardisation of MTASs, resp. the
development of model or standard provisions for MTas a means to address gaps in international ABS
governance.

CBD COPS8confirmed the COP7 mandate of the ABS negotiatiomsdid not undertake substantive
considerations on the issue of standardisation HAM

lll. Aspects of relevance to discussions on standdising choices in MTAs

1. Usage of terms

In the context of the CBD ABS negotiations, it ntigge misleading to use the term "standardisatién” o
MTAs. Different than in the case of the IT-PGRFA, wheree compulsory standardised MTA was
adopted in June 2006, it does not seem feasilskptrate this approach within the CBD frameworkeT
standard MTA adopted under the IT-PGRFA will bedugar transactions of specific genetic resources
that are generally known and maintained under &xesi in-situ conditions and only when these geneti
resources are accessed for research, breedingimingy for the purpose for food and agriculture. A§T

in the CBD ABS context, in contrast, apply to traectoons of all types of genetic resources withia th
scope of the CBD, whether these are already knaware yet to be discovered and identified through
bioprospecting, and for all possible uses of geresources.

Speaking of "standardisation" of MTAs in the CBDntext should therefore be understood to refer ¢o th
development of a menu of standardised choices oAkt for issues of a more general nature and for
specific uses/ user chains of genetic resources

| 2. Rationale for the standardisation/ limitation ahoices |

» Limiting choices of participants in MTA negotiat®rsets boundaries to the available negotiation
space and thus lowers transaction cistshe negotiation and conclusion of MTAs;

» Limiting choices to a set of tested/ workable opsioraises legal certainfgr providers and users of
genetic resources that a contract is valid ancbeaexecuted,;

» Limiting choices constrains the use of power in Mi@gotiations and thus protects the weaker party

» Offering a menu of standardised choices facilitates establishment of direct links to electronic
networks to exchange information on genetic resssiand associated user conditions

3. Contextual preconditions for successful standesation of MTAs

» Efforts to standardise MTAs are much more likehstceed if stakeholders in a specific user chain
have practical experience with transactions of ifipecmaterials and related negotiations of MTAs.

1 See eg. Doc. UNEP/CBD/WG-ABS/4/3 "Matrix on thealysis of Gaps".



UNEP/CBD/WG-ABS/5/INF/1
Page 51

Such experience creates a common background aretstanddingamongst stakeholders that should
make use of standardised choices of MTA text.

» Further discussions and reflections on practicaksare needed to determine whether it is feasible
and useful to standardise choices for the conalusfdMTAs when genetic resources to be accessed
are not yet known or whether such efforts are arsigful when accessing clearly identified genetic
resources.

* Another issue for further reflection is whetherrthés potential value in distinguishing between
MTAs that apply to non-commercial, basic researctiviies on the one hand side and MTAs
applying to commercial uses of genetic resourceldu downstream in the value chain on the other
hand side.

| 4. Elements to consider for inclusion in a menu stiandardised choices for MTAs

As a starting point, it seems useful to distinglsitween elements of general importance/ relevande
elements of contextual/ sectoral relevance.

a) General elements to consider for inclusion

* Model clauses may stipulate that access for nomuential or basic research purposes could be
linked to an obligation to make the resulting knedde publicly availabte

* Model clauses on the settlement of dispatésing between parties of a MTA;

b) elements of contextual/ sectoral importance

» Specifying notions of what constitutes an "utilisat of genetic resourcen the sense of Article 15.7
CBBD in specific chains of users of genetic resosirce

» Identification of sectoral reference points thag enaracteristic for research and product developme
based on genetic resources in specific chains efsusf genetic resources. E.g., identifying the
typical boundary between non-commercial and comialeresearch.

» Specifying sectoral notions of non-monetary and @@ty benefit-sharing

| 5. Complementary aspects to consider |

» Efforts to modularise and limit choices in MTAs f&pecific sectoral uses of genetic resources should
consider the low-cost, advanced communication dppdres of modern electronic networks part
and parcel of the standardisation process

» Key considerationsiuring the process of standardisation on choséneanluded options should be
documented in a clearly understandable matmalupport potential users. This should also ishelu
identification of cases in which use of the stadddiT A is advisable and cases in which it should not
be used.

» Confidential elementsvill generally be negotiated for individual contts and do not seem to lend
themselves to standardisation. Modern communicat&iworks, including the internet, do, however,
allow for adequate protection of confidential inf@tion through graduated access to information on
genetic resources and associated user conditions.

* In the case of the IT-PGRFA governments have eadlgtapted for a compulsory standard MTA. In
the context of the CBD ABS negotiations, standadlishoices for MTAs for specific user sectors
should remain optionalf proposed choices are regarded as useful bly paividers and users of
genetic resources they will be used even if thei is not compulsory, simply because it makes
practical sense to do so. Mandatory choices for BIwould lack the necessary flexibility to
negotiate individual conditions for special cased also to adapt MTAs to the widely differing uses

2 This leaves room for properly negotiated agreameiith a different content. An MTA could, for iastce, grant
exclusive access to research material for a lintited-span.
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of genetic resources in specific user chains. &att the CBD could, however, consider establishing
a mechanism/ procedure to formally identify thosetsral standard MTAs that are regarded as fully

in line with the CBD, the Bonn Guidelines and tleguirements of the proposed international ABS
regime.

6. Consideration on the process of standardisation

It does not seem useful in the CBD ABS context thewernments themselves negotiate menus of
standardised choices of MTA-text for specific usbains Nevertheless, governments have important
contributions to make to processes of standardisatihis might include identifying some sectors that
seem ripe for standardisation, spelling out minimpnocess requirements (openness, transparency etc),
providing financial support to sectoral processesetbping standard MTAs/ modularised choices for
MTAs, suggesting general elements that should Wentanto account (see above) and formally
identifying those standardised MTASs that are regdrals fully in line with the CBD, the Bonn Guidelin

and the requirements of the proposed internatidB& regime
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NORWAY

Further information relevant to the gap analysis

Norway refers to an earlier submission on the tafated October 26, 2005, where a gap analysis is
enclosed.
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SWITZERLAND

Parties are invited to submit to the Secretariat®l December 2006:
1. Further information relevant to the gap analysis

1.Concerning the gap analysisSwitzerland has already submitted- with otheregoments and relevant
organizations and stakeholders - a detailed galysisarepared for the™4ad hoc open-ended working
group on access and benefit-sharing (Granada, d@ada3 February 2006). For further details please
refer to our contribution made for that meetinduded in the document UNEP/CBD/WG-ABS/4/3.
However, if a comprehensive compilation has alreadppeen made by the Secretariat, the complete
analysis - as requested by the Eight Conference ttie Parties in Decision V4 (para 9) is still
needed to be presented in the final version of thgap analysis.This analysis should mainly aim to
identify clearly the elements that already exist® possibly included in the international reginmel a
where are the main critical gaps. On our view, saictanalysis should enable the Parties to bettersfo
on essential elements to elaborate an effective opadational international regime by identifyingeth
minimum set of requirements, measures and practoe8BS to be effectively used across different
jurisdictions.
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Il SUBMISSIONS FROM RELEVANT ORGANIZATIONS



UNEP/CBD/WG-ABS/5/INF/1
Page 57

PhRMA

December 20, 2006

Mr. Ahmed Djoghlar

Executive Secretary

Secretariat of the Convention on Biological Diversity
World Trade Centre

413, Saint-)acques, Suite 800

Montreal, Quebec

Canada

H2Y IN9

further information relevant to the gap analysis
Dear Secretary Djoghlaf:

Members of the Pharmaceutical Research and Manufacturers of America (PARMA)
appreciate the opportunily to participate in the discussions relating to an international
regime on access and benefit-sharing, particularly with regard to information that may be
relevant to the gap analysis.

As stated in Decision VIIV4A, paragraph 3, Parties, Governments, international
organizations, indigenous and local communities and all relevant stakeholders are invited
“to provide information regarding the inputs on an analysis of existing legal and other
mstruments at national, regional and international levels relating 1o access and benefit-
sharing..." According to paragraph 8, all relevant stakeholders are invited to “submit 1o
the Secretariat further information relevant 1o the gap analysis.”

Information regarding analysis of existing legal or other instruments at the national.
regional or international levels is best provided by those Parties, Governments and
international organizations responsible for implcmenting and enforcing such instruments.
PhRMA notes, however, that a thorough analysis of any possible gaps in existing legal
instruments must necessarily include an understanding of those instruments and where
they succeed or fail. Gaps may also exist due to the absence of national laws, creating
failure of users 10 access genetic resources and resultant lack of benefits. Without
evidence of the gaps in existing national laws or gaps resulling from the absence of
national laws, it is difficult to envision haw an effective international regime, created

Pbarmaceutical Research and Manufacturers of America

850 F Sweet. NW. Washington. DC 20004 # Tal: 202-835-3400
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with the goal of promoting and safeguarding fair and equitable benefit-sharing, can be
devised. Indeed, negotiation of an international regime on access and benefit-sharing
cannot proceed in a vacuum.,

It is therefore discouraging that, to date, little information has been provided by Parties
regarding existing national legislation, or where such national instraments have proved
unsuccessful. We note that document UNEP/CBD/WG-ABS/4/INF/4 provided & similar
compilation of submissions relating 1o existing national, regional and international legal
or other instruments. Regrettably, while several of the Parties that have most actively
pursued an international regime have also implemented national legal instruments, those
same Parties did not participate in the submission to ABS-WG 4. Presumably, these
Parties [eel that national legislation has not been sufficient to meet the access and benefit-
sharing goals of the CBD, but there is no indication as to what they believe the
shoricomings to be.

PhRMAMHmMﬂnnmmmmﬁwnguhﬁn;ammmm
resources and associated traditional knowledge is through national legislation. That is, of
course, what is contemplated by the CBD. Many of the genetic resources that have been
cited as having been subject o misappropriation are readily available through ordinary
channels of trade and commerce. For example, each of the genetic resources identified in
document WIPQO/GRTKF/IC/8/12 can be purchased from exporters without restriction on
the use of the resources. Similarly, the turmeric used in US Patent No. 5,401,504, which
h&sbmhnhjcao[dhpﬁmofmimmnpﬁuinmmpumhuodﬁwnnm
store in the United States (see column 5, lines 3-4). Therefore, as with trade in other
commodities, PARMA believes that regulation of trade in genetic resources is best
accomplished by national legislation,

The gaps analysis will require full participation of the Parties and careful consideration of
both the positive and negative aspects of existing national and regional measures. We

therefore welcome the effonts of the Secretariat 1o comptle further information relevant 1o
the gap analysis.

Sincerely,

L C
v . ')
Richard H. Kjeldgaard
Assoc. V.P., International Intellectual Property

-
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3) COMPILATION OF SUBMISSIONS PROVIDED BY PARTIES A ND OTHER RELEVANT
ORGANIZATIONS ON THE LEGAL STATUS OF GENETIC RESOUR CES

SUBMISSIONS FROM PARTIES
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AUSTRALIA
Submission on Legal Issues surrounding ABS in Austitia’s domestic law

Implementation of the access and benefit sharingS)Aprovisions of the Convention on Biological
Diversity (CBD) in Australia is made difficult by @mplex web of existing law governing the owngpshi
and use of native biological resources, and thezdfte genetic resources contained within them.

Ownership may exist in some biological resourcesrmi in others, subject to existing statutory and
common law. In general, existing rights to nativeldgical resources depend on the type of resoanck
where they are found. Some biological resourcesragovernment hands, but much is also in private
hands.

The Federal Government controls access to resoudoiexd on Commonwealth lands and waters
(described below), and State and Territory Govemimeontrol resources found on state lands andrsvate
up to 3 nautical miles from the coast. Howeveerewhere Governments control access they do not
necessarily have ownership rights. Private owroenstrol access to biological resources found on
freehold land. On leasehold land, an exclusivktrif possession allows the lessor to effectivelytiol
access to biological resources. In many circunegtsymore than one entity will have some right akier
same biological resources.

Indigenous lands have different associated rigffexting control of the biological resources fouod
them. For instance, exclusive native title andwesige possession by an indigenous land trust rlaw a
the traditional owners or the land trust to con&rotess to the biological resources on that land.

The adoption of ABS legislation in Australia thenef affects the existing rights of landowners aaidas
complex legal questions.

In 2002 the Australian federal, state and territ@gvernments agreed upon a ‘nationally consistent
approach’, based on the Bonn Guidelines. The dootrsets out the general principles on which
legislation is to be based in each jurisdictiont blso provided a framework to implement subtle
variations in their ABS systems. This is highlightgy slight differences in the scope of the ABSays

of the three Governments who have so far completptementation.

Queensland’'s Biodiscovery Act covers state land w&aters, but the Government chose not to
intervene in access on private and indigenous I&xsting common, statutory and contract law
governs access in those areas.

The Northern Territory’s system takes another ag@no covering all land and sea within the
Northern Territory with the exception of lands owri®y the federal government.

The Federal system covers lands owned and leasedringserves established by, the federal
government, and waters more than 3 nautical mitem fthe coast to the extent of national
jurisdiction.

All these are consistent with the CBD which doet prescribe one single ‘right’ way to implement its
provisions on ABS. Indeed one of the strengthshef €BD is that it allows parties a high degree of
flexibility to implement ABS systems taking intoc@unt their existing law.

Discussions in the ABS Working Group need to tageoant of the great differences in ownership and
access rights to genetic resources in differertgzar
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CANADA

Submission by Canada
Notification 2006-045:
Legal status of Genetic Resources

Legal Status of Genetic Resources

Domestic discussions are currently taking pladganada around ABS. The determination of the legal
status of genetic resources in Canada is a ceptestion to this policy development process.

Issues around legal status, ownership, and accassing authority (ies) are currently being conside
by a range of policy-makers at all levels of goveents in Canada. Complex legal considerations requi
further exploration and no conclusions have yetrgetkfrom this on going initiative.

Notwithstanding the status of domestic discuss@nthis issue, Canada believes that, at the glekel,
further information on the legal status of genetisources would help advance the global and nationa
discussions on this topic.
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COLOMBIA
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ENGLISH TRANSLATION

Decision VIII/4 on ABS: International Regime on ésxto Genetic Resources and Benefit-Sharing

Legal Regime Governing Genetic Resources in Colwmbegislation

e With regard to the legal status of genetic resauiceational legislation, Colombia has
a broad legal framework through which the Governmsgeks to guarantee the
conservation and sustainable use of biodiversity @her renewable natural resources
on the country’s territory. This framework is sugpd by policies, strategies, projects,
programs and actions for the viable fulfilmentlwé tegislation’s general objectives.

B According to subsection 2 of Article 81 of the Badil Constitution, the Colombian State is
the only entity with the power to regulate the ofsgenetic resources and their passage into
and out of the country. Taking this mandate intcoant, subsection 21 of Article 5 of
Law 99 of 1993 bestows on the Ministry of the Eomiment the duty to “regulate,
according to the Law, activities to obtain, handésearch, import and export wild plant
and animal genetic species and stock; and to tegihle import, export and trade of said
genetic material, establish monitoring and contneichanisms and procedures, and do
everything necessary to claim payment or recogniiw the rights or royalties arising
from the use of genetic material for the benefthefnation.”

B [t is likewise important to take into account Demis391 of the Cartagena Agreement for
a Common Regime on Access to Genetic Resourceshwilient into effect on
17 July 1996, the date it was published in thec@ffiGazette of the Agreement. Andean
Decision 391 is the first regional legal framewrgulating access to genetic resources and
their by-products. In addition to establishing fmecedure for obtaining access to said
resources, it should be highlighted that its sdijimths meet the provisions of the Convention
on Biological Diversity. Obviously, this framewoakso recognizes and values communities’
rights and decision-making powers with regard érr tnaditional knowledge, innovations and
practices associated with genetic resources ainthyReroducts.

B Through Decree 730 of 1997, the National Governndestgnated the Ministry of the
Environment (now the Ministry of the Environment,ok$ing and Territorial
Development) as the Competent National Authorityglar the terms and for the purposes
of Decision 391 of the Cartagena Agreement Comomnissegarding the Common
Regime on Access to Genetic Resources. As sehadid legislation, the Ministry of
the Environment (now the Ministry of the Environmeiousing and Territorial
Development) is responsible for issuing the necgsaternal administrative regulations
to comply with said decision; receiving, processiagd authorizing or refusing
applications for access to genetic resources, agdtiating and signing, as appropriate,
the respective access contracts; supervising amitaring fulfilment of access contract
terms; and establishing the necessary follow-upesatuation mechanisms, among other
things.

» Through Resolution 0620 of 1997, a series of duiie® assigned within the Ministry of
the Environment (now the Ministry of the Environmemlousing and Territorial
Development) with regard to access to genetic resspyand an internal procedure was
established to process applications for accessenetig resources and their by-products.
This resolution therefore clearly stipulates ththauity of each of the Ministerial bodies
involved in processing potential applications iis trea.

B Decree 2366 of 2004 modified the structure of theidity of the Environment, Housing
and Territorial Development, and assigned to thpalleent of Licenses, Permits and
Procedures the task of carrying out the procedute megard to licenses and other
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instruments for environmental management and mimitoThe approval of contracts for
access to genetic resources falls within this dijegnt’s duties.

Opinion of theConsultation and Civil Service Tribunal of the Coilinf State. Given the
need for clarity with regard to the legal regime tloee domain that applies to genetic
resources, the Ministry of the Environment submitieconsultation to the Consultation
and Civil Service Tribunal of the Council of Statich gave its ruling in its Opinion of
August 1997. Rad. No 977. Representing Council#sar Hoyos Salazar, with the
following conclusion:

"The applicable legal regime for genetic resoufoesvhich there is an actual
or potential use is the regime established for ganahe public domain, in a
general manner in the Political Constitution, apecifically in Cartagena
Agreement Commission Decision 391, Decree Law 28111994, Law 165 of
1994 and any legal provisions issued on this maitirture.

The legal treatment of genetic resources is notsdme as that given to
non-renewable natural resources in Colombian latsi Non-renewable

resources have their own special legal regime, lwkices not provide for

extending the application of its regulations toenwable natural resources as
well. To the contrary, there is a National Code Rénewable Natural

Resources, with additional and complementary pianwss

Genetic resources can be given independent legaltntient from that
provided for biological resources, although théelatontain the former, and
as long as they are within the same unit or aregnatted, the ecological
function’s precedence over private property, corabirwith the national
interest, guarantee public ownership thereof. Cseggarated, each resource
is subject to its own legal regime.”
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COSTA RICA

REGIMEN JURIDICO DE LOS RECURSOS GENETICOS EN LASFECTIVA LEGISLACION

NACIONAL, Y EN PARTICULAR SOBRE LA LEGISLACION DE ROPIEDAD:

El tema del régimen juridico de los recursos genéty bioquimicos en Costa Rica, ha sido regulajio b
los objetivos y procedimientos que se describemngiruacion:

1) LEY DE BIODIVERSIDAD N° 77882 vigente a partir del 27 de mayo de 1998, regutivel

nacional, los principios establecidos en el Convesuibre la Diversidad Biol6gica, firmado en Rio de
Janeiro en el afio 1992 vy ratificado por el GobiedeoCosta Rica mediante la Ley 7416 de fecha
30 de junio de 1994.

A. ACCESO A RECURSOS GENETICOS Y BIOQUIMICOS EN LA LEGISLACION

NACIONAL:
a) Objetivos:
El Articulo 10 de esta ley, establece los objetiyos se pretenden alcanzar con su aplicacion:

1. Integrar la conservacion y el uso sostenible deelesientos de la biodiversidad en el desarrollo
de politicas socioculturales, econdémicas y ambliesita

2. Promover la participacion activa de todos los gestsociales en la conservacion y el uso
ecologicamente sostenible de la biodiversidad, paveurar la sostenibilidad social, econémica y
cultural.

3. Promover la educacion y la conciencia publica sdareonservacion y la utilizacion de la
biodiversidad.

4. Regular el acceso y posibilitar con ello la distdidn equitativa de los beneficios sociales
ambientales y econémicos para todos los sectarda dociedad, con atencién especial a las
comunidades locales y pueblos indigenas.

5. Mejorar la administracion para una gestion efegtiedicaz de los elementos de la biodiversidad.

6. Reconocer y compensar los conocimientos, las peécty las innovaciones de los pueblos
indigenas y de las comunidades locales, para Iseceacion y el uso ecoldégicamente sostenible
de los elementos de la biodiversidad.

7. Reconocer los derechos que provienen de la cooidibudel conocimiento cientifico para la

conservacion y el uso ecoloégicamente sosteniblesdelementos de la biodiversidad.

1 En este documento se utilizaran los siguientemanos:

AC: Areas de Conservacion
ATM: Acuerdos de Transferencia de dfia
CBD: Convencién sobre Diversidad Bgita

CONAGEBIO: Comision Nacional para la Gestién d8iediversidad
CONAREFI: Comision Nacional de Recursos Fitogiens

CPI: Consentimiento Previamenteimiado
MINAE: Ministerio del Ambiente y Energia

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

2 El texto completo de la Ley de Biodiversidad, seuemtra disponible envww.conagebio.go.cttanto en version en

espafiol como en inglés.
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8. Garantizarles a todos los ciudadanos la seguridatieatal como garantia de sostenibilidad
social, econdémica y cultural.

9. No limitar la participacion de todos los sectoreset uso sostenible de los elementos de la
biodiversidad y el desarrollo de la investigacida yecnologia.

10. Promover el acceso a los elementos de la bioddeamtsi la transferencia tecnolégica asociada.

11. Fomentar la cooperacion internacional y regionatapalcanzar la conservacion, el uso
ecologicamente sostenible y la distribucion de fieios derivados de la biodiversidad,
especialmente en &reas fronterizas o de recursgsactdos.

12. Promover la adopcion de incentivos y la retribucida servicios ambientales para la
conservacion, el uso sostenible y los elementda diediversidad.

13. Establecer un sistema de conservacion de la biiileel, que logre la coordinacion entre el
sector privado, los ciudadanos y el Estado, pa@ngjaar la aplicacion de esta ley.

b) Creacion de la Comision Nacional para la Gestivde la Biodiversidad (CONAGEBIO:

La Ley N° 7788, crea a la Comision Nacional par&éstion de la Biodiversidad (CONAGEBIO) como
la Autoridad Nacional competente en Costa Ricara gaoponer las politicas sobre el acceso a los
elementos y recursos genéticos y bioquimicos @liversidad y el conocimiento tradicional asooiad
gue aseguren la adecuada transferencia cientéfwoea y la distribucion justa y equitativa de los
beneficios derivados del acceso; y administratesbe la clasifica como un érgano desconcentrado con
personalidad juridica instrumental, del Ministedied Ambiente y Energia.

Esta Comisién estd integrada por el Ministro de femie y Energia, quien la preside, el Ministro de
Agricultura y Ganaderia, el Ministro de Salud o segresentantes, el Director Ejecutivo del Sistema
Nacional de Areas de Conservacion (SINAC) y umasgntante del Instituto Costarricense de Pesca y
Acuacultura (INCOPESCA), del Ministerio de Comeré&ixterior , de la Asociacibn Mesa Nacional
Campesina, de la Asociacibn Mesa Nacional Indigede,la Federacion Costarricense para la
Conservacion del Ambiente y de la Union Costargeethe Camaras de la Empresa privada.

Es decir, esta Comision estd conformada por repi@stes de Instituciones tanto del Gobierno como de
sectores involucrados con el tema de la biodivadsid de conformidad con el articulo 16 de esta Ley
ejecuta sus acuerdos y resoluciones, asi comauyesisus procedimientos, por medio del Director
Ejecutivo de la Oficina Técnica.

Cuando se habla de que la CONAGEBIO es un Orgarszddeentrado traemos a colacion lo que
sefald el ilustre Profesor Eduardo Ortiz Ortiz,acdr de la Ley General de la Administracién Pablic
costarricense, en el seno de la Comision Legislaue tramitdé el proyecto correspondiente, quién
manifestd que laDesconcentracion es el fendmeno que consiste enrgéw a una autoridad inferior

o subordinada a titulo propio, la capacidad de dédir un asunto” *

Sobre el tema de desconcentracion que posee la GBBKO y sus competencias, es importante
transcribir una pequefa parte del analisis readizaa la Procuraduria General de la Republica ddaCo
Rica, en el Dictamen C320-2002 del 28 de noviendet€2002 en donde se explica’ta competencia
de una organizacion administrativa puede ser traridd internamente mediante el proceso de
desconcentracion. En este sentido, la desconceatrade competencias implica una distribucién de
éstas dentro de una misma persona juridica, pasual un 6rgano inferior recibe una competencia de
decision en forma exclusiva, para que la ejerza @@ropia, en nombre propio y bajo su propia
responsabilidad. Por este proceso, el 6rgano infese ve dotado de la capacidad juridica para diecid
en nombre propio de la materia desconcentrada, ddargue el reparto administrativo se especializa

3 Oficio OT-431-2004. Lic. Maribel Alvarez Mora, ésora Legal de la Oficina Técnica de la CONAGEBIO
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como un medio para mejor satisfacer los cometidalslipps. Ese proceso con lleva que el jerarca
resulte incompetente para emitir los actos relaieda materia desconcentrada”.

Con relacion a los recursos financieros que datestesal quehacer de la CONAGEBIO y su Oficina
Técnica, la Contraloria General de la RepUblita determinado que tratdndose de un 6rgano de la
Administracion Publica, la ejecucion de sus recsirpoesupuestarios debe realizarse de conformigtad c
las funciones que la Ley de Biodiversidad le hagatdo y debe respetar el marco juridico que todo
organo de la Administracion debe considerar, eelie la Ley General de la Administracion Publica
N° 6227, Ley de Administracion Financiera de la R#ga y Presupuestos Publicos, Ley N° 8131, la
Ley de Contratacion Administrativa Ley N° 7494| ky General de Control Interno, Ley N° 8292 y mas
recientemente la Ley Contra la Corrupcién y el gunecimiento llicito en la Funcidén Publica N° 8422 .

La CONAGEBIO y su Oficina Técnica se financian @aformidad con lo establecido en los articulos
19y 43 la Ley de Biodiversidad, constituyéndosen@ola principal fuente de financiamiento, la
correspondiente al 10% del Timbre de Parques Nalgen

c) Elementos vy recursos genéticos v bioquimicosallrados bienes de dominio publico:

El legislador establecié expresamente en el actiéude la Ley de Biodiversidad N° 7788, la declenac
de que las propiedades bioquimicas y genéticasosleelementos de la biodiversidad silvestres o
domesticados son ddominio publico; y que el Estado es el que autorizara la explotacion, la
investigacion, la bioprospeccion, el uso y el apoinamiento de estos elementos de la biodiversasad,
como la utilizacion de todos los recursos genétjcbmquimicos por medio de las normas de acceso qu
se establecen en el capitulo V de dicha ley.

Ademas nuestra Constitucion Politica, tal y comménciona la Sala Constitucional de la Corte Suprem
de Justicia en sus Votos, regula expresamentanal tel dominio publico en los articulos 6, 50, 89 y
121 inciso 14), estableciéndose segun las diseesigne constan en sus Actas, la premisa de que su
proteccion y administracion corresponden al Estpdog alcanzar como objetivo final, el bien comun y
no un interés particular.

Partiendo del marco legal constitucional, no exéstionces duda alguna en torno a cuél es el fuzrttam
legal para que a la Comision Nacional para la Geste la Biodiversidad y especificamente a su @Hici
Técnica, como parte del aparato estatal, se lbugra la funcion de tramitar, aprobar, rechazar y
fiscalizar las solicitudes de acceso a los elenseptoecursos genéticos y bioquimicos; maxime que el
articulo 6 en relacion con los articulos 2 y 3 @d_éy de Biodiversidad, y en concordancia con los
articulos de la Constitucion Politica, determingeefficamente esta afectacion a los elementosigesét

y bioguimicos de la biodiversidad sujeta a un fiblo.

Especificamente, tal y como lo ha reiterado la ®astitucional de la Corte Suprema de Justicia
costarricense en su jurisprudencia, respectodefiaicion, caracteristicas y naturaleza juridida:los
bienes de dominio publico, es necesario sefialasiggientes elementos:

* Voto N° 2306-91, emitido a las catorce horas cuargrcinco minutos del seis de noviembre de
mil novecientos noventa y uno:
a) .El dominio publico se encuentra integrado pendss que manifiestan, por voluntad expresa
del legisladorun destino especial de servir a la comunidad, alterés publico.

4 Contraloria General de la Republica. Division decBlizacion Operativa y Evaluativa. Area de Seosci
Agropecuarios y de Medio Ambiente. Oficio 12729 2@lde octubre 2004.
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b) Son los llamados bienes dominicales, bienesirdal®s, bienes o cosas publicas o bienes
publicos, que no pertenecen individualmente a krsiqulares y que estan destinados a un uso
publico y sometidos a un régimen especial, fuefraateercio de los hombres.-

¢) Son inalienables, imprescriptibles, inembargalte pueden hipotecarse ni ser susceptibles de
gravamen en los términos del Derecho Civil y la@cadministrativa sustituye a los interdictos
para recuperar el dominio.-

d) No pueden ser objeto de posesion, aunque se @deplirir un derecho al aprovechamiento,
aunqgueno un derecho a la propiedad.El permiso de uso es un acto juridico unilatera kg
dicta la Administracién, en el uso de sus funcionEsque se pone en manos del particular, es el
dominio util del bien, reservdndose siempre el dgstal dominio directo sobre la cosa.-

e) Todo permiso de uso es a titulo en precariodeasr, alude a la posibilidad que la
administracion unilateralmente en cualquier momémt@voque, por razones de necesidad o de
interés general, todo ello en la medida que salke@xistir una contraposicion de intereses entre
el fin del bien y el permiso otorgado, debe pres@iel uso natural de la cosa publica.

Voto N° 10466-00 emitido a las diez horas diesisginutos del veinticuatro de noviembre del
dos mil:

a) En los términos de nuestra Constitucion Poligtpatrimonio nacional se conforma por los
bienes definidos en los articulos 6, 50, 89 y 12iciso 14) constitucionalesson las aguas
territoriales, las costas, el espacio aéreo, afaana continental, el z6calo insuléys recursos

y riquezas naturales del agua del suelo y del submg, las bellezas naturales, el derecho a un
ambiente sano y ecoldgicamente equilibrad@l patrimonio histérico y artistico de la Nacion,
las fuerzas que puedan obtenerse de las aguasrdaiid publico en el territorio nacional, los
yacimientos de carbon, las fuentes o yacimientospekedleo, sustancias hidrocarburadas,
depésitos de minerales radioactivos, serviciosambticos -lo que modernamente se conoce
como espacio electromagnético-, ferrocarriles, faggl aeropuertos que estén en servicio.

b) Es importante sefialar que estos bienes gozaspkxial proteccion a través del Estado, de
manera que no son susceptibles de ser apropigoms particulares y ni siquiera por la
Administracién Publica; ni ser destinados a finégstintos de los que determinan su propia
esencia y naturaleza.

c) Los bienes de la Nacion pueden ser objeto déotaqgidn racional por el Estado o por los
particulares de acuerdo con la ley o mediante concesion espattiaigada por tiempo
determinado y con arreglo a las condiciones y e#tigiones que establezca la Asamblea
Legislativa”(inc. 14 del articulo 121 de la Constitucion Rcdif La jurisprudencia de esta Sala -
sentencia 06240-93-, examind la posibilidad de lguésamblea Legislativa acuda a la técnica,
comunmente conocida como el dictado de una ley angu&ra cumplir con la exigencia de la
norma constitucional.

d) No debe perderse de vista que la especial aféntde los bienes de la Nacion tiene sentido,
Unicamente, en tanto se garantice a todos losamié el derecho a una calidad de vida dentro
de un ambiente sano y ecoldgicamente equilibrado. dxplotacion de los recursos naturales
impone, con rango constitucional, un uso raciomalod mismos (adecuado, planificado), para
beneficio de los actuales y de los futuros hatstadel pais (derechos de la tercera generacion).

d) Competencias de la CONAGEBIO v su Oficina Técuh:

La Ley N° 7788, le asigna a la CONAGEBIO, el pajeRAutoridad Nacional, para formular y coordinar
las politicas sobre el acceso a los elementosyrses genéticos y bioquimicos de la biodiversidad y
conocimiento tradicional asociado, que asegureradacuada transferencia cientifico-técnica y la
distribucion justa y equitativa de los beneficiesidados del acceso.

Ademas le asigna otras competencias establecig@esamente, entre las que citaremos las siguientes:
formular las politicas nacionales referentes adaservacion, el uso ecologicamente sostenible y la

/...
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restauracion de la biodiversidad, sujetandose @diavencién sobre la Diversidad Biologica y otros
convenios internacionales; formular las politicasgponsabilidades establecidas en los capitulo¥ W

VI de la Ley y coordinarlos con los diversos orgams responsables de la materia; formular la egieat
nacional de la biodiversidad y darle seguimient@asgsorar a otros organos del Poder Ejecutivo,
instituciones autonomas y entes privados, a finrndemar las acciones para el uso ecolégicamente
sostenible de los elementos de la biodiversidad.

Asimismo la Ley de Biodiversidad, establece quE@NAGEBIO contara con una Oficina Técnica de
apoyo, la cual realizara entre otras funcionessigsientes: tramitar, aprobar, rechazar y fiscallaa
solicitudes de acceso a los elementos y recursoetigos y bioquimicos de la biodiversidad; cauadi
con las Areas de Conservacion, el Sector PrivadoPueblos Indigenas y las Comunidades Campesinas,
lo relativo al acceso y Organizar; mantener actadb un registro de solicitudes de acceso a los
elementos de la biodiversidad, colecciones ex gitle las personas fisicas o juridicas que se dedig

la manipulacion genética. La informacion registresgad de caracter publico, excepto los secretos
industriales, que deberan ser protegidos por elsRegsalvo que razones de bioseguridad obliguen a
darles publicidad y autorizar los convenios y caios suscritos entre particulares, nacionales o
extranjeros, o entre ellos y las institucionesstegdas para el efecto, si contemplaren accespalellos
elementos genéticos y bioquimicos de la diversidetarricense.

e) Procedimiento para el acceso a elementos v resas genéticos y bioquimicos

el) Ambito de Aplicacion:

El Articulo 3°, establece el Ambito de aplicaci@ld Ley, de forma que se aplicara sobre los elaraen
de la biodiversidad que se encuentran bajo la aoberdel Estado, asi como sobre los procesos y las
actividades realizados bajo su jurisdiccién o aintcon independencia de aquellas cuyos efectos se
manifiestan dentro o fuera de las zonas sujetassliccion nacional. Esta ley regulara especifieata

el uso, el manejo, el conocimiento asociado ys#&ibiucion justa de los beneficios y costos deiigadiel
aprovechamiento de los elementos de la biodivadsida

Sin embargo también se establecen las siguienthssenes a su ambito de aplicacion: a) No se adlic
al acceso al material bioquimico y genético humape, continuara regulandose por la Ley General de
Salud, N° 5395 del 30 de octubre de 1973, y polelass conexas.

b) Tampoco se aplican estasadispnes al intercambio de los recursos bioquisigo
genéticos ni al conocimiento asociado resultantprdeticas, usos y costumbres, sin fines de luarte
los pueblos indigenas y las comunidades locales y

c) Lo dispuesto en esta leyafiecta la autonomia universitaria en materia deenida e
investigacion en el campo de la biodiversidad, ptasi las investigaciones tuvieren fines de lucro.

e2) Declaratoria de Dominio Publico:

El articulo 6 establece ademas de la declarateridodhinio publico, sefialada anteriormente, la
obligacion del Estado de autorizar la exploracilanjnvestigacion, la bioprospeccion, el uso y el
aprovechamiento de los elementos de la biodivedsigiee constituyan bienes de dominio publico, asi
como la utilizacion de todos los recursos genétictsoquimicos, por medio de las normas de acceso
establecidas en el Capitulo V de la Ley. Asimisinarticulo 69 regula expresamente que todo programa
de investigacion o bioprospeccion sobre materiaétieo o bioquimico de la biodiversidad que pretend
realizarse en el territorio costarricense, requier@ermiso de acceso.
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e3) Definiciones:
En el articulo 7, se establecen varias definicionesr medio de las cuales debera ser interpredatia
Ley. Algunas de estas fueron tomadas de la Contersnbre Diversidad Bioldgica, en su articulo 2,
pero también existen otras innovadoras como lagesites:

“Acceso a los elementos bioquimicos y genéticdsccion de obtener muestras de los elementos de
la biodiversidad silvestre o domesticada existergascondiciones ex situ o in situ y obtencién del
conocimiento asociado, con fines de investigaci@sida, bioprospeccion o aprovechamiento
econoémico.”

“Bioprospeccién: La busqueda sistematica, clasificacién e invast@n para fines comerciales de
nuevas fuentes de compuestos quimicos, genesjnamtanicroorganismos y otros productos con
valor econémico actual o potencial, que se encaemn la biodiversidad.”

“Permiso de accesoAutorizacion concedida por el Estado costarricgrasa la investigacion basica,

la bioprospeccion, la obtencion o comercializadémateriales genéticos o extractos bioquimicos de
elementos de la biodiversidad, asi como su coneaimi asociado a personas o instituciones,

nacionales o extranjeras, solicitado mediante oongatimiento normado en esta legislacion, segun se
trate de permisos, contratos, convenios 0 conocesion

“Elemento bioquimico: Cualquier material derivado de plantas, animaldgngos o
microorganismos, que contenga caracteristicas iispsc moléculas especiales o pistas para
disefiarlas.”

e4) Capitulo V: Acceso a los elementos genéticos byoguimicos y proteccion del
Conocimiento asociado:

1) Especificamente encontramos que el CAPITULO Vialéey, regula el tema del Acceso a los
elementos genéticos y bioquimicos y proteccién @ahocimiento asociado, y establece entre otros
aspectos:

“Articulo 62.- Competencia: Corresponde a la Comision proponer las politicasamso
sobre los elementos genéticos y bioquimicos deoddiversidad ex situ e in situ. Actuara
como Organo de consulta obligatoria en los procieditos de solicitud de proteccion de los
derechos intelectuales sobre la biodiversidad.

Las disposiciones que sobre esta materia acuerggitairan las normas generales para el
acceso a los elementos genéticos y bioguimicos rg [za proteccion de los derechos
intelectuales sobre la biodiversidad, a las queeidebsometerse la administracion y los
particulares interesados. Para ser eficaces feetégeceros deben ser publicadas previamente
en La Gaceta”.

2) El articulo 63 de esta Ley, regula los requssiidsicos para el acceso, entre los cuales séeestalios
siguientes: el Consentimiento previamente informaeb refrendo de este consentimiento previamente
informado por parte de la Oficina Técnica de la odn y la designacion de un representante legal
residente en el pais, cuando se trate de pers@ieasfo juridicas domiciliadas en el extranjerely
articulo 72 establece los requisitos generales dgera contener la solicitud de acceso, como por
ejemplo: Nombre e identificacién completa del iagado; si no es el propio interesado, debera inftisa
datos de identificacidn del titular y el poder bEa@ual gestiona; cronograma descriptivo de loarales

de la investigacion y los posibles impactos amhbiest objetivos y finalidad que persigue y
manifestacion de que la declaracion anterior ha B&tha bajo juramento. Todos estos requisitosofiue
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desarrollados plenamente, en el Decreto Ejecuttr@1%14-MINAE, publicado en el Diario Oficial La
Gaceta N° 241 de 15 de diciembre de 2003, lo auddith en la practica su aplicacién.

3) Respecto a las normas de Procedimiento, la kEByuda aspectos generales que deben cumplirse en
todo permiso de acceso, entre ellos;

- la Oficina Técnica de la Comision tramitaré toldesgestiones que realice en virtud de las compete
indicadas en este titulo, a través de un expedaditial.

- Plazo: El permiso de acceso se establecera pplamo maximo de tres afios, prorrogables a juieitad
Oficina Técnica de la Comision.

- Los permisos de acceso son personales e intrsibes] estan limitados materialmente a los eleosent
genéticos o bioquimicos autorizados y sélo podediruslizados en el &rea o territorio que expresdame

se indique en ellos.

- Los permisos de acceso para la investigaciéroprspeccion no otorgan derechos ni acciones ni los
delegan, solamente permite realizar tales actie@slagbbre elementos de la biodiversidad previamente
establecidos.

-En los permisos de acceso se estipularan claramehtcertificado de origen, la posibilidad o la
prohibicion para extraer o exportar muestras ostemnlefecto, su duplicaciéon y deposito; los informes
Diarios, la verificacion y el control, la publiciday propiedad de los resultados, asi como cualaiar
condicion que, dadas las reglas de la ciencia jadécnica aplicables, sean necesarias a juicita de
Oficina Técnica de la Comision.

- En la resolucién respectiva la Oficina Técnica,cdnformidad con las Normas Generales de Acceso a
los elementos y recursos genéticos y bioquimiaestablecera la obligacion del interesado de dtapos
hasta un diez por ciento (10%) del presupuestostigacion y hasta un cincuenta por ciento (50&6)

las regalias que cobre, a favor del Sistema NaciAreas de Conservacion, el territorio indigerel
propietario privado proveedor de los elementosgomeder; y ademas, se determinara el monto que en
cada caso deberan pagar los interesados por g#stogmites, asi como cualquier otro beneficio o
transferencia de tecnologia que forme parte dedergimiento previamente informado.

e5) Convenios Marco y Concesiones:
Se reconoce:
- la figura de loLConvenios Marcq por medio de los cuales, las universidades pablootros centros de
investigacion, podran suscribir en forma periédioavenios marco para la Comision, para tramitar los
permisos de acceso y los informes de operaciones.
- y la Concesion: Cuando la Oficina Técnica autfe utilizacion constante del material genétiodeo
extractos bioquimicos con fines comerciales, s@imxial interesado obtener una concesion para
explotarlos; para ello, se aplicaran las Normase@G#es que dicte la Comision.

B. PROTECCION DE LOS DERECHOS DE PROPIEDAD INTELECT UAL E INDUSTRIAL:

En Costa Rica, la proteccion a los derechos deigmtag intelectual es un principio constitucionalep

se encuentra regulado expresamente en el artiGuidednuestra Constitucion Politica: “Todo autor,
inventor, productor o comerciante gozara temponatende la propiedad exclusiva de su obra, invencion
marca 0 nombre comercial, con arreglo a la ley.atrébucion exclusiva de dictar las leyes, refolagr
derogarlas y darles interpretacidén auténtica, teesponde de conformidad con el articulo 121 dealda
Magna, a la Asamblea Legislativa.

Por su parte, la Seccion lll, del Capitulo V, dééy de Biodiversidad, regula el tema de la praitata

la propiedad intelectual relacionada con la biodiikad, regulando entre otros aspectos los siggsent
a) Que el Estado reconoce la existencia y validelad formas de conocimiento e innovacion y la
necesidad de protegerlas, mediante el uso de lasmsenos legales apropiados para cada caso
especifico.
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b) Que el Estado otorgard la proteccion, entresdyamas, mediante patentes, sectores comerciales,
derechos del fitomejorador, derechos intelectual@sunitarios sui géneris, derechos de autor,
derechos de los agricultores. Pero se exceptuarsa{pente:

Las secuencias de acido desoxirribonucleico per se.

Las plantas y los animales.

Los microorganismos no modificados genéticamente.

Los procedimientos esencialmente biolégicos paprdduccion de plantas y animales.
Los procesos o ciclos naturales en si mismos.

Las invenciones esencialmente derivadas del cometin asociado a practicas
biolégicas tradicionales o culturales en dominibljpd.

Las invenciones que, al ser explotadas comercidbmen forma monopdlica, puedan
afectar los procesos o productos agropecuariosdsyagos basicos para la alimentacion
y la salud de los habitantes del pais.

ogarwnNE

N

c) La Oficina Nacional de Semillas de Costa Rican@oel Registro Nacional de la Propiedad
Intelectual, obligatoriamente deberan consultaa ®ficina Técnica de la CONAGEBIo, antes de
otorgar proteccion de propiedad intelectual a lasovaciones que involucren elementos de la
biodiversidad, recalcandose que la oposicion fdadde la Oficina Técnica impedira registrar la
patente o proteccion de la innovacion.

d) Como un requisito esencial, siempre aportaraoedificado de origen emitido por la Oficina
Técnica de la Comisién y el consentimiento prealgolicitar proteccion de propiedad intelectual a
las innovaciones que involucren elementos de ldiveosidad.

e) Los particulares beneficiarios de protecciériadpropiedad intelectual o industrial en materia de
biodiversidad cederéan, a favor del Estado, unadieelegal obligatoria que le permitird en casos de
emergencia nacional declarada, usar tales derechieneficio de la colectividad, con el Unico fen d
resolver la emergencia, sin necesidad del pagegidias o indemnizacion.

f) Se reconocen y protegen expresamehtss “derechos intelectuales comunitarios sui génetjs
por lo que esta legislacién es también pioneraeem la regulacion de este tema en especifico:

1. El Estado reconoce y protege expresamente, ®&ajoombre comun de derechos
intelectuales comunitarios sui géneris, los conaitos, las practicas e innovaciones de
los pueblos indigenas y las comunidades localéaciomadas con el empleo de los
elementos de la biodiversidad y el conocimientociasim. Este derecho existe y se
reconoce juridicamente por la sola existencia derdatica cultural o el conocimiento
relacionado con los recursos genéticos y bioquisnioo requiere declaracion previa,
reconocimiento expreso ni registro oficial; porttarpuede comprender practicas que en
el futuro adquieran tal categoria.

2. Este reconocimiento implica que ninguna de damés de proteccion de los derechos de
propiedad intelectual o industrial regulados ere estpitulo, las leyes especiales y el
Derecho Internacional afectaran tales practicdérias.

3. La Oficina Técnica, en asocio con la Mesa Inaige la Mesa Campesina, debera definir
un proceso participativo con las comunidades indigg campesinas, para determinar la
naturaleza, los alcances y requisitos de estosclu@separa su normativa definitiva.
Asimismo el proceso participativo determinard larfa en que el derecho intelectual
comunitario sui géneris serd utilizado y quienagex su titularidad, e identificara a los
destinatarios de sus beneficios.

4. Mediante el procedimiento indicado en el ardcaterior, se procedera a inventariar los
derechos intelectuales comunitaris génerisespecificos que las comunidades solicitan

/...
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proteger, y se mantendrd abierta la posibilidadqde, en el futuro, se inscriban o
reconozcan otros que rednan las mismas caraatasistEl reconocimiento de esos
derechos en el Registro de la Oficina Técnica dédmision, es voluntario y gratuito;

debera hacerse oficiosamente o a solicitud denteseisados, sin sujecion a formalidad
alguna.

5. La existencia de tal reconocimiento en el Registbligard a la Oficina Técnica a
contestar negativamente cualquier consulta relaivaconocer derechos intelectuales o
industriales sobre el mismo elemento o conocimiehitd denegacion, siempre que sea
debidamente fundada, podr4 hacerse aun cuandoeshdeui génerisno esté inscrito
oficialmente.

Ademas en el articulé6 de este cuerpo normativo, se reconoce el De@thobjecion
cultural, por medio del cual, las comunidades k&3l los pueblos indigenas se pueden
oponer al acceso a sus recursos y al conocimiestaoiaalo, por motivos culturales,
espirituales, sociales, econémicos o de otra indole

A la fecha, aun no se ha finalizado el procesoasuta para la definicion de los derechos intakdes
comunitarios y su regulacioén, por lo que tantcekBecreto Ejecutivo N° 31514-MINAE, como en el
Reglamento para el acceso a los elementos y recgeseticos y bioquimicos, en condiciorgssitu,se
ha incluido el siguiente Transitorio:

“Conocimientos, innovaciones y practicas de las wtdades locales y los

pueblos indigenas. Los permisos de acceso de igaeisin bésica, de

bioprospeccion o de aprovechamiento econémico, iguelucren conocimientos,

innovaciones y practicas de las comunidades logdles pueblos indigenas sobre
el uso de los recursos genéticos y bioquimicosadeiddiversidad, se otorgaran
conforme a los establecido en los articulos 66 ly8%al 85 de la Ley de

Biodiversidad y el Convenio 169 sobre Pueblos ledés y Tribales, aprobado
mediante Ley N°. 7316 del 03 de noviembre de 198BJicada en La Gaceta N°
234 del 04 de diciembre del 1992.”

Es importante mencionar que la Ley de Patentetndencion, Dibujos y Modelos Industriales y
Modelos de Utilidad, N° 6867del 25 de abril de 3,9&formada por la Ley N° 7979 de 6 de enero del
2000, regula también exclusiones de patentabilidad, cuales no coinciden plenamente con lo
establecido en la Ley de Biodiversidad, por lo dabera en corto plazo, definirse en nuestro pass, u
sola interpretacion legal respecto a este tema.

2) NORMAS GENERALES PARA EL ACCESO A LOS ELEMENTOS Y RECURSOS
GENETICOS Y BIOQUIMICOS DE LA BIODIVERSIDAD °: Decreto Ejecutivo N° 31514-MINAE
publicado en el Diario Oficial La Gaceta N° 2411dede diciembre de 2003:

a) Ambito de aplicacion

En forma concordante con la Ley de Biodiversidestas Normas Generales para el Acceso a los
Elementos y Recursos Genéticos y Bioquimicos d&iddiversidad, en adelante denominadas Normas,
establecen que el acceso se aplicara sobre loemiesny recursos geneéticos y bioquimicos de la
biodiversidad, ya sean silvestres o domesticadogstres, marinos, de agua dulce o aéinastu y ex
situ, que se encuentren en el territorio nacional defirad el Articulo 6 de la Constitucion Politica, ya
sea propiedad publica o privada. Asimismo tutelaegulan la proteccion del conocimiento tradicional

5 El texto completo del Decreto Ejecutivo N° 31514NMAE, se encuentra disponible ewww.conagebio.go.ctanto
en version en espafiol como en inglés.
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asociado y la distribucion justa y equitativa de beneficios derivados del aprovechamiento de dicho
elementos y recursos.

Se excluyen de su ambito de aplicacion, el usoodeelementos de la biodiversidad utilizados como
recursos organicos, que continuaran reguladosapbey Forestal, la Ley de Conservacién de la Vida
Silvestre, la Ley de creacion del INCOPESCA, Ig He Pesca y otras leyes especiales.

b) Tipos de Permisos de Acceso:
En estas Normas se especifican cuatro tipos deigies e acceso:

Investigacion basica Permiso para indagar, examinar, clasificar o auiardos conocimientos sobre las
caracteristicas genéticas o bioquimicas de losegitrn de la biodiversidad, sin un interés inmedésit
la comercializacién de sus resultados.

Bioprospeccidn: Busqueda sistematica, clasificacién e investigagiara fines comerciales de nuevas
fuentes de compuestos quimicos, genes, proteingEspamganismos y otros productos con valor
econdmico actual o potencial que se encuentrea biodiversidad.

Aprovechamiento econémico comercial:Es la autorizacion personal e intransferible, nduesiva ni
excluyente para que la parte interesada haga ulus ddementos y recursos genéticos Yy bioquimicos
con fines comerciales, sin que necesariamentepestédido de un programa de investigacion basica o
bioprospeccién como parte de la solicitud.

Concesion En los casos de otorgamiento de un permiso desaqeara aprovechamiento econémico que
adquiera la caracteristica de constante es demirehjinteresado haya solicitado el acceso al mseiss
veces en un periodo de cinco afios sobre el misooosie genético o bioquimico con fines comerciades s
requiere en lo sucesivo obtener una concesion. fign@ Técnica de la CONAGEBIO tramitara la
solicitud y remitira el expediente con la recomandia al despacho del Ministro para su eventual
aprobacién y firma.

c) Definiciones:

Ademas de las definiciones que se encuentran erylale Biodiversidad, estas Normas Generales de
Acceso, incluyen aquellas que se usaran como refieren su aplicacion. Entre estas definiciones se
encuentran las siguientes:

“Certificado de origen o de legal procedenciaDocumento oficial emitido por la Oficina Técnica
de la CONAGEBIO donde se certifica la legalidad @gteso a elementos o recursos genéticos o
bioguimicos de la biodiversidad y el cumplimient® Ids términos en los que fue autorizado al
interesado el permiso de acceso correspondiente”

“Concesion: Autorizacion para el acceso con fines comercialele ynanera constantes a ciertas
propiedades bioquimicas o genéticas de loas elesyentrecursos de la biodiversidad, que el
jerarca del Ministerio del Ambiente y Energia otoayla parte interesada, nacional o extranjera,
una vez que su solicitud ha sido revisada y traidsfgor la Oficina Técnica de la CONAGEBIO.
Para los efectos de la aplicacion de esta defimicé entendera el término “utilizacion constante”
cuando el interesado solicite el acceso al menigsveees en un periodo de cinco afios sobre el
mismo recurso genético o bioquimico.Ademas las&sinoes no son exclusivas ni excluyentes.”

“Distribucion justa y equitativa de beneficios: Participacion de los beneficios econdmicos,
ambientales, cientifico-tecnolégicos, sociales dtucales resultantes de la investigacion, la
bioprospeccién o el aprovechamiento econdmico deelementos y recursos bioquimicos vy

/...
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genéticos de la biodiversidad entre los actoreslitvados en el acceso y en la conservacion de los
recursos bioquimicos y genéticos, con atencioncéape las comunidades locales y los pueblos
indigenas.”

“Investigacion basica en biodiversidad:Actividad para indagar, examinar, clasificar o antae
los conocimientos que existen sobre los elemeninl®dicos en general o sus caracteristicas
genéticas o bioquimicas en particular, sin un ésenmediato en la comercializacion de sus
resultados”

“Permiso de acceso para el aprovechamiento econdémicomercial: Autorizacion personal e
intransferible, no exclusiva ni excluyente para uparte interesada haga uso de los elementos y
recursos bioquimicos y genéticos de la biodivetsmm fines comerciales, sin que necesariamente
esté precedido de un programa de investigaciomdadbioprospeccion como parte de la solicitud.
El permiso de acceso ocasional sera otorgado fofidena Técnica de la CONAGEBIO y cuando
éste adquiera caracteristicas de constante serirdqua obtencion de una concesion de
conformidad con el Articulo 11 del presente reglatme

“Proveedor de los elementos o recursos genéticobioquimicos de la biodiversidad:Persona
fisica o juridica que sea duefia, responsable capoismes donde se encuentran contenidos los
elementos o recursos genéticos o bioquimicos détiiversidad, o sea duefia del conocimiento
tradicional asociado a ellos y pueda autorizar sgeso, previo cumplimiento de los
procedimientos legales establecidos en estas ndrmas

“Recurso organico: Cualquier material de organismos vivientes, silessb domesticados, que se
aprovechado como tal, en su totalidad o en suegaracroscopicas.”

“Recurso bioquimico: Cualquier material derivado de organismos vivientescando o utilizado

por su valor actual o potencial, que posee ciedaacteristicas especificas, moléculas especiales o
pistas para disefarlas. A diferencia del uso oogadée los recursos, el recurso bioquimico sufre
una mayor transformacion y aprovechamiento técimdastrial, y cuenta en general con un mayor
namero de ingredientes activos”

“Recurso genético:Cualquier material de organismos vivientes queerayd unidades funcionales
de la herencia y que sea manejado e innovado coiovetmente por los campesinos y los fito o
zoomejoradores, o0 bien investigado o aprovechadamgalio de procedimientos biotecnoldgicos
modernos, modernos con valor actual o potencial”

d) Procedimiento:

El Consentimiento Previamente Informado y las Condiones Mutuamente Acordadaspara el
acceso a los elementos y recursos genéticos y hiagjcos,constituyen los dos elementos basicos, que
diferencian actualmente el procedimiento queedse ccumplir para el otorgamiento de un permiso de
acceso, respecto al procedimiento anterior quelgsaba a la luz de la Ley de Conservacion de BaVi
Silvestre.

Estos elementos o requisitos, se estipulan en odaccia con el Articulo 15 del Convenio de Diveasid
Bioldgica, en donde se establece el reconocimidettos derechos soberanos de los Estados sobre sus
recursos naturales, el requisito de que el accgacdesometido al consentimiento previamente indolon

de la Parte Contratante que proporciona estossesgenéticos y la necesidad de que se compartan en
forma justa y equitativa los beneficios derivadesd uso, con la parte contratante que los aporta.
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Debe entenderse que el Consentimiento Previamafienado, en adelante CPI, constituye un
mecanismo mediante el cual los Proveedores dedosrBos genéticos o bioquimicos o del conocimiento
asociado a ellos (Consejo Regional o el DirectbAdea de Conservacion - cuando se trate de aceso
propiedad estatal-,los duefios de fincas, las aaideis de las comunidades locales o pueblos indigena
los duefios o responsables de los materiales mdageen condicionesx sity, previa negociacion con el
Interesado, consienten en permitir este accesstableciéndose entre las partes, las condiciones
mutuamente convenidas y la distribucion justa yitatjva de los beneficios.

Con la finalidad de que el procedimiento para etgamiento de un permiso de acceso en la legislacio
nacional, se comprenda con mayor facilidad, serpwa el siguiente flujograma:

FLUJOGRAMA PARA OTORGAR PERMISOS DE ACCESO

REGISTRO INTERESADO
SOLICITUD INTERESADO|
GUIA TECNICA

DOCUMENTOS LEGALES

*REFRENDO CPI

*RESOLUCION
CARNE PRELIMINAR *PASAPORTE DE

ACCESO

CONTROL Y
SEGUIMIENTO

CONSENTIMIENTO PREVIAMENTE
INFORMADO (CPI)

INTERESADOS

MATERIALIZA
EL ACCESO

*CONSEJOS
REGIONALES
*DIRECTORES AC

DUENO

1!
T
FINCA

Fuente: Oficina Técnica, CONAGEBIO. 2005

AUTORIDAD JCOMUNIDAD
INDIGENA

a. Los interesados deben registrarse ante la @ficienica antes de solicitar cualquier tipo de B e
acceso, para lo cual se establecio el respeaivoulario. Una vez inscritos es necesario completar
formulario de la solicitud de permiso y el formitade la guia técnica, adjuntando varios docungento
legales, dependiendo de si se trata de persoi@ssfts personas juridicas (Paso 1 del flujograma)

b. Una vez presentados estos documentos, la @fi€écnica entrega al interesado, un carné de
identificacion preliminar como usuario potencialjeqle autoriza para que se presente ante los
proveedores de los recursos genéticos o bioquimécestablecer el consentimiento previo informado o
CPI. La Oficina Técnica ha dispuesto un documenia ge CPI, con la finalidad de agilizar y facilila
negociacién entre las partes. (Pasos 2 y 3 delgitama)

Para realizar la negociacion, y por lo tanto disautfondo, el significado y alcances del access, |
términos de la proteccion del conocimiento asociatis aspectos practicos, econémicos y logistiebs
acceso, el Interesado o su Representante Legdirigea a los Representantes del lugar (Proveejiore
donde se materializard el acceso a los elementesuosos genéticos y bioquimicos de la biodivedsida
los cuales podrian ser: el Consejo Regional, e¢dbir (a) del Area de Conservacion, en caso ddaque
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propiedad sea estatal, los duefios de fincas, lawidades de las comunidades locales o pueblos
indigenas y lo duefios o responsables de los nlateda condicioex situ.

Si el acceso se va a materializar en un area oestarina, que no esté comprendida en la definid&n
humedal del Articulo 40 de la Ley Orgéanica del Aemte, o no esté comprendida dentro de los limies d
un &rea protegida declarada como tal, el consestitmipreviamente informado debe ser tramitadoelnte
INCOPESCA, quien para ello pedird asesoramienta &dmision Cientifico-Técnica adscrita a esa
Institucién. Pero si el acceso se va a materiadizanillas de caminos publicos y aceras, o0 en lagsinas

y humedales, el consentimiento previamente infoordebera ser tramitado ante el Consejo Regional o
el Director del Area de Conservacién correspondieh el caso de territorios indigenas, la infoiiGrac

se regira por lo que establece el Convenio 16@deIT, Ley N° 7316. El consentimiento previamente
informado deberd presentarse, ademas en el idiodigena correspondiente, si asi lo exigen los
involucrados.

c. Una vez que el interesado obtiene el Consenttmi@reviamente Informado del proveedor del recurso
genético o bioquimico se dirige nuevamente a l&ii Técnica y ésta debe refrendar dicho acuerdo,
considerando los principios y objetivos de la Comw@n sobre Diversidad Bioldgica y la Ley de
Biodiversidad, asi como lo establecido en el ordeeato juridico costarricense y en el caso en que |
Oficina Técnica considere necesario, podra realdiéerentes consultas y solicitar a las partes
involucradas en la negociacion del consentimienté@ipmente informado, la informacién adicionaéqu
estime imprescindible.

Seguidamente, de conformidad con el Articulo 18ddéNormas, la Oficina Técnica emite una resolucién
donde se indica claramente si la solicitud fue lagda o rechazada vy las justificaciones técnicasales

0 ambientales en que se fundamento ese acto. Wrepvebado el permiso de acceso la Oficina Técnica,
extiende un “pasaporte de acceso” que acreditantatesado para ingresar al lugar en donde se
materializaran las actividades que le fueron az&dias mediante la resolucion correspondiente $Raso
y 5 del flujograma).

d. En cuanto a los aspectos de verificacion y ogrir Oficina Técnica, de conformidad con los téws

del permiso otorgado, realiza estas funciones yando lo considere necesario, coordinara con el
interesado o el proveedor del recurso. Los funciosade la Oficina Técnica, pueden realizar
inspecciones en el predio o lugar en que se métarial acceso, en cualquier momento en que esté
vigente el respectivo permiso o una vez finalizddasctividades contempladas en el mismo. (Paksb 6
flujograma).

e) Certificado de origen o certificado de legal mrcedencia:

El Certificado de origen o legal procedencia, atifpor la Oficina Técnica de la CONAGEBIO, ha sido
regulado en forma pionera, en la Ley de Biodiverdjd\® 7788 articulo 80, como un requisito esencial
que junto al consentimiento previamente informaiempre el interesado debera aportar ante la @ficin
Nacional de Semillas o el Registro Nacional de ieatgd Intelectual, al solicitar proteccion de peajaid
intelectual, a innovaciones que involucren eleww®de la biodiversidad.

Con la finalidad de desarrollar y precisar est&umsento, para facilitar su aplicacion a nivel oaeil, en
este Decreto Ejecutivo se incluye en su articulla @efinicion de certificado de origen o certificade
legal procedencia y se establece en su articulo 19

Articulo 19: A efectos de certificar la legalidael dcceso, la Oficina Técnica extendera
al solicitante un certificado de origen denominadmbién “certificado de legal

procedencia”’ que incluye: el lugar y fecha del aoceropietario de los elementos o
recursos de la biodiversidad, el material obtentdntidad y la persona, la comunidad o
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comunidades que han contribuido o contribuirdn oin conocimiento asociado,
innovaciones y practicas tradicionales. Ademascardi si el interesado cumplié con la
normativa establecida para el consentimiento pneetde informado y las condiciones
mutuamente acordadas de la investigacion bésica, bitgprospeccion o el
aprovechamiento econdémico, asi como la fecha y munge la resolucion
correspondiente. La Oficina Técnica disefiarareh&bo correspondiente.

f) Distribucion justa y equitativa de beneficios @rivados del uso de los recursos genéticos:

Los beneficios derivados por el uso de los recugemeticos y bioquimicos de la biodiversidad pueden
ser clasificados como beneficios monetarios y naeatarios. Nuestra legislacion establece en cuanto a
beneficios monetarios la obligacién del Interesadodepositar hasta un 10% del presupuesto de
investigacion o de bioprospeccion, Este porcergejé establecido de conformidad con la voluntad de
las partes, y puede oscilar de cero a diez potaiieny hasta un 50% de las regalias que obtenga el
Interesado a favor del proveedor de los recursob®rasos de un aprovechamiento comercial. En
general podriamos clasificar los beneficios dedaisnte forma.

Beneficios monetarios

- Pagos iniciales

- Pagos por cada etapa

- Tasas de licencia en caso de comercializacion

- Tasas especiales en apoyo de la conservacion igaatin sostenible de la diversidad
bioldgica.

- Salarios

- Financiacién de investigacion

- Empresas conjuntas

- Propiedad conjunta de derechos de propiedad ittelguertinente

Beneficios no monetarios

- Participacién en los resultados de la investigacion

- Cooperacion y contribucion en programas de invasiim y desarrollos cientificos
preferiblemente en el pais.

- Participacion en desarrollo de productos

- Formacion y capacitacion

- Admision a las instalaciones de coleccioeesituy a bases de datos

- Fortalecimiento de las capacidades de las comuesdéatales y pueblos indigenas para
conservar y utilizar en forma sostenible sus raxigenéticos.

- Creacién de capacidad institucional

- Recursos humanos y materiales para fortalecer dpactlades en especial al persona
responsable de la administracidén y ejecucidn dieilges sobre acceso a recursos genéticos.

- Contribucién a la economia local

- Investigacion dirigida a necesidades prioritarédes como la seguridad alimentaria, la salud
humana considerando los usos nacionales de lossoscgenéticos

- Infraestructura

- Acceso a la informacion cientifica relacionada looonservacion y utilizacion sostenible de
la diversidad biologica.

- Otros.
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q) Acceso a los elementos vy recursos genéticosgghimicos de la biodiversidad, en condicionesx
situ:

En el caso de acceso a recursos genéticos en icomdix situ,el Transitorio 1. del Decreto Ejecutivo N°
31514-MINAE, como normativa general, establecio oientras no existiere el procedimiento necesario,
no se otorgarian permisos de acceso para biopm8épear aprovechamiento econdmico, de elementos y
recursos genéticos y bioquimicos de la biodivetsidantenidos en condiciones situ

Sin embargo, recientemente se ha logrado termiggg procedimiento, emitiéndose el respectivo
Reglamento para el Acceso a los elementos y rexgsoéticos y bioquimicos de la biodiversidad, en
condicionex situ.

3) REGLAMENTO PARA EL ACCESO A LOS ELEMENTOS Y RECU RSOS GENETICOS Y
BIOQUIMICOS DE_LA BIODIVERSIDAD EN CONDICIONES EX SITU"® Decreto Ejecutivo
N° 33697-MINAE, del 6 de febrero del dos mil sigiablicado en el Diario Oficial La Gaceta N° 74 del
18 de abril del 2007.

Recientemente, comenzo a regir en nuestro paisest® Decreto Ejecutivo, pionero a nivel mundidl,
cual pretende garantizar la aplicacion agil y efidel procedimiento necesario para el acceso a los
elementos y recursos genéticos y bioquimicos déoldiversidad, mantenidos en condicioressitu,de
conformidad con los articulos 6, 17 inciso 3, 6@%de la Ley N° 7788, el Transitorio 1. del Dearet
Ejecutivo N° 31514- MINAE y su Reforma y el Conversiobre Diversidad Bioldgica, especificamente
en su articulo 9.

Respecto a la emisién de esta normativa, es iapertdestacar que este Reglamento en borrador fue
consultado en varias oportunidades a diversasicisganacionales, expertos y personas involucreaas

el tema, con la finalidad de que se le incorporat@s comentarios y apreciaciones, y asi enriquedcer
documento final.

En el mundo, muy pocos paises se encuentran emmesteento, en el proceso de regular este tema

especifico, por lo que el Decreto Ejecutivo N° 3BBANAE, serd un insumo importante, para aquellas
naciones interesadas en normar esta materia.

a) Andlisis detallado del Decreto Ejecutivo N° 337-MINAE:

al) Articulo 1°: Ambito de aplicacion: Se aplicaabre los elementos y recursos genéticos y biogaéni
de los componentes de la biodiversidad, ya seaesties o domesticados, terrestres, marinos, dg agu
dulce o aéreos, en condiciores sity ya sea en colecciones de personas fisicas acasjdoublicas o
privadas, ubicadas en cualquier parte del teroitorécional segun lo define el articulo 6 de la
Constitucién Politica, o en formas no sistematizadagun el articulo 5 de este Decreto. Asimisrsig, e
Decreto Ejecutivo tutelara y regulara la protecaéhconocimiento tradicional asociado y la distdidn
justa y equitativa de los beneficios derivadosudel de dichos elementos y recursos y/o del conentmi
tradicional.

a2) Articulo 2°: Exclusiones: Se establece claraengue sin perjuicio de lo dispuesto en la Ley de
Biodiversidad en materia de exclusiones, estanmeghto no se aplicara:

6 Para conocer el texto completo del Decreto EjeaiN® 33697-MINAE, ver el Anexo 1 de este document
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a) a los elementos y recursos de la biodiversilaccondicionesex situ utilizados como recursos
organicos

b) al intercambio de los recursos genéticos y brogus y el conocimiento asociado resultante de
practicas, usos y costumbres sin fines de luctoe éos pueblos indigenas y las comunidades loachdes
conformidad con el articulo 4° de la Ley de Biodsidad.

c) al acceso a elementos y recursos genéticasgyionicos de la biodiversidad animal domesticade, g
se regulara de conformidad con el Transitorio ¢ste Decreto Ejecutivo.

a3) Articulo 3°: Autoridad Competente: La CONAGEB#S la Autoridad Nacional competente para
proponer las politicas sobre el acceso a los el@®en recursos genéticos y bioquimicos de la
biodiversidad y a su conocimiento asociado, qeguwen la adecuada transferencia cientifico-tégnica
tecnoldgica, asi como la distribucion justa y eafivih de los beneficios derivados del acceso;(fieina
Técnica de la CONAGEBIO, sera la encargada de taajraprobar, rechazar y fiscalizar las solicitudes
de acceso a los elementos y recursos genéticaxjyibiicos de la biodiversidad en condiciorgssity

asi como al conocimiento tradicional asociado ertdominos del presente Reglamento.

a4) Definiciones: Para la aplicacion e interprétaae este Decreto Ejecutivo, ademas de las diefirds
gue constan en el articulo 7° de la Ley de Biodidaed en el articulo 6° del Decreto Ejecutivo N3B4-
MINAE de 3 de octubre de 2003, el articulo 2 dedg de Conservacion de la Vida Silvestre N° 7317 de
30 de octubre de 1992, y el articulo 2 del Reglamanla Ley de Conservacion de la Vida Silvestre,
Decreto Ejecutivo N° 32633-MINAE, del 10 de marad 8005, publicada en La Gaceta N° 180 de 20 de
setiembre de 2005, se incluyeron 58 definicionesedas cuales encontramos:

“ACCESION: Es el conjunto de uno o mas especimenes mantemidauna coleccion viva o
preservada para su conservacion o uso, los cuatslep ser muestras de una planta, cepa, linea
celular u otros organismos; originarias de unamaipoblacion, habitat y ubicacion geogréfica. Se
conoce también como entrada.”

“BANCO DE GENES: Coleccion de materiales propagativos que se enaurealmacenados bajo
condiciones que mantienen su viabilidad por lagggrsodos. Estos pueden incluir semillas, polen,
cultivo de tejidos, material vegetal de propagaciDN e incluso plantas enteras creciendo como
plantaciones, asi como genes animales.”

“COLECCION BASICA O COLECCION DE BASE: La mas amplia y completa coleccion de
accesiones de germoplasma almacenada durante getérdos, con fines de conservacion. Solo
se usa para suplir vacios en la coleccién activa”

“LINEA CELULAR: Linaje celular de un grupo de individuos relaciamagor un antepasado
comun- que puede mantenerse en un cuitiwdtro o que puede ser reconocidovivo”

“ MARCADOR GENETICO O MOLECULAR: Es un segmento de ADN cuya herencia se
puede rastrear. Un marcador puede ser un gen, depser un segmento de ADN sin funcion
conocida o no codificante.

Los marcadores se usan a menudo como formas itadirde rastrear el patron hereditario de genes
gue no han sido aun identificados pero cuyas uigisas aproximadas se conocen.”

ab) Articulo 6°: Registro de coleccioneg situsistematizadas: De conformidad con los articulos 17
inciso 3, 62 y 69 de la Ley N° 7788 y el Transtoti del Decreto Ejecutivo N° 31514-MINAE y su
Reforma, se desarrolla el procedimiento para r@akt Registro de coleccionex situsistematizadas,
regulandose: la informacion que deberd conteneregpectivo formulario; los diferentes plazos
estipulados tanto para la Administracion como paradministrado y los recursos ordinarios que el
administrado podrd interponer contra la resoluaérrespondiente. Ademas en el Transitorio Ill, se

/...
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estipula que los propietarios o responsables deccioinesex sity o sus representantes legales, tendran
un plazo maximo de diez meses a partir de la putibn de este decreto, para registrar sus colezxion
ante la Oficina Técnica de la CONAGEBIO.

Se definen dos modalidades de permanencia dedogertos y recursos genéticos y bioquimicos de la
biodiversidad en condicidex situ

a) Coleccidnex situsistematizada cualquier coleccion sistematica de especimeragegu érganos de
ellos, vivos 0 muertos, representativos de plamsasnales, microorganismos u otros seres vivogasEs
colecciones pueden ser entre otras, herbariosactatecas, ADN total, macerados, viveros, jardines
botanicos, bancos de semillas, bancos de germoplasnde genesin vitro, huertos semilleros,
zoologicos, zoocriaderos, acuarios, centros deatesdancos de semen animal, colecciones de
microorganismos, hongos o artrépodos o coleccialeestros materiales de propagacion. Se trata de
colecciones sistematizadas en que se identificarinigresos o accesiones y otro tipo de informacion
relacionada, como el nombre cientifico, la procedero el origen. El Decreto Ejecutiva establece
respecto a esta modalidad que los propietariosporesables, sean personas fisicas o juridicascasial
privadas, o sus representantes, deberan registas eolecciones en la Oficina Técnica, tal y camo
menciono anteriormente.

b) Recursos genéticos y bioquimicoex situ en forma no sistematizada:Cualquier conjunto de
especimenes, partes u organos de ellos, vivos atasuerepresentativos de plantas, animales,
microorganismos u otros seres vivos que no se atreuerganizado bajo los parametros y la rigurabida
de una colecciomex situsistematizadaRespecto a esta modalidad, se establece quedm&®fiécnica
promoverd en lo posible y en cooperacion con otages publicos y privados, nacionales e
internacionales, el registro voluntario de los reos genéticos y bioquimicaex situ en forma no
sistematizada

a6) Articulo 7°: Requisitos: Se establecen los isitps necesarios para solicitar el permiso de sacce
para investigacion basica, bioprospeccién o aptwmEento econémico, especificamente a los elementos
y recursos genéticos y bioquimicos de la biodidagien condicionesx situ

» el interesado o su representante, deberan compld¢auadamente y en lo que sea aplicable, los
formularios y los documentos que se sefialan erardsulos 8 y 9 del Decreto Ejecutivo N°
31514-MINAE.

» Si el interesado presentara un acuerdo privadmadsferencia de material, tal como esté definido
en el articulo 6 del Decreto Ejecutivo N° 31514-MEy segun lo establecido en el articulo 22
de esa misma normativa, la Oficina Técnica recodaieajustarse al acuerdo modelo incluido en
el Anexo | de este Decreto Ejecutivo. En los casogue sea posible determinar la procedencia
y el origen de los materiales que van a ser acoss# una coleccion establecida previamente a
la entrada en vigencia de este decreto, los bépefijgpodran compartirse también con los
proveedores originales de los mismos.

* En el caso de un acceso a colecciones sistematiragaas —de conformidad con el articulo 8°
de este Decreto Ejecutivo- 0 acceso a las accesionevas en colecciones establecidas
previamente a la entrada en vigencia de este [@eEjetutivo, los beneficios se compartiran, de
conformidad con lo establecido en el consentimipndwiamente informado y en las condiciones
mutuamente acordadas, también con los proveeddgisates de los mismos; y en este caso, el
interesado y/o el propietario, responsable o repteste de los materiales mantenidos en
condicionesex situ,aportara a la Oficina Técnica como uno de los deriios necesarios para
darle curso a la solicitud del permiso de acces®, copia del consentimiento previamente
informado y las condiciones mutuamente acordadaglkcproveedor original de los recursos.

» Desde el momento del registro de interesados yqatguier tipo de solicitud, el interesado se
compromete bajo la fe de juramento a respetardijod@e conducta que se incluye en el anexo Il
de este Decreto Ejecutivo, el cual sera revisadigieamente por la Oficina Técnica. Este

/...
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compromiso serd sefalado también por la Oficinanitacen la resolucién que aprueba el
respectivo permiso de acceso o en el convenio maElointeresado debera suscribirse a las
modificaciones que surjan de la revision del codig@onducta.

a7) Articulo 8% Establecimiento de nuevas colawes®x situsistematizadas: Se regula que la Oficina
Técnica exigird a los poseedores, propietarios gresmntantes de nuevas colecciores situ
sistematizadas —establecidas a partir de la pubdicade este Decreto Ejecutivo-, indicar el origém
procedencia de los materiales accesados. Se adadfiemas que entre las condiciones mutuamente
acordadas y el consentimiento previamente informaslyociados entre los propietarios, poseedores 0
administradores de la nueva coleccion y los promeedoriginales de los elementos y recursos gesétic

y bioquimicos de la biodiversidad, la Oficina Té@enirecomienda preveer, un acuerdo sobre posibles
beneficios que pudieran derivarse a partir de gesarposterior a estos elementos y recursos gesétic
bioquimicos por parte de un tercero..

a8) Articulo 9°: Resolucion de aprobacion o rechaZongruentemente con el Decreto Ejecutivo
N° 31514-MINAE, se estipula que la resolucion goeta la Oficina Técnica, debera indicar claramente
si la solicitud fue aprobada o rechazada y lasfigemtiones técnicas, sociales o ambientales ensque
fundamenta este acto; se establecen los recudiosu@os que el administrado podra interponer reolat
resolucion emitida y finalmente, se especifica guiéos casos de acceso a elementos y recursogcgenét
y bioquimicos de la biodiversidad en condicionesitx la Oficina Técnica determinara la necesidad
emitir el pasaporte correspondiente.

a9) Articulo 10°:Exportacion y certificado de legal procedencia: Qarfinalidad de desarrollar lo
establecido en el articulo 19 del Decreto 31514-NENse establece que cuando se pretenda accesar a
los recursos genéticos y bioquimicos de materialaatenidos en condiciones sity pero que por
diversas razones se requieran exportar estos alagepara su uso fuera del pais, el interesada&lebe
solicitarse necesariamente un certificado de lpgatedencia para que acomparie en todo momento al
material, el cual le sera expedido en los térmastipulados por el articulo 19 del decreto 3151MAE

por la Oficina Técnica en un plazo no mayor de dies habiles a partir de la solicitud.

al0) Articulo 11°: Convenios Marco: Se aclara espmeente que la finalidad de estos convenios marco,
es facilitar los tramites y la gestion de permidesacceso a entidades que se dedican a la inv@8tiga
bésica, a la bioprospeccion y al aprovechamientmd@uico de los elementos y recursos genéticos y
bioquimicos de la biodiversidad y que para ellpsgran seguir para su redaccion, el modelo inclaid

el anexo .

all) Articulo 12°: Depésito de duplicados: conielde promover la conservaci@x situen el pais, de
conformidad con el articulo 9 de la Convencién sdbiversidad Bioldgica y los articulos 55 y 57 de |
Ley de Biodiversidad, la Oficina Técnica en lasohesiones sobre permisos de acceso a elementos y
recursos genéticos y bioquimicos de la biodivedsiela condiciones situ, podré solicitar al interesado
que deposite duplicados del material accesado gunal de las coleccionesx situ existentes,
considerando el espacio fisico y disponibilidadetrirsos financieros y cientificos, de quienes aaah

las colecciones registradas segun este DecretatEj@cEl acceso posterior a estos recursos gerséyic
bioquimicos se permitird solo con la finalidad wieeistigacion bésica.

al2) Articulo 13°: Repatriacion de informacionerdaterial de colecciones: Por medio de soliciteid d
los interesados o de oficio, la Oficina Técnicarpagblicitar a propietarios o responsables de calaes

ex situubicadas en el extranjero que mantienen mategialrigen costarricense o accesado en el pais, la
repatriacion de la informacién respectiva, y en dasos establecidos en el articulo 57 de la Ley de
Biodiversidad, también podré solicitar la repaibacde muestras o material de las colecciones. La
Oficina Técnica buscard la colaboracion de otrssitias para el manejo de la informacion obtenida
mantenimiento del material repatriado.
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al3) Articulo 14°: Mantenimiento de las coleccionEstipula que en el caso de que un propietario,
poseedor o responsable de una colecersity decida abandonar, destruir o exportar una patte o
totalidad de esa coleccion, notificara a la Oficiiécnica, quien podra buscar la colaboracién dasotr
instancias para el mantenimiento de material dgéstproveniente de estas colecciones, en conaigdan
con el articulo 57 de la Ley de Biodiversidad.

al4) Articulo 15°: Promocion de la conservacddrsitu:Para la promocion de la conservacénsity la
Oficina Técnica, por propia iniciativa o a solidtdel interesado, en coordinacion con entes piglico
privados, nacionales o internacionales, podra apoyaiativas, programas o0 proyectos, gestion de
recursos, difusion de tecnologias, incentivostesisa técnica, capacitacion, entre otros, parenpver

la conservacioex situ

alb) Articulo 16°Normas supletorias: En todos los demas aspectosgatados por el presente decreto,
rige lo estipulado por el Decreto Ejecutivo N° 3484INAE, publicado en el Diario Oficial La Gaceta
del 15 de diciembre de 2003 y en la Ley de Biodidad N° 7788.

al6) Modificaciones al Decreto Ejecutivo N° 31514NME de 3 de octubre de 2003 publicado en el
Diario Oficial La Gaceta N° 241 del 15 de diciemlolel afio 2003: Se incluyeron algunas reformas a
varios de sus articulos, con la cuales se pretemgjierar y aclarar los procedimientos establecidos,
cambios sustancialmente formales y no de fonda parantizar con mayor precisién y claridad los
objetivos y fines de la Ley N° 7788.

al7) Disposiciones Transitorias: Por su importagd@amando en consideracion sus particularidades, s
incluyé dentro de estas Disposiciones como compiteaprioritaria de la CONAGEBIO, el promulgar el
reglamento especifico que regulara el acceso as@sgenéticos de la biodiversidad animal domefdica

en un plazo maximo de veinticuatro meses a paelirl8 de abril del 2007, fecha de publicacion del
Decreto Ejecutivo N° 33697-MINAE. Para la elabddacde este reglamentde acceso a recursos
genéticos de la biodiversidad animal domestical& ONAGEBIO contard con la asesoria y apoyo de
personas y grupos técnicos especializados y mgntraxista este reglamento no se otorgaran pesmiso
de acceso de bioprospeccion o de aprovechamieotdigico para el material que se encuentre en estas
condiciones.

Se incluye otro Transitorio, respecto al accesdoa recursos fitogenéticos para la alimentacion y
agriculturaen condicionegx sity en el cual se establece textualmefie: tanto no exista una normativa
juridica especifica para la implementacion deltdda Internacional de Recursos Fitogenéticos zara |
Alimentacion y la Agricultura ratificado mediantey. N° 8539 del 17 de julio del 2006 publicada en La
Gaceta N° 185 del 25 de setiembre del 2006, quénguéstablecer otra disposicion al respecto, la
Autoridad Nacional para la aplicacion de dicho ddaten el tema de acceso a los recursos fitogesétic
para la alimentacion y la agricultura, sera la Gidni Nacional para la Gestion de la Biodiversidad
(CONAGEBIO) y su Oficina Técnica, de conformidamhda Ley de Biodiversidad N° 7788 y el Decreto
Ejecutivo MINAE- N° 31514, para lo cual la CONAGEBY su Oficina Técnica utilizaran como érgano
de consulta a la Comision Nacional de Recursogé&itéticos (CONAREFI)”

Ademas se reitera al igual que en el Decreto HjeriN° 31514-MINAE, el Transitorio que establece
respecto a los Conocimientos, innovaciones y prastide las comunidades locales y los pueblos
indigenas lo siguiente “ Los permisos de accesandestigacion basica, de bioprospeccion o de
aprovechamiento econoémico, que involucren con@ritos, innovaciones y practicas de las
comunidades locales y los pueblos indigenas sdhursoede los recursos genéticos y bioquimicos de la
biodiversidad, se otorgaran conforme a los estaldeen los articulos 66 y del 82 al 85 de la Ley de
Biodiversidad y el Convenio 169 sobre Pueblos lexés y Tribales, aprobado mediante Ley N° 7316 del
03 de noviembre de 1992, publicada en La Gace@BK del 04 de diciembre del 1992”.



UNEP/CBD/WG-ABS/5/INF/1
Page 85

al8) Anexos: Se incluyeron tres anexos: un modelacahvenio marco, un modelo de Acuerdo de
Transferencia de Material (ATM) y un Cdédigo de coctd para el acceso a elementos y recursos

genéticos y bioguimicos de la biodiversidad, cofinalidad primordial de facilitar los procedimiesta
los Interesados y Proveedores.

Especificamente el Codigo de Conducta, tiene cobopetivo General: promover el acceso racional y la
utilizacién sostenible de los elementos y recugg®ticos y bioquimicos de la biodiversidad tamto e
condicionedn situ comoex sity reducir los riesgos de erosidon genética y protkgeintereses tanto de
los usuarios como de los proveedores de esos dlesngmecursos. El interesado en realizar el acaeso
los elementos y recursos genéticos y bioguimicda dediversidad, mantenidos en condicioagsitu,

se compromete bajo la fe de juramento a respetarédigo de conducta, el cual serd revisado
periodicamente por la Oficina Técnica. Este commso sera sefialado también por la Oficina Técnica
en la resolucién que aprueba el respectivo perdesacceso o en el convenio marco.
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ENGLISH TRANSLATION

LEGAL REGIME FOR GENETIC RESOURCES IN THE RESPECEWACIONAL LEGISLATION,
PARTICULARLY WITH REGARD TO PROPERTY LEGISLATION:

The issue of the legal regime for genetic and l@atbal resources in Costa Rica has been regulgted b
the objectives and procedures described bélow:

1) BIODIVERSITY LAW 77882 in effect since May 27, 1998, regulates, at th&onal level, the
principles established in the Convention on BiatagjiDiversity, signed in Rio de Janeiro in 1992 and
ratified by the Government of Costa Rica througiv 716 on June 30, 1994.

A. ACCESS TO BIOCHEMICAL AND GENETIC RESOURCES IN T HE NATIONAL
LEGISLATION:

a) Obijectives:

Article 10 of this law establishes the objectivesgnied through its implementation:

1. To integrate the conservation and use of the commtsrof biodiversity into the development
of socio-cultural, economic and environmental geic

2.  To promote the active participation of all sectofsociety in the conservation and ecological
use of biodiversity, in the pursuit of social, econc and cultural sustainability.

3.  To promote education and public awareness abodtvarsity conservation and use.

4. To regulate access and, in so doing, make podg$iblequitable distribution of environmental,
economic and social benefits to all sectors ofedgcipaying special attention to indigenous
and local communities.

5.  Toimprove administration for effective managemaithe components of biodiversity.

6. To recognize and provide compensation for the kedge, practices and innovations of
indigenous and local communities in the consermatind sustainable ecological use of the
components of biodiversity.

7. To recognize the rights deriving from the conttibo of scientific knowledge to the
conservation and sustainable ecological use ofdhgonents of biodiversity.

8. To ensure environmental safety to all citizens @giarantee of social, economic and cultural
sustainability.

1 The following acronyms will be used in this doemt

CA: Conservation Areas
MTA: Material Transfer Agreement
CBD: Convention on Biological Divessi

CONAGEBIO: National Commission for the ManagemeBimdiversity
CONAREFI: National Commission on Plant Genetes&urces

PIC: Prior Informed Consent

MINAE: Ministry of the Environment anchBrgy
ILO: International Labour Organipat
SINAC: National System of Conservatioreds

2 The complete text of the Biodiversity Law is avhli& online at: www.conagebio.go.crin both Spanish and
English.
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9. To not limit the participation of any sector in tlsestainable use of the components of
biodiversity or in the development of research guthnology.

10. To promote access to the components of biodiyeasitl the associated transfer of technology.

11. To promote international and regional co-operatmmchieve the conservation, ecologically
sustainable use and the distribution of benefits/dd from biodiversity, especially in frontier
areas or from shared resources.

12. To promote the adoption of incentives and the rewair environmental services for the
conservation, sustainable use and components difvBisity.

13. To establish a system of conservation of biodivgriat will achieve co-ordination between
the private sector, the citizens and the Statguswantee the application of this law.

b) Creation of the National Commission for the Mamgement of Biodiversity (CONAGEBIO):

Law N° 7788 establishes the National CommissiortherManagement of Biodiversity (CONAGEBIO)
as the competent national authority in Costa Ricaropose policies regarding access to the geastc
biochemical components of biodiversity and assedidtaditional knowledge, to ensure proper scientif
and technology transfer, and the fair and equitablaring of benefits arising from access. At the
administrative level, the Law classifies CONAGEBHE3 a decentralized organ of the state, with
instrumental legal identity, reporting to the Mimysof the Environment and Energy.

This Commission is made up of the Minister of theviEbonment and Energy, who is its President, the
Minister of Agriculture, the Minister of Health arrepresentative, the Executive Director of the dyha
System of Conservation Areas (SINAC), and a repitesige of: the Costa Rican Institute of Fishinglan
Agriculture (INCOPESCA); the Minister of Foreign a@lde; the National Small Farmers Board; the
National Indigenous Peoples Board; the Costa Rieateration for the Conservation of the Environment;
and the Costa Rican Union of Chambers of Commerce.

In other words, this Commission is composed of @spntatives of government institutions and of
institutions in other sectors concerned by theessubiodiversity. In accordance with Article 16 tbi
Law, the Commission performs its agreements anolutsns and instructs its procedures by means of
the Executive Director of the Technical Office.

When referring to CONAGEBIO as a Decentralized @rgae would like to mention the words of
illustrious Professor Eduardo Ortiz Ortiz, who vero€Costa Rica’s General Law on the Public
Administration, who said, when the correspondingftdwas being passed in the Legislative Assembly,
that “Decentralization is the phenomenon by which an inféor or subordinate body is granted the
capacity to decide a matter on its own authority.®

On the issue of the decentralization of CONAGEBH és authority, it is important to reproduce pafrt
the analysis carried out by the Attorney GenerahefRepublic of Costa Rica, in Ruling C320-2002 of
November 28, 2002, which explains: THe authority of an administrative organization cée
transferred internally through a process of decalitation. In this respect, the decentralization of
authority involves a distribution of said powersthim the same legal entity, which is why an inferio
organ receives the authority to make decisions nneaclusive manner, so that it may make its own
decisions, under its own name and under its owpaesibility. Through this process, the inferior arg

is given the legal capacity to decide, on its oveldf, on the decentralized subject, resulting m a
administrative segment specialized in better firjl public tasks. This process leads to a situatio
which the leaders are not competent to issue attdive to the decentralized subject.”

3 Official letter OT-431-2004. Maribel Alvarez Moraegal Advisor of CONAGEBIO’s Technical Office
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With regard to the financial resources that supploet activities of CONAGEBIO and its Technical
Office, the Comptroller General of the Republibas determined that, seeing as it is a public
administration organ, its budget resources musixeeuted according to the functions bestowed upon i
by the Biodiversity Law, and must respect the Idgahework to which all public administration organ
are subject, including the General Law on the RuBliiministration No. 6227, Law on the Financial
Administration of the Republic and Public Budgétaw No. 8131, Administrative Contracting Law No.
7494, the General Law on Internal Auditing, Law N8292 and, more recently, the Law against
Corruption and lllegal Enrichment in the Public\Bes No. 8422 .

CONAGEBIO and its Technical Office are financedading to the stipulations of articles 19 and 43 of
the Biodiversity Law, with 10% of the National Parf&tamp Duty being its main source of funding.

¢) Biochemical and Genetic Resources Declared Gaoih the Public Domain:

The legislator expressly established, in ArticlefeBiodiversity Law No. 7788, the statement thag th
genetic and biochemical properties of the companehtwild or domesticated biodiversity aire the
public domain and that it is up téthe Governmentto authorize the research, bioprospecting, use and
exploitation of said components of biodiversity, well as the use of all genetic and biochemical
resources through the regulations for access ésttallin Chapter V of the Law.

Furthermore, our Political Constitution, as statgdhe Constitutional Tribunal of the Supreme Canirt
Justice in its Verdicts, expressly regulates theudsof public domain in Articles 6, 50, 89 and
121 subsection 14), establishing, according todiseussions appearing on the record, the premate th
the protection and administration of the public dams up to the State, to achieve the ultimatd gba
the common good, not individual interest.

Given the constitutional legal framework, therefdhere is no doubt whatsoever about the legakldasi
granting the National Commission for the ManagemenBiodiversity, and its Technical Office in
particular, as part of the government apparatesrdte of processing, approving, rejecting and érang
applications for access to genetic and biochemiesburces, particularly as Article 6, in relatian t
articles 2 and 3 of the Biodiversity Law, and it@aclance with the articles of the Political Consiiins,
specifically determines that the genetic and bioghal components of biodiversity are subject to a
public purpose.

Specifically, as reiterated by the Constitutionaiblinal of the Supreme Court of Justice in its
jurisprudence, with regard to the definition, cleéeaistics and legal nature of goods in the putiimain,
it is necessary to point out the following elements

» Verdict No. 2306-91, issued at two forty-five p.om November six, nineteen ninety one:
a) .The public domain comprises goods that, throtigh express will of the legislator, are
specially destined to serve the community, the pulslinterest.
b) They are those goods that are called dominicatls, dominial goods, public goods or items,
or public assets, which do not belong personalipdividuals and are destined for public use and
subject to a special regime, outside of human carcene
c) They are inalienable, imprescriptible, nonsdizaltannot be mortgaged nor subject to
encumbrance under the terms of Civil Law, and adstative action replaces prohibitions when
it comes to recovering the domain.-
d) They cannot be an object of possession. A tmgkkploitation can be obtained, gt a right
to property. Permission to use is a unilateral legal decisiotated by the Administration, in the

4 Comptroller General of the Republic, Operationd &valuative Auditing, Area of Agriculture and ksstock, and
Environment. Official letter 12729 of October 2002.
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use of its functions, and what is put in the indixal’'s hands is control over the use the good,
with direct control over the good remaining alwayshe hands of the State.-

e) All permission to use is temporary, alludingtte fact that the administration may, unilaterally
and at any time, revoke said permission for reasbgeneral need or interest. This is insofar as,
should the purpose of the good and the permisgianted run counter to each other, the natural
use of the public item must prevail.

» Verdict No. 10466-00, issued at ten sixteen on Nt twenty-four, two thousand:
a) According to the terms of our Political Condtitn, the national heritage is made up of the
goods defined in articles 6, 50, 89 and 121 subdent 14) of the constitution; they are
territorial waters, coasts, the airspace, the oental shelf, the insular basthe natural
resources and wealth of the water and groundwatemnatural beauty, the right to a healthy
and ecologically balanced environmentthe nation’s historical and artistic heritage, guoaver
that can be obtained from the waters in the puldimain and on the national territory, deposits
of coal, oil wells or fields, hydrocarbon substas)cdeposits of radioactive minerals, wireless
services-what is currently known as electromagrstice-, railways, ports and airports that are
in service.

b) It is important to indicate that these good®empecial protection from the State, so that they
are not susceptible to appropriation by individua®ven by the Public Administration; nor can
they be used for purposes other than those thetrdiete their essence and nature.

c) The goods of the Nation may be the object oional exploitation by the State or by
individuals“with or through a special concession granted fodeterminate amount of time and
according to the conditions and stipulations estsdi®@d by the Legislative Assemb(gubsection

14 of Article 121 of the Political ConstitutianThe jurisprudence of this Tribunal -sentence
06240-93-, examined the possibility for the Ledis Assembly to employ the technique of
dictating what is commonly known as a framework l&w fulfil the requirement of the
constitutional regulation.

d) It must be kept in mind that the special assignirof the goods of the Nation only makes
sense insofar as it guarantees to all inhabitamsright to quality of life in a healthy and
ecologically balanced environment. The exploitatibmatural resources imposes, with the force
of the constitution, rational use of said resoulegmpted, planned), for the benefit of the current
and future inhabitants of the country (third getierarights).

d) Powers of CONAGEBIO and its Technical Office:

Law No. 7788 gives CONAGEBIO the role of NationautAority in charge of formulating and
coordinating policies on access to the biochenacal genetic components and resources of biodiyersit
and associated traditional knowledge that enswpeprscientific and technology transfer and thedad
equitable sharing of benefits arising from access.

It also assigns other, expressly established powesisiding the following: formulating national poles
on the conservation, sustainable use and restoratiobiodiversity, subject to the Convention on
Biological Diversity and other international contiens; formulating the policies and responsibistset
out in chapters IV, V and VI of the Law and coorting them with the various organizations respdasib
for the subject; formulating the national biodiverstrategy and providing follow-up and advicectber
organs of the Executive Branch, independent irngiita and private entities, in order to regulatéoas
for the ecologically sustainable use of the comptsef biodiversity.

The Biodiversity Law furthermore stipulates that MSGEBIO should have the support of a Technical
Office, to perform the following functions, amonghers: to negotiate, approve, reject and control
applications for access to the genetic and biocte&ngiomponents and resources of biodiversity; to co

/...
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ordinate anything related to access with the Coasien Areas, the private sector, indigenous people
and peasant communities; to organize and maintainpalated register of applications for access ¢o th
components of biodiversity, ex situ collections amwl the individuals or legal entities devoted to
manipulating genetic matter. The information in thgister will be public, except for industrial sets,
which must be protected by the Register, unlessalfédy reasons should make it necessary to publiciz
such information. Another function of the TechniCdfice is to authorize the agreements and corgract
entered into by national or foreign individuals,b@tween such individuals and institutions regedeior
that purpose, should said contracts or agreemeatemplate the use of genetic and biochemical
components of Costa Rica’s biodiversity.

e) Procedure for access to genetic and biochemiea@mponents and resources:

el) Scope of Application:

Article 3 establishes the Law's Scope of Applicatictating that it will apply to the components of
biodiversity that are found under the sovereigrityhe State, as well as to the processes and t@esivi
carried out under its jurisdiction or control, ip@éadently from those effects which manifest therresel
inside or outside the zones subject to nationasdistion. It further states that the law will régie
specifically the use, management, associated kmigwleind equitable distribution of the benefits and
costs arising from the use of the components afibarsity.

However, the following exclusions to the law’s seapf application are also established: a) it wilt n
apply to access to biochemical or genetic matefiauman origin, which will continue to be reguictaey
General Health Law No. 5395, of October 30, 1978, related laws;

b) neither will these rules apply to the exchaofiebiochemical or genetic resources among
indigenous and local communities, nor to the asdedi knowledge resulting from their non-profit-
making practices, uses or customs; and

¢) the arrangements of this law do not affect ersity autonomy in the matter of teaching or
research in the field of biodiversity, unless thsearch has commercial purposes.

e2) Declaration on the Public Domain:

Article 6 further establishes the above-mentionedatation on the public domain, establishing
that the State will authorize the exploration, egsh, bioprospecting and use of the components of
biodiversity which constitute part of the publicndain, as well as the utilization of all genetic and
biochemical resources, by means of the rules adszcestablished in chapter V of the law. ArticleaB®
expressly stipulates that all research programsioprospecting related to genetic or biochemical
materials of biodiversity to be carried out in GoRlican territory require an access permit.

e3) Definitions:

A number of definitions are set out in Article f the basis of which the Law should be interpreted.
Some of these definitions were taken from Articlef2he Convention on Biological Diversity, but the
are also other innovative definitions, such as:

“Access to biochemical and genetic componentsAction to obtain samples of components of
biodiversity, wild or domesticated, in situ or ex situconditions, or to obtain associated knowledge,
for the purpose of basic research, bioprospectirapmmercial use.”

“Bioprospecting: The systematic search, classification and resdarcbommercial purposes of new
sources of chemical compounds, genes, proteingnard-organisms, with real or potential economic
value, which are found in biodiversity.”
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“Permission for access: Authorization granted by the State of Costa Rica basic research,
bioprospecting, obtaining or commercializing genetaterials or biochemical extracts of components
of biodiversity, as well as their associated knalgks to people or institutions, national or foreign
requested by means of the procedure, given the multhis legislation, whether it concern permissio
contracts, agreements or concessions

“Biochemical component: Any material derived from plants, animals, fungi raicro-organisms,
which contains specific characteristics, specidkbees, or elements to design them.”

e4) Chapter V: Access to genetic and biochemical mponents, and protection of associated
knowledge:

1) Specifically, we find that CHAPTER V of the Lasegulates the issue of Access to genetic and
biochemical components and the protection of aatetiknowledge, and stipulates, among other things:

“Article 62.- Competence: It is a duty of the Commission to propose accesiips
concerning genetic and biochemical components situ andex situbiodiversity. It will act
as an organ of obligatory consultation in procedurerequest for protection of intellectual
rights concerning biodiversity.

The provisions concerning this matter will condgtthe general rules for access to genetic
and biochemical components, and for the protectibnintellectual rights concerning
biodiversity. The administration and interestedtiparmust comply with these provisions,
which should be previously published in the Officlaurnal in order to be effective for third
parties.”

2) Article 63 of this Law regulates the basic reguients for access, including the following: Prior
informed consent; approval of the prior informedigent by the Technical Office of the Commissiorg an
the designation of a legal representative resigtetite country, when it concerns people or legasqpes
living outside the country. Article 72 establishbe general requirements for the application fareas,
including, for example: the name and complete ifieation of the interested manager; if it is nbet
self-same interested party, it should indicateitlemtification data of the official and the powehiah
he/she holds; a descriptive chronogram of the éxvénthe scope of the research and its possible
environmental impact; the objectives and purposagbpursued; and a statement to the effect that the
above declaration has been made under oath. Athede requirements have been fully developed in
Executive Decree No. 31514-MINAE, published in ©ffi Gazette No. 241 of December 15, 2003,
making it easier to implement them in practice.

3) With regard to the standards of Procedure, the &stablishes the general aspects that mustfikeéul
in all access permits, including:

- Scope: By means of procedures formally registéneofficial records, the Technical Office of the
Commission will manage all processes under itsaresipilities indicated in this law.

- Access permits will have a maximum validity dirde years, renewable at the discretion of the
Technical Office of the Commission.

- Such permits are personal and non-transfer@bley are materially limited to the authorized géner
biochemical components, and can only be used iexpesssly indicated area or territory.

- Access permits for research or bioprospectimgnak grant nor delegate rights. They only allowtsu
activities to be carried out on previously agreechpgonents of biodiversity.

- Access permits will clearly stipulate: the cietite of origin, the possibility or prohibition take out or
export samples, or in its absence, their duplicatiod deposit; the periodic reports, the verifmatand
control, the publicity and property of the resulis,well as any other condition that, given theliagble

/...
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rules of science and the technique, are necessapemthe discretion of the Technical Office of the
Commission.

- In the respective resolution, the Technical @ffi;n conformity with the General Standards for dsx

to Genetic and Biochemical Components and Resouvgsestablish the obligation of the interested
party to deposit up to ten percent (10%) of theeaesh budget and up to fifty percent (50%) of the
bonuses which it collects, in favour of the Natilosystem of Conservation Areas, the indigenous
territory or the private owner providing accessh® components. Moreover, it will determine the anto
which in each case should be paid by the intergsaeties for administrative costs, as well as aifneio
benefit or technology transfer which forms a pathe prior informed consent.

eb) Framework agreements and Concessions:
The Law recognizes:
- the role ofFramework agreements stating that public universities and other reslearentres could
periodically subscribe framework agreements with @ommission, to process the access permits and
reports on operations.
- and Concession: When the Technical Office autlesrithe constant utilization of genetic material or
biochemical extracts for commercial purposes, it iguire that the interested party obtain a cesm
to exploit them, for which the General Rules setheyCommission shall apply.

B. PROTECTION OF INDUSTRIAL AND INTELLECTUAL PROPER TY RIGHTS:

In Costa Rica, the protection of intellectual pnapeights is a constitutional principle, as itagpressly
regulated in Article 47 of our Political Constitotii “All authors, inventors, producers and
businesspersons shall temporarily enjoy exclusmwaesship of their work, invention, brand or trade
name, according to the law.” The power to issuigrne, repeal and authentically interpret laws rests
exclusively with the Legislative Assembly, as eBshied in Article 121 of the Magna Carta.

For its part, Section Il of Chapter V of the Biwdisity Law regulates the issue of protecting latglal
property linked to biodiversity, regulating theléaling aspects, among others:
a) The State recognizes the existence and valditiprms of knowledge and innovation and the
necessity to protect them by means of the usegaf lmechanisms appropriate for each specific case.

b) The State shall grant the protection indicatethe previous article, among other ways, by means
of patents, trade secrets, plant breeders' rightggeneris community intellectual rights, copytgh
and farmers' rights. These rights shall not apply t

8. Sequences of deoxyribonucleic acid per se.

9. Plants and animals.

10. Non genetically modified micro-organisms.

11. Essentially biological processes for the productibplants and animals.

12. Natural processes or cycles as such.

13. Inventions essentially derived from knowledge whishassociated with traditional or
cultural biological practices in the public domain.

14. Inventions which, if commercially exploited throughmonopoly, can affect farming or

fishing processes or products which are considbesic for the food and health of the
inhabitants of the country.

c) Both the National Seed Office of Costa Rica dmel Registers of Intellectual and Industrial
Property are obliged to consult with the CONAGERI@echnical Office before granting protection
of intellectual or industrial property for innovattis involving components of biodiversity, stressing
that justified opposition from the Technical Offiegll prohibit registration of a patent or protemti

of the innovation.
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d) As an essential prerequisite, the certificateodfiin issued by the Technical Office of the
Commission and the prior informed consent must wwaee provided when requesting protection of
intellectual property for innovations involving cponents of biodiversity.

e) The individual beneficiaries of intellectualindustrial property protection related to biodsigr

will cede, in favour of the State, a compulsoryalelicense which will allow it, in cases of decldre
national emergency, to use such rights for theectille good, with the sole purpose of resolving the
emergency, without need to pay privileges or corapgon.

f) “Sui generis community intellectual rights”are expressly recognized and protected, which makes
this legislation ground-breaking with regard toukegion of this specific issue:

1. The State expressly recognizes and protectsgruthd common denomination of sui
generis community intellectual rights, the knowledgractices and innovations of
indigenous peoples and local communities relatedth® use of components of
biodiversity and associated knowledge. This riglists and is legally recognized by the
mere existence of the cultural practice or knowéedeglated to genetic resources and
biochemicals; it does not require prior declargti@xplicit recognition or official
registration; therefore it can include practicesalvhin the future acquire such status.

2. This recognition implies that no form of intefteal or industrial property rights
protection regulated in this chapter, in specialdand in international law shall affect
such historic practices.

3. The Technical Office, in association with theligenous Peoples Board and the Small
Farmers Board, shall define a participatory proaggh indigenous and small farmer
communities to determine the nature, scope andirssgants of these rights for their
definitive regulation. Furthermore, the participgt@rocess will determine the way in
which sui generiscommunity intellectual rights will be used and wiidl be the title
holder. It will also identify to whom the benefighould accrue.

4, By means of the procedure indicated in the previarticle, an inventory will be made of
specificsui generiscommunity intellectual rights that communities askbe protected,
and the possibility shall be kept open that, in thiure, other ones with the same
characteristics will be registered and recogniZéte recognition of these rights in the
register of the Technical Office of the Commissienvoluntary and free. It should be
done unofficially or at the demand of the interdsparties, without being subjected to
any formality.

5. The existence of such recognition in the registd oblige the Technical Office to
respond negatively to any consultation concernimg tecognition of intellectual or
industrial rights over the same component or kndgde Such rejection, always properly
justified, can be made for the same motive evennwtie sui generisright is not
officially registered.

Furthermore, in Article66 of this law, the right of local communities amdligenous
peoples to oppose any access to their resourcesassutiated knowledge, be it for
cultural, spiritual, social, economic or other mies, is recognized

At the time of writing, the consultation procesmad at defining community intellectual rights aheit
regulation had not been completed. Therefore, libtecutive Decree No. 31514-MINAE and the
Regulation for Access to Biochemical and Genetimponents and resourcesex situconditions include
the following Provisional Clause:

“The knowledge, innovations and practices of indmgs and local communities.
Access permits for basic research, bioprospectingconomic exploitation that
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involve the knowledge, innovations and practices imfigenous and local
communities regarding the use of genetic and bimite resources of
biodiversity shall be granted in accordance with shipulations of articles 66 and
82 to 85 of the Biodiversity Law and of Conventib®© on Indigenous and Tribal
Peoples, approved by Law No. 7316 of November 0921 published in Official
Gazette No. 234 of December 4, 1992.”

It is important to mention that the Law on Patdotsinventions, Industrial Drawings and Models, and
Utility Models, No. 6867 of April 25, 1983, amended by Law No. 78¥9January 6, 2000, also regulates
exclusions from patent that do not fully coincidémwthe stipulations of the Biodiversity Law. This
means that, in the short term, our country willdaw define a single legal interpretation with el
this issue.

2) GENERAL STANDARDS FOR ACCESS TO THE GENETIC AND BIOCHEMICAL
COMPONENTS AND RESOURCES OF BIODIVERSITY5: Executive Decree No. 31514-MINAE
published in Official Gazette No. 241 of Decemb®y 2003:

a) Scope of Application

In accordance with the Biodiversity Law, these Gaehé&tandards for Access to the Genetic and
Biochemical Components of Biodiversity, hereaftaledd Standards, establish that access will apply t
the genetic and biochemical components and resswtiodiversity, be they wild or domesticated,

terrestrial, marine, freshwater or aeriia, situ or ex situ,which are found in the national territory as

defined in Article 6 of the Political Constitutiofne they public or private property. The Standards
likewise oversee and regulate the protection ofakgociated traditional knowledge and the fair and
equitable distribution of benefits arising from thge of said components and resources.

Excluded from the scope of application of the Stmdd is the use of biodiversity components used as
organic resources, which will continue to be retpdaby the Forestry Law, the Wildlife Conservation
Law, the INCOPESCA creation Law, the Fisheries Lamgd other special laws.

b) Types of Access Permits:
The Standards specify four types of access permits:

Basic ResearchPermit to investigate, examine, classify or iase existing knowledge over biological
elements in general or their genetic or biochema@racteristics in particular, without immediate
interest in commercializing its results.

Bioprospecting: Systematic search, classification and researcledommercial purposes of new sources
of chemical compounds, genes, proteins, micro-osgas and other products with actual or potential
economic value, found in biodiversity.

Economic commercial exploitation: This is a personal and non-transferable authoamatihat is
neither exclusive nor excluding, so that the irgerd party may make occasional or constant uskeof t
biochemical or genetic components and resourcebiatfiversity for commercial purposes, without
necessarily being preceded by a basic researchioprogpecting program as part of the permit
application.

5 The complete text of Executive Decree No. 31514-KH\is available atwww.conagebio.go.¢fin both Spanish
and English.
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Concession For cases of access for economic exploitation be@omes constant, in other words, for
cases in which the interested party has requestsebs to the same genetic or biochemical resodrce a
least six times in a five-year period for commerpiarposes, a concession is required. CONAGEBIO’s
Technical Office will process the application arahsmit the file with a recommendation to the Minyis

for potential approval and signature.

c) Definitions:

In addition to the definitions found in the Biodrgéy Law, these General Standards for Access declu
definitions to be used as a reference for its appbn. These definitions include the following:

Certificate of origin or legal provenance: Official document issued by CONAGEBIO’s
Technical Office certifying the legality of accets genetic and biochemical components and
resources of biodiversity and the observance ofdhmas on which the corresponding access permit
was authorized to the interested party.

Concession:Authorization for access for commercial purposes iama constant manner to certain
biochemical or genetic properties of the componants resources of biodiversity, which the head
of the Ministry of the Environment and Energy geatn the interested party, either national or
foreign, once its application has been revised wadsferred to the CONAGEBIO’s Technical
Office. In order to apply this definition, the tertoonstant utilization” will mean when the
interested party applies for access to the sametigeor biochemical resource at least six times in
period of five years. Furthermore, concessionaither exclusive nor excluding.

Fair and equitable distribution of benefits: Sharing of the economic, environmental, scientific-
technological, social or cultural benefits arisifrpm research, bioprospecting or economic
exploitation of the genetic and biochemical compasend resources of biodiversity among the
parties involved in access to and conservationiaméhemical and genetic resources, with special
attention to indigenous and local communities.

Basic research in biodiversity: Activity to investigate, examine, classify or inase existing
knowledge of biological elements in general or rthggnetic or biochemical characteristics in
particular, without immediate interest in commeliziag its results.

Access permit for economic commercial exploitation: Personal and non-transferable
authorization, neither exclusive nor excluding,ngea by the Technical Office of CONAGEBIO so
that the interested party may make occasional ostent use of the biochemical or genetic
elements and resources of biodiversity for commaérpiurposes, without necessarily being
preceded by a basic research or bioprospectingrgmmogas part of the application. Should
utilization be constant, attainment of a concessitinbe required, in accordance with Article 11 of
the present regulation.

Provider of the genetic or biochemical componentsraesources of biodiversity: Physical or

legal entity that is the holder, custodian or ownéigoods that contain genetic or biochemical
components or resources of biodiversity, or whaltedsociated traditional knowledge and may
authorize access thereto, upon compliance witthetied procedures established in these standards.

Organic resource: Any material from living beings, wild or domestiedt which be exploited as
such, as a whole or in its macroscopic parts

Biochemical resource:Any material derived from living beings, soughtutitized for its actual or
potential value, which has certain specific chamastics, special molecules or clues to design

/...
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them. In contrast to the organic use of resourttes, biochemical resource undergoes a greater
technical-industrial transformation and exploitati@and generally has a greater number of active
ingredients.

Genetic resource:Any material from living beings which contains faienal units of inheritance
and which can be conventionally managed or innavaiefarmers and plant or zoo-breeders; as
well as researched or exploited through moderneblotological procedures, with actual or
potential value.

d) Procedure:

Prior Informed Consent and Mutually Agreed Terms far access to genetic and biochemical

components and resourceare the two basic elements that currently diffeat@tthe process required for
granting an access permit from the previous praggduhich applied under the Wildlife Conservation
Law.

These elements or requirements are stipulated ¢ordance with Article 15 of the Convention on
Biological Diversity, which establishes the recdigm of States’ sovereign rights over their natural
resources, the requirement for access to be subjdlae prior informed consent of the Contractirzgti?
providing those resources, and the need for shamirggfair and equitable way the benefits arisiragf
their utilization with the Contracting Party proind such resources.

It should be understood that Prior Informed Condeateafter PIC, constitutes a mechanism by wiieh t
providers of genetic or biochemical resources,ssoeiated knowledge (Regional Council or Director o
the Conservation Area — for government propertyneg farm owners, the authorities of indigenous and
local communities and the owners or custodians atemal held inex situ conditions), following
negotiations with the interested party, consenallow access, through the establishment between the
parties of mutually agreed terms and of fair angitagle sharing of benefits.

The flow chart below is aimed at making it easeeumderstand the process for granting an accesstper
as outlined in the national legislation:
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FLUJOGRAMA PARA OTORGAR PERMISOS DE ACCESO

REGISTRO INTERESADO
SOLICITUD INTERESADO|
GUIA TECNICA

DOCUMENTOS LEGALES

*REFRENDO CPI

*RESOLUCION CONTROL Y
CARNE PRELIMINAR -PASAPORTE DE [l SEGUIMIENTO

ACCESO

INTERESADOS

{_8
MATERIALIZA

EL ACCESO

e AUTORIDAD fcomuniDaDl] PUYENO
RIECIOhALES INDIGENA LOCAL DE
DIRECTORES AC FINCA

(Flowchart for granting access permits / Intered®edty registers; Interested Party applies; Teehnic
guide; Legal documents / 1 Preliminary identifioatcard / 2 Prior Informed Consent (PIC) / 3 Insted
Parties / Providers / 4 PIC approval; resolutiarcess passport / 5 Access becomes effective / Ragio
councils; Conservation Area Directors / Indigendushority / Local Community / Farm Owner / Ex-Situ
Collections / INCOPESCA / 6 Monitoring and Folloygu

Source: Technical Office, CONAGEBIO. 2005

a. Interested parties must register with the Tesgir®ffice before requesting any type of accesser

for which the corresponding form has been crediette registered, it is necessary to fill out thenpe
application form and the technical guide form, etitag various legal documents, based on whether the
applicant is an individual or legal entity (Stepflthe flow chart)

b. Once these documents have been submitted, thenital Office gives the interested party a
preliminary identification card showing that thelder is a potential user, and authorizing the hotde
contact the providers of genetic or biochemicabueses and establish prior informed consent, or. PIC
The Technical Office has provided a PIC guidelidesument aimed at speeding up and facilitating
negotiations among parties. (Steps 2 and 3 oflthredhart)

In order to carry out the negotiation, and to thigtdy discuss the meaning and scope of the acttess,
terms for protection of associated knowledge, &edoractical, economic and logistical aspects oéss,

the Interested Party or its Legal Representativetrmantact the Representatives (Providers) from the
place where the access to the genetic and biochenomponents or resources of biodiversity willetak
place, who might include: the Regional Council, Bieector of the Conservation Area, in the eveit th
the property is government-owned, the owners ofméarthe authorities of indigenous or local
communities and the holders or custodians of themahinex situcollections.

If the access is to take place in a coastal ormeaaieas that does not fall under the definitiowetiand
contained in Article 40 of the Organic Environméatv, or is in a place that is not within the limaa
protected area declared as such, the prior inforcoedent must be processed with INCOPESCA, with
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the advice of its Scientific-Technical CommissiBuit if the access is to take place on the edgesiiotic
roads and sidewalks, or in rivers, lakes and wd#athe prior informed consent must be processéd wi
the Regional Council or the Director of the cor@sging Conservation Area. In the case of indigenous
lands, the information will be governed by the siiions of ILO Convention 169, Law No. 7316. The
prior informed consent must furthermore be pregkitiethe corresponding indigenous language if the
parties involved so require.

c. Once the prior informed consent of the providéithe genetic or biochemical resource has been
obtained, the interested party returns to the Tieeh©ffice, which must approve the agreement,ngki
into account the principles and objectives of tlom¥&ntion on Biological Diversity and the Biodivigys
Law, as well as the stipulations of Costa Ricatislaon. Should the Technical Office deem necsssar
may engage in various consultations and requesaddiyional information it considers essential frtra
parties involved in negotiating the prior informeahsent.

Then, in accordance with Article 13 of the Standathle Technical Office issues a resolution theardy
indicates whether the application for access has lagproved or refused, and provides the technical,
social or environmental reasons on which the decis based. Once the Technical Office has approved
the access permit, it issues an “access passpattatcredits the interested party to enter theeplehere

the activities authorized by the corresponding Itggm are to take place (Steps 4 and 5 of the flow
chart).

d. The Technical Office performs monitoring anddal-up in accordance with the granted permit and,
when it deems necessary, coordinates with theesited party or the provider of the resource. Teaahni
Office officials may conduct inspections on theaéstor in the place where the access is takingepkic
any time during the period for which the respectyeemit is in effect, or once the activities covkisy
said permit have been completed (Step 6 of the tloart).

e) Certificate of origin or certificate of legal povenance:

The Certificate of origin or legal provenance, &3uy the Technical Office of CONAGEBIO, has been
regulated in a groundbreaking manner, in Biodiwgrnsaw No. 7788, Article 80, as a basic requirement
that, along with the prior informed consent, mulstags be presented by the interested party to the
National Seed Office or the National Registry ofellectual Property when applying for intellectual
property protection for innovations that involverqmonents of biodiversity.

In order to develop and specify this instrumeningike it easier to apply at the national leveljotet6 of
this Executive Decree includes a definition of teetificate of origin or certificate of legal pravence.
Furthermore, Article 19 stipulates:

Article 19: In order to certify the legality of aess, the Technical Office will issue to
the applicant a certificate of origin, also caliettertificate of legal provenance”, which
includes: the place and date of access, the owh#reocomponents or resources of
biodiversity, the material obtained, the quantfigreof, and the person, community or
communities which have contributed or will conttibwvith their associated knowledge,
innovations and traditional practices. Furthermoite,will indicate whether the
concerned party fulfilled the regulations estaldiiior the previously informed consent
and the mutually agreed terms for basic researdbprdspecting or economic
exploitation, as well as the date and number of cbeesponding resolution. The
Technical Office will design the corresponding fatm
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f) Fair and equitable sharing of the benefits arighg from the use of genetic resources:

The benefits arising from the use of genetic adhemical resources of biodiversity can be classifis
monetary and non-monetary benefits. For monetanefits, our legislation stipulates the interested
party’s obligation to deposit up to 10% of the msb or bioprospecting budget. This percentage hill
established in accordance with the will of the ipartand can be anywhere from zero to ten per eeut;
up to 50% of the royalties obtained by the Inter@$arty go to the provider of the resources iretrent

of commercial exploitation. In general, benefita t& classified as follows:

Monetary benefits

- Up-front payments

- Payments for each step

- License fees in the event of commercialization

- Special fees to support the conservation and stk use of biological diversity.
- Salaries

- Research funding

- Joint ventures

- Joint ownership of the relevant intellectual prapeights

Non-monetary benefits

- Participation in the results of the research

- Cooperation and contribution to research progrants stientific developments, preferably
within the country.

- Participation in product development

- Training and capacity-building

- Entry to the facilities and databasesgfsitucollections

- Strengthening the capacity of indigenous and looatmunities to conserve and sustainably
use their genetic resources.

- Institutional capacity-building

- Human resources and materials to strengthen cgpapitcially for the staff responsible for
administering and enforcing the laws regarding s€te genetic resources.

- Contribution to the local economy

- Research aimed at priority needs, such as foodysafel human health, considering the
national uses of genetic resources

- Infrastructure

- Access to scientific information linked to the censtion and sustainable use of
biodiversity.

- Others.

q) Access to the genetic and biochemical componsnand resources of biodiversity inex situ
conditions:

In the case of access to genetic resourcesx isituconditions, Provisional clause 1 of Executive Decre
No. 31514-MINAE establishes, as a general standhad,until the necessary procedure exists, nosacce
permits will be granted for bioprospecting or eawmim exploitation of genetic and biochemical
components and resources of biodiversity maintainea situconditions.

However, it was possible to end this procedurentbgewith the issuance of the respective Regutafay
Access to Genetic and Biochemical Components asduRees of Biodiversity iex situconditions
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3) REGULATION FOR ACCESS TO GENETIC AND BIOCHEMICAL COMPONENTS AND
RESOURCES OF BIODIVERSITY IN_EX SITU CONDITIONS "% Executive Decree No. 33697-
MINAE of February 6, two thousand and seven, phielisin Official Gazette No. 74 of April 18, 2007.

This New Decree, which is groundbreaking legistatimorldwide, recently went into effect in our
country. It aims to guarantee the quick and efiectmplementation of the process required for axtes
genetic and biochemical components of biodivernsitgx situconditions, in accordance with articles 6,
17 subsection 3, 62 and 69 of Biodiversity Law N@88, Provisional Clause 1 of Executive Decree No.
31514- MINAE and its Amendment, and the ConventonBiological Diversity, in particular Article 9
thereof.

With regard to the issuance of this legislation,sitimportant to highlight the fact that this draft
Regulation underwent a number of consultations w#hous national bodies, experts and individuals
concerned with this issue, in order to incorpothtgr comments and opinions and thus enhance kg fi
document.

Very few countries in the world are in the processegulating this specific issue right now, making
Executive Decree No. 33697-MINAE important input ountries interested in regulating this issue.

a) Detailed analysis of Executive Decree No. 336RUNAE:

al) Article 1: Scope of application: It shall apgly the genetic and biochemical components and
resources of biodiversity, be they wild or domestd, terrestrial, marine, freshwater or aeriabxrsitu
conditions be it in the collections of individuals or legaltiéies, private or public, located in any part of
the national territory as defined in Article 6 dietPolitical Constitution, or in non-systematizedys,
according to Article 5 of this Decree. This ExecatiDecree likewise oversees and regulates the
protection of the associated traditional knowledgel the fair and equitable distribution of benefits
arising from the use of said components and ressuand/or traditional knowledge.

a2) Article 2: Exclusions: It is stipulated cleartiiat, without prejudice to the provisions of the
Biodiversity Law with regard to exclusions, thiguéation shall not apply:

a) to components and resources of biodiversigxisituconditions used as organic resources

b) to the interchange of genetic and biochemicsbueces and associated knowledge arising from non-
profit practices, uses and customs, among indigeaad local communities, in accordance with Artitle

of the Biodiversity Law.

C) to access to genetic and biochemical comporerdsmesticated animal biodiversity, which shall be
regulated in accordance with Provisional clauséthie Executive Decree.

a3) Article 3: Competent Authority: CONAGEBIO isethcompetent National Authority to propose
policies regarding access to the genetic and biocla® components of biodiversity and associated
traditional knowledge, to ensure proper scientifitd technology transfer, and the fair and equitable
sharing of benefits arising from access. The TeadinOffice of CONAGEBIO is in charge of
negotiating, approving, rejecting and controllingpications for access to the genetic and biochamic
components and resources of biodiversityekisitu conditions, and associated traditional knowledge
according to the terms of this Regulation.

a4) Definitions: For the implementation and intetation of this Executive Decree, in addition te th
definitions set out in Article 7 of the Biodivengitaw, in Article 6 of Executive Decree No. 31514-

6 For the complete text of Executive Decree No.993BINAE, please see Annex 1 of the present doctimen
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MINAE of October 3, 2003, in Article 2 of Wildlif€onservation Law No. 7317 of October 30, 1992,
and Article 2 of the Regulation of the Wildlife Czarvation Law, Executive Decree No. 32633-MINAE
of March 10, 2005, published in Official Gazette. N80 of September 20, 2005, 58 definitions appear
this Executive Decree, including:

“ACCESSION: A group of one or more specimens maintainedliveaor preserved collection for
its conservation or use, which can be samples pfaat, strain, cell line or other organisms;
originating from the same population, habitat aadgyaphical location. Also known as entry.”

“GENE BANK: Collection of propagating material found stored emdonditions that maintain
their viability for extended periods. These canlde seeds, pollen, tissue cultures, propagating
vegetable matter, DNA and even whole plants growm@lantations, as well as animal genes.”

“BASIC OR BASE COLLECTION: The broadest and most complete collection of gkxsmp
accessions stored for long periods, for consematiarposes. Only used to fill gaps in the active
collection.”

“CELL LINE: Cellular lineage of a group of individuals relategd a common ancestor — which
can be maintained im vitro culture or recognizeih vivo”

“GENETIC OR MOLECULAR MARKER: A DNA sequence whose heredity can be tracked. A
marker can be a gene, or a DNA sequence that hiasawm function or that is non-coding.

Markers are often used as an indirect way of tragkine inheritance pattern of genes that have not
yet been identified, but whose approximate locatiare known.”

a5) Article 6: Registry of systematized situcollections: In accordance with articles 17 subeacs, 62
and 69 of Law No. 7788 and Provisional Clause IExécutive Decree No. 31514-MINAE and its
Amendment, the procedure for creating the Regisfrgystematizedex situcollections is developed,
regulating: the information that the respectivenfanust contain; the different time periods stipedaby
the Administration and the administered, and tlgeila recourse that the administered may take again
the corresponding resolution. Furthermore, Promaliclause Il stipulates that the owners or cusiusl

of ex situcollections, or their legal representatives, Widlve a maximum time period of ten months from
the time of publication of the decree to registheirt collections with the Technical Office of
CONAGEBIO.

Two ways of keeping the genetic and biochemical mmments and resources of biodiversityei situ
conditions are defined:

a) Systematizedex situcollection: any systematic collection of specimens, partergans thereof, live

or dead, which represent plants, animals, micr@isms or other living beings. These collectiony ma
be, among other things, herbariums, extract libeartotal ADN, brewhouses, greenhouses, botanical
gardens, seed banks, germplasm banks or gene limniso, seed gardens, zoos, zoo breeding centres,
aquariums, rescue centres, animal semen banksp-origanism, fungi or arthropod collections, or
collections of other propagating material. These systematized collections for which informatiors ha
been identified, such as entries and accessionstardtypes of related information, like sciemtifiame,
provenance or origin. The Executive Decree estaddiswith regard to this type of collection, thad t
owners or custodians, be they public or privatéviddals or legal entities, or their representagiveaust
register these collections with the Technical @ffias mentioned above.

b) Ex situ genetic and biochemical resources in non-systemagd form: Any group of specimens,
parts or organs thereof, live or dead, that reptepéants, animals, micro-organisms or other living
beings, that is not organized according to therpatars and with the rigorousness of a systematized

/...
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situ collection. With regard to this type of collectidhg Regulation stipulates that the Technical @ffic
will encourage the voluntary registrationet situgenetic and biochemical resources in hon-systeptiti
form insofar as possible and in cooperation witheotpublic and private bodies at the national and
international level.

a6) Article 7: Requirements: The regulation essdi@s the necessary requirements for applying #®r th
access permit for basic research, bioprospectingconomic exploitation, specifically for geneticdan
biochemical components and resources of biodiyeirsiéx situconditions:

* The interested party or its representative must daimplete the applicable forms and documents
indicated in articles 8 and 9 of Executive Decree BL514-MINAE.

» Should the interested party present a private mahtieansfer agreement, as defined in Article 6
of Executive Decree No. 31514-MINAE and accordiogtie stipulations of Article 22 of that
same regulation, the Technical Office recommendastidg the model agreement included in
Annex | of this Executive Decree. In cases wheig fiossible to determine the provenance and
origin of the material to be accessed in a coltec@stablished prior to the entry to effect of this
decree, the benefits could also be shared withotiiginal providers of the material to be
accessed.

* In the case of access to new systematized coltesstaxccording to Article 8 of this Executive
Decree—or access to new accessions in collectgiableshed prior to the entry into effect of this
Executive Decree, the benefits shall be sharedcaordance with the stipulations of the prior
informed consent and mutually agreed terms, wighdtiginal providers of the material; and, in
this case, the interested party and/or the ownastodian or representative of the material
maintained irex situconditions, shall submit to the Technical Officeapy of the prior informed
consent and mutually agreed terms with the origpravider of the resourcesas part of the
documents required to process the applicationrfacaess permit.

* From the time of registration, and for any typeapplication, the interested party commits under
oath to respecting the code of conduct containgkhimex Il of this Executive Decree, which will
be revised periodically by the Technical Office.isThommitment will also be indicated in the
Technical Office resolution approving the respeztimccess permit, or in the framework
agreement. The interested party must observe rmeyp@dments arising from revisions of the code
of conduct.

a7) Article 8: Establishment of new systematizxdsitucollections: It is stipulated that the Technical
Office shall require the holders, owners and regm&gives of new systematizexk situ collections—
established after the date of publication of thiedutive Decree—to indicate the origin and/or praree

of the accessed material. It is furthermore cladifthat the Technical Office recommends including,
among the mutually agreed terms and prior informedsent negotiated by the owners, holders or
administrators of the new collection and the omldjiproviders of genetic and biochemical components
and resources of biodiversity, an agreement onmntiatebenefits that might arise from ulterior accés
said genetic and biochemical components and resdayra third party.

a8) Article 9: Resolution of approval or refusabr@istently with Executive Decree No. 31514-MINAE,
this Decree stipulates that the resolution issyethe Technical Office must indicate clearly whettie
application has been approved or refused, and gga¥ie technical, social or environmental reasons f
that decision; it outlines the regular recourseilalbe to the administered party against the issued
resolution and, finally, specifies that in cases aaftess to genetic and biochemical resources of
biodiversity inex situconditions, the Technical Office will determineetheed to issue the corresponding
passport.

a9) Article 10:Exportation and certificate of legal provenancer Hte purpose of developing the
stipulations of Article 19 of Decree 31514-MINAR, is established that, when there is the intent to
access the genetic and biochemical resources @fialataintained irex situconditions but, for various

/...
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reasons, it is necessary to export said materral$e outside of the country, it is mandatory foe t
interested party to request a certificate of lggalvenance to accompany the material at all tirhas.
certificate will be issued by the Technical Off@ecording to the terms stipulated in Article 19Dafcree
31514-MINAE, within a time period not exceeding tearking days from the application.

al0) Article 11: Framework Agreements: It is exghge<larified that the purpose of these framework
agreements is to facilitate the processing and gemant of access permits for entities devoted sicba
research, bioprospecting and economic exploitatibrthe genetic and biochemical components of
biodiversity, and that the model contained annkgdh be used to draft such agreements.

all) Article 12: Deposit of copies: in order to mateex situconservation in the country, in accordance
with Article 9 of the Convention on Biological Dirgdty, the Technical Office, in resolutions regaigli
permits of access to genetic and biochemical coemsnand resources of biodiversity im situ
conditions, may request the interested party toosiéopies of the accessed material in one of the
existingex situcollections, taking into consideration the phykg@ace and availability of financial and
scientific resources of those maintaining the oibms registered according to this Executive Decre
Subsequent access to these genetic and biocheresmalrces will only be allowed for basic research
purposes.

al2) Article 13: Repatriation of information or reaél from collections: At the request of the iesed
parties, or on its own initiative, the TechnicalfiG# may request the owners or custodiangfsitu
collections located abroad that maintain materfalCosta Rican origin or that was accessed in the
country, to repatriate the respective informatimd, in the cases set out in Article 57 of the Biecsity
Law, may also request the repatriation of samplesaierial in the collections. The Technical Offig#i
seek the collaboration of other bodies to deal withinformation obtained or to maintain the rejpédd
material.

al3) Article 14: Maintenance of collections: th@uikation stipulates that, should a holder, owner or
custodian of arex situcollection decide to abandon, destroy or expogt ¢htire collection or a part
thereof, it shall notify the Technical Office, whianay request the collaboration of other bodies to
maintain the material of interest in said colleeipin accordance with Article 57 of the Biodivéysi
Law.

al4) Article 15: Promotion oéx situ conservation For the promotion ofex situ conservation, the
Technical Office, on its own initiative or at thequest of the interested party, in coordinatiompitblic

or private entities at the national or internatioleael, may support initiatives, programs or pobge
manage resources, disseminate technologies, imesntiechnical assistance or training, among other
measures, to promogx situconservation.

al5) Article 16:Additional regulations: All other aspects not regat by the present decree are governed
by the stipulations of Executive Decree No. 3151MNKE, published in the Official Gazette of
December 15, 2003, and in Biodiversity Law No. 7.788

al6) Amendments to Executive Decree No. 31514-MINKEOctober 3, 2003, published in Official
Gazette No. 241 of December 15, 2003: There weareesmmendments to a number of its articles, with
the intent of improving and clarifying establishawcedures, with significant changes in form butino
substance, to guarantee greater accuracy andyohdtit regard to the objectives and purposes of Law
No. 7788.

al7) Provisional Clauses: Given its importance thkehg into account its special characteristicesén
provisional clauses include, as a priority poweC@NAGEBIO, that of enacting the specific regulatio
governing access to the genetic resources of daratst animal biodiversity, within a maximum time

/...
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period of twenty-four months starting April 18, 2Q0~hich is the date of publication of Executive
Decree No. 33697-MINAE. In developing this reguatifor access to the genetic resources of
domesticated animal biodiversity, CONAGEBIO willasir on the advice and support of expert
individuals and specialized technical groups, aadoarmits of access for bioprospecting or economic
exploitation for such material will be granted uithis regulation is passed.

The regulation features another Provisional Claegarding access to plant genetic resources fat foo
and agriculture irex situconditions, which establishes, verbatim: “As lorggthere is no specific legal
regulation for the implementation of the InternatibTreaty on Plant Genetic Resources for Food and
Agriculture, ratified through Law No. 8539 of July, 2006, published in Official Gazette No. 185 of
September 25, 2006, that might establish otherigiamns in this regard, the National Authority fdwet
implementation of said Treaty with regard to acdesplant genetic resources for food and agricaltur
will be the National Commission for the ManagemehBiodiversity (CONAGEBIO) and its Technical
Office, in accordance with Biodiversity Law No. B&nd Executive Decree MINAE- No. 31514, for
which purpose CONAGEBIO and its Technical Officellwise, as an advisory body, the National
Commission on Plant Genetic Resources (CONAREFI)”

The regulation also reiterates, like Executive BecNo. 31514-MINAE, the Provisional Clause that
establishes, with regard to the knowledge, innovatiand practices of indigenous and local commagiti
the following stipulations: “Permits of access baisic research, bioprospecting or economic expioita
that involve the knowledge, innovations and pradiof indigenous and local communities regardirg th
use of genetic and biochemical resources of biosgiitye shall be granted according to the stiputadio
contained in articles 66 and from 82 to 85 of thedBersity Law and Convention 169 on Indigenoud an
Tribal Peoples, approved through Law No. 7316 ofddober 03, 1992, published in Official Gazette No.
234 of December 04, 1992”.

al8) Annexes: The regulation includes three annex@sodel framework agreement, a model Material
Transfer Agreement (MAT), and a Code of Conductaftress to genetic and biochemical components of
biodiversity, with the main purpose of facilitatipgocedures for Interested Parties and Providers.

The Code of Conduct in particular has the geneb@abive of: promoting rational access to and the
sustainable of the genetic and biochemical comptsneh biodiversity, both inn situ and ex situ
conditions, reducing the risk of genetic erosiarg arotecting the interests of the users and pessiof
these components and resources. The party intdressecessing the genetic and biochemical reseurce
of biodiversity maintained iex situ,conditions commits under oath to respecting thdeoof conduct,
which will be revised periodically by the Techni€ffice. This commitment will also be indicated tne
Technical Office in the resolution approving thepective access permit or framework agreement.
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CZECH REPUBLIC

Detailed reports for all focus areas are annexdtisoReport, containing present status of in aitd ex
situ conservation measures, including legislaticm), (specific threats to biological diversity
(b), monitoring programmes (d), agriculture biodsiy (e), incentive measures (f) and ABS (g).

In this chapter main results are summarized reggrpiesent status of genetic resources, their acoeb
use.

AGRICULTURAL AND GARDEN CROPS

Detailed inventory of crop genetic resources hanbearried out and current data were completed by
newly obtained information, including recent data wability and accessibility of accessions and
regeneration needs (see chapter 2.3 Status otiigrad and garden crop genetic resources in 20@5e0
detailed report). In addition, monitoring system plant genetic resources conserved in the Czech
Republic ex situ as well as in situ has been deesldn the framework of the National Programme on
Conservation and Utilization of Genetic ResourcésPtants and Micro-organisms Important for
Agriculture. This system serves also as early waydystem on plant genetic resources. The aim is to
avoid losses of genetic resources and/or genetsiaar (in the sense of the Act No. 148/2003). The
system is linked to national information systempdant genetic resources (EVIGEZ). Steps have been
taken to diminish hazards to plant genetic res@ rteincrease their safety and availability asetal
preconditions to guarantee access to plant geredimurces. Strategy has been elaborated for garticu
groups of crops with respect to the status of gemesources (bred cultivars, landraces, wild rets),

with special attention to resources of local origio reach these goals, effective methodology lees b
worked out, as a part of Methodology for the NatioProgramme (see detailed information on
http://genbank.vurv.cz/genetic/nar_pregiere Annual Report, Methodology of the Nationadd?amme,
adopted priorities and other relevant informatiom available). Further related information can denfd

on: http://www.pgrfa.org/selectcountry.jspx or:phttwww.pgrfa.org/gpa

Measures were suggested how to enhance accesartb ganetic resources (including prompt and
appropriate regeneration, safe conservation amtttefé evaluation and documentation). The results a
recommendation were discussed with stakeholders aalughted by the participants of the National
Programme on Plant Genetic Resources and AgroMgimgiiy Conservation and Utilization to strengthen
the capacity building in the framework of the Pamgme. Access to PGRFA will be guarantied under the
terms of the International Treaty on PGRFA and @&nfony with national legislation. In line with
international and national legislation, a Matefiednsfer Agreement has been prepared (see Anrtbe to
Report) and recommended to all providers of plamegc resources in the country. Relationship betwe
providers and users has been clearly defined, #ihect to access and benefit shearing principles.

FARM ANIMALS

Access to animal genetic resources is so far rigesuto any legally binding multilateral agreenseand
according to the EU Patent Directive animals areergable under the Directive provided there is an
invention and that it fulfils the patent terms. Tieem animal variety is not clearly legally definéas
plant variety is in the UPOV conventions). Repaoralgses status in the Czech Republic where acoess t
and exchange of animal genetic resources is naifgadly regulated by national legislation, respieg
global principles of private ownership of animalhis property right implies a right to the physical
material, e.g. the right to use and sell it forgagation purposes. As a large part of the genoneadf
individual is common within the breed, the owneraofanimal cannot prevent others from using theesam
genetic components if they are found in their ifdlials. However, if the individual animal expresses
very specific inherent combination of genes, it:emnwill have a practical possibility to excluddeits
from using this genetic combination. The accessnimal genetic resources is based on the exchdnge o
propagating material regulated by private (comnadydaw agreements and a common understanding
among breeders of the rights associated with thermag and is functional. The Government activgy
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largely limited to ensuring that various breedessieties that wish to be recognised under the EU
breeding legislation covering livestock speciesentke necessary requirements. These set outrodessc
regarding entry of animals into herd books, animantification and recording, testing, and alsoraégs

for production and trade propagating (genetic) mete So far no internationally negotiated staddar
Material Transfer Agreement exists and partiesicgose and undertake obligations regarding theofise
the transferred material. (MTA proposed for stakdéis discussion annexed to the Report in defHilg.
health status of the herd might be an example @itwan ban export of live animals or genetic materi
Export of live animals claimed as genetic resouregsires Ministry permission.

In such cases access to animals supported by tienbllaProgramme might be limited. Main information
sees: http://www.vuzv.cz

FOREST TREES

Gene resources of forest tree species represanbfsegproductive material of all tree speciesjaeal,
local and artificially bread populations used imefst regeneration and reforestation, and in s@ient
research. The sources are represented in situelmgbases (reserves), certified stands for seediabate
collection (phenotype class A and class B), setktes, and ex situ by: reproductive (seed) stesaxd
orchards, mother stands, clone-archives and catexcbf reproductive material.

The genetic resources of forest tree species arsgidared to be freely accessible, with the excaptio
some poplar and willow clones, which are patentmliertheless in practice, certain limitation of egx
may exist, particularly to in situ sources, whehe ftcollection could be a little problematic and
complicated due to field accessibility, legislatiand necessity to follow of owners” law. In sombkeot
cases satisfactory amount of reproduced materiahois always available. The database of forest
reproductive material in the Czech Republic is latédeé on the web site of FGMRI, Research

Station Uherské HradiSt(http://www.vulhmuh.cy on the web-site FGMRI_(http://www.vulhm)cthe
database of explants archives of forest trees eafolind. The existing legislation does not cover th
National Programme of Preservation and Use of FdBenetic Resources, which causes a problem,
partly solved by Act No. 149/2003. Another problezpresents a complicated practical access to geneti
resources of small private owners. The applyingefareption from European Commission is needed for
the genetic resources certified before entering fotce of the Act No. 149/2003. The forest Act No.
289/1995 does not allow using reproductive matafdbrest trees from EU countries even for redearc
purposes, which requires amendment of the Act. fedbgnition of forest genetic resources within the
National Programme could support protection andofiferest genetic resources.

BOTANIC GARDENS

Botanic Gardens have long tradition in the teryitof the Czech Republic for centuries and played an
important role in introduction of useful and dediv& plants, as well as in education and public
awareness. Activities, including conservation otaie plants, were coordinated

in the period 1968 — 2001 by the Advisory Commitdé®otanic Gardens. Recently established Union of
Botanic Gardens of the Czech Republic (2005) pegpdine survey of the present status of the Czech
Botanic Gardens collections. The Union has 26 mesiiait number of the Czech BG exceeds 50. The
total number of registered taxa is 73 100, but sofm#hem are registered in two or more BG (due to
missing digitalisation of data in many BG duplicats cannot be excluded) and therefore the real aumb
of taxa can be some 40 000. Cultivated decoratiget® represent more than 50 %. Introduced exotic
species are highly represented, especially sudcaleh carnivorous plants. 12 BG conserve in their e
situ collections several critically endangered amtlangered plant species.9 BG participate in re-
introduction programmes, in cooperation with Nadibfark (1) or Protected Landscape Areas (2).
Conservation activities, including ancient domestittivars of decorative plants, should be extended
new computer programme on BG plant registers ieudévelopment. National legislation on Botanic
Gardens, their activities and collections consémmait missing, as well as a special common program
on genetic resources. Exchange of plant materistsethrough Index Seminum. Adoption of rules
enabling membership in International Plant ExchaNgéwork (IPEN) are discussed with responsible
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staff of BG, supported by the Union of Botanic Garsl Topical information can be found on the Union
web-site:_http://www.ubzcr.cz

ZOOLOGICAL GARDENS

Zoos play an important role in preserving worldrfauiodiversity, however their possibilities amited

by a number of factors, such as insufficient spags]s or restricted cooperation with other ingiftos,
including scientific ones. 15 Czech zoos (out astxg 16) together with 4 Slovak zoos are orgashize

the Union of the Czech and Slovak Zoological Gasgdewhich helps them to overcome certain
restrictions. Since 1984 the Union edited the Yeakbcontaining data on kept animals. The zoos
associated in the UCSZ bred in total 2621 animeh t@pecies, subspecies) and domesticated animal
breeds (as of 1.1.2005). All zoos participate iterinational breeding and conservation programmes
primarily through the European Endangered SpecdiegrBmme (EEP) of the European Association of
Zoos and Aquaria (EAZA), and some Czech zoos amabees of the Eurasian Association of Regional
Zoos and Aquariums (EARAZA). The Czech and Slovakszparticipate in reintroduction of extinct
animal species back into the wild or in strengthgrdwindling populations or those with low numbigrs
situ. Over the past decade they have taken parimroduction projects for European fauna (Lynx,
Grouse, Aurochs, Bearded Vulture and the Griffonlte) and for exotic species (Przewalski
Horse,Scimitar-horned Oryx). In 2005 the cooperatietween Czech zoos on in situ projects was
intensified (European Bison, Bearded Vulture, Eeayp Ground Squirrel, Barn Owl, Little Owl, Black
Stork and Przewalski Horse). The genetic resouofeSzech zoos (particularly those of endangered
species) are considered to be a part of the glotyalilation and, in the framework of the internagion
conservation programmes, are available to all stbjexpressing an interest. However, a certain
limitation in providing breeding material to foreidreeders exists, stemming from the specifichef t
national legislation and the guidelines of the oegi and state veterinary administration. Czechszoo
have a long-term experience in conserving biodityeend genetic resources of the world fauna. They
contributed to preservation of many animal speties extinction and even now they are involved in
international programmes. Nevertheless, use of moaethods, such as DNA analysis, is a prerequisite
for successful development of these activitiesafbich wider cooperation with other research intititus

and corresponding ministries is necessary. (Inftionaon history, present status and activities haf t
Czech zoos see publication prepared within the BE#ject — JirouSek V.. Zoological Gardens of the
Czech Republic and their Contribution to BiodivgrdgConservation, and the Union of the Czech and
Slovak Zoos website: http://www.zoo)cz

FUNGI

The research on the biodiversity of fungi in-situperformed by educational institutions, namely by
universities (competence of the Ministry of Educajiand by cultural institutions, namely by museums
(competence of the Ministry of Culture). The volnmyt group of scientifically oriented experts, both
professionals and well educated amateurs, draka difterent scientific aspects of mycology. Theg ar
associated in the Czech Scientific Society for Mggg (CSSM), dealing both with microfungi and
macrofungi, supervised by the Council of ScientiSocieties of he Czech Republic. Diversity of
macrofungi is focus of activities of its Sectionr fmycofloristics. Recently members of the CSSM
prepared the Red List of threatened and endangpexdes of macrofungi. Several members participated
in projects on inventory research of macrofungpiotected areas. The number of macromycetes in CR
may be estimated to about 4 000 - 6 000 speciexdiog to estimates in neighbouring countries. Well
protected nature areas, old grown forests, steppest bogs etc. represent to some extent natural
collection of fungi in situ. In only two nature peated areas of the Czech Republic macrofungitare t
main object of protection. Twenty ex situ fungilections have been registered in the Czech Republic
supervised by different national and internatiomaanisations (details see Annex to the Final Rtoje
Report - Report on Fungi). Main legislation toobarcting fungi in-situ represents the Act No. 1994,

on Nature Conservation and Landscape Protectioendetd as Act No. 218/2004 and corresponding
Decree No. 395/1992, which contains about 40 pteteecnacrofungi. The new list consisting of 100
species of macrofungi has been prepared for thenx@ment of this Decree. NATURA 2000 does not
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contain any rules for fungi. The only possibility se this legislative regulation for protectionfahgi
concerns the protection of habitats. In the RedkBafothe Slovak and Czech Republic (Kotlaba 1995)
only macrofungi are listed. The Act No. 148/2003 @anservation and Use of Genetic Resources of
Plants and Microorganisms Important for Food andicdditure defines conditions and procedures of
preservation, conservation and utilisation of éu sollections. Conditions and procedures are &efjlis

the National Programme on Conservation and UseeofeGc Resources of Plants and Microorganisms
Important for Food and Agriculture.

Fungi Genetic resources (Anna LepSova)

Knowledge on fungi in-situ, e.g. in natural hatstas low. Inventory research on macrofungi hambee
carried ouin about 35 protected areas but the number of epéas not been defined yet. The knowledge
on microfungi in-situ is limited as well Ex-situ getic resources are maintained in 20 culture ctidies
They comprise about 1.620 species in 470 genenaacfo- and microfungi filamentous and yeast fungi
included. Most of collections belong to state igtons for the purposes of human and veterinary
medicine, for diary and brewery industry, and faieatific research and education. The rules coriegrn
accessibility and sharing of fungi ex-situ are adeveloped sufficiently. Main difficulties exist cogrning
pathogenity of fungi, patent protection and fundihg collections. The existing national legislataoes
not cover all fungi genetic resources and needie tamended in line with European regulations.

Legislative aspects of access to genetic resouressl benefit sharing (Eva ToSovska)

The study in its first chapter summarises the nmgbrtant sources of international law that adjphst
access to genetic resources. International cororentivhich commitments are obligatory for the Czech
Republic are analyzed. The second chapter proddagpdate of existing approaches to assist European
Parties and stakeholders with access and benefitaghimplementation. The attention is focused to
actions undertaken by the European Commission péeiment the Bonn Guidelines and to experience of
individual countries. The debate on “disclosur@ogin” of genetic resources and traditional knodge

in patent application is also mentioned. The tkindpter summarizes the current Czech legislatiantwh
relates to access to genetic resources in the digfdant varieties, farm animals and forest repiiide
material. As a real progress in breeding is suabdnand productive in a long term perspective dhnly
protected varieties and animal species are availtl breeding (so called "breeder exemption”), the
Czech legislation was analyzed from that point igiw The final part outlines comparison between
protection of an invention by patent and protectibra variety of plant by plant variety protectibased

on the International Convention on Protection oiMNéarieties of Plants.

Z0OO0s and their conservation of biodiversity (EvzerKis)

During the past two centuries zoos of the worldehelvanged in principle: In the 20th century it lmeea
centres for education, ethology, study and consiervaMany zoos keep species as a part of cooperati
a coordinated international breeding programmetalootating with others zoos and others breeding
facilities within the zoos association such as EAANAZA, BIAZA or EARAZA. Zoos role in
preserving the biodiversity of world fauna is howelimited by a number of factors. Zoos spatial and
operational capacities are limited and only soméhefzoos have breeding stations available outside
the cities. Majority of zoos, where economic resuahd grants are derived from the number of visjtor
have to exhibit rare and above all, attractive g c¢his frequently being to the detriment of moeedy
species, which may be facing a critical situatiorthe wild (including of many domestic animals,cét®
without perspective in the modern farms conditiadbdnservation breeding ex situ represents, from the
evolutionary standpoint, a unique biological expent. Preservation of biological diversity ex situ
requires new techniques primarily in the area @éwheining and mapping the gene pool of world fauna
(taking samples for DNA, analyses. used for latecohomic and genetic purposes, processing the
cadavers of deceased animals for museums): Sonsearecstarting to take samples for DNA profiles of
certain species, thus forming a sample bank in eatjon with the , zoological institution, e.g. CRE
(Conservation and Research for Endangered spagci€sn Diego USA. Therefore enhanced cooperation
between the zoos and research institutes and gitiesrand establishment of a Central databaseN# D

/...



UNEP/CBD/WG-ABS/5/INF/1
Page 109

samples for selected species are necessary stapberefforts aim at reinforcing the quality of
conservation breeding and at support of their &fféo linkup to in situ conservation projects a 00
possibilities are limited by an almost exclusivéentation on the breeding of vertebrates in paldicu
mammals, birds and reptiles, i.e. groups reprasgonly a fraction of the species richness ofloeld
fauna. Thanks to ‘their huge experience and trastaff zoos play an important role in ensuring the
transport, quarantine and acclimatization of angnzaught in the wild and designated for repatnmato
reintroduction in the wild. Many , of the world ze@re moreover interesting through their greengslac
and their plant composition. . Key words: Zoos, ssymation, biodiversity, breeding programmes rare
specie’s, reintroduction, repatriation, ex situ amditu projects, genetic analyses, gene poalged, bio-
corridors.

National Biosafety Framework of the Czech Republi¢Jan Kas, Milena Roudna)

The Czech Republic joined the UNEP/GEF Project Dipraent of the National Biosafety Framework
since July 1, 2002 up to March 2004. The Natior@br@inating Committee consisting of representatives
of biosafety related sectors and institutions, @z€ommission for the Use of Genetically Modifies
Organisms and Products, non-governmental orgaoimtnd private sect6ér coordinated activities. The
results were summarized in the Final Report (Migisf the Environment, 2004) structured into 5 main
chapters: Description of the national biosafetyiqyplits priorities, relations to sectoral policiesd
strategies, mainly State Environmental Policy Digsicn of regulatory regime, principal acts related
biosafety and main decrees in force, instituticgsponsible for their implementation. System to teand
notifications or requests for authorisation of agrtactivities, competent authorities. Systems for
enforcement and monitoring of impacts on the emwirent and human health, responsible institutions.
System and measures to enhance public educaticarenagss and participation, relation to national
strategic documents, competent authorities bacrration on the Biosafety Clearing-House and eglat
websites. In the framework of Project 15 workshaese organized for different groups of stakeholders
and 17 publications prepared. The Project has Helpeestablish the basis for the Cartagena Protocol
implementation in the Czech Republic. Its seconplémentation phase has to be started.

Agriculture crops genetic resources, their accessnd use (Ladislav Dotl&il, Zdenék Stebno, Iva
Faberova, Karel Jan Stolc)

The present status of crop genetic resources iG@tieeh Republic is described and analyzed, withegts

to access to plant genetic resources and benefiingh There are 48 thousands of accessions naéctai

in the Czech collections among them 8 532 accesdietong to vegetatively propagated specie. Seed-
propagated species are maintained in the Gene Bahk/ICP Prague (at present 91% of accessions).
Vegetatively propagated species are maintainecid €ollections (potatoes in vitro). Cryo-presdiva

is being developed in selected species. In Czeghlitie, legislation on PGR has been developed (Act.
No. 148/2003 and Regulation N0.458/2003) and iy ftbmpatible with international documents. This
legislation is implemented mainly through NatiorRfogramme on Plant genetic Resources and
Agri-biodiversity. National standards and model MAve been developed and implemented. More than
75% of accessions are available to users, undemationally agreed terms. Reciprocal services with
local and foreign partners, inputs “in kind” toemational efforts, participation in internatioraitivities

and ‘assistance .to developing countries are egeas prospective tools for benefit sharing.

The legal statusof plant genetic resources and genetic resouRB&] of micro-organisms for food and
agriculture (MFA GR) is embedded in the Act on amation and utilization of genetic resources of
plants and micro-organisms important for food agdcalture No. 148/2003 Coll. The state support
stockholders of genetic resources of FANGR, MFA GIGR via a special program formed and
administrated by the Ministry of Agriculture. It ihe National Program on Conservation Genetic
Resources for Food and Agriculture No. 20139/20862D (NP). The National Program follows the
regulations, International Treaty on Plant GenB&sources FAO signed up by Czech Republic (2001)
and Global Plan of Action FAO (1996). Seed is ai#e in a central gene bank and also in the small
working gene banks of stockholders. Some genetienahis kept as meristem tissues in kryo bank and
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in vitro cultures. Collections of micro-organisme &ept in vivo cultures or conserved in inactivenis
(frozen, etc.). State support the collections bfygdes. Nevertheless samples still remain in owinigrof
stockholders and both their acquisition and trangfeany third party are subject to the model MTA
designed and verified since 2005 in practice. MTAstain also specifications on benefit sharingassu

In plant genetic resources, The Czech Republissahaatisfactory and well structured system of the
national legislation (Act No. 148/2003 coll. on “@ervation and Utilization of Genetic Resources of
Plants and Micro-organisms Important for Food amtieulture”, as well as Regulation No. 458/2003,
which executes this Act.). These documents and ddietlogy of the National Programme provide
detailed rules, fully linked to the CBD, IT and ethinternational documents. Therefore, we can densi
the legal system as a strong point of the syst@érmgggood conditions for international collabomation
ABS. Also the organization structure is fully story (existing functional National Programme and
Frame Methodology, the Board on Plant Genetic Ressuhas been established, and the National
Information System and Gene Bank are fully funaipnAnother precondition for sharing international
system on ABS is effective international collabmmat especially with ECP/GR, IPGRI and FAO. In
general, Czech Republic is able to follow preset#rnational regime on ABS.

Botanic Gardens genetic resources (Pavel SekerkaetP Hanzelka, Vladimir Rehatek)

About 40 000 species and cultivars of plants amollections of the Czech botanic gardens. Theastpl
are used as genetic resources, for ex situ consmrvarogrammes and for scientific research in
cooperation with universities’ and research ‘ing&s. Botanic gardens play also an important rele a
urban green areas or in ecological education. Bitgomservation of wild plants, botanic gardens &hou
take care about cultural heritage in area of geresources conservation especially as to historica
cultivars and hybrids, which are in danger “of Ipsit because of lower commercial attraction. Some
improvement is necessary in plant evidence andntaxg research in cooperation with universities, as
well as in cooperation with state institutions agdvernment bodies (such as Ministry of the
Environment, phytosanitary offices). No Act on ButaGardens exists regulating activities and plants
collection protection in botanic gardens. Index Bemm represents a traditional way for plants aretise
exchange, quite liberal and free The IPEN systemmseto be a good way how to implement
commitments of the Convention on Biological DiveysiThe main aim of the Union of the Czech
Botanic Gardens ‘established in 2005 is to helmmhiot gardens in creating unique plant database and
compatible information system, and, enable inforomatsharing about national and especially
international activities.

Forest trees genetic resources — their conservati@nd access (Vaclav Burianek, Josef Frydl, Jana
Mala)

The first systematic collections of forest tree csge reproductive material had already startedSiin 1
century. Considerable extension of internationalpapation is possible to chronicle in the same tioe.
Concepts of forest tree species protection anddegtion (selection, establishment and managenfent o
gene bases, standards seed orchards, parentalciaresd archives) have been proposed with thetaim
factor them in the Czech Republic forestry legigéatrules. During the eighties and nineties of last
century, there had been an attention concentratdalgms connected with genetic parameters of forest
tree Species (gene transfers, genetic correlatgarseral and specific combining ability) with thienao

use obtained findings in selection and realizatdrbreeding strategies. These activities used to be
realized on the base of EU and OECD Internationaictives. There is an increased attention paid’ to
broadleaved species, especially as for some tmeditspecies and populations too. Activities aresdim
to protection of both forest stands and foreststrieesitu treatments. Forest tree species repriveuct
material used to also be collected as samples tstbeed in seed banks and bank of explains
continuously, modern biotechnological methods amdpto use, as well. In accordance with both the
Czech Republic international commitments and d@atest policy there have also been worked out the
National program of forest genetic sources consemvand , utilization. Preservation, documentation
and reproduction of forest tree species genetiouress, including shrubs, used to be currentlyizedl

on the base of this program, together with debnitand realization of specific treatments aimetbtest
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regeneration and provision of forest stands stgbilncluding assurance of their species and geneti
variability quality. Especially local ecotypes afrést tree species, used to be studied and utitized
enrichment of forest stands biodiversity.

Genetically Modified Organisms and Legislative Franework of their Use (Zuzana Doubkova)

The use of genetically modified organisms is regaan the national, EU and international levelshen
national level in the Czech Republic the Act No/2ZD®4 Coll., on the Use of Genetically Modified
Organisms and Genetic Products applies. The Aatrsoe contained use, deliberate release of GMOSs’
into the environment and placing on the market B3 as or in products. Directly applicable European
regulations set rules for traceability and labelaigsMOs and of food and feed produced from GMOs.
Cartagena Protocol of Biosafety deals with transidany movement of living modified organisms. Field
trials with GM crops are assessed by the natiooaipetent authority; trials with maize, potatoeaxfl
and prune have been carried out in the Czech Riepilble placing of GMOs on the market is authorized
at EU level, authorized or notified GM crops inaudhaize, cotton, oilseed rape, and others, most
frequent traits are herbicide tolerance and insegistance.

The legislation and other information are made labsée to the public on the website of the Ministdy

the Environment, Czech Republic, at the addressvsnw.cz.

Farm Animals Genetic Resources — their access andeu(\Méra Matlova)

The program on conservation of farm animal genesources has started in 1994 and until now it has
been successful in underpinning various populatadrtsaditional farm animal breeds. Contrary tonpla
genetic resources, using simple ex-situ consenvatia regeneration methods is not possible bea#use
different reproduction patterns and biological teas and the most effective conservation methdbes
in-situ breeding combined by collecting cryopreserveproduction material and/or DNA samples.

The preservation project coordinated by the Rebkelrstitute of Animal Production covers monitoring
breeds, collecting data on their characters anlityutiraits and implementing sustainable breeding
functional system operating within other relevaational bodies (veterinary service, central animal
recording scheme). Since 1994 the project aimémtestd stabilization and introducing targeted bregdi
methods with a support of the state subsidy schdine.number of supported subjects ranges around
800. Some negative factors influence in situ cors@n, especially declining numbers of traditional
breeders. Utilization of traditional national bredd disadvantaged by lack of marketing strategia$
poor consumer knowledge. Generally public awareoessnportance of preservation domestic animal
products and knowledge on traditional breeds idenaate and the educational system is not addgessin
this issue at all.

The access to and utilization of farm animal gene&sources through regular ABS principles is
supported by a favourable legislative frame witlteption as to property and disposition rights to
existing cryomaterial. Breeding animals as wellttzes reproduction material are available on standard
market principles with an exemption of exportingedily supported individuals. However as for
cryopreserved reproduction material, deficient amt®un some species and accreditation status of
samples collected before 1.4.2004 are still lingitithe exchange or providing samples. Personal,
vocational and technical capacities need to bagthened to comply with all commitments. On theeoth
hand, based on more than 10 years of experieneghGpecialists are able to train in the givenviies
personnel from developing countries.

The legal status of farm animal geneticresources (FANGR) is embedded in the Breeding Act
No. 344/2006 Coll., with special paragraphs relatedthe National program on genetic resources
(i.e. para 14) and further implemented throughRkgulations No. 447/2006 Coll. No. 448/2006 Coll.

On principle, FANGR are privately owned and managétin limits given by veterinary, hygienic and
welfare legislation in force.

The state supported NP is opened to all ownersesds and populations recognized and listed ilNte

as national genetic resources and, in fact, podesdaof agreement between the owner and the State.
Upon this agreement supported participants argethlio offer on request of the National Coordirgtin
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Centre genetic material (tissue samples for reeeasmnen samples for cryoconservation) for gen&shan
Samples still remain their ownership and both thedguisition and transfer to any third party arbject

to the model MTA designed and verified since 200%iactice. MTAs contain also specifications on
benefit sharing issues.

There are also samples of genetic material in dpamds procured by the State from FANGR owners
during the past period (previous NP in force dutimg2003-2006) and so being a state ownershiserhe
are accessible upon the same MTA conditions.

However, some samples (ram and bucks semen doBestet before 2006) do not convene specific
requirements as to labeling (registration numbetheflaboratory producing the material is not iatécl

on the straw) and hence cannot be delivered abroad.

More information can be found in the Workshop Peatirgs from 4 November 2005 — Conservation of
Plans and animal resources of the Czech Repubéit, daccess and biosafety issues and from 28 Februa
2006 — Genetic resources - their conservationamoass (Ministry of the environment 2006, Roudna
(ed))

And the final project report:

Assessment of Capacity-building Needs: Access toeGe Resources and Benefit-sharing, Conservation
and Sustainable Use of biodiversity Important fgridulture, 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/e26dd68a7c931e636fli20033a4ee/543095a457f030bdc125719c0030
d9bb?OpenDocument

For other information see the previous submissionf the Czech Republic in last year and the third
national report.
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ETHIOPIA
Laws and experiences:-

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

Notification No. 2006/045 —Information on the legastatus of genetic resources in national law —
Norwegian submission

Information on the legal status of genetic resourcein national law

Norway would like to refer to our submission to Nioation No. 2006/041 (please see document
UNEP/CBD/WG-ABS/5/INF/2). In this submission our fkoon a new law on the protection of the
natural environment, landscape and biological diyeand on a new draft act from an expert committe
on the management of living marine resources isrdes.

We would furthermore like to refer to our submissdated October 26, 2005, where the new provisions
in the Norwegian Patents Act on disclosure of arigipatent applications are described.
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POLAND

INFORMATION ON THE LEGAL STATUS OF THE GENETIC RESARCES
IN THE POLISH LAW

The legal status of the genetic resources in Pakarebulated by the following acts:

The Nature Conservation Act of 16 April 2004 (Dzdf 2004, No. 92, item 880 with later amendments),
Act on the Legal Protection of Plant Varieties 8fJune 2003 (Dz.U. of 2003, No. 137, item 1300 with
later amendments),

Act on the Forest Reproductive Material of 27 J@ee1 (Dz.U. of 2001, No. 73, item 761 with later
amendments),

The Hunting Law Act of 13 October 1995 (Dz.U. oD80No. 175, item 1462).

Issues concerning wild animal, plant and fungi sgseare, to a limited degree, regulated by The fdatu
Conservation Act That concerns mainly collecting biological matér(individuals) from legally
protected species in the wild. With respect to ggecovered with strict protection, the consent for
collection may be granted by the Minister of theviiEznment, whereas for species covered with partly
protection by the Province Governor (Wojewoda).(&8). Minister of the Environment may allow
collection of species from the national parks aature reserves, inter alia, for scientific reseascr
education purposes. The permission for scientdgearches may be granted only with the agreement of
the manager of a national park or nature resemte1(®). Import and export of species regulatedhsy
European Union law require the consent of the Nnisf the Environment in the consultation with the
State Council for Nature Conservation (art. 61)ll€&ing of wild species not covered with legal
protection and/or outside national parks and naeserves does not require any permits.

The Act on the Legal Protection of Plant Varietiegulates issues of plant variety legal protection
particular:

the procedure and mode of granting and invalidatiegright to preservation of newly bred or disqede
and developed by a breeder varieties and also makimmercial use of it;

the scope of the legal protection.

The breeder can apply for granting for the exclsiight to a plant variety, if the variety is dimstt,
uniform, stable and new. The exclusive right isnged by the Research Centre for Cultivar Testirge T
exclusive right can’t be granted if the varietyaleeady protected by the Community Plant Varietficef
in the European Union. (art. 4). The excusive rigictudes: production and reproduction, conditignin
for the purpose of propagation, offering for sadelling or other marketing, exporting, importing,
stocking (art. 21).

The Act on the Forest Reproductive Materiedulates (in the adaptation to the European U@ioancil
Directive 1999/105/EC on the marketing of foresproeluctive material) the issues of, inter alia,
registration of the basic forest material and miankeof forest reproductive material. The basicekir
material means seed sources (trees), stands, seleards, parents of tree families, clones or clonal
mixtures. The forest reproductive material meargdsunits (cones, infructescenses, fruits and seeds
intended for the production of planting stock),tpaf plants intended for the production of plagtstock
and planting stock — plants raised from seed ufiiten parts of plants or from plants from natural
regeneration.

The basic forest material shall undergo its regigin in the National Register of the Basic Forest
Material, managed by the Minister of the Environi@nt. 15).

Import of the forest reproductive material from tB&ates outside the European Union shall requige th
consent to be granted by the Minister of the Emument (art. 44).

Marketing of the forest reproductive material candarried out exclusively by the Suppliers, who are
registered in the Register of Suppliers, that isaged by the Minister of the Environment (art. 45).

/...
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The Hunting Law Actegulates, inter alia, rules of the harvestingarhg. Hunting is based on the annual
hunting plans, developed by the leaseholder ottmrolled hunting reviers, in the consultationhwite
head of municipal government, and approved by pgirdistrict forester in the agreement with thagbol
Hunting Association (art. 8). Minister of the Erofment in agreement with the Minister of Agricuétur
and Rural Development, in the consultation with $t@te Council for Nature Conservation, lays down i
regulation the hunting seasons for game animalsistér of the Environment, in the consultation with
the State Council for Nature Conservation, maywall@mme harvesting (shooting or capture) for researc
purposes irrespective of the protection seasohs4@y.
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SWITZERLAND

2. Information on the legal status of genetic resoes:

A study aiming at establishing an "inventory" oktBwiss legislation applicable to access to genetic
resources was conducted in 2003 by the Swiss HeQfree for the Environment. The major outcomes
of this study demonstrated that, despite a largsamoof diverse legal texts (enacted prior to the
ratification of the CBD as well as enacted with sidistinct from those of the CBD), Swiss legislatio
broadly conforms to Article 15 of the CBD. Indedlle majority of restrictions on access to genetic
resources imposed by Swiss law are motivated bgeros for nature conservation, and are thus aiprior
compatible with the CBD’s objectives.

The study is available in French (including an eddtand a summary in English) under:
http://www.bafu.admin.ch/publikationen/index.htna?j=en&action=show_publ&id _thema=27&series=
SRU&nNr_publ=359




