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l. INTRODUCTION

1. At the seventh meeting of the Conference of theid%arby decision VII/19 D the Ad Hoc
Open-ended Working group on Access and Benefitispavas mandated to elaborate and negotiate an
international regime on access to genetic resousioels benefit-sharing with the aim of adopting an
instrument/instruments to effectively implement grevisions in Article 15 and 8(j) of the Convemtio
and the three objectives of the Convention. Thegeof reference set out for the Working Group on
Access and Benefit-sharing provide that the negotizof the international regime will draw omnter

alia, an analysis of existing legal and other instrut®ieat national, regional and international levels
relating to access and benefit-sharing, includingaccess contracts; experiences with their
implementation; compliance and enforcement mechasjiand any other options.”

2. An analysis of existing national, regional and insgional legal instruments relating to access
and benefit-sharing was carried out for the thirdetimg of the Working Group on Access and
Benefit-sharing, and made available as documentRINBD/WG-ABS/3/2.

3. At its eighth meeting, in decision VIIl/4 A, paragh 3, the Conference of the Parties invited
“Parties, Governments, indigenous and local comtiasjiinternational organizations and all relevant
stakeholders to provide information regarding thpuis on an analysis of existing legal and other
instruments at national, regional and internatideakls relating to access and benefit-sharinghto t
Secretariat of the Convention four months priotri fifth meeting of the Working Group on Accessl an
Benefit-sharing”. In paragraph 4, it requested3eeretariat to prepare a compilation of the infation
provided in accordance with paragraph 3 and to niakeailable for the work of the Working Group.
Contributions provided to the Secretariat are césapn document UNEP/CBD/WG-ABS/5/INF/1.

4. This document updates information related to regjicend national measures contained in
document UNEP/CBD/WG-ABS/3/2 on the basis of cdmitions provided by Parties and research
carried out on recent developments. Section Ifeskks measures adopted by countries as provifders o
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genetic resources under sub-section A and measdigsted by Parties as users of genetic resources
under sub-section B. Section Il provides an oiawof the study commissioned by the Secretariat on
access and benefit-sharing arrangements. Theamatmn provided in this document provides a bawis f
the analysis of gaps contained in document UNEP/@BB-ABS/5/3.

5. Document UNEP/CBD/WG-ABS/5/4/Add.1 contains an updaf recent developments in
international instruments related to access andfiiesharing.

. OVERVIEW OF REGIONAL AND NATIONAL MEASURES
RELATING TO ACCESSAND BENEFIT-SHARING

6. The following instruments related to access andefiesharing have been developed at the
regional level: Andean Pact decision 391 on the @omRegime on Access to Genetic Resources; the
draft Central American Agreement on Access to GenResources and Bio-chemicals and related
Traditional Knowledge; the draft ASEAN Frameworkr@&gment on Access to Biological and Genetic
Resources; and the African Model Law for the Prmtacof the Rights of Local Communities, Farmers
and Breeders, and for the Regulation of AccessidtnBical Resources. An overview of these measures
was included in document UNEP/CBD/WG-ABS/3/2. ¥amines how they address the establishment of
competent national authorities, prior informed a@aris mutually agreed terms including benefit-st@rin
intellectual property rights and compliance measurés the Secretariat was not aware of any recent
developments relating to these regional measuréseatime of drafting, readers are invited to rdfer
document UNEP/CBD/WG-ABS/3/2 for further details.

7. While Parties to the Convention are both providemd users of genetic resources, in order to
facilitate the analysis of measures taken by Parsieb-section A focuses on measures adopted bgdar
as providers of genetic resources and sub-sectiproddes an overview of measures adopted by Rartie
as users of genetic resources. Sub-section A ggevan update of the overview of national measures
related to access and benefit-sharing containddénment UNEP/CBD/WG-ABS/3/2.

A. Access and benefit-sharing measures adopted by Parties as providers of genetic resources
1 National measures addressing access and benefit-sharing

8. The present section examines national access amefitagharing measures. The following
analysis is based on measures included in the taeatedatabase as well as measures in the protess
drafting or adoption, which are not yet includedthie database because of their unavailability eir th
provisional status. These measures although natiZed contribute to providing an overall pictufe
access and benefit-sharing developments and iledievelopments to come. Therefore, these draft
measures are mentioned to provide a better overvidhe situation but are not taken into accourthia
detailed analysis of the existing national measurkscording to official sources, at least 58 coiast
have initiated the process of developing, or halgpted, access and benefit-sharing measures.

9. A database containing administrative, legislatime @olicy measures to address the access and
benefit-sharing provisions of the Convention wadaldsshed by the Secretariat in response to
decision VI/24 D, paragraph 6, by which the Confiee= of the Parties requested Parties and relevant
organizations to make available to the Executiver&ary “detailed information on the measures
adopted to implement access and benefit-shariegyding the text of any legislation or other measur
developed to regulate access and benefit-sharigé purpose of the database is to facilitate actes
this information by Parties and relevant stakehwlde The database is available at:
http://www.cbd.int/programmes/socio-eco/benefit/meas.aspx
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10. Although not all Parties forwarded information keetSecretariat on national measures related to
access and benefit-sharing, research was carriethyothe Secretariat to identify measures available
from official sources, such as the national welssdé Governments Parties to the Convention. These
measureg/ were included in the database, which, howevey, noh be comprehensive.

11. As of June 2007, the database included measurggeatim 39 countries. These countries are at
different levels of implementation of access anddfie-sharing and have adopted different approates
regulating access and benefit-sharing, reflectingirt national administrative structures, priorities
cultural and social specificities.

a. Overview of access and benefit-sharing developments

12. For the purpose of this analysis, national meastglkding to access and benefit-sharing have
been divided into three main categories reflectimg level of development of the respective regimes
adopted by Parties. This analysis considers ceasnthat are planning to develop measures, cosntrie
which have taken steps to develop an access argfitsgimaring regime and, finally, countries which
have established access and benefit-sharing measure

Q) Countries that are planning to devel op access and benefit-sharing measures.

13. As reflected in the third national reports receiesdf December 2008, a number of countries,
such as Cameroon, China, Comoros, Congo, FinladdLasotho are in the process of planning the
development of access and benefit-sharing measures.

(2) Countries that have initiated the devel opment of an access and benefit-sharing regime

14. Countries that have initiated the process of deuelp an access and benefit-sharing regime
include the following:

(a) Some countries refer to access and benefitrghan their national biodiversity
strategies, action plans or other administrativeasoees calling for the development of an access and
benefit-sharing regime but have not yet regulated iany detail (such as Canadga,Central African
Republic, Federated States of Micronesia, HondiNag and Viet Nam).

(b) A number of countries have undertaken (somdhenbasis of a national strategy) to
establish an access and benefit-sharing regimehand developed draft measures. These include
Argentina,4/ Bangladeshs/ Cambodiag/ Chile,7/ Cote d’lvoire,s/ Estonia,g/ Guatemalalo Indonesia,

U Copies of the measures included in the database gathered from national governmental websites or
official sources such as the FAO FAOLEX computeatifegislative database which includes national lamwd regulations on
food, agriculture, and renewable national resources

2/ The hereby study is based on the one hundredesn (111) '§ National Reports received by the
Secretariat by the end of December 2006.
3/ Canada has adopted, in October 2006 Ghieling Principles and Features of ABS Policiesin Canada as a

basis for further policy discussions within Canaftaey have been developed by a Federal/Provingaitdrial Group and have
been endorsed by Federal, Provincial and Terrltdvimisters responsible for Forests, Wildlife, Emd@red Species and
Fisheries and Aquaculture.

4/ http://www.diputados.gov.at/

5/ Bangladesh’s % National Report.
6/ Cambodia’s ¥ National Report.

7/ Chile’s 39 National Report.

8/ Céte d'lvoire’s & National Report.
9/ Estonia’s & National Report.

10 Guatemala’s "8 National Report.
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11/ Lebanon, 12 Madagascarl3¥ Malaysia, 14 Namibia, 15 Nepal, 16 Pakistan,17 Samoa, 18
Seychellesly Saint-Lucia2o Syrian Arab Republiy and Thailand22

3) Countries that have established access and benefit-sharing measures.

15. Finally access and benefit-sharing measures haeeeghinto force in a number of countries:

(a) Some of these countries have legislative measdoesiging on environment and/or
biodiversity) referring to access and benefit-shguin general terms without addressing the acceds a
benefit-sharing process in any detad/ Among these, countries such as El SalvadarCuba,2y
Malawi, 26/ Mexico 277 and Nicaraguag are in the process of developing regulations beospecific
measures to elaborate a more detailed access aefitisharing regime. However these have not yet
been adopted.

(b) Several countries have addressed access and ksraaiitg in greater detail

» Some countries have adopted a legislative meafaresjng on environment and/or
biodiversity) referring to access and benefit-at@iin general terms and have also

1y Indonesia’s *§ National Report; Santiago Carrizosa, Stephen BisBr Brian D. Wright and Patrick E.
Mcguire (eds.) 2004Accessing Biodiversity and Sharing benefits: Lessons from implementation the Convention on Biological
Diversity, IUCN, Gland, Switzerland and Cambirdge, uk, p. 57

12/ Lebanon’s % National Report.
13 Madagascar's'8National Report.
14/ Malaysia's & National Report; Santiago Carrizosa, Stephen BisBr Brian D. Wright and Patrick E.

Mcguire (eds.) 2004Accessing Biodiversity and Sharing benefits: Lessons from implementation the Convention on Biological
Diversity, IUCN, Gland, Switzerland and Cambirdge, uk, pahd 13.

1y Ministry of Environment and Tourism of Namibia
<http://www.met.gov.na/programmes/legislation/l&gisn.htm>

16/ Nepal’s ¥ National Report.

17/ Pakistan’s "8 National Report.

18 Samoa’s 8 national Report.

19 Robert J. Lewis-Lettington and Serah MwanyiKiases studies on Access and Benefit-Sharing, IPGRI
(International Plan Genetic Resources Institute), omRe, 2006, p. 4
<http://www.bioversityinternational.org/Publicatieifdf/1149.pdf>.

20/ Saint-Lucia’s & National Report.

21 Syrian Arab Republis 3 National Report.

22/ Thailand submission (received 1/10/2007).

23/ This category of countries includes, for exampBameroon, El Salvador, Gambia, Malawi, Mexico,
Nicaragua and Zimbabwe.

24/ El Salvador’s '§ National Report; Robert J. Lewis-Lettington andaBeMwanyiki, Cases studies on Access

and Ben_efit-Sharing, IPGRI  (International Plan Genetic Resources tuts), Rome, 2006, p. 15
<http://www.bioversityinternational.org/Publicati&if df/1149.pdf>.

25 Cuba’s 3rd National Report.

26/ It should be noted that Malawi also has adofeatedures and Guidelines for Access and Collection of
Genetic Resources in Malawi (1996). However, according to Malawi’& ®lational Report, this measure is inadequate beciaus
does not indicate the type of benefits to be shamd has not been promulgated into rules or reigustunder existing
legislation. Consequently, Malawi is currently dired regulations on access and benefit-sharing.

27/ Mexico’s 3 National Report; Senate of Mexico website,
<http://www.senado.gob.mx/sgsp/gaceta/index2.plgi®se2005/05/11/1&documento=58>; Santiago CarrizaStephen B.
Brush, Brian D. Wright and Patrick E. Mcguiréeds.) 2004 .Accessing Biodiversity and Sharing benefits: Lessons from
implementation the Convention on Biological Diversity, IUCN, Gland, Switzerland and Cambirdge, uk, p. 11

28/ The section 63 of the Nicaraguan Ley GeneraMidio Ambiente y Recursos Naturales (Nicaraguat) isc
asking for the preparation of a specific regulatimnaccess and benefit-sharing. This requiremergitierated in section 43 of
the Reglamento de la Ley General del Medio Ambigntes Recursos Naturad€Nicaraguan Regulation) but no specific
regulation addressing access and benefit-sharisgbean adopted yet. However, according to the Biger's ¥ National
Report, a draft Law on Biological Diversity havecbeprepared.
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adopted specific regulationsyhich have entered into forcgsuch as Australia,
Kenya, Uganda and Panama)

» Others have addressed access and benefit-shargngater detail directly through a
legislative measure (focusing on environment anbiodiversity).30 A subset of
these countries is to adopt regulations to addnessther detail specific elements of
access and benefit-sharing relating to, for examfdems and proceduregy
Others, such as Brazid2 Costa Rica, India and Philippines have alreadyptetb
complementary rules or regulations.

(©) Countries of the Andean Community (Bolivia, ColombEcuador, Peru and Venezuela)
have a Common Regime on Access to Genetic Resoest@blished by the decision 391 of the
Commission of the Andean CommunityAlthough decision 391 became binding without reiqgir
development of any new national law, national mezsthave been developed to assist with the
implementation of decision 391 at national levBhese countries have chosen various ways to proceed
Bolivia has adopted a detailed Regulation of deais391 on the common regime for access to genetic
resources3d Venezuela has adopted a Biological Diversity éatering access and benefit-shardag
which addresses most issues of the regime but b toompleted by further regulationBeru has also
adopted several laws and regulations relating tesgto genetic resourcgs. However, these do not
address procedures for access and benefit-shawittiy,the exception of Law No. 278136 which
addresses all aspects of an access and benefitgshagime but only applies to collective knowledge
Indigenous people. Ecuador has drafted a spesiabh conservation and sustainable use of biodtyers
addressing access and benefit-sharing under iksI¥t chapter VI. Finally, Colombia has adopted
Decrees to establish a competent national authirityplement Decision 3937

b. Analysis of access and benefit-sharing measures established at national level

16. Based on the examination of the measures adoptesunytries of the "3category, which have

adopted access and benefit-sharing measures, ltbeifg provides a comparative analysis of the main
provisions of these measures which address thélisstment of competent national authorities, prior
informed consent, mutually agreed terms includirendiit-sharing, intellectual property rights and

29 The Panamanian Ley General de Ambiente de lailfliga de Panama (No. 41) (Panamanian General Law)
provides for access and benefit-sharing (includ@, MAT and Benefit-Sharing) but onfgr resources on Indigenous lands
Nevertheless, the Decreto Ejecutivo que Reglamehtarticulo 71 de la Ley 41 de 1 Julio de 1998 (@&aanian Decree),
entered into force in October 2006, has introduaedetailed access and benefit-sharing regime apmplié genetic (and
biological) resources and associated traditionaltaedge.

30/ These countries include Afghanistan, Bulgaridautan, Brazil, Costa Rica, Ethiopia, India, Philipgs,
South Africa, and Vanuatu.

3V Those countries include Bhutan, Bulgaria, Etlapfouth Africa, and Vanuatu.

32/ In addition to the Brazilian Medida Provisoria 18.186-16 (Brazilian Provisional Act), which isfgsing on

access and benefit-Oharing, Brazil has adopteceds@ddressing access and benefit-sharing andiGelegitage Management
Council has also adopted several resolutions éstind rules and procedures for the ABS regime.

33 See Bolivian Decreto Supremo 24676 - Apruebdaregnto de la decision 391 de la comisién del atuer
de Cartagena y el reglamento sobre biodiversidatBn Decree).

34/ See Venezuelan Ley de diversidad biologica (Veakm Biodiversity Law), under its title VII.

35/ See Peruvian Ley No. 26839 sobre la conservaciéappvechamiento sostenible de la diversidad

biolégica (1997); Decreto Supremo no 068-2001-PCMrugban el reglamento de la ley sobre la conse&magi
aprovechamiento sostenible de la diversidad biokjglLey 28216, Ley de Proteccion al acceso a lemidad Biolégica
Peruana y los Conocimientos Colectivos de los Risebidigenas; and Reglamento de la Ley de ProteaidAcceso a la
Diversidad biolégica Peruana y los Conocimientoke€ivos de los Pueblos Indigenas, Decreto Supidthi22-2006-AG..

36/ Peruvian Ley No 27811, Ley Que Establece El Régimle Proteccién de los Conocimientos Colectivos de
los Pueblos Indigenas Vinculados A los RecursoiBicos.
37/ See Colombian Decree 730 of 1997, Resolution &20997 of the Ministry of Environment and Decree

2366 of 2004. See also the Decree 309 of 2000tabgulation of scientific investigation of biolagil diversity.
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compliance measures. It is not necessarily exhauand is not intended to provide a detailed asialy
of the different access and benefit-sharing systmhopted by each country.

17. It is difficult to draw general conclusions fronetlanalysis of these measures because countries
have adopted different approaches in terms ofyipestof measures adopted. While some countries hav
only adopted one measure, others have adoptedkagemof measures including, for example, a national
strategy, a law and guidelines. A number of caastare still in the process of developing thetiarel
systems and therefore the package is often incaenfdeg. a number of countries are in the procéss o
developing guidelines or regulations to complemegtslations). In addition, the national procedure
and structures established are diverse. Some riggitiave different levels of government respomesibl
for regulating access and benefit-sharing. Fomgye, countries such as Argentina, Australia, Brazi
and Malaysia have developed measures both at ttomakifederal level and at the State level.

18. It is interesting to note that several regimes expressly applicable to both situ andex situ
genetic resources and that some of these regineslisl different procedures for each of these gsou
of genetic resourcesg Also, many countries explicitly mention the napplication of their access and
benefit-sharing regime to specific categories gbteces, such as human genetic resows@egenetic
resources accessed or exchanged for direct useneumption or for traditional practiceg and genetic
resources covered by the International Treaty antRbenetic Resources for Food and Agriculturdnef t
Food and Agriculture Organization of the United iNias.41/

19. Competent national authorities. Most countries with detailed regimes have eghbd
competent national authority(ies) (CNA). In somases, the competent national authority is an
organization already in existence, while in othasas a new organization is created by the acceks an
benefit-sharing measure. Some countries have lettetd more than one competent authority (such as
Philippines) or have created a new specific unithimi an existent body (such as Panama). Some
countries have chosen, as competent national awfes), a general environmental body (such as
Afghanistan, Kenya and Nicaragua), when others lagated a specific body to address biodiversity
(such as Costa Rica, Ethiopia, India and Vanuatacoess and benefit-sharing issues in particalash(

as Brazil). A number of these measures also peowidications with respect to the composition dre t
tasks of the competent national authorities (egjivia, Brazil, Ethiopia, Kenya, India, Panama and
Vanuatu).

20. Prior informed consent. In each access and benefit-sharing regimes, sgraeof application for
access has to be made in order to obtain accegsnttic resources. These provisions also provide
indications regarding the specific information goplécation for access should contaig’ and the

38/ Such as Bhutan, under section 6 of the Biodityersct; Bolivia under title Ill, chapter IV of itPecree; and
Brazil under sections 16 and 18 of the Provisidvl
39 For example, see Australia under section 8A3)3{ Environment Protection and Biodiversity Cansg¢ion

Regulations (Australian Regulations); Bhutan, urgiation 4 (c) of Biodiversity Act; Brazil undercsi®en 4 of the Provisional
Act; Kenya under section 3 (c) of Access to GenBisources and Benefit-Sharing Regulations 200@y&® Regulations);
South Africa under section 80 (2) (b) of NationalviEonmental Management: Biodiversity Act (Southrigédn Biodiversity
Act); and Uganda under section 4 (2) (d) of NatioRavironment (Access to Genetic Resources and feeBiearing)

Regulations, 2005 (Ugandan Regulations).

40/ For example, see section 61 (2) of Afghanistawvifenment Act; section 8A.03 (3) of the Australian
Regulations; section 4 (a)(b) of the Bhutan Biodsitg Act; section 4 of the Ethiopian ProclamatimnProvide for Access to
Genetic Resources and Community Knowledge and CantynRights of 2006 (Ethiopian Proclamation); senti3 of the
Bolivian Decree; section 4 of the Brazilian Proeisl Act; section 3 (a) of the Kenyan Regulaticars] section 4 (2) (b) of the
Ugandan Regulations.

41 Such as Bhutan under section 4 (d) of Biodiveréitt and South Africa under section 80 (2) (b) of
Biodiversity Act.
42/ See, for example, Bhutan (section 7 of the Riaity Act) and Afghanistan (section 63 of thevEEanment

Act).
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procedure leading to approval or refugal. In certain countries, application or collectif@es are also
requested4s4/ The approval or the refusal to grant access ieroéned by the competent national
authority However while some regimes settle for the approval of th@pgetent authorityys/ a majority

of the measures examined also require the priariméd consent of the relevant authority/the resourc
provider in the geographical area where genetioutees are to be accessed. These resource pvider
are generally indigenous and local communitiestberorelevant stakeholders, such as private owarers
conservation area authoritiege/ Many countries also provide for the protectioh toaditional
knowledge associated to genetic resources withdin trational regime47/ In this respect, some of these
countries require to obtain the prior informed amisfrom the owners/holders of the traditional
knowledge 48/

21. Some regimes require the prior informed consemtglefvant stakeholders and/or that evidence of

PIC is provided to competent national authority)(ibsfore the granting of the permit of access or

signature of the contract of access (such as Aigtean Panama, South Africa, Uganda and Vanuatu).
49/ In addition, some countries have adopted differequirements for access depending on the type of
applicant. For example, the Indiao/ Bolivian, 51/ Brazilians2/ and Philippines3s/ regimes provide for

43 See, for example, Bhutan (sections 9-10 of trmdBersity Act), Bolivia (sections 23-29 of its Dee and
Ethiopia (sections 13-14 of its Proclamation).
44/ For example: Afghanistan, under section 62 (2jhef Environment Act; Costa Rica, articles 76 & they

de Biodiversidad” (Costa Rican Law), and 9(4)(c)tbé “Normas Generales para el Accesso a los Elkasen Recursos

Geneticos y Bioquimicos de la Biodiversidad, Dezr8il 514" (Costa Rican Decree); India, under sacdd(3) of the

Biological Diversity Act, 2002 and section 14 (2)the Biological Diversity Rules 2004; Kenya, undection 9 (1) of its

Regulations; Malawi, under section D(3) of Proceduand Guidelines for Access and Collection of @eriResources in

Malawi; Philippines under section 15 of Guidelirfes bioprospecting activities in the Philippineshilippine Guidelines) and

sections 15.9 and 21.1 of the Implementing RulesRegulations; and Uganda under sections 12, 14@md its Regulations.
45 Such as Bhutan and Ethiopia (except in casasa#ss to traditional knowledge).

46/ For example, see section 64 the Afghanistan Bnwient Act; sections 8.04 and 8.09 of the Austnalia
Regulations; article 16 par. 9 of the Brazilian ®smnal Act; articles 63, 65 and 66 of the CaRtaan Law; section E (8) of
the Procedures and Guidelines for Access and Golteof Genetic Resources in Malawi, section 87Bf$he Mexico General
Law of Ecological Balance and Environmental Pratect sections 21-22 of the Panamanian Decree; sect4 of the
Philippines Wildlife Resources Conservation Acitgen 82 of the South African Biodiversity Act, $ien 12 of the Ugandan;
and section 34 (6)(b) of Vanuatu Environmental Mgmaent and Conservation Act (Vanuatu Environmehta).

47/ Such as, Afghanistan, Bhutan, Bolivia, Brazilpsta Rica, Ethiopia, India, Panama, South Africa an
Vanuatu.

48/ For example, sections 37-38 of the Bhutan Biodity Act; section 66 of the Costa Rican Law; ettt 7
and 12 (2) of the Ethiopian Proclamation; secti@no8 South African Biodiversity Act; and sectiod &) (b) of the Vanuatu
Environmental Act.

49 In Afghanistan, an access permit can only baedd if the Competent national authority is sasiof the
achievement of the prior inform consent of thevaig stakeholders (section 64(4) of Environmenf) Act Panama, the contract
between providers and the applicant must be knowthé competent national authority before the digreaof the contract of
access (Panamanian Decree, article 22). In Soutkaifthe issuance of permit of access requiresttiemapplicant and the
stakeholder have entered into a material trangferesnent and a benefit-sharing agreement (secfiaof 8iodiversity Act). In
Uganda, before the competent authority can issuecesss permit, the applicant has to obtain ther prformed consent of, and
entered into an accessory agreement with, a leadcgiga local community or the owner of the lanke Bpplicant also has to
enter into a material transfer agreement with daellagency (Sections 12, 14 and 19 of the Uganégnl&ions). In Vanuatu,
the competent authority “must satisfy itself thaegally binding and enforceable contract is codelliwith custom landowners,
or any owners of traditional knowledge” (sectior{@®4b) of the Environmental Act).

50/ For example, within the Indian Biological DivegsiAct, the prior informed consent of the National
Biodiversity Authority is requested for foreignexs defined under sections 3(2) and 19. Differeatguures are established for
Indian nationals under sections 7, 23 and 24 of#me act.

51 The article 17 of the Bolivian Decree requiteattthe applications for access be submitted tiffereht body
depending on whether the applicant is a foreigneyoo.
52/ The article 16 (6) of the Brazilian Provisionatt/states that participation of foreign legal gniit access of

genetic resources and associated knowledge sh&uligorized only when it is joined by a Brazilipablic institution, the latter
having mandatory coordination of activities”.
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different procedures for nationals and foreigneh®wish to obtain access to genetic resourceserOth
countries, such as Austral&y/ Bhutan,55/ Costa Ricasé/ the Philippines7/ and South Africazg/ have
established different requirements depending ontheneaccess is to be granted for commercial or
non-commercial purposes. Some countries, suchtlispia, 59 Kenyaesd and Uganday/ take into
account these two considerations to exempt fronir thecess and benefit-sharing regime research
activities intended for educational purposes andeuaken by national institutions. Finally, some
countries issue a certificate once prior informawhsent has been obtained or for permission to
export.62/

22. Mutually agreed terms including benefit-sharing. A majority of existing national systems
provide that mutually agreed terms for access asmkfit-sharing are to be set out in an agreement.
Measures generally provide for benefit-sharing with State (or the competent national authority), o
with indigenous and local communities or other tgse providersga/ and in most cases for botd#/
Benefit-sharing terms can be set out in differénti& of agreements. Depending on the regime, ¢hay

be established in a contract of access or a mhteigsfer agreement with other mutually agreechser

53 The article 14 and 15 of the Philippines WildlResources Conservation and Protection Act (Philipp
Republic Act No 9147) requires that “[i]f an appiit is a foreign entity or individual, a local iitstion should be actively
involved in the research, collection and, whenemglicable and appropriate in the technologicaletgyment of the products
derived from the biological and genetic resource®2e also section 19.2 of the Philippine Guidelif@sbioprospecting
activities.

54/ Divisions 8A.2 and 8A.3 of the Australian Regidat provide different requirements for accessitdolgical
resources for commercial, or a potential commergiatposes than for non-commercial purposes. I tieth need a permit of
access, commercial, or potential commercial, pupaequire informed consent of owners of the laantl a benefit-sharing
agreement with each access provider for the resswrbile non-commercial purpose require only atemipermission of access
providers and a copy of a statutory declaratioreigito each access provider declaring that the @pylidoes not intend to use
the biological resources for commercial purposesiardertakes to give written report on resultsesearch, to give a taxonomic
duplicate of each sample, not to transfer any samjithout permission of each access provider aridamoarry out, or allow
others to carry out, research or development formaercial purposes on any genetic resources or éinidal compounds.

55 See section 6 of the Bhutan Biodiversity Act.
56/ See article 71 of the Costa Rican Law.
57/ In the Philippines, collection and utilizatior loiological resources for non-commercial purposkall be

allowed upon execution of an agreement with the GAMN the issuance of an gratuitous permit requihée bioprospecting for
commercial purposes require the prior informed eahérom concerned local communities and privatividuals and payment
of bioprospection fees. See sections 14-15 of thkpPines Republic Act 9147.

58/ The access and benefit-sharing regime of the Safnitan Biodiversity Act regulates biopropectinge€tion
80) which cover only “research on, or developmentapplication of, indigenous biological resources €ommercial or
industrial exploitation” (section 1 (1)).

59 According to the section 15 (1) of the EthiapRroclamationEthiopian national public research and higher
learning institutions and intergovernmental instiins based in the country may obtain an accessipaithout the need to
strictly follow the access procedure.

60/ Kenyan Regulations approved research activititgended for educational purposes within recognized
Kenyan academic and research institutions, whielgaverned by relevant intellectual property lasextion 3 (d)).
61/ Ugandan Regulations does not apply to approesdarch activities intended for educational purpdse

Ugandan institutions recognized by the competerhaity, and which do not result in access to genetsources for
commercial purposes or export to other countriesti@n 4 (2) (e)).

62/ For example, the Philippines Guidelines on bigpexting, under section 13.2 (c) and Annex IV, @eor
the issuance of a PIC certificate once prior infednconsent haseen obtained. The Costa Rican Decree, in ad®lgrovides
that a certificate of origin is to be issued by ffechnical Office of CONAGEBIO certifying the le@sl of access and the
observance of the terms set out in the access pe®ame countries (such as South Africa and Vajuaequire a permit to
export specimen obtained from bioprospecting whileers (such as Kenya) require a material trarzgfezement (South African
Biodiversity Act, section 81 (1) (b); Vanuatu Erorimental Act, section 32 (2); and Kenyan Regulaticection 18).

63 Such as Afghanistan Environment Act under sacfié; Australian Regulations under section 8A.0ayt8
African Biodiversity Act under section 80 (1) (end Vanuatu Environmental Act under section 360(§i){).
64/ It is the case, for example, of Bolivia, Bra#thiopia, Panama and Philippines. It is interestmgote that

Ethiopia provide to local communities the “rightdbtain 50 % of the benefit shared by the Stathénform of money from the
benefits derived out of the utilization of theimggic resources”: Ethiopian Proclamation, sectiqf)9
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(regarding access conditions, use of collecteduress, commitment to report, etc.) or in a specific
benefit-sharing agreement. In some countriesagreement containing benefit-sharing arrangements i
negotiated by the competent national authority(ie®) while in others, the competent national
authority(ies) is only to approve the agreementotiated by indigenous and local communities or any
relevant stakeholder and the applicaat. Some measures also provide for the consultatioelevant
stakeholders by the competent national authoriy(igefore entering into an agreememt or the
possibility of parallel agreements between theiappt and both of the competent national authagg)(
and relevant stakeholders (local communities, jplerd).68/ It should be noted that many countries also
provide that owners/holders of traditional knowledzgsociated to genetic resources shall get a share
benefits arising from the use of their traditiokabwledge 69/

23. Some measures provide for different types of agestsn depending on whether the genetic
resources are being accessed for research or fomeccial purposestd/ Most of the measures also
provide in more or less detail for a minimum numlbérclauses to be included in the contract.
Standard clauses include: the geographical areaewthe genetic resources are to be accessed, the
guantity to be accessed, the purpose of the adtwsduration of the contract and several commitmen

of the applicant such as supplying duplicates ofigas collected and keeping the competent national
authority informed of subsequent research and dpwetnts.

24, Indications regarding the types of benefits to bared vary depending on the measures. In
general, measures provide for both non-monetargfitsnsuch as capacity-building, access and teansf
of technology and for monetary benefits derivednfrthe commercial utilization of the resources
accessed through the sharing of royaltigsAs a nhon-monetary benefit, some countries prgviaglethe
involvement of local citizens or institutions irethesearch, collection and the technological deraént

of the products derived from the biological and gfeanresourceszs Some measures also require the

65 Such as the Bolivian Decree, section 36; thet&m Biodiversity Act, sections 9 (f) and 10; thalian
Biological Diversity Act, section 21; and the Ethian Proclamation, sections 14 (2) (3) and 16 19).(
66/ For example, see Afghanistan Environment Acttisec64 (4); Australian Regulations, section 8A.07;

Brazilian Provisional Act, sections 27 and 29; Bipines Guidelines for bioprospecting activitiesction 14; South-African
Biodiversity Act, articles 82 (2), 82 (3), 83 (2)da84 (2); and Vanuatu Environment Act, article(8%(a).

67/ Such as in Ethiopian Proclamation, sections2)43) and 16 (9) (10) and in Indian Biological Brsity Act,
section 21 and Biological Diversity Rules, sectidds(5) (6) and 20 (5), for example.

68/ Such as in Bhutan Biodiversity Act, section h@l én Panamanian Decree, sections 38 and 41.

69 See Australian Regulations, section 8A.08; BhuBaodiversity Law, section 38 (b); Bolivian Decree,

sections 15 (2), 44 and 47; Brazilian Provisionet,Aection 9; Ethiopian Proclamation, sectiong1®, 17(15) and 18; Indian
Biological Diversity Act, section 21 and Indian Bigical Diversity Rules, section 20 (8); Panaman@eneral Law, section
105; South African Biodiversity Act, sections 83 () and 82 (3); and Vanuatu Environmental Acttise 34 (6) (a).

79 For example, in Mexico, collection of flora ana@uha species or other biological resources foméiie
research purpose require that the results of thestigation be available to the public and is scibje the terms and conditions
established in the Official Mexican Standards NORBISEMARNAT-2000 while, for a biotechnological poge, it is subject
to a fair sharing of benefits derived with ownensl degitimate holders of resources: Environmentatdttion Law, sections 87
and 87BIS. For other examples, see Australian Rgigals, divisions 8A.2 and 8A.3; Brazilian provisa Act, section 16 (4);
Costa Rican Decree, articles 9 (4) (5)); Panamab&aree, section 24; and South African Biodiversity, sections 83-84.

7Y For example, see section 8A.08 of the Australegulations; articles 15, 36 and 37 of the Bolivian
regulation; section 28 of the Brazilian Provisioralt; sections 16 and 17 of the Ethiopian Proclémmatsection 15 of the
Kenyan Regulations; sections 15.1-15.11 of theifjiiles Implementing Rules and Regulation; secti@®$84 of the South
African Biodiversity act; section 15 of Ugandan Rkgions; and section 74 of the Venezuelan BioditgiLaw.

72/ For examples, see Bhutan Biodiversity Act, secti®; Brazilian Provisional Act, section 25, Ethiap
Proclamation, sections 19; Indian Biological DivgrdAct, section 21 (2) and Biological Diversity Rs, section 20; Kenyan
Regulations, section 20; Philippines Guidelines Rioprospecting activities, sections 15-17; and hégam Regulations,
section 20.

73 For example, see Bolivian Regulations, section (B2 Kenyan Regulations, section 20 (1); Malawi
Procedures and Guidelines for Access and ColledfdBenetic Resources, sections E(2) (3) and HYtgndan Regulations,
sections 15 (2) h) and 20 (2) (a); and VenezuelévioBical Diversity Act, article 74(4). In Philippes, commercial
bioprospecting activities require the participatioha local collaborator (section 19). It is alisweresting to note that the

/...
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disclosure of origin of genetic resources or tiadal knowledge referred to in publications or athses
and disseminationg4/ However, it is interesting to note that somentdas only focus on monetarg/

or non-monetaryze/ benefits. While some countries only address tahlé benefit-sharing on a
case-by-case basig7/ others establish the minimum or maximum percentaigtheir participation in
benefits.78/ Few countries also provide further details regaydhe purpose for which obtained benefits
should be allocated such as, for example, the ceasen of biodiversity and the promotion of
community knowledgez9 Some countries also provide for the establishnoérfunds, in which the
benefits received by the State or not allocatedtadeholders will be kepsd Finally, some measures
also establish conditions with respect to the fiexnsf genetic resources to third parties or prewidat
these conditions shall be set out in the agreeragnt.

25. Certificate of origin/source/legal provenance. Several countries require the issuance of a
certificate of origin by the competent nationalteuity for genetic resources to certify that cormdis
under which the access was granted have beenieshtigf/ Furthermore, some countries, such as
Afghanistan, require a certificate of origin (oretlequivalent) for export or import of any genetic
resources 83/

26. Intellectual property rights as they relate to access and benefit-sharing ddeessed by a
majority of the access and benefit-sharing systexasnined, in different ways and to various extess.
A number of measures consider intellectual propegiyts in the context of benefit-sharing througke t
sharing of royaltiegs/ or provide that the agreement is to recognisejdld ownership of intellectual

Provisional Act of Brazil mentions that research gametic resources should preferably be carriedoouBrazilian territory
(section 16 (7)).

74 See, for example, Brazilian Provisional Act,tB®t9 and Panamanian Decree, section 23. Requirtsriar
the disclosure of origin/source/legal provenandatilectual property rights applications are added below.

75 Such as South Africa, under section 85 of thedBRiersity Act.

76/ Such as Venezuela, under section 74 (4) of tbdiBeérsity Law. .

77 Such as the Ethiopian Proclamation, sectionti®;Indian Biological Diversity Rules, section 201d the
Ugandan Regulations, section 20 (2).

78/ For example, in Costa Rica, the interested patrould deposit, for basic research or bioprospegtip to 10

% of the research or bioprospection’s budget aado€casional or regular economic exploitationpty up to 50% of the
royalties obtained. (Biodiversity Act, section 7tdaDecree on General Rules for the Access to GeRetsources, section 9 (4)
(5)). In Philippines, a minimum amount of 2% ofaoglobal gross sales of the product(s) made oivelgrfrom collected
samples should be paid annually to national goventrand resources providers for as long as theuptdd sold (25% to the
government and 75% to the providers) (Guidelinebioprospecting activites in the Philippines, &Bttl6).

79 That is, for example, the case of Ethiopia vifishProclamation to Provide for Access to Genetsdurces
and Community Knowledge and Community Rights, secti8 (2). This regime also requires that benefitained by local
communities arising from the use of their genesisources or community knowledge are put to the comatvantage of the
concerned community (section 9(3)). The procedarertsure the application of these two requiremsh#dl be specified by
further regulations (sections 9 (4) and 18 (2))e @éso the Bolivian Regulations, section 40; thazBian Provisional Act,
section 33; the Indian Biological Diversity Rulesction 20 (7); and the Panamanian Decree, setfi¢a).

8u/ For example, Brazilian Provisional Act, sectid1 Bdian Biological Diversity Act, sections 21(@nd 27(2)
and the Biological Diversity Rules, section 20 (&nhd South African Biodiversity Act, section 85.
8V For example, see Afghanistan Environment Acttise®5 par.1 (7); Australian Regulations, sect#n08;

Bhutan BEdiversity Act, section 9 (d); EthiopianoBlamation, section 17 (9); Indian Biological Disity Act, article 20 and
Biological Diversity Rules, section 19; South Afit Biodiversity Act, article 84 (1) (vii); Ugandd&egulations, section 15 (2)
d); and Venezuelan Biodiversity Law, article 74.(3)

82/ For example, see Afghanistan Environment Acttiea 66 (2); Bhutan Biodiversity Act, section 10dhd
Costa Rican Decree, section 19.

83 Article 66 (3) (4) of Afghanistan Environmenttc

84/ See measures adopted by Afghanistan, Bolivia,ziBr8hutan, Costa Rica, Ethiopia, India, Peru,

Philippines, Uganda, Vanuatu and Venezuela. lukhbe noted that for Andean Pact countries, iatélial property rights
related to access and benefit-sharing are addrégsgecisions 391 and 486 of the Andean Community.

85/ For example, article 5 of the Costa Rican Degmvides for the obligation to pay up to 50%@falties.

/...
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property rightse/ or establish mutually agreed conditions for deteation of the owner/holder of these
rights.87/ In addition to Andean Pact countries, througbtislens 391 and 486, countries such as Brazil,
Costa Rica, Ethiopia, India and Panagsihave established measures including specificeates to

the requirement for the disclosure of origin of giénresources and associated traditional knowl@uge
intellectual property applications for products pnocesses based on genetic resources or associated
traditional knowledge. However, it should be notkdt certain countries, including some which have
not developed specific measures related to acoedsbanefit-sharing, have addressed the issue of
disclosure through their patent legislatiedl.

27. In addition, a number of specific requirements teglato intellectual property rights have been
included in access and benefit-sharing measures. example, the Costa Rica legislatamh provides
that the competent authority on intellectual proypeights must consult the competent national atityo
before granting intellectual property protectioninmovations involving components of biodiversity t
ensure that the proper requirements for access these met. Ethiopia, India and Uganda provide that
prior approval of the competent national authofNational Biodiversity Authority) must be obtained
before applying for intellectual property rightg fan invention based on a biological resource obthi
from their territory9d/ while Bhutan requires a notification to the comngp¢ national authorityg2/
Other countries provide that relevant authoritiesynoppose the grant of intellectual property rights
(such as India3d) or review patents and other intellectual propeights registered outside their
respective country, on the basis of national geneisources or collective knowledge of indigenous
community, in order to either claim their nullity lbenefits arising from their utilization (suchRerug4/
and Venezuelas/).

28. Compliance measures. The measures examined generally include prawsidealing with
compliance. These provisions may cover, depenagiinthe country, monitoring, reporting, enforcement,
infractions/offences, penalties/sanctions and despesolution.

86/ Such as Bhutan Biodiversity Act, section 10 (@J &gandan Regulations, section 20 (2) (i).

87/ For example, see the Bolivian Regulations, eac86; the Brazilian Provisional Act, section 2§; @nd the
Indian Biological Diversity Rules, section 14 (8))(

88/ The Brazilian Provisional Act, in article 31, pides that “the person or institution applying fbe property

rights must inform the origin of the genetic maigrthe genetic knowledge and the associated imadit as appropriate” and the
Costa Rican Biodiversity Law, in article 80, statkat prior to awarding intellectual property piditen for inventions which
involve elements of biodiversity, intellectual pesfy authorities must obtain the certificate ofgoriissued by the access and
benefit-sharing competent national authority andrpnformed consent. Opposition of the competeational authority will
prevent the registration of a patent or protectibihe innovation. According to thé%National Report of India, its amended
Patent Act also grovides for mandatory disclosure of the source gedgraphical origin of the biological material time
specification when used in an invention. Furthen-disclosure or wrongful disclosure of the soust®iological material and
any associated knowledge will result in oppositiorgrant of patent orevocation of patents.” Furthermore, the disclosafre
origin of genetic resources is also require in Pamand Ethiopia (this one also cover traditionaliedge) in application for
commercial property protection (Panamaniecree, section 23 (f) and EthiopiBnoclamation, section 17 (14)).

89 For example Denmark (according to it Rational Report and Nordic Council of MinisteAgcess and
Rights to genetic resources, A Nordic Approach, 2003:16, p. 94), Egypt, Norway and Sweden. Accaydin the Swedish'@
National Report, “The current Swedish Patent legish (Patentkungorelse 1967:838) requires thatotiigin of the genetic
resources used in an invention shall be disclosegatent applications. If the origin is unknowrsktould be indicated. The
failure to provide this information does not affgoe handling of the patent application by the atittes or the rights conferred
by a patent. The requirement does not, howeveg hay material effects on e .g. the validity ofrgeal patents”.

v Article 80 of the Costa Rican Biodiversity Lawcharticle 25 of the Decree.

9V See section 17 (13) of the Ethiopian Proclamatiections 6(1) and 19(2) of the Indian Biologibalersity
Act and section 18 of the Biodiversity Rules; ardt®n 15 (1) (e) of the Ugandan Regulations.

92/ Bhutan Biodiversity Act, section 9 (e).

9% Indian Biological Diversity Act, section 18 (4).

94/ See article 4 c) of the Peruvian Ley de protatcad acceso a la diversidad biologica peruana y los
conocimientos colectivos de los pueblos indigenas.

9y See article 83 of the Venezuelan Biodiversity Law
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29. Only few measures address monitoring, reporting emidrcement to ensure compliance with
access and benefit-sharing measures. Mechanismabligised in certain countries include the
appointment of inspectors, the involvement of cisdciety for monitoring purposes and reporting
requirements imposed upon uses.

30. The measures generally indicate that any infradtiate provisions of the legislation, regulation
or guidelines and any unauthorized access to geaetiiological resources will be subject to sammdi
Moreover, many measures indicate that the non-césgehe clauses of an agreement related to access
and benefit-sharing will also be subject to samgioln addition, certain measures provide for sans

in the case where a person gives false or mislgadotuments or information for the purpose of
obtaining a collection permit (such as State of €nséand (Australia), Ethiopia, Panama, South Africa
and Uganda?/) and/or creates obstruction to an inspector énekercise of his powers or duties (such as
Afghanistangg/)

31. The sanctions have many similarities from one meatuthe other. They range from a written
warning, 99 to a fine (in some cases, a scale of fines itudex), 100 a seizure of samplegol the
suspension of the sale of produgt? the revocation/cancellation of the permissiodicgnse of access

96/ For example, in Australia, under Environment Betibn and Biodiversity Conservation Regulatiorsti®n
8A.18, the permit holders must keep records of $asnfaken. The Biodiversity Act of the State of @usland, in part 8,
includes elaborate provisions on monitoring andoer&@ment. It provides for the appointment of inspexand details the
powers and duties of these inspectors. The Cost Ri article 20 of the Decree, provide that tleetihical Office will carry out
verification and control duties through inspectiomis the site where access is granted. In Ethiopéafion 20 of the
Proclamation also provides that the competent natiauthority shall follow-up the execution of asgeagreements through,
inter alias, inspection and periodic progress datls report by access permit holders and theasteustitutions designated to
accompany the collection, participate in the redeand monitor the implementation of access agreenhe the case of the
Philippines, the Bioprospecting Guidelines, undsation 27, indicate that the Government encourtigesole of civil society in
monitoring the implementation of bioprospecting emdking. It also states, under section 23, tmatrésource user shall submit
an Annual Progress report to the implementing agsnconcerned. Finally, section 27 mentions thahesalepartment of
Philippines may help implementing agencies in maing inventions and commercialization undertakerfareign countries
through, inter alias, Embassies and Missions. Thandan Regulations, under section 7(3)(b), stditas tead agencies, in
collaboration with the competent national authorityall monitor “the application and use of genetisources transferred from
Uganda and deposited outside Uganda” but does noeide any other detail in respect to the mannether mechanismit
should be mentioned that section 34(6)(c) of th@ustu Environmental Act requires, as condition dompetent national
authority approbation for bioprospecting, that “anitoring and auditing system is established tdfyweitl activities undertaken
by the applicant” but does not provide any furttietails with respect of the mechanism.

97/ See article 52 of the Queensland Biodiversity;Aggction 35 (1) (b) of the Ethiopian Proclamation;
section 51 (h) of the Panamanian Decree; articla)3¥ the South African Biodiversity Act; and seat26 (2) of the Ugandan
Regulations.

98/ See section 73 par. 1 (3) of the Afghanistan Emvhent Act.

99/ Such as in Afghanistan, under section 72 paf.the@Environment Act (where it takes form of a giance
order); in Brazil, under section 30 par. 1(l) oétRrovisional Act; in Ethiopia, under section 1§ ¢2its Proclamation; and in
Panama, under section 52 (a) of its Decree.

100 Some measures provide the specific amount aake $or the fine (such as Afghanistan Environmécit
under section 73 par.1; Brazilian Provisional Astction 30 par. 1 () et par. 2; Indian Biologi€ilersity Act under sections
55 and 56; Ethiopian Proclamation under sectionk&Bryan Regulations, under section 24; Ugandan Reguas, under section
26; Vanuatu Environmental Act, under section 3] afenezuelan Biological Diversity Act, title XI), hite others (such as
Costa Rican Decree under section 28 and Bhutan\®imity Act under section 44 (a)), indicate howlibuld be calculated.

10V Such as under Bhutan Biodiversity Act, section (¥, Brazilian Regulations, section 30 par.1 (lll)
Ethiopian Proclamation, section 35 (1); UgandanuRe@ns, section 25; and Venezuelan Biodiversity, Aection 117.

102 Such as in Brazil under section 30 par. 1 (Vihef Provisional Act.
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or of the agreemenip? a ban on undertaking prospecting of biological genetic resource®4 and,
finally, imprisonmenti09

32. It is interesting to note that some countries, saEtbouth Africaod, provide for a higher fine
when offences involve specimen of threatened otepted species, which can be, in this specific ,case
up to 3 times of the commercial value of the specimBrazil107 also requires a higher fine in case of
violation committed by a corporation. Furthermdrecase of second or subsequent offences, India an
Brazil 109 require additional fine, which can be higher. nMianeasures also provide for the possibility
of cumulating fine and imprisonmentod It is interesting to mention that without preicel to
administrative sanctions, the Brazil Provisionalt Acovides that the economic use of a product or
process developed from genetic resources or assddiaowledge accessed in a manner contrary to this
act, shall be subject to the payment of, at led6t,percent of the gross income obtained from
commercialization or royalties, whether or not tlaeg protected by intellectual property. It shoalsb

be noted that the India Biological Diversity Actopides different penalties depending on whethey the
are applying to foreigners or locaiso

33. Certain provisions also address dispute settlemmeathanisms, such as the Philippines
Guidelines111 In this respect, some countries give power toctirapetent national authority to apply
sanctions112 and have designated judicial instance(s) witlisgliction to hear dispute related to the
access and benefit-sharing regimmey In case of an offence committed by a compangesmeasures
also provide that every person in charge of thepzom at the moment of the offence shall be liabld a
punished accordinglyi4

34. Some measures also authorize the restriction oiniklial granted access or the alteration of an
access agreement, in specific circumstances, sustyaificant adverse effect on the environmenmtdh
of genetic erosion or violation of cultural valugfscommunities119

35. Others. Some national regimes also provide rules and proesdto promote public awareness
of the access and benefit-sharing process, such @msblic register of access permits deliveredy

103 It is the case of most of countries, including éaample, Afghanistan, Bhutan, Brazil, Costa RIEthjiopia,
India, Kenya, Panama, South Africa and Uganda.

104 Such as in Panama, under section 52 (d) of itsd2e

109 Countries which provide for imprisonment estdble time period, ranging from a few mouths up to fe
years. See, for example, Afghanistan Environmerit #@ction 73 par. 1; Bhutan Biodiversity Act, sect44 (a) (d); Kenyan
Regulations, section 24; South African Biodiversif¢t, section 102; Ugandan Regulations, section &6¢ Vanuatu
Environmental Act, section 32.

106 South African Biodiversity Act, section 102.

107 Brazilian Provisional Act, section 30 par. 5.

0 Indian Biological Diversity Act, section 56 andaRilian Provisional Act, section 30 par. 6.
Such as Afghanistan Environment Act, section @81y Bhutan Biodiversity Act, section 44 (a); Eibian

109
Proclamation, section 35; Indian Biological Actcen 55; Kenyan Regulations, section 24; Southicafr Biodiversity Act,
section 102; Ugandan Regulations, section 26; Vianbdavironmental Act, section 32.
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110 See section 55 of the Biological Diversity Actlnélia.

11y Section 30 of the Philippines Guidelines covensflict resolution.

112 Such as the Bolivian Regulations, section 60thed®anamanian Decree, section 52 (b).

113 Such as Afghanistan Environment Act, sections7Z3-Bhutan Biodiversity Act, section 48; Indian

Biological Diversity Act, sections 52-53; South isfin Biodiversity Act, sections 94-96; and Ugan&agulations, section 27.
114 For example, see section 57 of the Indian BiaahgiDiversity Act and section 75 of the Afghanistan
Environment Act.

115 See, for example, Afghanistan Environment Acttise 71; Ethiopian Proclamation, section 21 (I)da
Indian Biological Diversity Rules, section 16.
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Many measures also provide standard forms for eqipdins, prior informed consent, permit of access,
contract of access, material transfer agreemeetgfli-sharing agreements, etc7

36. While a number of countries have adopted measuregxcess and benefit-sharing, a majority of
Parties to the Convention have not yet addressed#iue of access and benefit-sharing throughmedtio
measures. In certain countries, access and bahetiing is being regulated by measures adopted pri
to the entry into force of the Convention to regeilthe access and management of biological resgurce
(though they were not adopted with access and lestefring provisions of the Convention in mind).
However, these measures have been actually foupdotade useful solutions to address situations of
access and benefit-sharing. They generally profadeollection or research permits as conditioms f
access only, and rarely address benefit-sharingholuld be mentioned that a few countries havetado
measures regarding specific resources or resolwcated in specific areas which also address access
and benefit-sharing. For example, Guatemala islatigg protected areas for access to wildlife
resources and requires the sharing of benefiténgrisom patentability or commercialization of the
results, which shall not be inferior to 50 percefitthe profit madeiig For its part, Nigeria has
established a regime for bioprospecting within gzl parks “incorporating the concepts of prior
informed consent, benefit-sharing, mutually agrexs, and access to technologM¥

B. Access and benefit-sharing measures adopted by Parties as users of genetic resources

37. This section examines measures to support comgliath the prior informed consent of the
contracting Party providing genetic resources amtlually agreed terms on which access was granted.
Sub-section 1 provides an overview of governmeitiaiives and measures and sub-section 2 addresses
codes of conducts and guidelines adopted by diffesectors.

1. Government I nitiatives/Measures

a. Awareness raising/Public outreach/I nformation exchange and gathering
Surveys

38. Studies have been carried out respectively in BelgiGermany and the United Kingdom with a
view to assessing the level of awareness of udegeretic resources to the access and benefitrghari
provisions of the Convention and the Bonn Guidaiared their practical implementatiqry

39. In 2006, the Belgian DG Environment of the Fed@nallic Service Health, Food Chain Security
and Environment funded a survey on the extent adwkedge and use of the provisions of the
Convention on Biological Diversity on access anddfi-sharing (and in particular the Bonn Guidetine
by Belgian users of genetic resources. The study varried out in 2006 by the Research Unit on
Biodiversity of the Centre for Philosophy of Law thie Catholic University of Louvain (specialized in
ABS issues). Its objective was to consolidate Bedgian access and benefit-sharing national and
international policy, and to know the exact sitaatregarding access and benefit-sharing provisiowls

116 For example, see the Australian Regulationsj@®c8A.18; the Costa Rican Decree, sections 1§31and
17; the Kenyan Regulations, sections 10 and 17{famtlgandan Regulations, sections 28 and 29.

117 For example, see Indian Biological Diversity RajleKkenyan Regulations; Philippines Guidelines for
bioprospecting; and Ugandan Regulations.

118 Reglamento de Ley de Areas Protegidas, Acuerdmeativo No. 759-90, article 26 e).

119 According to Kent Nnadozie et ahfrican Perspectives on Genetic Resources, Washington, Environmental
Law Institute, 2003, p. 188-189, the National P&8ksvice Decree 1999 is unique since it is pemgjtthe “full incorporation of
the basic principles of the CBD with respect toemsc— prior informed consent, mutually agreed teamd benefit-sharing of
both monetary and other benefits. These provisamver not only the biological material but also #wsociated knowledge”.
See alsdRobert J. Lewis-Lettington and Serah MwanyiRases studies on Access and Benefit-Sharing, Rome, 2006, p. 121-
122.

120 UNEP/CBD/WG-ABS/3/5, par. 21 to 23
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users of genetic resources in Belgium. This aiateidentifying specific measures that need to kerta

in order to improve the involvement of stakeholders the basis of information gathered from all
potential Belgian actors involved in the exchanf@enetic resources. The main results of the study
indicate that the Convention on Biological Diveysg well known in the collections and research@ec
and that the implementation seems more spreadfpisition of PIC than for benefit-sharingy/

40. In early 2005, the United Kingdom communicated lte Secretariat of the Convention on
Biological Diversity and made available to the Rartat the third meeting of the Working Group on
Access and Benefit-sharing, copies of the ‘Revidwhe Experience of Implementation by the United
Kingdom Stakeholders of Access and Benefit-shafimgngements under the Convention on Biological
Diversity’. The Review’s recommendations relatgarticular to the advantages in the short to nmadiu
term of awareness raising of the concept of acaesdsbenefit-sharing and its requirements, and they
were endorsed by UK Environment Ministerss/

41. In 2005, the German Ministry for the Environmentblighed a study on “Users of genetic
resources in Germany”, which was made availablpatticipants of the third meeting of the Working
Group on Access and Benefit-sharing. The stu@nisnalysis of the level of awareness and knowledge
of access and benefit-sharing regulations of usdrsgenetic resources in Germany and gives
recommendations on how to improve the involveméistakeholdersi23

Web-portals

42. The European Community established an internetebpsétal providing information on access

and benefit-sharinge4 as an integral part of the EC Biodiversity ClagrHouse Mechanism. The EC

ABS Portal is used to disseminate information rafgvto the implementation of the Bonn Guidelines to
access and benefit-sharing focal points in MembteS and to a growing group of registered
stakeholders from Governments, research institptdsgate companies and NGQz/

43. Further, Member States of the European Communitigh sas the United Kingdom, The
Netherlands and Germangé/, as well as the Government of Canagl@d and Australia have established
national web-portals dedicated to Access and Beskéiring issues.

Use of the Bonn Guidelines

44, In the context of their cooperation amongst thediocountries, Denmark, Finland, Norway and
Sweden contributed in 2006 to a guide introducimgl @&xplaining the Bonn Guidelines and their
implications for both users and providers of genetisources. This guide has been translated lieto t
four Nordic languages (Swedish, Danish, Finnish &wtwegian). The full text is available at:
http://www.norden.org/pub/ovrigt/orvrigt/US2006448f" 128

45, The Bonn Guidelines were translated in JapaneSejnember 2002 and disseminated through a
series of public seminars and international syngasimajor cities throughout Japan. User specific
guidelines were then developed by Japan’s Ministrfeconomy, Trade and Industry (METI). The
“Guidelines on Access to Genetic Resources for &Jgedapan” were published on 1 April 2005. To

121 Contribution of the EC and its Member Stateprieparation for WG-ABS5.
122 Contribution by EC and its Member States to WBSA.

123 Contribution by EC and its Member States to WBS4.

124 The EC ABS Portal can be accessed at: http:#ebsu.int.

125 Contribution by EC and its Member States to WBS4.

126 Contribution by the EC and its Member States W¢G-ABSS5. Webportals for Germany:
http://www.abs.biodiv-chm.de&Jnited Kingdomhttp://www.defra.gov.uk/science/geneticresources

127 See www.ec.gc.ca/apa-abs.
128 Contribution by EC and its Member States to WBSA.




UNEP/CBD/WG-ABS/5/4
Page 16

promote their dissemination METI in cooperationhwihe Japan Bioindustry Association (JBA) held
public seminars in 6 major cities throughout Japad.

Workshops/dial ogues/consultations

46. Working groups and/or consultations with stakehdeave been organised in a number of
countries such as Finland, Denmark, Spain, SweddnNsrway in order to increase awareness to the
provisions on access and benefit-sharing of thev@uwtion on Biological Diversity and the Bonn
Guidelines and also to assess the existing levela@freness amongst potential users/stakeholders and
increase their involvement in activities relatecdtzess and benefit-sharinggd

47. Specific activities within the European Communitydaits Member States have included the
following 13¥/:

- Member States such as Belgium or France havertaidn extensive consultations with users of
genetic resources to enhance awareness of AcceBeaefit-sharing issues.

- In November 2005, Germany held an internatiarsdr workshop bringing together representatives
from the research communitgx-situ collections and botanical gardens. At this megtififferent access
and benefit-sharing compliance measures and aetivadopted by botanical gardens and academic
research institutions were presented. This meedisg demonstrated the need to consider existing
instruments when designing new access and bemefitrg) policies.

- In November 2006, a Nordic workshop was heldusers from the Nordic Countries. The workshop
concluded that further information as well as tlevedopment of tools to facilitate compliance with
access rules is needed. A Nordic project to follgnon these conclusions will be considered in 2007

48. Furthermore, expert meetings organised by the Cssioni and Member States involving users
of genetic resources in the EU have become a nefpdture of EU preparations prior to meetingshef t
Convention on Biological Diversity on Access andBfit-sharing.

49, In Japan, bilateral workshops have been organisiglll ether countries, such as Australia,
Indonesia, Malaysia, Mongolia, Myanmar, Thailand &fietnam with a view to sharing information and
experiences concerning the respective nationakigsli laws and regulatory systems relevant to the
Convention on Biological diversity and access amhdfit-sharing, and thereby deepening mutual
understandingL32/

50. In Switzerland, “a national working group on ABSsaset up in early 2003 by the Swiss Federal
Office for the Environment (FOEN) and the Feder#fig@ for Agriculture (FOA). This working group
is composed of representatives from governmental aon-governmental stakeholders, including
academic research, private sector, seed produmaemical gardens and NGOs. The major tasks sf thi
working group are to:

» identify the specific needs and activities of epalticular stakeholder;

* help the stakeholders in the development of sdmeed measures;

» support the coordination of information exchandedtgh the CHM) and promote public and
professional awareness on topics related to aecebbenefit-sharing;

» develop a national strategy on ABS with coordinateshsures;

129 “Japan’s Activities to Implement the CBD and tenn Guidelines — Highlights”, made available @3,
in Curitiba, Brazil, March 18, 2006.

130 Further details regarding initiatives in thesspective countries are included in UNEP/CBD/WG-ABS,
section IL.A.1.

1317 Contribution by EC and its Member States to WBSA.

132 “Japan’s Activities to Implement the CBD and tenn Guidelines — Highlights”, made available @3,
in Curitiba, Brazil, March 18, 2006.
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» follow international activities within the Conveoti on Biological Diversity (especially on the
development of an “international regime on ABS"fldhe FAO International Treaty”33

51. Canada has also undertaken a stakeholder outrgantise in which the views and interests of a
broad range of Canadian stakeholders were gathefdubse dialogues with stakeholders are helping
policy-makers understand the context in which gerresources are currently being used and proviided
Canada and the potential positive and negative éispaf prior informed consent and mutually agreed
terms.134

52. Developments in Canada are at the stage of poiggudsions at the federal, provincial and
territorial levels:

“As a first step, the Federal/Provincial/TerritdN&lorking Group on Access and Benefit-sharing
(FPTWGABS) has developed a scoping paper whichadtthe policy questions that arise when
implementing Access and Benefit-sharing, includingie applicable to PIC and MAT.

Building on this document, and mindful of the BaBaidelines, the group recently undertook an
in-depth discussion and exploration of the manylleand socio-economic aspects associated
with the elaboration of a PIC system and the natjoti of MAT.

At the heart of this discussion are consideratiarmund ownership of genetic resources and
associated traditional knowledge in Canada andtiguesf who would have the authority to
grant PIC and negotiate MAT. The group also disedgssues such as how PIC might relate to
existing land claim agreements, what the appropniate of governments in determinations of
MAT might be, and the need to ensure the transpgrand efficiency of PIC and MAT systems.

The contribution of a number of Canadian jurisdict, either at the federal, provincial or
territorial level, is crucial for ensuring the reéacy of the system and the ability of all involved
in the system to comply with i35

b. Support to stakeholder initiatives

53. As reflected in submissions of the EC and its MemBtates to previous meetings of the
Working Group, the European Commission has lensufgport to the implementation of institutional
policies and codes of conduct on access and behefitng by stakeholder groups, including for du si
collections. For example, the Commission supportiee development of the Micro-organisms
Sustainable Use and Access Regulation InternatiGonde of Conduct (MOSAICC) 136/ by the Belgian
Co-ordinated Collections of Micro-organisms (BCCRbgether with 16 other organizations from around
the world. 137/

54. In addition, in part as a consequence of the avesenaising activities mentioned above, users
of genetic resources, like the pharmaceutical itrigiushe biotechnology sector, the botanical gasden
and ex-situ collections have already developed or are in tluegss of developing and implementing
codes of conduct that establish best practicescoasa and benefit-sharing for their respectivesaoéa
activity. 13g

55. In Switzerland, “the Swiss Federal Office for theviEonment commissioned and sponsored the
Swiss Academy of Sciences (SCNAT) to raise the emgss of stakeholders involved in academic
research related to access and benefit-sharinggssith emphasis on the implementation of the Bonn

133 Submission by Switzerland to WG-ABS5.

134 Submission by Canada to WG-ABS5.

135 Contribution by Canada to WG-ABSS5.

136 http://www.belspo.be/bccm/mosaicc.

137 European Community submission, p. 3, availabledoument UNEP/CBD/WG-ABS/3/INF/1.
139 Contribution by EC and its Member States to WBSA.
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Guidelines. As a first step, a survey was condludte determine the level of awareness of the
stakeholders with regards to access and benefithghssues and to evaluate the number of research
projects involving the use of genetic/biologicaswarces and/or traditional knowledge. As a second
step, stakeholders involved in projects dealinghwitcess and benefit-sharing issues were asked more
specific questions regarding access and benefitrghaituation. The outcome of these two studies
showed that a vast majority of stakeholders wereawmare of the provisions of the Convention on
Biological Diversity, in particular those dealindgtivaccess and benefit-sharing issues.

56. Therefore a manual aiming to inform the academimroanity about the system governing the
access and benefit-sharing procedure was developélde context of an iterative and participative
process, and various drafts were evaluated atrdiffestages by members of the Swiss academic
community. The resulting manual “Access and Beritfiaring - Good practice for academic research
on genetic resources” was widely distributed amttregSwiss scientific community and also presented
and distributed at several international meetingd workshops. Finally, a website dedicated to the
access and benefit-sharing issues was launchetbdine Summer 200@itp://abs.scnat.chl) 139

57. In addition, at national level, an initiative wasveloped and supported with the aim to integrate
all the Swiss botanic gardens in the Internatidtlaht Exchange Network (IPEN), by assisting them in

the development of databases to keep track oél@Vant materials coming in and out of the gardds.

the end of 2006, all Swiss botanic gardens of itgyme had integrated the IPEN mechanism. Further
information on IPEN is provided below under thetggcaddressing codes of conduct and guidelines.

58. In Switzerland, also the State Secretariat for Batin Affairs supported the development of the
“ABS Management Tool” by the International Instéufor Sustainable Development and Stratos Inc., as
an instrument to support the implementation of Boein Guidelines. The ABS Management Tool is
further examined below under “codes of conductguidelines”.

59. Considering that other potential sectors are cawxkrby access and benefit-sharing issues
including industry (agro-food, agro-chemicals, phaceuticals and cosmetic industry), as well as
horticulture and garden centers, several othereptgjare underway in Switzerland to evaluate the
precise involvement and awareness of these seictaedation with access and benefit-sharing issues.
First data will be available at the end of 2007.

60. Finally, in the frame of economic development cempion, the Swiss State Secretariat for
Economic Affairs (SECO) supports the BioTrade Heatibn Programme (BTFP) UNCTAD, which
brings together sustainable economic use and pimteof biodiversity. The genetic resource should
have an economic value and the local community Ishptofit from the international trade of their
genetic resource. Pilot programs are currentiiémented in Bolivia, Peru, Colombia, Southern Adric
and Vietham. The SECO in Switzerland launcheda pase in this context. Between a Swiss retailer
and the government of Bolivia an agreement wagesetthat farmers in Switzerland plant a variety of
potatoes from Bolivia and sell them to the retail&ive percent of the benefits from the sales bl
reimbursed to the local community in Bolivia (cu#tior of the potato varieties), the national potato
institute and the national directorate for natueslerves. The first sales of these potatoes greceed to
take place in spring 2008.

C. Access and benefit-sharing requirements and public funding

61. Denmark and Sweden provide examples of situatiomerev access and benefit-sharing
requirements are to be met as a prerequisite fafifig. In Denmark, providers of funding for resdgar
and development projects are to be contacted tadache application of the Bonn Guidelines as9art
of the conditions for funding. In Sweden, a polagopted by the Swedish International Development
Cooperation Agency requires the establishment ofaterial transfer agreement between the provider

139 Contribution by Switzerland to WG-ABS-5.
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and receiver of genetic material in research cafmer activities financed by the Agency that inwolv
genetic materiah4o/

62. Public research funders in Germany and Frameealso undertaking work to request acceptance
of guidance on access and benefit-sharing formiilatthin the Convention on Biological Diversityy/

d. Disclosure of origin/source/legal provenance

63. Measures to support compliance with prior informemhsent and mutually agreed terms in
Contracting Parties with users under their juriBdic have also included measures to require the
disclosure of the origin/source/legal provenancegenhetic resources in applications for intellectual
property rights. These requirements have takeiowsforms.

64. At the national level, countries have taken différapproaches to address the requirement for
disclosure of the country of origin of genetic resm®s and relevant traditional knowledge in relévan
intellectual property rights applications. Certamuntries have chose to amend their patent laverst
have chosen to include the disclosure requiremenheir biodiversity or access and benefit-sharing
laws, and others still have included referenceht requirement in both laws on patents and laws on
biodiversity or access and benefit-sharing. THeweng illustrates the various approaches taken by
countries in relation to the disclosure requirement

65. Recital 27 of Directive 98/44/EC of the EuropeamliBament and of the Council of 6 July 1998
on the legal protection of biotechnological invens provides that the patent application shouldereh
appropriate, include information on the geogragharaggin of biological material if known. This is
without prejudice to the processing of patent aygions or the validity of rights arising from gted
patents.

66. The directive did not create a legally enforceatiigation, therefore not all European countries
adopted legislation on this issue. Within the Be@n Union, Belgium, Denmark, Germany and Sweden
adopted a disclosure requirement, as follows:

» Belgium amended its patent laws with the aim toticbute to transparency with regard to the
geographic origin of the genetic source on whickemtions are directly based. The amended
law includes a new formal requirement “that patepplications must contain the geographic
source of the plant or animal material, if knownmattformed the basis for the development of the
invention™42.

 Denmark has revised its Patent law with a provigiequiring that patent applicants provide
information on the origin of the genetic resourcssd in the invention for which a patent is
applied for. In cases of non-compliance, no sanstare provided in the patent system, however
under criminal law, sanctions are established iggrthe provision of false information to
public authorities143

* The German Patent Law from 16 December 1980, &rBdla, was modified through the Law on
the Implementation of the EU Directive on bioteclugical inventions and came into force on
28 February 200544

140 See document UNEP/WG-ABS/3/5.

141 Contribution by EC and its Member States to WBSA.

142/ Submission provided in preparation for WG-ABS4

143 Submission by Denmark in annex to the European Qamitgnsubmission for WG-ABS3.

144 Dr. Ana Maria Pacon, “Possible effects of a cerdife on the Disclosure of Origin process in patent
appications”, in European Regional Meeting on aterhmtionally Recognised Certificate of Origin/Smeft.egal Provenance,
Report of an International Workshop hosted by tleentan Federal Agency for Nature Conservation,déMilm, Germany, 24-

29 October 2006.
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* In Sweden, a new provision on the disclosure djfiorof biological material of plant or animal
origin in patent applications came into force okldy 2004, in accordance with article 5 of the
Patents Regulations (SFS 2004:162) under the PAttntThe article provides that if the origin
is unknown, it shall be stated. It is also proddpeat “lack of information on the geographical
origin or on the knowledge of the applicant regagdihe origin is without prejudice to the
processing of the patent application or the validitrights arising from a granted paternit4sy

67. Norway also adopted a disclosure requirement:

“The Norwegian Patent Law was amended in 2003. arhendments entered into force the 1st
of February 2004. A new para. 8 b) was includedddress disclosure of origin. It states that
the patent application shall include informationtba country from which the inventor collected
or received the biological material (the providcwuntry). If it follows from national law in the
providing country that access to biological mateshall be subject to prior consent, the
application shall inform on whether such consestliwen obtained.

If the providing country is not the same as thentuof origin of the biological material, the

application shall also inform on the country ofgimi The country of origin means the country
from which the material was collected from in-sstaurces. If it follows from national law in the

country of origin that access to biological mateshall be subject to prior consent, the
application shall inform on whether such conserst been obtained. If information dealt with
under this subsection is not known, the applichatl state this in the application.

Infringement of the duty to provide information ssibject to penalty in accordance with the
General Civil Penal Code § 166. The duty to previformation is without prejudice to the
processing of patent applications or the validitgranted patents {46/

68. Andean Community decision 486 on the Common IndalsBroperty Regime also includes a
disclosure requirement. It involves disclosure tbé access contract, prior informed consent of
indigenous and local communities and acquisitionmaterial in accordance with national, Andean
Community and international law. A patent may leeldred null or void if copy of the access contract
was not submitted or if the prior informed consehtelevant indigenous and local communities wats no
obtained, in the case of a patent granted for @lymtoor a process based on genetic resources or
traditional knowledge.

69. In Brazil, the Provisional Measute7 requires the disclosure of origin of the geneatiaterial
and the associated traditional knowledge as a tiondb the grant of industrial property rights.

70. In India, the disclosure of the source and geodcaplorigin of the biological material used for
the invention is required4g

71. In Costa Rica, the Biodiversity Law requires a ifiegte of origin and prior informed consent
before granting protection of intellectual or inttied property to innovations involving componeiatfs
biodiversity.149

72. The disclosure requirement is a condition of pateitity for the following countries: Member
States of the Andean Community, Brazil, Costa Rind India. In other countries, such as Sweden,
Norway and Denmark, lack of disclosure does nadfprocessing of patent applications or the viglidi

14y Submission by Sweden in annex to the Europeann@onity submission for WG-ABS3.

144 Contribution provided by Norway for the fourthaafifth meetings of the Working Group on Access and
Benefit-sharing.

147 Article 31 of Provisional Measure No. 2.186-1&8 August 2001.
148 Patents Act 1970 as amended by the Patents @é&ecoandment Act (2002).
149 Biodiversity Law No. 7788 of Costa Rica, 1998ice 79 and 80.
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of rights arising from such patents. However, enhark and Norway, the absence of disclosure could
be considered a breach to obligations punishalderutme Penal Code.

e Technology transfer and cooperation

73. According to Articles 16.3 and 16.4, Contractingtiea shall take legislative, administrative or
regulatory measures taken by Parties “with the thiat Contracting Parties, in particular those trat
developing countries, which provide genetic resesirare provided access to and transfer of techyolog
which makes use of those resources, on mutualleagterms, including technology protected by patent
and other intellectual property rights, where neags..” and “as appropriate, with the aim that the
private sector facilitates access to, joint develept and transfer of technology referred to in gexph

1 above for the benefit of both governmental ingtins and the private sector of developing coantri
and in this regard shall abide by the obligatiorduded in paragraphs 1, 2 and 3 above.”

74. Information on national implementation of theseides, in particular on the provision of
incentives to the private sector, were providedahiyumber of Parties in the third national repdtis,
thematic reports on technology transfer and codjeraas well as in a number of submissions for the
preparation of the compilation and synthesis obrimfation on institutional, administrative, legislat
and policy frameworks that facilitate access to adaptation of technologies, prepared pursuant to
activity 3.1.2 of the programme of work on techmylotransfer and scientific and technological
cooperation adopted by the Conference of the Raeteits seventh meeting. The compilation and
synthesis is available in document UNEP/CBD/COR/B/9.

75. The guidelines for the third national report cont&i questions on access to and transfer of
technology (questions 117 to 125). On question 4d@ressing Article 16(3), less than one third of
responding Parties claimed to have some (25) opoenensive (3) measures in place, while 33 countrie
indicated that there are no such measures in @ladel9 Parties indicated that potential measures ar
under review. A total of 13 countries indicatedttthe question does not apply to them. No further
comments were provided on this questma® On question 119 on Article 16(4), almost twadki(54)

of countries indicated that no such measures vedwnt(41) or that potential measures are undeewevi
(13). A total of 26 countries claimed that somédigees and measures are in place. Only 2 countries
indicated that comprehensive policies and measanes place, and 11 countries said that the questi
is not applicable.

76. 32 Parties provided further comments to questiod. 1A few countries referred to general
policies or measures, while concrete examples blipprivate-partnerships were provided by 4 Partie
As regards specific sectors, agriculture took ted] with 6 Parties making reference to privatéosec
engagement in this sector. Forestry was mentidnedour Parties, fisheries management by three
Parties, and pharmaceutical research by two PartBneral references to the development of markets
for biodiversity-based products were made by faantiEs.

77. The thematic reports on technology transfer andrntelogical cooperation, as well as the recent
submissions provided by Parties/ seem to indicate that incentives to private seattors to engage in
technological cooperation and technology transferfeequently provided in the framework of bilatera
development cooperation, through various prograntimesseek to facilitate private-sector collabarati
with developing countries, including collaboratiamth public institutions of developing countriesy b
providing training and by supporting joint reseaactd technology transfers2 In addition, in a number
of countries, incentives for the private sector fmhancing the transfer of technology are also

150 Figures are as of March 2007.

157 See the thematic reports on Technology Trangier @ooperation from Austria, Canada, China, FinJand
Germany, Japan, Norway, Spain, Switzerland, as a®lthe submissions on technology transfer froma@anthe Czech
Republic, and the European Communities.

152 See UNEP/CBD/COP/8/INF/ 9, paragraph 82.
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implemented in form of tax concessions, refunddederrals for R&D investments and relating them to
the commercialization of technology; however, ih@ clear whether and to what extend these mesasure
are specifically geared towards technologies auahce to the Convention.

78. Articles 19.1 and 19.2, provides that Contractimgties shall take measures to provide for the
effective participation in biotechnological resdagctivities by those Contracting Parties whichvjite

the genetic resources for such research and whitthghave taken all practicable measures to premot
and advance priority access on a fair and equitaddés by Contracting Parties to the results amefits
arising from biotechnologies based upon genetiocuees provided by those Contracting Parties.

79. The literature, the thematic reports and the resahmissions provide information on a number
of project-based activities that promote access Harties to the results and benefits arising from
technologies based upon genetic resources probigédubse Parties:

« Beyerlee and Fisher point to a joint venture betwise multi national company Dupont and the
Applied Genetic Engineering Research Institute (ARBEan Egyptian public research institute.
The project aims to jointly develop Bt maize, wleereAGERI gains access to expertise to
develop the local strain of Bt (the innovation) dadrain its staff. Dupont in turn, has access to
the new Bt strain for use in markets outside offEgyed

e Austria reported on a research project on sweedtpaermplasm diversity assessment, under
which unlimited use of all results for the CGIARssym and partners in developing countries is
ensured1s4/

« The United Kingdonreports that the training of developing countryestists in the application
of new technologies for the conservation and @ilan of genetic resources takes place in
various institutions including universities, KeagtJohn Innes Centre in Norwich and CABI. In
collaboration with Institutes in several Centraligks countries, new systems of production,
which conserve biodiversity of rangelands, havenbdeveloped. Current work in South
America is developing systems with local organimagi for the sustainable management of
vicunas.

80. In the third national reportsss/a number of Parties reported on some positiveoous of the
activities undertaken, including: increased knowkdnd expertise; additional funding provided; asce
to new technology facilitated; and reduced advarggct on biodiversity. Several Parties also paaint
to specific examples of good practice cases andutmessful activities in technology transfer and
scientific and technological cooperation, pertajnia the work of national institutions and initias as
well as of international networks and other arrangets for scientific, technological and research
cooperation. For instance, Belgium provided foood practice case studies covering: inter aliah@)
Belgian Federal Science Policy Office; (ii) the RI&iotechnology Institute for Developing Countties
(iii) the International Network for the ImprovemesftBanana and Plantain.

81. However, despite these positive outcomes, many @ntsrseem to indicate that more needs to
be undertaken on national and international leirelsrder to effectively implement Article 16 and,19
and the programme of work on technology transfat sgientific and technological cooperation, with
Parties labeling the contribution of their actieftitowards the strategic plan with terms such asléar”

or “limited” or “partial’, and one Party statingahtechnology transfer and cooperation is “the wesaik

of implementing the Convention.” In addition, sealeParties noted the uneven speed of progress on

153 Beyerlee and Fischer (2000ccessing Modern Science: Policy and Institutional Options for Agricultural
Biotechnology in Developing Countries, AKIS Discussion Paper.

154 Thematic report on technology transfer and coatgan from Austria.
the third national reports,
155 See boxes LV and LVI of the questionnaire.
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technology transfer in different sectors and arefasvork — it is noteworthy that the need for more
activities on the transfer of technology that make of genetic resources was also highlighted.

2. Codes of conduct/guidelines

82. Specific guidelines have been developed for thécalgural sector. A number of voluntary
codes of conduct and guidelines have also beenlapmak by organisations, such as botanic gardens,
culture collections, the academic research commuanid professional associations. These codes of
conduct and guidelines were generally developedstist with the implementation of the access and
benefit-sharing provisions of the Convention bypmsling to the particular needs of their constitaen

a. The Agricultural Sector

83. The International Code of Conduct for Plant GerrspieCollecting and Transfer, negotiated by
the FAO Commission on Genetic Resources for Foodl Agriculture and adopted by the FAO

Conference in 1993, is a voluntary instrumentprévides a framework for Governments in developing
national regulations or formulating bilateral agreats for the collection of germplasm. Among other
elements, its sets out minimum responsibilitiecafectors, sponsors, curators and users of celtect

germplasm, in the collection and transfer of geaspl.

b. Botanic gardens

84. As highlighted in the contribution by Switzerlari@otanic gardens are particularly concerned
by issues related to access and benefit-sharimdeel, one of the main activities of botanical gagdis
the collection of plants for the purposes of sdfentesearch, conservation, display and educatibhus
botanic gardens are used to collect, documentriltlis¢ and exchange a great amount of various
biological materials (living plants, seeds, cutiingulbs, etc.). This makes botanic gardens stdétets

in the implementation of provisions of the Convention Biological Diversity. In order to facilitate
these activities and to comply with the Conventan Biological Diversity, several instruments were
developed at the international level, such as Brantiples on ABS” of the Royal Botanic GardensyKe
and the “Code of Conduct” of the German MinistryEafvironment. A mechanism to implement both
instruments, called the “International Plant ExadmiNetwork, IPEN)” was developed under the control
of the BGCI (Botanic Gardens Conservation Inteoval, http://www.bgci.org/worldwide/home)

85. Principles and Common Policy Guidelines on Access to Genetic Resources and Benefit-sharing

for Participating Institutions (botanic gardens and herbaria). This project liea 28 botanic gardens
and herbaria from 21 countries in the developmést @ommon approach on access and benefit-sharing
and includes: Principles on Access to Genetic Ress and Benefit-sharing for Participating
Institutions; Common Policy Guidelines; and an expltory textisd The Principles promote the
sharing of benefits arising from the use of genetgources acquired prior to the entry into fortéhe
Convention, in the same manner as for those adfjtimereafter. The group also designed two model
material transfer agreements (a Written Acquisitiagreement and a Written Supply Agreement) to
assist participating institutions negotiate thensfar of biological material, which are included in
annex.157/

86. The International Plant Exchange Network (IPEN) wskablished by European botanic gardens
in order to comply with the access and benefitisigaprovisions of the Convention. It covers theno
commercial exchange of plant material between hotgardens. As of May 2007, IPEN included

156 Latorre Garcia, F., Williams, C., ten Kate, KCReyne, 2001 (based on contributions from 36 irldisls
from 28 botanic gardens and herbaria from 21 c@s)tiResults of the Pilot Project for Botanic Gardens: Principles on Access
to Genetic Resources and Benefit-sharing, Common Policy Guidelines to assist with their implementation and Explanatory Text.
Royal Botanic Gardens, Kew.

157 See UNEP/CBD/WG-ABS/2/2, section III.A.2 on “Ryl guidelines and codes of conduct related to sxce
and benefit-sharing”.
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67 member gardens from Germany, the NetherlandstriduSwitzerland, Luxembourg, France, Sweden,
United Kingdom, Greece and Italy. Botanic garddva want to join the network must adopt the IPEN

Code of Conduct and use its common documents &mt phaterial transfer. The IPEN Code of Conduct
covers acquisition, maintenance and supply of djviplant material by the gardens as well as

benefit-sharing. Only botanic gardens that conttréinselves to act according to the Code of Conduct
can become member of the IPEN network.

C. Micro-organisms culture collections

87. With respect to microbial genetic resources, therborganisms Sustainable Use and Access
Regulation International Code of Conduct (MOSAIQ&Y was developed by the Belgian Coordinated
Collections of Micro-organisms (BCCM) in 1997, withe support of the European Commission, and
involved twelve partners from various sectors irthbdeveloped and developing countries. It is a
voluntary code of conduct which covers the termaafess to microbial genetic resources, includieg t
terms of agreement on benefit-sharing, access dotiamsfer of technology, scientific and technical
cooperation as well as technology transfer. Itgppse is to facilitate access to microbial genetic
resources in conformity with the Convention on Bgtal Diversity and other applicable national and
international law, and to help partners to maker@ppate arrangements when transferring microbial
genetic resources. (see UNEP/CBD/WG-ABS/2/2, phy.

88. CAB International (CABI) Policy on Access to Ex Stu Genetic Resources: CABI, an
intergovernmental organization, addresses the peead supply of microbial strains and the shadhg
benefits arising from their use, in conformity withtional and international law in its policy orcass to

ex situ genetic resources. It has also developed a mwodétrial transfer agreement and a position
statement on patenting, intellectual property sghnhd ownership issues under the Convention on
Biological Diversity159 (UNEP/CBD/WG-ABS/2/2, par. 32)

d. Academic research community

89. In 2006, the Swiss Academy of Sciences made avaiktbrochure to respond to the needs of
academic researchers entitled “Access and Benwdiirey — Good Practice for academic research on
genetic resourcesisd In order to create awareness among the acad@séarch community to the
access and benefit-sharing provisions of the Cdinignthe brochure provides information on the asce
and benefit system and explains the necessary siefolow when accessing biological resources for
research purposes and possibilities for benefitispdrom an academic research perspective.

e Professional societies or organisations

90. A number of professional research societies indéiesuch as anthropology, ethnobiology,
pharmacognosy and ecology have developed docurnteatticulate ethical values embedded in research
and set standards for best practice. These dodenaga variously referred to as codes of ethics,
voluntary codes, codes of practice, statementstiunseg guidelines and research protocols. Elemeits
these codes of ethics and research guidelines @bnexddress prior informed consent, research
behaviour including benefit-sharing and the publaaand distribution of datasy/

1589 For further information, see http://bccm.beldmdprojects/mosaicc/.

159 For further information, see www.cabi.org.

160 For further information see: abs@scnat.ch

16V For further information see “Professional socistandards for biodiversity research: codes oicstand

research guidelines” by Sarah A Laird and DarrelPdsey, Chapter 2 of the publication by S. Lairtitled “Biodiversity and
Traditional Knowledge — Equitable Partnerships radfice”, Conservation Series, Peoples and Pl&#hscan Publications,
2002. See also, Ten Kate, K., Laird, S., “The Camual Use of Biodiversity — Access to Genetic Reses and Benefit-
sharing”, Earthscan, London, 1999, p. 309.
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f. Private sector

91. In the private sector, some associations have déeloped guidelines for their members
involved in access and benefit-sharing activites;h as the Guidelines for International Federatibn
Pharmaceutical Manufacturers and Associations (IKPMembers on Access to Genetic Resources and
Equitable Sharing of Benefits Arising out of th¥litilization, issued 7 April 200662/ and the Guidelines
for Biotechnology Industry Organization (BI@3 Members Engaging in Bioprospecting.

92. As stated in the contribution of IFPMA to the Se¢armt, “These guidelines reflect our Council’s
decision that IFPMA is firmly against the taking génetic resources without prior authorization.e Th
guidelines reaffirm IFPMA members’ support of dirée objectives of the Convention on Biological
Diversity, as well as our full engagement and pgoétion in discussions relating to the developnant
an international regime on Access and Benefit-sigdri

93. As pointed out by BIO, the Guidelines for BIO Membd=ngaging in Bioprospecting “were
developed with the goal of educating BIO membertaglevant issues that can arise in the conduct o
bioprospecting activities, and in providing assiseto those BIO member companies seeking guidance
in this area.” They “identify certain “best pras” that can be followed by companies that elect t
engage in these activities.”

94. In addition, it should be noted that some compahaes developed access and benefit-sharing
policies, such as GlaxoSmithKline and Novo Nordisi.

95. Also of relevance to the private sector is the AB&agement Tool, a voluntary instrument, also
developed with the support of the Swiss State $@mtae for Economic Affairs (SECO). Its aim is to
support the implementation of the principles of Benn Guidelines. It provides practical guidance f
providers and users of genetic resources andtttesi mutually beneficial relationships betweemthe

It helps the providers and users in the negotiabbagreements and their implementation, as well as
monitoring.

96. A first phase consisted in the elaboration of th8SAManagement Tool available at
http://www.iisd.org/pdf/2005/standards_abs_mt_ugeide.pdf During the second phase, the tool was tested
in Australia, Malaysia, Cameroon and Bolivia in @rdo assess its practicability. The results eftésts

will be reflected in the new edition of the ABS Maement Tool, which will be available within the
next few monthsi65

1. ACCESS AND BENEFIT-SHARING ARRANGEMENTSIN DIFFERENT
SECTORS

97. In order to assess existing practice with respeectess and benefit-sharing, an analytical study
is being carried out of access and benefit-shaamangements in different sectors. The final oules

of this project will be available at the sixth megt of the Working Group on Access and
Benefit-sharing, in January 2008. This study atmsdentify common or diverging practices among
sectors in carrying out access and benefit-shapagnerships. The analysis should also assist in
determining whether there are gaps in the exigysgem which should be addressed by an internationa
regime.

162 These guidelines are contained in the compitatad submissions provided by Parties and relevant
organizations, in document UNEP/CBD/WG-ABS/5/INF/2.

163 BIO is the national trade association for thetd&thnology industry, based in Washington, DC, esenting
more than 1000 biotechnology companies, acadersiitlitions and biotechnology centers in the UnB¢ates and 33 countries.
BIO members are involved in the research and dpwedmt of health care, agricultural and environmebtatechnology
products. For further information on BIO see Hiftpo.org.

164 See GlaxoSmithKline’'s Position on the Convention Biological Diversity, November 2006 and
www.novonordisk.com.

169 Contribution by Switzerland for the fifth meagiof the Working Group on Access and Benefit-sharin

/...
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98. Despite a flurry of interest in these arrangemémtthe 1990s, few studies have tracked their
evolution. Addressing this gap is essential touemsthat ongoing negotiations to develop an
international regime are informed by best pracgicd lessons learnt from implementation.

99. A wide range of sectors undertake research andla@vwmmercial products from genetic
resources. They include the pharmaceutical, bimt@ogy, seed, crop protection, horticulture, caste
and personal care, fragrance and flavor, botanieald food and beverage industries. Each secfmarts

of a unique market, undertakes research and dewelaipin distinct ways, and uses genetic resources
and demands access to these resources very differ@imey also enter into partnerships with previl

of genetic resources in distinct ways, have spesiis of stakeholders, negotiate prior informetseat

in diverse ways, and have different approachesutiiravhich they reach mutually agreed terms with
regard to benefit-sharing and intellectual propertggreements within and across sectors also vary
considerably with regard to the legal remedies tisgy/for compliance and enforcement.

100. The scope of this study will be primarily focused genetic resources — genetic material of
actual or potential value - as part of the access lzenefit-sharing component of the Convention on
Biological Diversity. However, a number of the &s that make use of genetic resources may akso us
biological resources — a broader category thatudesd genetic resources, but also organisms or parts
thereof, populations, or any other biotic comporane¢cosystems with actual or potential use or e/alu
for humanity. Increasingly, there is an overlagtia contractual agreements around use of genedic a
biological resources, and different understandiagsto the application of access and benefit-sharing
under these circumstances. It is also often diffito distinguish between these categories ofuess,

and a number of national access and benefit-shdawg go beyond the Convention on Biological
Diversity to address, for example, both biologiaald genetic resources (e.g. The Philippines EO, the
South African Biodiversity Act 10 of 2004) or biaamical and genetic elements (e.g. Costa Rica
Law 7788). Because of these divergent interpiatatiand practices, the study will also examine case
studies that illustrate some of these definitiooaplexities and further our understanding of aufrre
practice.

Methodology for study

101. The study will examine access and benefit-sharggnerships, collaborations and contractual
agreements in a range of sectors using geneticmass) including: pharmaceutical, biotech, seeap cr
protection, horticulture, botanical medicine, ar tpersonal care, cosmetic and food/nutraceutical
industries. It will examine at the nature of thesktionships, and whether and how they achieee th
objectives of sustainable use and equitable beslediting. One or two partnerships/case-studidsbeil
profiled for each sector, and an additional twtht@e cases referenced in discussions in ordeotode

a picture of common practices in the sectors dissuls

102. The characteristics and procedures common to diffesectors seeking access, and sharing
benefits, will be examined. These include: prioiormed consent; mutually-agreed terms, including
benefit-sharing packages (non-monetary and monetarnyd capacity-building associated with
partnerships), and intellectual property; legaleagnents/contracts employed; and compliance andl lega
remedies if contracts are breached. The study alsib explore the nature of these procedures and
arrangements for different stages of the reseatelielopment and commercialization process; will
examine how access and benefit-sharing arrangeraemisplemented and monitored; and will analyse
constraints towards implementation. A comparaawalysis will be done across sectors to elucidate
practices that are working well, and those reqgiraitention, and to extract lessons learnt for best
practice. A summary of key conclusions and recondagons will be developed to enable effective
incorporation of findings into the documentationtioé Convention on Biological Diversity, and thug a
the negotiation process.

103. Initial research has included a review of recetgrditure on the subject, the collection of
contracts and agreements, and interviews with iddals from industry, government, NGOs,
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international agencies, and others. A second pbéseore intensive interviews is currently being

undertaken with individuals involved in selectedeatudies. The final outcomes of this project kel
available for the sixth meeting of the Working Gpaan Access and Benefit-sharing.



