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INTRODUCTION

1. In decision 1X/12, paragraph 9, the Conference of the Parties invited Parties, other Governments,
international organizations and indigenous and local communities, and relevant stakeholders to submit,
for further elaboration and negotiation of the international regime on access and benefit-sharing, views
and proposals including operational text, where relevant, in respect of the main components listed in the
annex | to decision 1X/12, preferably with supporting rationale.

2. In paragraph 10, the Executive Secretary is requested to compile the submissions received and to
collate in three separate documents:

@ Any operative text submitted;
(b) Operative text including related explanations and rationale;
(c) Any other views and information;

by subject matter, in accordance with the annex I to decision 1X/12 and as indicated in the submissions,
and to identify in the collation the respective sources. It further requested the Executive Secretary to
make the compilation and these documents available to Parties sixty days prior to the seventh meeting of
the Working Group on Access and Benefit-sharing.

3. In accordance with the above, notification 2008-120 of 19 September 2008 was sent to Parties,
Governments, international organizations, indigenous and local communities and relevant stakeholders
inviting them to provide their submissions by 15 December 2008.

4, As requested by the Conference of the Parties, the present document provides a compilation of
the full submissions provided by Parties, Governments, international organizations, indigenous and local
communities and relevant stakeholders. The contributions have been reproduced in the form and
language in which they were received. In addition, contributions provided in a language other than
English have been translated into English.
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CAMBODIA

Views on ABS

I-Introduction

Cambodia is a tropical country located in Southeast Area covering land area of 181,035 km?
Biogeographically, the country is dominated by low land along the Mekong River and Tonlé Sap Lake,
where agriculture activities are concentrated, and three mountain regions in the Southwest, North and
Northeast.

Genetic Resources: Due to lack of research very little is known about the genetic diversity within
species and there is serious lack of information on distribution and occurrence of wild species and wild
relatives of crops in the country. Nevertheless, over 2,000 varieties of rice and several wild rice species
have been identified and/or used in the country. A mix of wild and domesticated animal genetic resources
has been reported (NBSAP, 2002).

Crop cultivation in the country is largely dependent on traditional cultivars, old varieties, and native
landraces evolved over thousands of years within the country. Almost 80% of cultivated areas are used
for local unimproved crop varieties. This traditional agriculture relies on a diversity of rice strains and a
diversity of associated rice ecosystem species to provide food and stable production. It is estimated that
for every 400 ha, there existed a traditional cultivar in the past. Rich diversity has built up in rice and
other crops including maize, soybean, sesame, sweet potato, peanut, and vegetables.

Small farmers who maintain crop genetic diversity in the form of local cultivars are inclined to change to
improved hybrids to increase production. Since PAs are the repository of genetic resources of untapped
agricultural potential, encroachment, overuse and degradation in protected areas and remaining natural
ecosystems also results in the erosion or genetic resources. The country agricultural system are unusually
diverse and networks, thus encroachment and land claim, particularly on traditional agricultural practices
could result in erosion of agricultural genetic resources that may, otherwise, a source of in situ of
agricultural genetic materials.

Species diversity: Knowledge at the species levels for plants and animals of Cambodia remains very
limited. Recent surveys and studies, particularly from the end of 1990s have generated some information
of species diversity and to certain extent the abundance of and geographic distribution of fauna,
particularly for mammals and birds and to the lesser extent for other classes of faunal and floral species
in the country. According to IUCN Redlist, 39 mammal, 36 bird, 15 reptile, 38 plant species are listed as
critically endangered, endangered, vulnerable, near-threatened or data deficient (SoE, 2004). Surveys and
studies in the country on the other hand listed 28 mammal, 21 bird, 7 fish, and 30 plant species as
critically endangered, endangered, and vulnerable. Known species for reptile 114 (1992-2003) and
amphibian 8 (1992-2003). There is limited information on invertebrates. Four species, including 2
mammal and 2 bird species, are believed to have been extinct from Cambodia since 1990 (SoE, 2004, p.
130-136). The complete dataset from which Known Species of Mammals, Birds, Plants, Reptiles, and
Amphibians were extracted represents only about 2% of the total species of the world. As a result, the
numbers reported here are vast underestimates of the actual species worldwide. Mammals and birds are
better known and represented than other taxonomic groups. Invertebrates in the kingdom Animalia, the
kingdom Protista, and the kingdom Monera are not included in these country profiles. Data on known
Species of Mammals, Birds, Plants, Reptiles, and Amphibians are based on a compilation of available
data from a large variety of sources. They are not based on species checklists, (UNEP-WCMC/WRI).
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I1- Different ways of Understanding biological and genetic resources:

Cambodia recognizes the need to conserve and foster the sustainable use of biodiversity ( both wild and
cultivated) resources. To this end Cambodia is party to various conventions ( at the international and
regional levels) that contribute to the conservation of biodiversity. Cambodia ratified the CBD in 1995.

In Cambodia Botanic Gardens have not been established. Most resource uses are traditional botanical
medicine ( traditional healers) that the majority of users are insufficiently informed about the CBD and
its associated legal framework regarding the use of genetic resources. Most users do not know whether
CBD regulations are relevant to them or not.

The main public institutions which use genetic resources for research are in the area of agriculture such
as IRl (' ) and Institute of Fishery research under the Ministry of Agriculture, Forestry and Fishery which
are only party concerned with the CBD regulations and they are also non-commercial users.

I11- Different forms of utilization of genetic resources in relation to sectoral and subsectoral
activities in the context of Article 15, paragraph 7, of the convention:

As mentioned above there are no significant commercial use of genetic resource in Cambodia

The sector of traditional medicine is the considerable user of genetic resources in which most of the users
receive their material from their partners rather than collect or produce it themselves while collecting is
reported significantly more often than the reproduction of genetic material. Providers from the rural or
forest area constitute the most important supply sources for this sector. Ornamental plants are mostly
imported from other countries because the biotechnology for ornamental plant breeding has not been
developed. However existing law on Plant breeding stipulate the protection of the right of plant breeders
for plant variety invention. According to Cambodia Breeding law ( art. 40) the existing plant varieties can
be registered as national plant variety, however the law does not clearly regulate how shall the property
right of national plant variety be protected and what are obligation of the users of these resources. The
poor regulation on ABS in Cambodia lead to the weak awareness on CBD regulation especially the
implementation of article 15, paragraph 7 of the CBD Convention. Event the Cambodian Government
passed a series of the laws and the regulatory framework to protect IPRs these regulations did not
respond good enough to the requirement of ABS regime. Cambodia IPRs regulatory framework is dealing
with copyright and related rights which protects the type of works as follows :

1. Works of authors who are Cambodian nationals or who have habitual residence in Cambodia.
Works first publishing in Cambodia, including works first published abroad which were brought
to publish in Cambodia within 30 days of the first communication to the public.

2. Computer programs and design encyclopedia documents relevant to those programs, etc.

Second related law is the “Law on the Patents, Utility Model Certificates and Industrial Design” which
was promulgated on January 22, 2003 and provides the protection for granted patents, utility model
certificates and registered industrial designs in Cambodia. PATENT:

According to Cambodia Patent Law, “Patent” means the title to be granted to protect an invention and
“Invention” means an idea of an inventor that permits in practice the solution to a specific problem in the
field of technology. An invention may be, or may relate to, a product or a process (Article 4). An
invention is patentable if it is new, involves an inventive step and is industrially applicable (Article
5).The right to a patent shall belong to the inventor (Article 10) and the application for a patent shall be
filed with the Ministry in charge of industry (the Ministry of Industry, Mines and Energy: MIME), which
shall be subject to the payment of the application fee (Article 16).
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The paragraph 7 of the article 15 of CBD requires each contracting party, whether developed or
developing, to take legislative, administrative or policy measures whose goal is the fair and equitable
sharing of benefits with the contracting party providing genetic resources. The benefits to be shared are :
- research and development results; and
- the commercial or other benefits derive from utilizing the genetic resource provided
Sharing is to be on mutually agreed term.
There is no clear information on research for commercial purpose in Cambodia. Most research institutes
are governmental sectors. Three existing governmental research institute are: - (i)\Cambodian Agricultural
Research Development Institute ( CARDI) which mostly focus on rice variety research- (ii) Fishery
Research Institute- (iii) Forest and Wildlife Research Institute. The research of the first two institutes is
for the development of agricultural production and the later is for conservative purpose. The limits of the
bio-prospecting are stated in Cambodian Law on Protected Areas which requires the research activities in
the core zone of the protected areas shall be subject to prior approval from the Ministry of Environment.
However no legal requirement concerning research agreement, especially there is no specific regulation
on bio-prospecting.
Avrticle 58 of Cambodia Constitution state that natural resource is the property of the State, the control,
use and management of state property shall be determined by law. Actually many natural resource use
related laws were passed which regulate the criteria and control of the use of the biodiversity, they reflect
only the right of the State to manage the biodiversity resource but these laws have not addressed the
sharing of benefits arising from the utilization of traditional biodiversity-related knowledge.
Finally, Cambodia needs more capacity to implement the requirement of CBD regarding ABS regime and
especially the ability in developing ABS regulation.
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EUROPEAN COMMUNITY AND ITS MEMBER STATES

EU SUBMISSION to ABS WG7 in response to notification 2008-120

CBD Decision IX/12 paragraph 9 invites Parties, other governments, international organisations and
indigenous and local communities and relevant stakeholders to submit, for further elaboration and
negotiation of the international regime on access and benefit-sharing, views and proposals including
operational text, where relevant, in respect of the main components listed in Annex | to Decision IX/12,
preferably with supporting rationale.

The EU submits the views below and examples of operational text with supporting rationale in respect to
some of the main components listed in Section 111, Annex | to Decision IX/12.

The EU recalls its position as contained in the Conclusions of the Council of the European Union in
preparation for the ninth ordinary meeting of the Conference of the Parties (COP 9) to the Convention on
Biological Diversity (CBD) of 3 March 2008 that "the international ABS regime could include some
binding components, if it also includes international standards on national access law and practice, linked
to compliance support measures". Therefore, wherever the word "should" appears within square brackets
throughout this submission, it should be understood that it will be subject to further assessment by the
EU prior to discussions on nature at ABS WG8. The EU reserves its right to submit further views and
examples of operational text, including examples of a binding nature, as well as to amend or modify the
views and examples of operational text included in this submission in response to other submissions
made and to the course of negotiations.

Section I11.A. - Fair and equitable benefit-sharing

1. Components for further elaboration with the aim of incorporating them in the IR

1) Linkage of access to fair and equitable sharing of benefits
Example of Operational Text

Recognising that the fair and equitable sharing of benefits can only be realised after access to genetic
resources has been granted. [Preambular paragraph]

Recalling that Article 15(5) of the Convention provides that access to genetic resources shall be subject
to prior informed consent of the Contracting Party providing genetic resources, unless otherwise
determined by that Contracting Party. [Preambular paragraph]

Further Recalling that Article 15(4) of the Convention provides that Contracting Parties shall take
measures to ensure that access, where granted, is on mutually agreed terms. [Preambular paragraph]

1. Parties requiring prior informed consent for access to their genetic resources [should] take measures to
encourage providers and users to provide in their mutually agreed terms, as appropriate, for the fair and
equitable sharing of benefits arising from the utilisation of genetic resources, whilst recognising that the
fair and equitable sharing of benefits can only be realised after access to genetic resources has been
granted.
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Explanations and rationale

The first preambular paragraph clarifies that benefits from the utilisation of genetic resources can only be
realised after access has been granted. The second and third preambular paragraphs recall relevant
provisions in Article 15 CBD.

The operational paragraph picks up on the fundamental notion in Article 15.7 that specific benefit-
sharing arrangements will be established on mutually agreed terms between the provider and the user of
genetic resources. Parties should take measures to encourage providers and users of genetic resources to
provide in their mutually agreed terms, as appropriate, for the fair and equitable sharing of benefits
arising from the utilisation of genetic resources.

The same operational paragraph also appears in 111.A.1.2) operational paragraph 1.

The same component appears in the section on Access under 111.B.1.2).

2) Benefits to be shared on mutually agreed terms
Example of Operational Text

Further Recalling that Article 15(4) of the Convention provides that Contracting Parties shall take
measures to ensure that access, where granted, is on mutually agreed terms. [Preambular paragraph]

Further recalling that in accordance with Article 15.7 of the CBD, the fair and equitable sharing of
benefits arising from the commercial and other utilisation of genetic resources shall be upon mutually
agreed terms as decided between the provider and user. [Preambular paragraph]

Recognising that benefit-sharing on mutually agreed terms may include monetary and/or non-monetary
benefits [Preambular paragraph]

1. Parties requiring prior informed consent for access to their genetic resources [should] take measures to
encourage providers and users to provide in their mutually agreed terms, as appropriate, for the fair and
equitable sharing of benefits arising from the utilisation of genetic resources, whilst recognising that the
fair and equitable sharing of benefits can only be realised after access to genetic resources has been
granted.

2. Parties requiring prior informed consent for access to their genetic resources [should] take measures to
encourage providers and users of genetic resources, when establishing mutually agreed terms, to
consider:

i. including in these terms model clauses and using relevant inventories/catalogues of typical
utilisations of genetic resources and related monetary or non-monetary benefits developed in
accordance with [ Operational Text developed under I11.A.2.5)];

ii.  sharing of results of research and development;
iii.  access to and transfer of technology which makes use of those resources;

iv.  the effective participation of providers of the genetic resources in research activities and/or to
facilitate the joint development of research activities between the provider and the user;

V. the Bonn Guidelines.
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Explanations and rationale

The first and second preambular paragraphs recall the relevance given to mutually agreed terms in the
context of Article 15 CBD for both access to genetic resources and the fair and equitable sharing of
benefits arising from their commercial and other utilisation. The third preambular paragraph recalls the
relevance of monetary and/or non-monetary benefits as already acknowledged in the Bonn Guidelines
and shows the close relationship of this operational text to operational text 111.A.1.3).

The operational provision in paragraph 1 is the same as provided in paragraph 1 of Operational Text
I11.A.1.1) and once again shows the close relationship between these two bricks.

The operational paragraph 2 lists specific aspects/issues that providers and users of genetic resources
should be encouraged to consider when establishing mutually agreed terms. i) on model clauses is a
component under consideration in this section as well as in Section I11.C. on compliance.

i) to v) bring together further components that Parties have agreed to further elaborate or consider in this
section of the International Regime-Annex.

3) Monetary and/or non-monetary benefits
Example of Operational Text

Recognising that benefit-sharing on mutually agreed terms may include monetary and/or non-monetary
benefits [Preambular language]

Mutually agreed terms may identify the types of monetary and/or non-monetary benefits to be shared for
the utilisation of genetic resources and associated traditional knowledge, innovations and practices

Explanations and rationale

Provider and user of genetic resources will identify in mutually agreed terms the type of benefits to be
shared. Examples of monetary and non-monetary benefits are provided in Appendix Il of the Bonn
Guidelines. The mix between non-monetary and monetary benefits identified in mutually agreed terms
will likely vary between different sectoral uses of genetic resources. Particularly in the case of non-
commercial research on genetic resources, non-monetary benefits will be more readily available.

4) Access to and transfer of technology
Example of Operational Text

See above 111.A.1.2)

Explanations and rationale

Access to and transfer of technology is addressed in Operational Text I11.A.1.2) paragraph 2 iii).

5) Sharing of results of research and development on mutually agreed terms
Example of Operational Text
See above 111.A.1.2)
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Explanations and rationale

The sharing of results of research and development on mutually agreed terms is addressed in Operational
Text 111.A.1.2) paragraph 2 ii).

6) Effective participation in research activities, and/or joint development in research activities
Example of Operational Text

See above 111.A.1.2)

Explanations and rationale

The effective participation in research activities, and/or joint development in research activities is
addressed in Operational Text 111.A.1.2) paragraph 2 iv).

7) Mechanisms to promote equality in negotiations
Example of Operational Text

Recognising the importance of promoting equality in negotiations of mutually agreed terms between
providers and users of genetic resources, Parties should take measures such as

(i) making information available to users and providers through the designated ABS focal point in a
timely manner, including the model clauses and relevant inventories developed in accordance with [OT
I.A.2.5)];

(if) developing consultative arrangements with relevant stakeholders and indigenous and local
communities holding traditional knowledge associated with genetic resources.

(iii) supporting the capacity of providers and users of genetic resources to negotiate mutually agreed
terms and contractual arrangements.

Explanations and rationale

Negotiations of mutually agreed terms will be more successful if both sides to an agreement are well
informed about its practical and legal implications. The availability of model clauses and relevant
inventories/catalogues of typical utilisations of genetic resources as well as related benefits will
strengthen particularly the "weaker" party in such negotiations. Further support could be given through
national ABS focal points in both provider and user countries.

The provisions will furthermore strengthen the ability of indigenous and local communities to
successfully engage in negotiations of mutually agreed terms. These provisions are linked to Section
I11.D on Traditional Knowledge and Section Il1.E on Capacity, respectively.

8) Awareness-raising
Example of Operational Text

Parties [should] take measures to raise awareness of ABS issues. Such measures could include:
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i.  making available up to date information about their domestic ABS framework, 1/ in particular
national laws, policies and procedures;

ii.  stepsto promote the CBD international regime on access and benefit sharing ;
iii.  organisation of stakeholder meetings;
iv.  promotion of codes of conduct;

v.  promotion of regional exchange of experiences related to ABS.

Explanations and rationale

Awareness about access and benefit-sharing issues is critical for the successful establishment of mutually
agreed terms and the further development and effective implementation of ABS frameworks at domestic
level. It will be important to raise awareness amongst users, providers, indigenous and local communities
and other groups. Awareness-raising activities also appear in section on Compliance - 111.C.1.1) a).

9) Measures to ensure participation and involvement of indigenous and local communities in
mutually agreed terms and sharing of benefits with traditional knowledge holders

View

Measures to ensure participation and involvement of indigenous and local communities holding
traditional knowledge associated with genetic resources must be an important component of the
international regime. However, this "brick" is closely linked to Sections D and E of the International
Regime Annex. These sections will only be discussed at the Eighth Meeting of the ABS Working Group,
in light of the deliberations of the Technical Expert Group on Traditional Knowledge. The EU welcomes
the opportunity to further discuss this issue and intends to submit an example of operational text and
underlying rationale prior to ABS WG8. The EU will continue to discuss its views with representatives
of indigenous and local communities prior to this submission.

10) Mechanisms to encourage benefits to be directed toward conservation and sustainable use of
biodiversity and socio-economic development, in particular the Millennium Development Goals
(MDGs) in accordance with national legislation

Example of Operational Text

Recognising that the conservation and sustainable use of biodiversity will contribute to socio-economic
development, Parties should take measures to encourage users and providers, in their mutually agreed
terms, to direct benefits arising from the utilisation of genetic resources towards the conservation and
sustainable use of biological diversity in accordance with the objectives set out in Article 1 of the CBD
as a contribution towards socio-economic development, in accordance with national legislation.

1 The term "domestic ABS framework™ in this and other Operational Texts submitted refers to the substantive
and procedural rules applicable to access to genetic resources and the fair and equitable sharing of the benefits arising out of their
utilization, within the scope of the international regime.
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Explanations and rationale

An important element of the international ABS regime will be that it also supports the other two
objectives of the Convention in order to enhance socio-economic development, in particular, in the run
up to 2015, the Millennium Development Goals.

2. Components for further consideration

5) Development of menus of model clauses for potential inclusion in material transfer agreements
Example of Operational Text

Emphasising that both providers and users of genetic resources benefit from the availability of model
clauses for potential inclusion in material transfer agreements and inventories/catalogues of typical
utilisations of genetic resources since the use of such clauses and inventories will raise legal certainty,
may lower transaction costs and will contribute to creating a level playing field between provider and
user when negotiating mutually agreed terms. [Preambular Paragraph]

1. Parties [should] take measures to encourage providers and users of genetic resources, when
establishing mutually agreed terms, to consider

= including in these terms model clauses developed in accordance with paragraphs 2 and 3 below,

= relevant inventories/catalogues of typical utilisations of genetic resources and related monetary
and non-monetary benefits.

2. In order to enhance legal certainty, lower transaction costs and promote equality in negotiations of
mutually agreed terms the Parties will establish a procedure for the development of sectoral model
clauses and inventories/catalogues of typical utilisations of genetic resources and related monetary or
non-monetary benefits. The procedure should:

i. identify sectors for which model clauses and inventories/catalogues of typical utilisations of
genetic resources and related benefits should be developed,

ii.  identify issues that should be addressed in model clauses,
iii.  include clear and transparent rules to facilitate the involvement of stakeholders.

3. The Parties will collectively consider and, where appropriate, adopt recommendations for model
clauses and inventories/catalogues of typical uses of genetic resources. They will regularly review and,
where appropriate, update such model clauses and inventories/catalogues of typical uses of genetic
resources.

Explanations and rationale

The availability of model clauses for potential inclusion in material transfer agreements and
inventories/catalogues of typical utilisations of genetic resources and related benefits will raise legal
certainty, may lower transaction costs and will contribute to creating a level playing field between
provider and user when negotiating mutually agreed terms.

The Preambular paragraph underlines the multiple benefits of model clauses.
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According to operational paragraph 1 providers and users of genetic resources should be encouraged to
consider using such model clauses and relevant inventories/catalogues of typical utilisations of genetic
resources when establishing mutually agreed terms, reflecting that this component refers to menus of
model clauses for potential inclusion in material transfer agreements.

Operational paragraphs 2 and 3 establish a procedure through which Parties collectively initiate the
development of as well as the eventual consideration, adoption and review of model clauses and
inventories/catalogues of typical utilisations of genetic resources and related benefits.

The same component appears in Section 111.C.2.1)b) under Development of tools to encourage
compliance.

6) Enhanced utilization of Bonn Guidelines
Example of Operational Text

Recalling Decision V1/24 of the Conference of the Parties to the Convention on Biodiversity adopting the
Bonn Guidelines on Access to Genetic Resources and Fair and Equitable Sharing of the Benefits Arising
out of their Utilization. [Preambular Paragraph]

Explanations and rationale

The Bonn Guidelines set out a best practice "baseline” for the international regime on access and benefit-
sharing and as such provide an important source of inspiration in the development and implementation of
the international ABS regime. Operational provisions of the international ABS regime should make
reference to the Bonn Guidelines or parts thereof whenever relevant and appropriate.

Section I11.B. - Access to genetic resources
1. Components for further elaboration with the aim of incorporating them in the IR

1) Recognition of the sovereign rights and the authority of Parties to determine access
Example of Operational Text

Recalling the sovereign rights of States over their natural resources and that the authority to determine
access to genetic resources rests with the national governments and is subject to national legislation.
[Preambular Paragraph]

Further recalling that each Contracting Party shall endeavour to create conditions to facilitate access to
genetic resources for environmentally sound uses by other Contracting Parties and not impose restrictions
that run counter to the objectives of the Convention. [Preambular Paragraph]

Further recalling that access to genetic resources shall be subject to the prior informed consent of the
Contracting Party providing such resources, unless otherwise determined by that Party; and in this
context recognising that each Contracting Party may determine that access to its genetic resources will
not be subject to prior informed consent in the context of Article 15 CBD. [Preambular Paragraph]

Explanations and rationale

Article 15.1 CBD recognises the sovereign rights of States over their natural resources and in this
context, that the authority to determine access to genetic resources rests with the national governments
and is subject to national legislation. For Contracting Parties, the authority of national governments to
determine access to genetic resources is qualified by Article 15.2: Contracting Parties are obliged to
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endeavour to create conditions to facilitate access to genetic resources for environmentally sound uses by
other Contracting Parties and not to impose restrictions that run counter to the objectives of the CBD.

Preambular paragraph 3 recalls that Contracting Parties may, in exercising their sovereign rights over
genetic resources, determine that access to their genetic resources will not be subject to prior informed
consent (Article 15.5 CBD, "unless otherwise determined").

2) Linkage of access to fair and equitable sharing of benefits
Example of Operational Text

Recognising that the fair and equitable sharing of benefits can only be realised after access to genetic
resources has been granted. [Preambular paragraph]

Recalling that Article 15(5) of the Convention provides that access to genetic resources shall be subject
to prior informed consent of the Contracting Party providing genetic resources, unless otherwise
determined by that Contracting Party. [Preambular paragraph]

Further Recalling that Article 15(4) of the Convention provides that Contracting Parties shall take
measures to ensure that access, where granted, is on mutually agreed terms. [Preambular paragraph]

1. Parties requiring prior informed consent for access to their genetic resources [should] take measures to
encourage providers and users to provide in their mutually agreed terms, as appropriate, for the fair and
equitable sharing of benefits arising from the utilisation of genetic resources, whilst recognising that the
fair and equitable sharing of benefits can only be realised after access to genetic resources has been
granted.

Explanations and rationale

The first preambular paragraph clarifies that benefits from the utilisation of genetic resources can only be
realised after access has been granted. The second and third preambular paragraphs recall relevant
provisions in Article 15 CBD.

The operational paragraph picks up on the fundamental notion in Article 15.7 that specific benefit-
sharing arrangements will be established on mutually agreed terms between the provider and the user of
genetic resources. Parties should take measures to encourage providers and users of genetic resources to
provide in their mutually agreed terms as appropriate for the fair and equitable sharing of benefits arising
from the utilisation of genetic resources.

The same operational paragraph also appears in 111.A.1.2) operational paragraph 1.

The same component appears in section 111.A.1.1).

3) Legal certainty, clarity and transparency of access rules
Example of Operational Text

To create conditions to facilitate access to genetic resources and to support compliance with access and
benefit-sharing related obligations across jurisdictions, Parties requiring prior informed consent [should]
take the necessary legislative, policy or administrative measures to provide for legal certainty, clarity and
transparency of their domestic ABS frameworks. (The measures referred to in this operational text are
those referred to in operational text 111.B.2.2).
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Explanations and rationale

According to Article 15.2 CBD Parties shall endeavour to create conditions to facilitate access to genetic
resources for environmentally sound uses by other Parties and not to impose restrictions that run counter
to the objective of the CBD. Legal certainty, clarity and transparency of national access frameworks are
general principles concretising this obligation of Parties under Article 15.2 CBD. The international
regime should include guidance on specific measures to give effect to these general principles. An
example of relevant operational text is provided below under 111.B.2.2).

2. Components for further consideration

1) Non-discrimination of access rules
Example of Operational Text

Each Party, when applying its domestic ABS framework, [should] not discriminate between users from
other Contracting Parties.

Explanations and rationale

Non-discrimination between users of genetic resources from other Contracting Parties is an important
concept adding to the predictability and legal certainty of national access decisions.

2) International access standards (that do not require harmonization of domestic access legislation)
to support compliance across jurisdictions

Example of Operational Text

Recalling the sovereign rights of States over their natural resources and that the authority to determine
access to genetic resources rests with the national governments and is subject to national legislation.
[Preambular Paragraph]

Further recalling that each Contracting Party shall endeavour to create conditions to facilitate access to
genetic resources for environmentally sound uses by other Contracting Parties and not impose restrictions
that run counter to the objectives of the Convention. [Preambular Paragraph]

Recognising that each Contracting Party may determine that access to its genetic resources will not be
subject to prior informed consent in the context of Article 15 CBD. [Preambular Paragraph]

Further recognising that the fair and equitable sharing of benefits can only be realised after access to
genetic resources has been granted. [Preambular paragraph]

1. To create conditions to facilitate access to genetic resources and to support compliance with access
and benefit-sharing related obligations across jurisdictions, Parties requiring prior informed consent
[should] take the necessary legislative, policy or administrative measures to provide for legal certainty,
clarity and transparency of their domestic ABS frameworks. These should include:

(General issues)

a) clear rules on accessing genetic resources existing in in situ and ex situ conditions that do not
discriminate between users from other Contracting Parties;
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b) a clear procedure for applying for prior informed consent from a competent authority and, where
applicable, from indigenous and local communities;

c) a simplified procedure for access to genetic resources for non-commercial research in accordance with
[Operational Text provided under 111.B.2.5)].

d) making available and easily accessible information on their domestic ABS frameworks, in particular
on how to apply for prior informed consent;

e) providing and regularly updating the information generated under subparagraph (d) to the CBD
Clearing House Mechanism, including information on ABS focal points;

) requiring the competent authority to register its decision to grant prior informed consent in the CBD
Clearing House Mechanism;

g) Appropriate administrative or judicial appeals procedures in respect of PIC, including for failure to act
and discriminatory access practices;

(Specific aspects for obtaining decisions on prior informed consent from the competent authority)

h) requiring that decisions by competent authorities granting or refusing prior informed consent are
reasoned, set out in writing, and notified to the applicant;

i) identifying in the domestic ABS framework the grounds upon which prior informed consent may be
denied,;

J) requiring competent authorities to take decisions on prior informed consent within a reasonable period
of time as specified in the domestic ABS framework;

k) ensuring that the costs for obtaining decisions on prior informed consent do not exceed the actual costs
of processing the application;

I) requiring the competent authority to include in its decision to grant prior informed consent available
passport data as well as a reference code of the genetic resource(s) covered by this decision;

(Specific aspects related to mutually agreed terms (normally set out in contracts)):

m) clear rules, in domestic ABS frameworks, for establishing mutually agreed terms;

n) requiring the establishment of mutually agreed terms;

0) requiring that mutually agreed terms be set out in writing;

p) requiring that mutually agreed terms include a clause on the settlement of disputes;

g) requiring that mutually agreed terms reflect that consideration has been given to benefit-sharing;

r) reference to the model clauses and inventories/catalogues of utilisations of genetic resources and
related benefits developed in accordance with OT 111.A.2.5).

2. The additional measures set out in [Operational Text 111.C.2.3)] to support compliance in cases of
misappropriation will be applicable if the domestic ABS framework of a Contracting Party providing a
genetic resource is in conformity with paragraph 1 of this Operational Text.
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Explanations and rationale

The first and second Preambular paragraphs recall Article 15.1 and 15.2 CBD and are the same as in
Operational Text I11.B.1.1).

The third Preambular paragraph acknowledges that Contracting Parties may, in exercising their sovereign
rights over genetic resources, determine that access to their genetic resources will not be subject to prior
informed consent (Article 15.5 CBD, "unless otherwise determined"). The text is the same as in
Operational Text I11.B.1.1).

The fourth Preambular paragraph clarifies that benefits from the utilisation of genetic resources can only
be realised after access has been granted. The text is the same as in Operational Text I11.A.1.1).

Operational paragraph 1 concretises the obligation of Contracting Parties to endeavour to create
conditions to facilitate access to genetic resources. The first sentence of this paragraph is the same as the
operative paragraph submitted for component 111.B.1.3) on legal certainty, clarity and transparency of
access rules. The second sentence of this paragraph and sub-paragraphs a) to r) translate the general
principles of legal certainty, clarity and transparency into specific issues and measures that should be
reflected in national access frameworks.

Operational paragraph 2 establishes the link between implementation of the essential elements listed in
paragraph 1 a) to r) and additional measures to support compliance: The additional measures set out in
[Operational Text 111.C.2.3)] to support compliance in cases of misappropriation will be applicable if the
domestic ABS framework of a Contracting Party providing a genetic resource is in conformity with
operational paragraph 1. — The EU has consistently underscored the relevance of the link between access
and compliance. The operational text suggests how this link between access-related decisions in the
jurisdiction of Parties providing genetic resources and measures to support compliance in jurisdictions
where these genetic resources are utilised could be addressed through operational text.

3) Internationally developed model domestic legislation
Example of Operational Text

The Parties will, as soon as practicable, adopt examples of model provisions for domestic legislation and
exemplary frameworks for administrative decision making that are consistent with the international
access standards set out in [Operational Text I11.B.2.2)].

Explanations and rationale

The ABS-related provisions of the Convention and the future International ABS Regime need to be
implemented at national level to be effective. Recent studies indicate that so far only few CBD Parties
have developed national legislation on access and benefit-sharing. Internationally developed model
domestic legislation would have an important role in strengthening national capacity for developing
national legislation and for implementing the international ABS regime.

The operational text suggests that model domestic legislation is developed internationally after
negotiations on the international ABS regime have been concluded and the specific content of the
international ABS regime is known.
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5) Simplified access rules for non-commercial research
Example of Operational Text

1. Parties requiring prior informed consent [should] provide for a simplified administrative procedure for
access to genetic resources for non-commercial research.

2. The classification of research as “non-commercial” may be determined based on its nature, form and
objective, particularly on the non-commercial intent at the time of access.

3. To preserve the integrity of the simplified procedure, Contracting Parties [should] take measures
aimed at

a) ensuring that obligations in relation to access and benefit-sharing are passed on to subsequent users;

b) addressing potential changes in intent by non-commercial users, including through identification of
clear reference points for such changes;

c) ensuring the renegotiation of mutually agreed terms with the provider of the genetic resource in cases
of changes in intent by non-commercial users where appropriate

d) avoiding that users of genetic resources without obligations vis a vis the provider make use of
generated information if such use is restricted, for example, through publication policies.

e) giving recognition to the commitment of users of genetic resources to ABS best practice codes of
conduct applicable to the research community.

4. Parties [should] take measures to encourage providers and users of genetic resources, when
establishing mutually agreed terms, to consider including in these terms model clauses and relevant
inventories/catalogues of typical utilisations of genetic resources developed in accordance with [OT
developed under I11.A.2.5)].

5. Parties will collaborate in the exchange of experience in the use of and the development of electronic
tools for the tracking of genetic resources.

6. Parties will exchange information on best practices in the application of simplified administrative
procedures for access to genetic resources for non-commercial research.

Explanations and rationale

Biodiversity-research makes an important contribution to the implementation of the CBD. Simplified
access is particularly important for non-commercial research, such as taxonomic work.

Operative paragraph 1 establishes that each Party requiring prior informed consent should provide for a
simplified procedure for access to genetic resources for non-commercial research. Operative paragraphs
2 and 3 provide guidance on how Parties may identify the non-commercial intent of those seeking
simplified access and the steps that may be taken to ensure that the simplified access rules for non-
commercial are not abused.

Operative paragraph 4 repeats operational text provided under component I111.A.2.5).

Operative paragraphs 5 and 6 establish an exchange of experience and information that will support
Parties in building the necessary confidence in the effective functioning of and integrity of their
simplified access procedures for non-commercial research.



UNEP/CBD/ABS/7/INF/1
Page 19

Section I11.C. - Compliance

1. Components to be further elaborated with the aim of incorporating them in the international regime

1) Development of tools to encourage compliance:

(a) Awareness-raising activities
Example of Operational Text

Parties [should] take measures to raise awareness of ABS issues. Such measures could include:

i.  making available up to date information about their domestic ABS framework, in particular
national laws, policies and procedures;

ii.  stepsto promote the CBD international regime on access and benefit sharing;
iii.  organisation of stakeholder meetings;
iv. promotion of codes of conduct in consultation with stakeholders;

v.  Promotion or regional exchange of experiences related to ABS.
Explanations and rationale

Awareness about access and benefit-sharing issues is critical for the successful establishment of mutually
agreed terms and the further development and effective implementation of ABS frameworks at national
level. It will be important to raise awareness amongst users, providers, indigenous and local
communities, and other groups. Awareness-raising activities also appear in section on Fair and equitable
benefit-sharing - 111.A.1.8).

2) Development of tools to monitor compliance:

(a) Mechanisms for information exchange
Example of Operational Text

1. Parties will collaborate to facilitate information exchange on access and benefit-sharing between
Parties, providers and users of genetic resources, including through the CBD's clearing house mechanism,
and, where appropriate, between national ABS focal points with a view to:

i.  supporting potential users of genetic resources in accessing relevant information;

ii.  helping providers of genetic resources to obtain relevant information, including in specific
cases of alleged infringements of provider country requirements in relation to prior informed
consent and mutually agreed terms.

2. Parties will collaborate in the exchange of experience in the use of and the development of electronic
tools for the tracking of genetic resources.

3. Parties will exchange information on best practices in the application of simplified administrative
procedures for access to genetic resources for non-commercial research.



UNEP/CBD/ABS/7/INF/1
Page 20

Explanations and rationale

Information-exchange under the international ABS regime should support Parties, providers and users in
obtaining information relevant to them. Furthermore, information-sharing between ABS focal points
could provide (case-) specific information.

b) Internationally recognized certificate issued by a domestic competent authority
Views

The EU suggests focussing further elaborations on an internationally recognised certificate of
compliance. Such certificate could provide legal credibility across different jurisdictions that a specific
genetic resource has been obtained in accordance with national access rules in the country issuing the
certificate. It could thereby add to legal certainty for users and providers of genetic resources.

The EU considers that an internationally recognised certificate of compliance could essentially be the
written decision of a national competent authority granting prior informed consent that is registered in
the CBD's clearing-house mechanism. Registration should be required for Parties implementing the
international access standards set out in Operational Text 111.B.2.2).

An internationally recognised certificate of compliance could provide legal credibility across
jurisdictions that a specific genetic resource has been obtained in accordance with national access rules
in the country issuing the certificate. The EU considers that it would raise legal certainty for users of
genetic resources if internationally recognised certificates of compliance were to be available and
reliable. Such certificates could potentially be a reliable tool to demonstrate that genetic resources have
been acquired in accordance with national rules. More detailed considerations on the scope, nature,
content and governance of an internationally recognised certificate of compliance are needed, including
its interaction with potential further elements of the international ABS regime.

2. Components for further consideration

1) Development of tools to encourage compliance:
(a) International understanding of misappropriation/misuse
Views

The EU recalls its expressed willingness to engage in a substantive discussion on further measures to
support compliance with prior informed consent and mutually agreed terms not excluding legally binding
ones and that this discussion could also include work on an international definition of misappropriation
and a related international obligation to prohibit the use of misappropriated genetic resources.

The EU continues to see merit in further discussing the issue of misappropriation. An international
understanding of "misappropriation” of genetic resources must focus on (1) acquisition of a genetic
resource in circumvention of national PIC requirements that meet international access standards
(purposeful or negligent); (2) the acquisition of a genetic resource without setting up MAT (purposeful or
negligent). Breaches of contract must be left outside the scope of any international understanding of
"misappropriation”, since breaches of contracts can be pursued through a well established set of national
and international level rules.
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A key challenge to developing an international understanding of misappropriation is how to approach the
link between national access legislation of provider countries and eventual user countries measures to
pursue instances of misappropriation so that fundamental legal principles of clarity, predictability,
proportionality and reciprocity are respected and practical implementation issues such as the burden of
proof in national court proceedings or the distinction between genetic resources within and outside the
scope of the international ABS regime are addressed. The development of international access standards
that are linked to the application of any provisions on misappropriation is central in this regard.

(b) Sectoral menus of model clauses for material transfer agreements
Example of Operational Text

Emphasising that both providers and users of genetic resources benefit from the availability of model
clauses for potential inclusion in material transfer agreements and inventories/catalogues of typical
utilisations of genetic resources since the use of such clauses and inventories will raise legal certainty,
may lower transaction costs and will contribute to creating a level playing field between provider and
user when negotiating mutually agreed terms. [Preambular Paragraph]

1. Parties [should] take measures to encourage providers and users of genetic resources, when
establishing mutually agreed terms, to consider

= including in these terms model clauses developed in accordance with paragraphs 2 and 3 below,

= relevant inventories/catalogues of typical utilisations of genetic resources and related monetary
and non-monetary benefits.

2. In order to enhance legal certainty, lower transaction costs and promote equality in negotiations of
mutually agreed terms the Parties will establish a procedure for the development of sectoral model
clauses and inventories/catalogues of typical utilisations of genetic resources and related monetary or
non-monetary benefits. The procedure should:

i.  identify sectors for which model clauses and inventories/catalogues of typical utilisations of
genetic resources and related benefits should be developed,

ii.  identify issues that should be addressed in model clauses,
iii.  include clear and transparent rules to facilitate the involvement of stakeholders.

3. The Parties will collectively consider and, where appropriate, adopt recommendations for model
clauses and inventories/catalogues of typical uses of genetic resources. They will regularly review and,
where appropriate, update such model clauses and inventories/catalogues of typical uses of genetic
resources.

Explanations and rationale

The availability of model clauses for potential inclusion in material transfer agreements and
inventories/catalogues of typical utilisations of genetic resources and related benefits will raise legal
certainty, may lower transaction costs and will contribute to creating a level playing field between
provider and user when negotiating mutually agreed terms.

The Preambular paragraph underlines the multiple benefits of model clauses.
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According to operational paragraph 1 providers and users of genetic resources should be encouraged to
consider using such model clauses and relevant inventories/catalogues of typical utilisations of genetic
resources when establishing mutually agreed terms, reflecting that this component refers to menus of
model clauses for potential inclusion in material transfer agreements.

Operational paragraphs 2 and 3 establish a procedure through which Parties collectively initiate the
development of as well as the eventual consideration, adoption and review of model clauses and
inventories/catalogues of typical utilisations of genetic resources and related benefits.

The same component appears in Section I11.A.2.5).

(c) Codes of conduct for important groups of users
Example of Operational Text

Recognising the existence of a range of national and international, sectoral or company specific codes of
conduct and best practice guidelines on access and benefit-sharing and their importance in achieving the
third objective of the Convention. [Preambular Paragraph]

1. Parties will support, as appropriate, the development, review and eventual update of access and
benefit-sharing related codes of conduct for important groups of users of genetic resources.

Explanations and rationale

The adoption of the CBD and the Bonn Guidelines has resulted in the development of a range of codes of
conduct and best practice guidelines on access and benefit-sharing. Codes of conduct and best practice
guidelines contribute to and enhance the effective implementation of domestic regulatory frameworks. It
is therefore important that Parties appreciate codes of conduct and best practice guidelines as potential
building blocks of the international regime on access and benefit-sharing.

(d) Identification of best-practice codes of conduct
Example of Operational Text

Recognising the existence of a range of national and international, sectoral or company specific codes of
conduct and best practice guidelines on access and benefit-sharing and their importance in achieving the
third objective of the Convention. [Preambular Paragraph]

1. Parties will collectively establish a procedure for identifying and regularly reviewing access and
benefit-sharing related codes of conduct and guidelines that constitute best-practice.

Explanations and rationale

Codes of conduct and best practice guidelines contribute to and enhance the effective implementation of
domestic regulatory frameworks. It is therefore important that Parties appreciate codes of conduct and
best practice guidelines as potential building blocks of the international regime on access and benefit-
sharing. This should be supported by collective efforts of Parties to identify those codes and guidelines
that constitute best-practice.
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(e) Research funding agencies to oblige users receiving research funds to comply with specific
access and benefit sharing requirements

Views

The EU welcomes the opportunity to further discuss this issue with a view to submitting an example of
operational text and underlying rationale prior to ABS WGS.

(f) Unilateral declaration by users
Views

The EU welcomes the opportunity to further discuss the potential role of unilateral declarations by users
in supporting compliance (particularly with PIC) by demonstrating that genetic resources have been
legally obtained, with a view to submitting an example of operational text and underlying rationale prior
to ABS WG8.

(9) International access standards (that do not require harmonization of domestic access
legislation) to support compliance across jurisdictions

Example of Operational Text

1. The additional measures set out in [Operational Text 111.C.2.3] to support compliance in cases of
misappropriation will be applicable if the domestic ABS framework of a Contracting Party providing a
genetic resource is in conformity with paragraph 1 of [OT 111.B.2.2]

Explanations and Rationale

The EU considers that international access standards should be a key component of the international
ABS regime, including a simplified access procedure for cases of non-commercial research. The
establishment of international access standards is, in our view, also a pre-requisite for potential additional
measures to support compliance in cases of misappropriation of genetic resources. As identified in
Operational Text 111.B.2.2) paragraph 2, the additional measures to support compliance in cases of
misappropriation will only be applicable if the domestic ABS framework of a Contracting Party
providing a genetic resource is in conformity with paragraph 1 of Operational Text 111.B.2.2).

2) Development of tools to monitor compliance:
(b) Information technology for tracking
Views

The EU welcomes the opportunity to further discuss steps that allow tracking of genetic resources in
cases of doubt on the fulfilment of ABS requirements by users, with a view to submitting an example of
operational text and underlying rationale prior to ABS WG8. The EU also stresses the need to ensure
that the international regime is crafted in a way that maximises the utility of modern IT tools to ABS
governance. The EU envisages an international regime that is practical, and minimises costs and
administrative burden for both providers and users.
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(c) Disclosure requirements
Views

The EU recalls its proposal to the World Intellectual Property Organization (WIPQO) of December 2004
that sets out a balanced and effective way to include in international patent law a binding requirement to
disclose the origin or source of genetic resources and associated traditional knowledge in patent
applications. The disclosure requirement as proposed by the EU would, if adopted, allow States to keep
track, at global level, of all patent applications with regard to genetic resources and thereby enhance
transparency about uses of genetic resources that have left the providing country.

In the context of the ongoing WTO negotiations of the Doha Development Agenda the EU has agreed to
amend the WTO Agreement on Trade-Related Aspects of Intellectual Property rights (TRIPS) to include
a mandatory requirement for the disclosure of the country providing/source of genetic resources, and/or
associated traditional knowledge for which a definition would be agreed, in patent applications. Patent
applications would not be processed without completion of the disclosure requirement. On substance the
EU would not go beyond its above-mentioned proposal in WIPO.

3) Development of tools to enforce compliance:
Views

The EU looks forward to the deliberations of the Group of Legal and Technical Experts on ABS
compliance issues that will take place in Tokyo, 27-30 January 2009. The EU expects to benefit from the
advice of this group and intends to submit examples of operational text and underlying rationale prior to
ABS WGS.

(a) Measures to ensure access to justice with the aim of enforcing ABS arrangements
(b) Dispute settlement mechanisms:

(i) Inter-State

(ii) Private international law

(iii) Alternative dispute resolution

(c) Enforcement of judgments and arbitral awards across jurisdictions

(d) Information exchange procedures between national focal points for access and benefit sharing
to help providers obtain relevant information in specific cases of alleged infringements of prior-
informed-consent requirements

(e) Remedies and sanctions

4) Measures to ensure compliance with customary law and local systems of protection
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INDIA

India’s Views for Seventh Meeting of Ad hoc Open-ended Working Group on Access and Benefit
sharing (ABSWG-7)

The International Regime

1. Objective

1. Effectively implement the provisions in Articles 15, 8(j), 1, 16 and 19.2 of the Convention
specifically by:

- regulating access to genetic resources, their derivatives and associated traditional
knowledge in a transparent manner;

- Ensuring fair and equitable sharing of benefits arising out of the utilization of genetic
resources, their derivatives and associated traditional knowledge and to prevent their
misappropriation and misuse;

- Securing compliance in user countries with national laws and requirements, including
PIC and MAT, of the country of origin providing those resources or of the Party that has
acquired those resources in accordance with the Convention on Biological Diversity.

2. Scope

1. The international regime on access and benefit-sharing applies to genetic resources, and their
derivatives, as well as associated traditional knowledge, and derivatives of traditional knowledge
associated with genetic resources, innovations and practices.

2. The international regime on access and benefit-sharing does not apply to:
- Human genetic resources;

- Species listed in Annex | of the International Treaty on Plant Genetic Resources for Food
and Agriculture unless they are used beyond the purpose of the said treaty;

- Genetic resources, including marine genetic resources found in areas beyond national
jurisdiction.
3. Main components

A. Fair and equitable benefit sharing

1. Parties shall take measures and establish minimum conditions and standards for ensuring fair and
equitable sharing of results of research, and of benefits arising from every commercial and other forms of
utilization of genetic resources, derivatives and associated traditional knowledge, upon mutually agreed
terms.
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2. The benefits shared shall be monetary and/or non-monetary. Monetary benefits may include:

Access fees/fee per sample;

Up-front payments;

Milestone payments;

Payment of royalties;

Licence fees in case of commercialization;
Research funding; and

Investment in joint ventures.

Non-monetary benefits may include:

Sharing of research and development results;

Participation in product development;

Collaboration, cooperation and contribution in education and training;

Transfer to the provider of the genetic resources, their derivatives and/or associated

traditional knowledge, the technology developed using such resources and knowledge,

including biotechnology, or the technology which is relevant to the conservation and
sustainable use of biological diversity, on fair and most favourable terms, including on
concessional and preferential terms where mutually agreed.

e Strengthening capacities to enable effective technology transfer to user developing
country Parties and to Parties that are countries with economies in transition and
technology development in the country of origin that provides genetic resources. Also to
facilitate abilities of indigenous and local communities to conserve and sustainably use
their genetic resources;

o Institutional capacity-building;

o Human and material resources to strengthen the capacities for the administration and
enforcement of access regulations;

e Training related to genetic resources with the full participation of providing Parties, and
where possible, in such Parties;

e Access to scientific information relevant to conservation and sustainable use of
biological diversity, including biological inventories and taxonomic studies;

e Contributions to the local economy;

e Food and livelihood security benefits; and

e Joint ownership of relevant intellectual property rights.

B. Access to genetic resources

1. States have sovereign rights over their own genetic resources, and the authority to determine
access to genetic resources, their derivatives and associated traditional knowledge rests with the national
governments and is subject to national legislation.

2. Parties shall take measures, which are clear and transparent, to facilitate access for
environmentally sound uses, on mutually agreed terms and subject to prior informed consent of country
providing such resources, so as to ensure fair and equitable sharing of benefits arising from such use to
the country providing the resource including by using certificate of compliance with national legislations.
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C. Compliance

1. Compliance to the international regime shall be ensured through a mandatory internationally
recognized certificate of compliance issued by a national competent authority.

2. Parties shall establish other effective supporting mechanisms for compliance at border check
points, IPR offices, entities funding research, etc., including by using certificate of compliance with
national legislations, so as to prevent misappropriation of resources.

3. Intellectual property rights applications whose subject matters concern or make use of genetic
resources, derivatives and/or associated traditional knowledge shall disclose the country of origin or
source of such genetic resources, derivatives and /or associated traditional knowledge, as well as
evidence that provisions regarding prior informed consent and benefit sharing have been complied with,
in accordance with the national legislation of the country providing the resources.

4. National legislation shall provide for remedies to sanction lack of compliance with the
requirements set out in the above paragraph which must include inter alia revocation of the intellectual
property rights in question, as well as co-ownership of the IPR and its transfer.

D. Traditional knowledge associated with genetic resources

1. Parties shall take measures to ensure fair and equitable sharing of benefits arising from the use of
traditional knowledge associated with genetic resources in consultation with the holders of such
knowledge.

E. Capacity building
1. The international regime shall provide for capacity building of developing country Parties, for
development of national legislation, participation in negotiations, information and communication

technology, development and use of valuation methods, monitoring and enforcing compliance,
technology transfer and cooperation, etc.

4. Nature

1. The international regime shall be composed of a single legally binding instrument containing a
set of principles, norms, rules and compliance and enforcement measures.

*kk*k
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MEXICO

Annex I Decision IX/12 CBD

OPINION DE MEXICO

THE INTERNATIONAL REGIME

I. OBJECTIVE /

Effectively implement the provisions [in Articles 15, 8(j), 1, 16 and 19.2] of the Convention [and its three
objectives], specifically by:

fracilitatinglfRegulate] access to genetic resources, [their derivatives] [and products] [and
associated traditional knowledge];]

Ensuring the effective, fair and equitable sharing of benefits arising out of their utilization, [their
derivatives] [and associated traditional knowledge] [and to prevent their misappropriation and
misuse];
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[Securing compliance in user countries with national laws and requirements, including PIC and MAT,
of the country providing those resources or of the Party that has acquired those resources in
accordance with the Convention on Biological Diversity].

[taking into account all rights over those resources, including the rights of indigenous and local
communities, and ensuring compliance with PIC.]

Il. SCOPE 21/

Option 1 (Consolidated text of submissions made at WG-ABS 6)

1. The international regime on access and benefit-sharing applies to [biological resources,] genetic
resources, [derivatives,] as well as [to their] [associated] traditional knowledge, innovations and practices
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[2. Subject to paragraph 1, the international regime on access and benefit-sharing applies to:

(a) [Benefits arising from commercial and other utilization] [from] [genetic resources acquired after] the
entry into force of the finternacionatregime} [Convention on Biological Diversity];

[(b) Continuing benefits arising from commercial and other utilization taken prior to the coming into force of
the Convention on Biological Diversity.]]

3. The international regime on access and benefit-sharing does not apply to:

(a) [Human genetic resources; ]

(b) [Genetic resources that were acquired before the entry into force of the Convention on Biological
Diversity on 29 December 1993 [or before the entry into force for a Party];] [Genetic material acquired prior
to the national ratification of the Convention on Biological Diversity [and since then cultivated ex situ];]

(c) [Genetic material already made freely available by the country of origin;]

(d) [[Species] [listed in Annex I of] [genetic resources covered under] the International Treaty on Plant
Genetic Resources for Food and Agriculture [unless they are used beyond the purpose of the said treaty];]

(e) [Genetic resources, including marine genetic resources found in areas beyond national jurisdiction;]

(f) [Genetic resources located in the Antarctic Treaty Area.]

Option 2

The international regime applies to all genetic resources and associated traditional knowledge, innovations
and practices covered by the Convention on Biological Diversity, subject to other international obligations,
with the exclusion of human genetic resources and genetic resources beyond national jurisdiction.
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(c) El conocimiento tradicional asociado a los recursos genéticos y sus derivados.

(@) Los beneficios derivados de la utilizacién de los recursos genéticos, los derivados y
productos.

Option 3

1. Will cover:
Access to genetic resources and promotion and safeguarding of fair and equitable sharing of the
benefits arising out of the utilization of genetic resources in accordance with relevant provisions of
the Convention on Biological Diversity;
Traditional knowledge, innovations and practices in accordance with Article 8(j).

2. Outside the scope will be:

Genetic resources that were acquired before the entry into force of the Convention on Biological
Diversity on 29 December 1993;

Human genetic resources.
3. The international regime on access and benefit-sharing established in the framework of the Convention on
Biological Diversity should provide flexibility to respect existing and allow for the implementation and
potential and further development of other, more specialized international access and benefit-sharing
systems.
4. Special consideration will be given to:
Genetic resources covered by the FAO International Treaty on Plant Genetic Resources for Food and
Agriculture when these are accessed for research, breeding or training for the purpose for food and
agriculture;

The relationship with the International Convention for the Protection of New Varieties of Plants
(UPQV);

Marine genetic resources found in areas beyond national jurisdiction;
Genetic resources located in the Antarctic Treaty area;
Animal genetic resources for food and agriculture;

Work within the WIPO Intergovernmental Committee on Intellectual Property, Genetic Resources,
Traditional Knowledge and Folklore;

Genetic resources within the remit of the FAO Commission on Genetic Resources for Food and Agriculture.

lll. Main Components

A. Fair and equitable benefit-sharing
1. Components to be further elaborated with the aim of incorporating them in the international regime

1) Linkage of access to the fair and equitable sharing of benefits
2) Benefits to be shared on mutually agreed terms

3) Monetary and/or non-monetary benefits

4) Access to and transfer of technology

5) Sharing of results of research and development on mutually agreed terms
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6) Effective participation in research activities, and/or joint development in research activities
7) Mechanisms to promote equality in negotiations
8) Awareness-raising

9) Measures to ensure participation and involvement of indigenous and local communities in mutually
agreed terms and sharing of benefits with traditional knowledge holders

10) Mechanisms to encourage benefits to be directed toward conservation and sustainable use of
biodiversity and socio-economic development, in particular the Millennium Development Goals (MDGs) in
accordance with national legislation

2. Components for further consideration

1) Development of international minimum conditions and standards

2) Benefit-sharing for every use

3) Multilateral benefit-sharing options when origin is not clear or in transboundary situations

4) Establishment of trust funds to address transboundary situations

5) Development of menus of model clauses for potential inclusion in material transfer agreements

6) Enhanced utilization of Bonn Guidelines

B. Access to genetic resources 22/
1. Components to be further elaborated with the aim of incorporating them in the international regime
1) Recognition of the sovereign rights and the authority of Parties to determine access

2) Linkage of access to fair and equitable sharing of benefits
3) Legal certainty, clarity and transparency of access rules

2. Components for further consideration
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1) Non-discrimination of access rules

2) International access standards (that do not require harmonization of domestic access legislation) to
support compliance across jurisdictions

3) Internationally developed model domestic legislation

4) Minimization of administration and transaction costs

5) Simplified access rules for non-commercial research

C. Compliance

1. Components to be further elaborated with the aim of incorporating them in the international regime
1) Development of tools to encourage compliance:

(a) Awareness-raising activities

2) Development of tools to monitor compliance:

(@) Mechanisms for information exchange

b) Internationally recognized certificate issued by a domestic competent authority
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3) Development of tools to enforce compliance

2. Components for further consideration

1) Development of tools to encourage compliance:

(a) International understanding of misappropriation/misuse

(b) Sectoral menus of model clauses for material transfer agreements

(c) Codes of conduct for important groups of users

(d) Identification of best-practice codes of conduct

(e) Research funding agencies to oblige users receiving research funds to comply with specific access and
benefitsharing requirements

(f) Unilateral declaration by users

(g) International access standards (that do not require harmonization of domestic access legislation) to
support compliance across jurisdictions

2) Development of tools to monitor compliance:

(a) Tracking and reporting systems
(b) Information technology for tracking

(c) Disclosure requirements

(d) Identification of check points

3) Development of tools to enforce compliance:
(@) Measures to ensure access to justice with the aim of enforcing ABS arrangements

(b) Dispute settlement mechanisms:
(i) Inter-State

(ii) Private international law

(iii) Alternative dispute resolution

(c) Enforcement of judgments and arbitral awards across jurisdictions

(d) Information exchange procedures between national focal points for access and benefitsharing to help
providers obtain relevant information in specific cases of alleged infringements of prior-informed-consent
requirements

(e) Remedies and sanctions

4) Measures to ensure compliance with customary law and local systems of protection
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D. Traditional knowledge associated with genetic resources 23/
1. Components to be further elaborated with the aim of incorporating them in the international regime

1) Measures to ensure the fair and equitable sharing with traditionalknowledge holders of benefits arising
out of the utilization of traditional knowledge in accordance with Article 8(j) of the Convention on Biological
Diversity

2) Measures to ensure that access to traditional knowledge takes place in accordance with community level
procedures

3) Measures to address the use of traditional knowledge in the context of benefit-sharing arrangements

4) Identification of best practices to ensure respect for traditional knowledge in ABS related research

5) Incorporation of traditional knowledge in development of model clauses for material transfer agreements
6) Identification of individual or authority to grant access in accordance with community level procedures
7) Access with approval of traditionalknowledge holders

8) No engineered or coerced access to traditional knowledge

2. Components for further consideration
1) Prior informed consent of, and mutually agreed terms with, holders of traditional knowledge, including
indigenous and local communities, when traditional knowledge is accessed

2) Internationally developed guidelines to assist Parties in the development of their domestic legislation and
policies
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3) Declaration to be made on the internationally recognized certificate as to whether there is any associated
traditional knowledge and who owners of traditional knowledge are

4) Community-level distribution of benefits arising out of traditional knowledge

E. Capacity
1. Components to be further elaborated with the aim of incorporating them in the international regime
1) Capacity-building measures at all relevant levels for:

(a) Development of national legislation

(b) Participation in negotiations, including contract negotiations

(c) Information and communication technology

(d) Development and use of valuation methods

(e) Bioprospecting, associated research and taxonomic studies

(f) Monitoring and enforcing compliance

(g) Use of access and benefit-sharing for sustainable development

2) National capacity self-assessments to be used as a guideline for minimum capacity-building requirements
3) Measures for technology transfer and cooperation

4) Special capacity-building measures for indigenous and local communities

5)Development of menus of model clauses for potential inclusion in material transfer agreements

2. Components for further consideration

1) Establishment of a financial mechanism

IV. NATURE

Compilation of proposals on nature 24/

1. Recommendation of Co-Chairs of the Working Group

Options

1. One legally binding instrument

2. A combination of legally binding and non-binding instruments

3. A non-binding instrument

2. Submissions

Option 1

The international regime should be legally binding. In addition, it should stress more cooperative
enforcement between parties and not refer conflicts primarily to private international law, which is not only
expensive, but also a strain on resource poor countries.

Option 2

1. One legally binding instrument

2. A combination of legally binding and/or non-binding instruments

3. A non-binding instrument
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Se sugiere la Opcion 2, ya que los elementos no vinculantes se agregaran como anexos al
Régimen Internacional

Option 3

The international regime shall be composed of a single legally binding instrument containing a set of
principles, norms, rules and compliance and enforcement measures.

Option 4

The nature should be discussed after deliberations of the substance of an international regime are
completed. For the time being, Japan suggests the following: the international regime could be composed of
one or more non-binding instruments within a set of principles, norms, rules and decision-making
procedures.

Option 5

The international regime should be composed of one or more legally binding and/or non-binding instruments
within a set of principles, norms, rules and procedures, legally binding and non-binding.
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ENGLISH TRANSLATION

Annex I Decision IX/12 CBD

OPINION DE MEXICO

THE INTERNATIONAL REGIME

I. OBJECTIVE /

Effectively implement the provisions [in Articles 15, 8(j), 1, 16 and 19.2] of the Convention [and its three
objectives], specifically by:

fracilitatinglfRegulate] access to genetic resources, [their derivatives] [and products] [and
associated traditional knowledge];]

Ensuring the effective, fair and equitable sharing of benefits arising out of their utilization, [their
derivatives] [and associated traditional knowledge] [and to prevent their misappropriation and
misuse];
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[Securing compliance in user countries with national laws and requirements, including PIC and MAT,
of the country providing those resources or of the Party that has acquired those resources in
accordance with the Convention on Biological Diversity].

[taking into account all rights over those resources, including the rights of indigenous and local
communities, and ensuring compliance with PIC.]

Il. SCOPE 21/

Option 1 (Consolidated text of submissions made at WG-ABS 6)

1. The international regime on access and benefit-sharing applies to [biological resources,] genetic
resources, [derivatives,] as well as [to their] [associated] traditional knowledge, innovations and practices
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[2. Subject to paragraph 1, the international regime on access and benefit-sharing applies to:

(a) [Benefits arising from commercial and other utilization] [from] [genetic resources acquired after] the
entry into force of the finternacionatregime} [Convention on Biological Diversity];

[(b) Continuing benefits arising from commercial and other utilization taken prior to the coming into force of
the Convention on Biological Diversity.]]

3. The international regime on access and benefit-sharing does not apply to:

(a) [Human genetic resources;]

(b) [Genetic resources that were acquired before the entry into force of the Convention on Biological
Diversity on 29 December 1993 [or before the entry into force for a Party];] [Genetic material acquired prior
to the national ratification of the Convention on Biological Diversity [and since then cultivated ex situ];]

(c) [Genetic material already made freely available by the country of origin;]

(d) [[Species] [listed in Annex I of] [genetic resources covered under] the International Treaty on Plant
Genetic Resources for Food and Agriculture [unless they are used beyond the purpose of the said treaty];]

(e) [Genetic resources, including marine genetic resources found in areas beyond national jurisdiction;]

(f) [Genetic resources located in the Antarctic Treaty Area.]

Option 2

The international regime applies to all genetic resources and associated traditional knowledge, innovations
and practices covered by the Convention on Biological Diversity, subject to other international obligations,
with the exclusion of human genetic resources and genetic resources beyond national jurisdiction.
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Option 3

1. Will cover:
Access to genetic resources and promotion and safeguarding of fair and equitable sharing of the
benefits arising out of the utilization of genetic resources in accordance with relevant provisions of
the Convention on Biological Diversity;
Traditional knowledge, innovations and practices in accordance with Article 8(j).

2. Outside the scope will be:

Genetic resources that were acquired before the entry into force of the Convention on Biological
Diversity on 29 December 1993;

Human genetic resources.
3. The international regime on access and benefit-sharing established in the framework of the Convention on
Biological Diversity should provide flexibility to respect existing and allow for the implementation and
potential and further development of other, more specialized international access and benefit-sharing
systems.
4. Special consideration will be given to:
Genetic resources covered by the FAO International Treaty on Plant Genetic Resources for Food and
Agriculture when these are accessed for research, breeding or training for the purpose for food and
agriculture;

The relationship with the International Convention for the Protection of New Varieties of Plants
(UPQV);

Marine genetic resources found in areas beyond national jurisdiction;
Genetic resources located in the Antarctic Treaty area;
Animal genetic resources for food and agriculture;

Work within the WIPO Intergovernmental Committee on Intellectual Property, Genetic Resources,
Traditional Knowledge and Folklore;

Genetic resources within the remit of the FAO Commission on Genetic Resources for Food and Agriculture.

lll. Main Components

A. Fair and equitable benefit-sharing
1. Components to be further elaborated with the aim of incorporating them in the international regime

1) Linkage of access to the fair and equitable sharing of benefits

2) Benefits to be shared on mutually agreed terms

3) Monetary and/or non-monetary benefits

4) Access to and transfer of technology

5) Sharing of results of research and development on mutually agreed terms

6) Effective participation in research activities, and/or joint development in research activities
7) Mechanisms to promote equality in negotiations

8) Awareness-raising
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9) Measures to ensure participation and involvement of indigenous and local communities in mutually
agreed terms and sharing of benefits with traditional knowledge holders

10) Mechanisms to encourage benefits to be directed toward conservation and sustainable use of
biodiversity and socio-economic development, in particular the Millennium Development Goals (MDGSs) in
accordance with national legislation

2. Components for further consideration

1) Development of international minimum conditions and standards

2) Benefit-sharing for every use

3) Multilateral benefit-sharing options when origin is not clear or in transboundary situations

4) Establishment of trust funds to address transboundary situations

5) Development of menus of model clauses for potential inclusion in material transfer agreements

6) Enhanced utilization of Bonn Guidelines

B. Access to genetic resources 22/
1. Components to be further elaborated with the aim of incorporating them in the international regime
1) Recognition of the sovereign rights and the authority of Parties to determine access

2) Linkage of access to fair and equitable sharing of benefits
3) Legal certainty, clarity and transparency of access rules

2. Components for further consideration

1) Non-discrimination of access rules
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2) International access standards (that do not require harmonization of domestic access legislation) to
support compliance across jurisdictions

3) Internationally developed model domestic legislation

4) Minimization of administration and transaction costs

5) Simplified access rules for non-commercial research

C. Compliance

1. Components to be further elaborated with the aim of incorporating them in the international regime

1) Development of tools to encourage compliance:

(a) Awareness-raising activities

2) Development of tools to monitor compliance:
(@) Mechanisms for information exchange

b) Internationally recognized certificate issued by a domestic competent authority

3) Development of tools to enforce compliance

2. Components for further consideration

1) Development of tools to encourage compliance:

(a) International understanding of misappropriation/misuse

(b) Sectoral menus of model clauses for material transfer agreements
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(c) Codes of conduct for important groups of users

(d) Identification of best-practice codes of conduct

(e) Research funding agencies to oblige users receiving research funds to comply with specific access and
benefit sharing requirements

(f) Unilateral declaration by users

(g) International access standards (that do not require harmonization of domestic access legislation) to
support compliance across jurisdictions

2) Development of tools to monitor compliance:
(a) Tracking and reporting systems

(b) Information technology for tracking

(c) Disclosure requirements

(d) Identification of check points

3) Development of tools to enforce compliance:
(a) Measures to ensure access to justice with the aim of enforcing ABS arrangements

(b) Dispute settlement mechanisms:
(i) Inter-State

(ii) Private international law

(iii) Alternative dispute resolution

(c) Enforcement of judgments and arbitral awards across jurisdictions

(d) Information exchange procedures between national focal points for access and benefitsharing to help
providers obtain relevant information in specific cases of alleged infringements of prior-informed-consent

requirements

(e) Remedies and sanctions

4) Measures to ensure compliance with customary law and local systems of protection
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D. Traditional knowledge associated with genetic resources 23/
1. Components to be further elaborated with the aim of incorporating them in the international regime

1) Measures to ensure the fair and equitable sharing with traditionalknowledge holders of benefits arising
out of the utilization of traditional knowledge in accordance with Article 8(j) of the Convention on Biological
Diversity

2) Measures to ensure that access to traditional knowledge takes place in accordance with community level
procedures

3) Measures to address the use of traditional knowledge in the context of benefit-sharing arrangements

4) Identification of best practices to ensure respect for traditional knowledge in ABS related research

5) Incorporation of traditional knowledge in development of model clauses for material transfer agreements
6) Identification of individual or authority to grant access in accordance with community level procedures
7) Access with approval of traditional knowledge holders

8) No engineered or coerced access to traditional knowledge

2. Components for further consideration

1) Prior informed consent of, and mutually agreed terms with, holders of traditional knowledge, including
indigenous and local communities, when traditional knowledge is accessed

2) Internationally developed guidelines to assist Parties in the development of their domestic legislation and
policies

3) Declaration to be made on the internationally recognized certificate as to whether there is any associated
traditional knowledge and who owners of traditional knowledge are

4) Community-level distribution of benefits arising out of traditional knowledge

E. Capacity

1. Components to be further elaborated with the aim of incorporating them in the international regime
1) Capacity-building measures at all relevant levels for:

(a) Development of national legislation

(b) Participation in negotiations, including contract negotiations

(c) Information and communication technology
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(d) Development and use of valuation methods

(e) Bioprospecting, associated research and taxonomic studies

(f) Monitoring and enforcing compliance

(g) Use of access and benefit-sharing for sustainable development

2) National capacity self-assessments to be used as a guideline for minimum capacity-building requirements
3) Measures for technology transfer and cooperation

4) Special capacity-building measures for indigenous and local communities

5) Development of menus of model clauses for potential inclusion in material transfer agreements

2. Components for further consideration

1) Establishment of a financial mechanism

IV. NATURE

Compilation of proposals on nature 24/
1. Recommendation of Co-Chairs of the Working Group

Options

1. One legally binding instrument

2. A combination of legally binding and non-binding instruments

3. A non-binding instrument

2. Submissions

Option 1

The international regime should be legally binding. In addition, it should stress more cooperative
enforcement between parties and not refer conflicts primarily to private international law, which is not only
expensive, but also a strain on resource poor countries.

Option 2

1. One legally binding instrument

2. A combination of legally binding and/or non-binding instruments

3. A non-binding instrument

We recommend option 2, seeing as non-binding elements will appear as annexes to the
International Regime

Option 3

The international regime shall be composed of a single legally binding instrument containing a set of
principles, norms, rules and compliance and enforcement measures.

Option 4

The nature should be discussed after deliberations of the substance of an international regime are
completed. For the time being, Japan suggests the following: the international regime could be composed of
one or more non-binding instruments within a set of principles, norms, rules and decision-making
procedures.
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Option 5

The international regime should be composed of one or more legally binding and/or non-binding instruments
within a set of principles, norms, rules and procedures, legally binding and non-binding.

Annex II

TERMS OF REFERENCE OF THE EXPERT GROUPS ESTABLISHED IN PARAGRAPH 11
OF DECISION IX/12

A. Expert group on compliance

1. A group of technical and legal experts on compliance is established to further examine the issue of
compliance in order to assist the Working Group on Access and Benefit sharing. The expert group shall
provide legal and, as appropriate, technical advice, including, where appropriate, options and/or scenarios.
The expert group will address the following questions:

(a) What kind of measures are available, or could be developed, in public and private international law to:

(i) Facilitate, with particular consideration to fairness and equity, and taking into account cost and
effectiveness:

a) Access to justice, including alternative dispute resolution;

b) Access to courts by foreign plaintiffs;

(ii) Support mutual recognition and enforcement of judgments across jurisdictions; and
(iii) Provide remedies and sanctions in civil, commercial and criminal matters;

in order to ensure compliance with national access and benefit-sharing legislation and requirements,
including prior informed consent, and mutually agreed terms;

(b) What kind of voluntary measures are available to enhance compliance of users of foreign genetic
resources;

(c) Consider how internationally agreed definitions of misappropriation and misuse of genetic resources and
associated traditional knowledge could support compliance where genetic resources have been accessed or
used in circumvention of national legislation or without setting up of mutually agreed terms;

(d) How could compliance measures take account of the customary law of indigenous and local
communities?

(e) Analyse whether particular compliance measures are needed for research with non-commercial intent,
and if so, how these measures could address challenges arising from changes in intent and/or users,
particularly considering the challenge arising from a lack of compliance with relevant access and benefit-
sharing legislation and/or mutually agreed terms.

2. The expert group shall be regionally balanced and composed of thirty experts nominated by Parties and
ten observers, including three observers from indigenous and local communities nhominated by them, and
remaining observers from, inter alia, international organizations and agreements, industry, research
institutions/academia and non-governmental organizations.

B. Expert group on concepts, terms, working definitions and sectoral approaches

1. A group of technical and legal experts on concepts, terms, working definitions and sectoral approaches is
established to further examine the issue of concepts, terms, working definitions and sectoral approaches in
order to assist the Working Group on Access and Benefitsharing. The expert group shall provide legal and
technical advice, including, where appropriate, options and/or scenarios. The expert group will address the
following questions:

(a) What are the different ways of understanding biological resources, genetic resources, derivatives and
products and what are the implications of each understanding for the development of the main components
of the international regime on access and benefit-sharing, including in relation to sectoral and subsectoral
activities and in relation to commercial and non-commercial research?
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(b) Identify different forms of utilization of genetic resources in relation to sectoral and subsectoral activities
in the context of Article 15, paragraph 7, of the Convention;

(c) Identify and describe sector specific characteristics of access and benefit-sharing arrangements and to
identify the differences, if any, between approaches in sectors;

(d) What are the range of options and approaches for taking these different characteristics into account and
that may bring coherence to access and benefit-sharing related practices in different sectors?

2.The expert group shall be regionally balanced and composed of thirty experts nominated by Parties and a
total of fifteen observers from:

(a) Different sectors including, inter alia, industry, research institutions/academia, botanical gardens and
other ex situ collection holders;

(b) International organizations and agreements, non-governmental organizations; and
(c) Including three representatives from indigenous and local communities nominated by them.

C. Expert Group on traditional knowledge associated with genetic resources

1. A group of technical and legal experts on traditional knowledge associated with genetic resources is
established to further examine the issue of traditional knowledge associated with genetic resources in order
to assist the Working Group on Access and Benefitsharing. The expert group shall provide legal and
technical advice, including, where appropriate, options and/or scenarios. The expert group will address the
following questions:

(a) What is the relationship between access and use of genetic resources and associated traditional
knowledge?

(b) What practical impacts should the negotiations of the international regime take into account based on
the range of community level procedures and customary systems of indigenous and local communities for
regulating access to traditional knowledge associated with genetic resources at the community level?

(c) Identify the range of community level procedures and determine to what extent customary laws of
indigenous and local communities regulate access to genetic resources and associated traditional knowledge
at the community level and its relevance to the international regime;

(d) To what extent measures to ensure compliance with prior informed consent and mutually agreed terms
under Article 15 also support the prior informed consent of indigenous and local communities for the use of
their associated traditional knowledge?

(e) Identify elements and procedural aspects for the prior informed consent of holders of associated
traditional knowledge when traditional knowledge associated with genetic resources is accessed also taking
into account potential transboundary contexts of such associated traditional knowledge and identifying best
practice examples;

(f) Is there a basis for prior informed consent for indigenous and local communities relative to traditional
knowledge associated to genetic resources in international law? If so, how can it be reflected in the
international regime?

(g) Assess options, considering the practical difficulties and distinct implementation challenges, for including
traditional knowledge associated with genetic resources in a potential internationally recognized certificate
issued by the competent domestic authority also by considering the possibility of a declaration on such
certificate as to whether there is any associated traditional knowledge and who the relevant holders of
traditional knowledge are;

(h) How to define traditional knowledge associated to genetic resources in the context of access and benefit-
sharing?

2. The expert group shall be regionally balanced and composed of thirty experts nominated by Parties and
fifteen observers, including seven observers from indigenous and local communities nominated by them, and
remaining observers from, inter alia, international organizations and agreements, industry, research
institutions/academia and non-governmental organizations.

3. Parties are also encouraged to nominate experts from indigenous and local communities where possible.

/...
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NAMIBIA ON BEHALF OF THE AFRICAN GROUP

THE INTERNATIONAL REGIME ON ACCESS AND BENEFIT SHARING-

AFRICAN OPERATIVE TEXT AND EXPLAMNATIONS:

OBJECTIVE: (Operative Text)

To effectively implement the provisions in Art 1, 15, 16, 17, 18, 19 and 20 of the CBD
through ensuring:

a)

b)

£

d)

e)

E

hj

Mota:

Appropriate and facilitated access to research and technology that is linked to
conservation and sustainable use of biological diversity in accordance with Art
16.1, 16.2, 164, 16.5, 17, 18.4 and 18.5

Access to research and technology relevant to the genetic resources (GR) that
iz accessed in accordance with Art 15.6, 15.7, 16.3, 16.4, 16.5 and 19.1

Access to appropriate funding for developing countries to implement the CBD
in accordance with Art 20.2

Appropriate and regulated access to GR anly for environmentally sound uses
based on PIC and MAT in accordance with Art 15.2, 15.4 and 15.5

Access to support for education and training in measures for the identification,
conservation and sustainable use of biological diversity and its components for
developing countries in accordance with Art 12 a

Fair and equitable sharing of benefits resulting from the use of GR in
accordance with Art 1, 15.7, 19.2

Fair and equitable sharing of benefits resulting from the use of knowledge,
innovations and practices (hereinafter referred to as 'associated TK') of
indigenous and local communities {ILCs) in accordance with Art 8j

Relevant patents and other intellectual property rights are supportive of and
do not run counter to the objectives of the CBD in accordance with Art 16.3.
16.4 and 16.5

i.  The term 'appropriate access' is based on the wording of Art 1 of the CED
ii. Theterm 'genetic resources’ is explained under 'definitions'.

EXPLANATION

Rethinking Access- Gaining Clarity on the principle of 'Access’ within the CBD:
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Much of the discussion in the ABS WG around the ohjective of the IR in Annex 1 of COP
decision IX/12 relotes to facilitating or regulating access to genetic resources (GR) and
associated traditional knowledge (TK) by provider countries in exchange for the fair and
equitable sharing of benefits resulting from the commerciol use of such GR and
associated TK. We submit that notions of access ond benefit sharing in the CBD are far
wider than how it has been conceptualized so far.

Kinds of Access:

There are three kinds of access listed within Article 1 {Objectives) of the CBD. This is an
inclusive definition that speaks of 1) appropriote access to GR 2) appropriate access to
transfer af relevant technologies ond 3) appropriote funding. Art 1 seems to indicate
that foir and equitoble benefit sharing con occur anly in the context of access of this
nature. The guestion before us now is what does "oppropriate occess" mean and the
answer has to lie in understanding the ‘opproprioteness’ of occess in the context of the
other provisions of the CBD.

Appropriate Access to Technology:

There are two kinds af access to technology in the CBD.

1) Access to technology that is relevant to conservation and sustainable use of
biodiversity and

2) Access to technology that is related to the GR that is occessed,

1) Access to technology that is relevant to conservation and sustainable use:

Art 16 (1){2) refers to access to and transfer of technology that is useful for conservation
and sustainable use of biological diversity and such access shall be provided ta
developing countries on favarable, concessional and preferential terms. Art 16(4) makes
it incumbent on contracting parties to ensure that the private sector also facilitotes such
an access to joint development and transfer of technalogy. Art 16 (5) stotes that
intellectual property rights related to such technology must be suppartive of the CBD and
not run counter ta its ohjectives. Art 17 (2) speaks of free exchanae of different kinds of
technalogies and knowledge that is relevant for conservation and sustainable use of
biological diversity from publicly ovailable sources. Finally Art 18 oddresses technical ond
scientific cooperation in the field of conservation and sustainable use of biological
diversity between controcting porties.

2) Access to technology that is reloted to the GR thot is accessed:
Art 15 (&) (7), Art 16 (3) and Art 19 (1) emphasize that there must be occess in the form

of transfer of technology and jaint development with the provider country regarding any
new scientific activities which relate to the GR from the provider country. The full
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participation of the provider country in the development af the GR would olsa involve
where possible the scientific research toking ploce in the provider country itself (Art
15(8)).

Appropriate occess ta technolagy in the context of Art 1 of the CBD must then be
interpreted as not merely access to technology in exchange for the use of genetic
resources but focilitoted, concessional and preferentiol access to all technology that is
reloted to conservotion and sustainable use of biological diversity to all contracting
parties irrespective of whether or not any GR is being accessed. 5o occess to technology
in this case should not be understood as a benefit that will be shored with developing
countries only in exchange for complementary occess to their GR. It is anly access to
technology that is related to the GR being used that can be understood in the form of
benefit sharing where the technologicol advances thaot relote to the GR being accessed
will be shared by the user country with the country providing the GR.

The impartance of such an understanding for developing countries is that merely
because a country does not have any GR thot may be of commercial interest does not
mean that it must not be entitled to any access ta technology. The IR on ABS must
ensure in its ohjectives that it is oddresses such a universal access to technology which is
exclusive af any benefit sharing agreement that may be reached between vser and
provider countries,

Access to Appropriate Funding:

Art 20 of the CBD addresses the importance of appropriate funding for developing
countries in order to meet their commitments under the CBD. Art 20 {4} is unequivocal
when it says that obilities of developing countries to implement the CBD is intrinsically
linked to access to appropriote funding.

Here too it is important for developing countries to understand that occess to funding for
conservation and sustainable use of biological diversity is not a benefit that will be
shared in exchange for providing access to their genetic resources but an independent
right in itself under the CBD. The IR an ABS within its objectives must also highlight this
aspect of occess that isn't often highlighted in the ABSWG negotiations except under
voluntary efforts towards copacity building.

Appropriote Access to GR:

Approprigte gccess to GR in the context af the CBD can be understood through o reading
of Art 15 (2) which says that access to GR will be facilitoted by provider countries only for
environmentally sound uses and provider countries will not impose any restrictions that
run counter to the abjectives aof the CBD- these objectives being canservation,
sustainoble use and benefit sharing.
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There has been a lot af debate in ABSWG 6 and in the Informal Consultative Group {ICG)
at COP 9 ghout the noture of such an access to GR. While developed countries have
tended to focus on Art 15 {2) which speaks of facilitating access to GR, developing
countries hove instead focused on Art 15 (1) which refers to States having sovereign
rights over their GR. The crux of this debate has been whether developed countries have
a right to occess GR under the CBD or whether this right is subject to the discretion of
provider countries.

We submit that such o debate may be counter productive since the objective af the CBD
is the conservation and sustainoble use of biological diversity coupled with the sharing of
benefits that arise from the wse of such biologicol diversity. Art 15 (1) and {2) af the CBD
is explicit that countries have sovereign rights over their resources but the exercise of the
sovereign right to exclude access to GR can only be done if such an access would not be
environmentally sound. Restrictions an any other ground would run counter to the
ohjectives of the CBD whose foundation seems to be that GR con be accessed for
environmentally sound reasans. However Art 15 (4) (5) speak of such access being
subject to MAT (mutually agreed terms) and PIC (prior informed consent) of the provider
country and such an access must invalve the fair and equitable sharing of benefits
resulting from the use of such GR with the provider country.

Conclusion:

Appropriate access then in the context of the CBD and for the purposes of the IR on ABS
should involve:

a) Universal access to research and technology that is linked to conservotion and
sustainoble use of hiological diversity irrespective of ony reciprocal access to GR.

b} Access to research ond technology relevant to the GR in question in exchange for the
use of such GR

b} Access to oppropriote funding for developing countries to implement the CBD
irrespective of any reciprocal access to GR

cl Appropriate access to GR anly for envirenmentally sound uses based an MAT with and
PIC of the provider country ond the foir and equitoble sharing of benefits resulting from
the use of the GR.

SCOPE: (Operative Text)

The International Regime (IR} on ABS in accordance with the relevant provisions of the
CBD applies to:

al Access to GR, their derivatives and products based an environmentally sound
uses

b) Access to research and technology linked to conservation and sustainable use
of biological diversity
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c} Access to research and technology relevant to the GR accessed and the

d

B

f)

derivatives and products of these GR including biotechnology related to use,
identification and tracking of such resources.

} Access to funding for developing countries to implement those provisions of
the CBD relevant to ABS

) Fair and equitable sharing of all benefits arising from the commercial and other
use of GR , their derivatives and products acquired pre and post CBD in insitu
and exsitu conditions excluding those species covered by annex 1 of the
ITPGRFA when used within the purposes of the said treaty

Fair and equitable sharing of all benefits arising from the commercial and other
use of associated TK of ILCs in accordance with Art 8j acquired pre and post
CED

g} Fair and equitable sharing of all benefits arising from the commercial and other

use of GR, their derivatives, products and associated TK of ILCs that are of a
transboundary nature

R) Al intellectual property rights associated with research and technology arising

from the use of GR, their derivatives, products and associated TK of ILCs shall
be subject to the IR on ABS

The IR on ABS shall not affect:

The traditional systems of access, use or exchange of GR , their derivatives and
products

Access, use and exchange of knowledge and innovations by and between ILCs

The sharing of benefits based upon the customary practices of the concerned
ILCs, provided that the provisions of (i) and (i) shall not be taken to apply to any
persan ar persons not living in the traditional and customary way of life relevant
to the conservation and sustainable use of biological diversity.

All species listed in Annex 1 of the ITPGRFA unless they are used beyond the
explicit purpose of the said treaty

Human genetic resources excluded from the framework of the CBD in
accordance with Decision 11/11 of COP 2
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EXPLANATION:
Pre-CBD Collections

The Africon pasition is thot genetic resources that were acquired before the CBD's entry
inta force on 29 December 1993 should be included within the scope of the international
regime.

The Nairobi Finol Act that adopted the text of the CBD viewed the access to plant genetic
resources within the Global System for the Conservation and Sustainable Use of Plant
Genetic Resources for Food and Sustoinable Agriculture held in ex-situ collections and
not acquired in occordance with the CBD as an unresolved motter and in Resolution 3
asked the FAD to look into the matter. This led to the development of the ITPGRFA . The
ownership over GRs not covered by the ITPGRFA is therefore still controversial. It is for
this reason that the Andeon Pact countries disregard the common interpretation of Art.
15.3 of the CBD as stating that Arts. 15, 16 and 19 opply only to GR acquired after the
CBD came inta force. The Andean commen regime on access applies to oll GR originating
from Andean Pact countries whether they were ocquired pre or post CBD. The Andean
Pact’'s access regime has not been challenged yet.

African countries feel that the exclusion of pre-CBD ex-situ collections from the IR would
significantly weaken the benefits of the CBD for develaping countries. This is becouse
mast af the GR that have been documented are pre-CBD and in ex-situ collections and
therefore most likely to hove commercial use in the near future. To argue that the scope
of the IR is restricted only to post-CBD GR would limit the IR only to new GR that have
been discovered since 1994 and are still being researched and unlikely to be
commercialized in the next few decades.

African countries acknowledge that the origins of a large amount of GR in ex-situ
collections would be hard if not impossible to trace. Many of them would be af
transboundary nature. In cases such as this African countries feel that a fund should be
set up to receive the benefits from the commerciol and other utilization of pre-CBD GR
and the monies af such a fund will be used to aid in conservotion and sustainabie use of
bindiversity in developing countries and to support their socio-ecanomic development.

NATURE: (Operative Text)

The International Regime should be composed of a single legally binding instrument
containing among others a set of principles, norms, rules and compliance and
enforcement measures

DEFINITIONS:

Fair and Equitable Benefit Sharing: (Dperative Text]
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The definition of ‘fair and equitable benefit sharing’ is non-exhaustive and inclusive.® It
must however encompass the following minimum conditions. Fair and eguitable benefit
sharing:

Vi.

vii.

wiii.

Should contribute to strengthening the situation of the less powerful
party/parties at all levels in the sharing relation, including by enabling:
equal access to information,

effective participation by all relevant stakeholders,

capacity building,

preferential access to markets, new technology and products.

L8

Should contribute toward, or as a minimum not counteract, the two other
objectives of the Convention: conservation of biological diversity and the
sustainable use of its components.

Must not interfere with existing forms of fair and equitable benefit sharing,
including customary benefit sharing mechanisms

Must respect value and legal systems across cultural borders, including
customary laws and practices and indigenous intellectual property systems.

Must allow democratic and meaningful participation in policy decisions and
contract negatiation by all stakehalders, including stakeholders at the local level.

Must be transparent enough that all parties understand the process equally well,
especially ILCs, and have time and opportunity to make informed decisions
[effective Priar Informed Consent, PIC)

Must, include provisions for independent third party review to ensure that all
transactions are on mutually agreed terms (MAT) and preceded by effective

prior informed consent (PIC).

Must provide for identification of the origin of genetic resources and related
traditional knowledge.

Must, make information about agreed terms publicly available.

! “Fair and Equitable- Sharing the bensfits from use of genetic resources and traditional
knowladge” report by the Swadish Sciantfic Councll on Bidogical Divarsity, September 1999 by
Marie Bystrdm et.al
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Genetic Resources:

To aid in distinguishing genetic resources from biological resources for the purposes of
the IR on ABS, genetic resources should be understood in the context of their utilization
rather than merely as 'functional units of heredit'.r'l.

Genetic resources are the product of any human activity with nature that involves:

the microf/physical component {extracting, multiplying and studying genetic or
biochemical material);

the information (synthesis or other development, or processes to do so); and
the intangible and tangible being used together (i.e., where a molecule or

sequence cannot be synthesized or multiplied, but must be continuously
collected from wild sources).

Utilization of Genetic Resources:

a) the following is a list of activities® that constitute “utilization of genetic

resources” for purposes of this law:

List 1- Utilization of GR under List 1 can be categorized either:

By sector:

Agriculture, aguaculture, pharmaceutical, neutraceutical {agro-
pharmaceuticals), cosmetics, forestry, aromatherapy, fisheries, ex-situ
collections, basic scientific research, etc.; or

By objective:

Food and food security; health and medicine; commerce; conservation;
sustainable use; etc. or

By specific genetic-related activity:

Breeding, cultivation/fvariety development, extraction and identification
of characteristics or properties, taxonomic characterization, genetic
manipulation, synthesis of sequence or farmula, nanotechnological
activities, etc. or

By developmental stage and/or type:

It may also be possible to set a dividing line between genetic resource

® Tvadt Morten Wallos and Young, Tomme, 'Beyond Access. Exploning Implamentation of the
Fair and Equitable Sharing Commitmant in the CBD' IUCN Ernvironmental Policy and Law Paper

MNo 672

? v
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utilization and other activities based upon the position of that activity in
the spectrum from collection to product development.

Some activities that are typically undertaken in the source country may
be “utilization” as well as those in the user country:

Activities that are most often done in source country:

biodiversity inventory, specimen collection; initial taxonomic or
biochemical analysis.

Activities that are sometimes done in source country, but often taken
“beyond access”:

exportation or transport of specimens; taxonomic or biochemical
analysis; laboratary extraction; research; finalization/publication of
research results; transfer of specimens or results to other potential users;
application for intellectual property right protections; development of
commercial and scientific applications (of the discovered characteristic,
gene or formula); production; sale.

b} In addition to the items listed in (a), any activity that meets the following criteria
shall be considered to be “utilization of genetic resources” for purposes of this
law: [List 2].

Derivatives and Products:

The use of a dynamic definition of GR based on its utilization solves the problem of
trying to define derivatives and products since every use, whether direct or through
another interim product, would be separately evaluated as a possible "utilization of
genefic resources”. This is also the approach that is taken by the ITPGRFA.

Benefits arising from the utilization of GR:

Benefits arise when the 'actual or potential value' of the genetic material is realized. In
terms of commercial development benefits arise when a commercially valuable
commodity is created. This includes situations when the commaodity is put on the
market or when a certain development milestone is reached or when a patent is applied
for. In terms of non-commercial development, arising of benefits includes situations
when the research or data or any such activity is ready for publication.

MAIN COMPONENTS OF THE TEXT

A. FAIR AND EQUITABLE BEMEFIT SHARING: (Operative Text)

1. Sharing of benafits arising from the use of knowledge, innovations and practices of
ILCs:
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Contracting Parties shall in accordance with Art 8j of the CBD ensure fair and equitable
sharing of benefits arising from the utilization of kmowledge, innovations and practices
of ILCs. The benefits referred to here are benefits to humanity in general and benefits to
ILCs in particular:

a) Benefits to humanity:
All Contracting Parties shall:

i} Promote the wider application of knowledge, innovations and practices of ILCs with
their voluntary approval and involvement in accordance with Art 8] of the CBD

i) Further the customary use of biological resources in line with traditional customary
practices that are compatible with conservation and sustainable use of biological
diversity in accordance with Art 10c of the CBD

iii) Encourage and develop methods of cooperation for the development and use of
indigenous and traditional technologies in furtherance of the objectives of the CBD by
the training of personnel and provision of expertise by representatives of ILCs in
accordance with Art 18.4 of the CBD

b} Benefits to ILCs:

Contracting Parties shall ensure the fair and equitable sharing of benefits with ILCs
arising from the utilization of their knowledge, innovations and practices, These benefits
will based on MAT with the ILCs and may include but not be limited to monetary and
non-monetary benefits listed in Appendix Il of the Bonn Guidelines

2. Sharing of benefits arising from the use of GR, their derivatives and products:
Contracting Parties shall in accordance with Art 15.7 take measures to ensure the fair
and equitable sharing of benefits arising from the commercial and other utilization of

GR, their derivatives and products with the Country of Origin, on MAT. The benefits may
include but not be limited to:

i.  Monetary and non-monetary benefits listed in Appendix Il of the Bonn
Guidelines

ii. Mon monetary benefits in accordance with Art 15.6, 16.3, 16.4 and 19.1,
including providing Provider Countries with the R&D for commercialization.

3. GR accessed pre-CBD:
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GR accessed pre-CBD, their derivatives and products shall be subject to ABS agreements
with provider countries and all continuing benefits arising from these GR, their
derivatives and products will be fairly and equitably shared with their Countries of
Origin. In cases where the origin of the GR is unclear, a multilateral system of exchange
should be developed.

4. Knowledge, innovations and practices of ILCs accessed pre-CBD:

Knowledge, innovations and practices of ILCs accessed pre-CBD shall be subject to ABS
agreements with the ILCs concerned and all continuing benefits arising from such
knowledge, innovations and practices will be fairly and equitably shared with the
relevant ILCs. In cases where the arigin of the knowledge, innovations and practices are
unclear, a fund will be established which will be administered by representatives of ILCs
who will ensure that it is used to further the rights of ILCs.

5. Sharing of benefits when GR is shared across national boundaries:

Contracting Parties who share GR shall enter into bilateral or multilateral agreements
based on MAT to ensure the fair and equitable sharing of benefits arising from the
utilization of transboundary GR

6. Sharing of benefits when the knowledge, innovations and practices are shared
between ILCs:

Contracting Parties shall facilitate the inclusion of the different ILCs, within and across
their boundaries that share a particular knowledge, innovation or practice in the
negotiation of relevant ABS agreements and support the fair and equitable sharing
amongst these ILCs of the benefits arising from such agreements

EXPLANATION:

Rethinking Benefit Sharing:

There are two kinds af sharing of benefits under the CBD:

1) Sharing of benefits arising from the use of GR (Art 1)

2) sharing of benefits arising from the use of knowledge, innovations ond proctices af
indigenous and local communities (Art 8j)

We will discuss both these types of benefit sharing in turn:

1) Sharing of benefits arising from the use of GR (Art 1):

in the case of provider countries, the reason the sharing of benefits from the use of GR is
emphasized is becouse of the increasing enclosure of such benefits through the use
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intellectual property systems (e.g. patents an food and medicines). Knowledge enclosure
systems like patents are sets of relations thot exclude some groups from occessing the
benefits of the use of GR while providing others with o monopoly over such benefits.

We submit that the goal of developing countries that are providers of GR should not be
focused on legitimating such enclosures in exchange of monetary and non-manetary
benefits (agreeing to GR reloted patents by users in ABS agreements) but must instead
insist for the inclusion in their benefits, free access to knowledge resulting from the use
of GR. This is the only way that developing countries can ensure that they collectively
benefit from the use af GR. Otherwise it will only be countries that provide GR that
benefit from their use while other countries are still excluded from accessing such
benefits.

Develaping countries must focus an Articles 15, 16 and 19 of the CBD through which they
beqin to participate effectively in the development aof research and technology related to
the use of GR. Where possible they must ensure that such research ond technology tokes
ploce within provider countries itself. These benefits could focus on skills upgroding, job
creation, improving guality of education etc. all of which make certain thot developing
countries no longer remain as mere providers of raw GR but meoningfully participate in
ensuring that their people benefit from the new uses af GR.

It is such an approach that would be in line with the first two objectives of the CBD which
is conservation and sustainable use of biodiversity. Communities generally do not have
an incentive to canserve and sustainably use biological diversity unless their lives are
integrally linked to the ecosystem. To legitimize enclosures of new uses of GR in
exchange for monetary and nan monetary benefits would narrowly benefit only the
country that provides the GR but in the lang run prevent its peaple from benefiting from
the new uses of the GR. Also enclosures while incentivizing its beneficiaries
disincentivizes those wha are excluded from the benefits. For e.g. while a provider
country may manetarily gain fram allowing access which includes potenting some of the
new uses of the GR, other countries in the region that may have the same GR will be
excluded from the new uses of the GR and will not be compensated monetarily thereby
disincentivizing them from conserving and sustainably using the GR.

The impact of intellectual property rights (IPRs) on GR waos addressed in COP Decision
VI/24 €(3a) which requested the Executive Secretary to undertoke further information
gathering and analysis with regard to the impact of IP regimes an access to and use of
GR and scientific research. The paper that was prepared wos presented to ABSWG 2
which identified occess reloted problems in reference to IPRs. These were:

L Tensions between IPRs and achievement of their wider social ohjectives,
particularly those related to the needs of poor producers
L Impediments to the effective development of science due to restricted flow and

exchange af information (also referred to as the ‘trogedy of the anti-commaons’
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where resources are under-utilized due to the high transaction costs)
. Increased product development costs (that transiates to high prices for
CONsUMers)

it is to prevent situations like this thot Art 12 (3) (d) of the ITPGRFA states that
“Recipients shall not claim any intellectual property ar other rights that limit the
facilitated access to the plant genetic resources for food and agriculture, or their genetic
parts or components, in the form received from the Multifateral system”

it is important for developing countries that are providers of GR to ensure that IPRs will
not restrict occess to the uses of the GR by other developing countries. Developing
countries must interpret ‘oppropriote access’ in Art 1 and ‘facilitated access' in Art 15 (2)
of the CBD to mean that no IPRs can be granted for the original orgonism, it's isoloted
components as well as for modified organisms and modified genetic material. This will
ensure that the first two objectives of the CBD can be upheld ond we submit that this is
the way to understand ‘appropriote access for environmentally sound uses' under Art
15(2).

2) Sharing of benefits arising from the use of knowledge, innovations and proctices of
indigenous and local communities (Art 8f)

The sharing of benefits arising from the use of knowledge, innovations and proctices (TK)
of ILCs is estoblished in Art 8j. It is however importont to understond the scope and
therefore the real essence of Art 8 to overcome commaon misunderstandings of it. Art 8f
has the following components:

a) The obligation of Art 8j is not only limited to the Contracting Parties where the specific
ILCs live but extends to all Controcting Parties. This despite the foct that Art 8 speoks of
in-situ conservation since the TK of ILCs can be promoted and widely opplied in any
country irrespective af their presence there, thus aiding in-situ conservation in different
regions.

b} Art 8 makes it incumbent an Controcting Parties to not just respect, preserve and
maintain TK of ILCs but to olso promaote their wider applicotion with the approval and
involvement of the holders of such TK {our emphasis).

c) There will be an equitable sharing of benefits arising from the use of such TK,

To sum up, Art 8 mokes it mandatory on all Contracting Parties to respect, preserve and
maintain TK of ILCs embodying troditional lifestyles and afso promote their wider
application with the opproval and involvement of the holders of such TK. The underlying
reason this provision falls under the heod 'in-situ conservotion' is becouvse of on
acknowledgement by the CBD that the troditional lifestyles of ILCs has conserved
hinlagical diversity. This is also the reason why Art 8f doesn't speak of all TK of ILCs but
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only of those embodying traditional lifestyles where such TK have relevance for the
conservation and sustainoble use of biological diversity. The critical link here is that the
use or application of TK must ensure conservation and sustainable use of biodiversity.

Conclusion:

While fair and equitable benefit sharing for the use of GR and associated TK must be
ensured by developing countries, whot constitutes fair and equitable benefit sharing is as
much about pracess as it is about outcomes. Qutcomes can be measured in terms of the
manetary and non-monetary benefits that providers are able to negotiate from users.
Fair and equitable process on the other hand is about ensuring that certoin ethical
principles are not compromised upon and the long term implications of an agreement on
conservation and sustainable use of biological diversity and protection of traditional
lifestyles is seriously considered.

In an Africon context the ethical principles are derived from African Charter on Human
and Peoples' Rights {QAU Charter) as interpreted by the 2005 report of the African
Commission's Working Group of Experts on Indigenous Populations/Communities which
makes a case for collective rights of indigenous ond local communities. This is also
evidenced by the OAL's African Model Low for The Protection of the Rights of Local
Communities, Formers ond Breeders and for the Regulation of Access to Biological
Resources'. It is crucial for African countries to use these ethical principles to define what
they mean by ‘fair and equitable benefit shoring’ in the context of ABS. This will ensure
values that are most important for Africa are not traded oway in exchange for short
term maonetary rewards,

Note: it is important for Parties to clearly distinguish between benefit sharing as
provided for in article 15 ond incentive measures under article 11. Under article 11,
parties are encouraged to adopt ecanamically and socially sound measures that act as
incentives for the conservation and sustainable use of components af biological diversity.

These measures are meant to satisfy the first two objectives of the CBD, but not the
third.

B. ACCESS TO GENETIC RESOURCES [Operative Text)

1. Contracting Parties have sovereign rights over their natural resources and the
authority to determine access to GR rests with the national governments. Where
access to GR has an impact on the knowledge, innovations and practices of ILCs
embodying traditional lifestyles, the ILCs concerned shall have a say in
determining access.

2. Contracting Parties shall create conditions of legal certainty, clarity and
transparency to facilitate access to GR and not impose any restrictions that run
counter to objectives of the CBD in accordance with Art 1 of the Convention.
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Access can however be denied if it is required for uses that are not
environmentally sound. Countries of Origin have the authority to determine the
environmental soundness of a particular use. The notion of 'use' shall be
understood as including restrictions to use by third parties and Countries of
Crigin have the authority to determine whether the restriction of the use of GR
through patents and other intellectual property rights are environmentally
sound and whether such restrictions negatively impact the conservation and
sustainable use of biological diversity.

3. Contracting Parties shall ensure that access to GR shall be subject to the PIC of
the Country of Origin and be based on MAT with fair and equitable sharing of
benefits arising from the utilization of the GR. Where the access to the GR and
their derivatives is linked to the use of any knowledge, innovations and practices
of ILCs, it shall where necessary be subject to the PIC and MAT of the concerned
ILCs with fair and equitable sharing of benefits in accordance with Para 31 of the
Bonn Guidelines.

4. NWew uses of GR beyond the scope what has been consented to under MAT shall
require new PIC and MAT from the Country of Origin and/ar the ILCs concerned
in accordance with Para 34 of the Bonn Guidelines.

5. Access to GR can be revoked by the Country of Origin if any of the MAT are
violated by the user and if the continuing use of the GR has negative
environmental implications.

EXPLANATION:

Art 15.1 of the CBD which recognizes the sovereign rights of States over their natural
resources has ta be read with Art 8. The knowledge, innovations and proctices af ILCs
embodying traditional lifestyles is integrally linked to the GR within their ecasystems.
Any impact on these GR wouwld affect the troditional lifestyles/relationships within these
communities thereby hoving consequences on their knowledge, innovations and
practices. Therefore it is impartant to harmaonise both the rights of Stotes over GR under
Art 15.1 and the rights of communities to have their knowledge, innovations and
proctices respected, preserved and maintained under Art 8. The only way to do this
under the International Regime on ABS is by ensuring thot where access to o particular
GR in terms of how it will be collected and wsed has an effect on the knowledge,
innovations and proctices of particular ILCs, these ILCs will be involved in the decision
making process. It is important to remember that while Art 8f begins with 'subject to
naotional legisiotion’, this must be understood not as 'the rights of ILCs being ot the
discretion of the State’ but rather that States are bound to respect these rights but have
the discretion to enact lacally suited laws to uphold these rights. it is also pertinent to
remind ourselves of Para 37 of the Bonn Guidelines which states that "Permission to
access GR does not necessarily imply permission to wse ossocioted TK and vice versa”,
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While occess to GR cannot be arbitrarily denied under Art 15.2 af the CBD, they con be
requiated based an the environmentol soundness of the use to which the GR will be put
to. Environmentally sound use need not be understood only in @ negative sense where
the use of o particular GR will directly harm the enviranment- it can also be understood
positively whereby preventing the use of o particular GR through use restriction
strategies such as potents could also harm biological diversity. This haos been referred to
by some environmentalists as the ‘tragedy of the anti-commans' where legal enclosures
such as IPRs tend to make the use of certain innovations so expensive that they are
under-utilized by people who need it the most. Studies have shown thot biological
diversity can be nurtured ond increased not by restricting the free flow of GR but rather
by facilitoting its access to primary wsers such as farmers, plant breeders etc- thus any
restriction on such free flows con be understood as environmentally unsound. It is for
this reason that Art 12.3.d of the ITPGRFA under the heading Facilitoted Access' states
that "Recipients shall not claim any intellectual property or other rights that limit the
facilitated access to the plant genetic resources for food and ogriculture, or their genetic
parts or components, in the form received from the Multilateral system”. It is also
important to bear in mind thot the scope of focilitated occess under Art 12.3.a which
states thot "Access is to be provided only for the purposes of utilization and conservotion
for research and breeding and training for food and ogriculture” thereby emphasizing
the importance of free flow of GR for primary wsers and researchers.

it is hard to separate the knowledge, innovations and practices of ILCs from the GR
{which include whole ecosystems) on which this knowiledge, innovations and practices
are based. For example Company A, o user of a GR, the use of which is linked to TK,
would need to get PIC from the Country of Origin to access the GR and PIC from the ILC
concerned for the wse of the associoted TK. But within the supply chain, there would be
users of the GR involved in activities not directly linked to the associoted TK. For example
Company B which acquires the GR so s to process it into the form that the Company A
requires. While the ultimate product of Company A is bosed both on the GR and
associated TK, Company B which merely processes the GR is also indirectly reliant on the
associated TK without which there would be no commerciol use for the GR. This means
that Company B must also ocquire PIC fram the ILC an whose TK, the use of the GR by
Company A is based, even though technically speaking Company B is using only the GR
and not the associoted TK. This ensures that anyane who commercially profits from the
knowledge, innovations and proctices of ILCs must require their PIC.

C. COMPLIANCE: (Operative Text)

In Country Measures to Ensure Compliance:

(a) Contracting Parties shall take the necessary policy, administrative and legislative
to ensure that users of GR and/or associated TE within their jurisdiction comply
with the necessary ABS laws of the Countries of Origin
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{b) Contracting Parties shall undertake the necessary steps to ensure equity in
contract negotiations

[c) Contracting Parties shall develop tracking and monitoring systems that identify
breaches of contractual obligations or misappropriation of GR and/or associated
TK and bring such breaches to the attention of the rights holders and
stakeholders

id

Contracting Parties shall develop effective, cost efficient systems to initiate and
sustain actions to prevent, mitigate or seek redress in cases of breach of
contractual obligations or misappropriation and where necessary provide
support for claimants in actions for breach of contract or misappropriation

e

Contracting Parties shall ensure that their courts will enforce the decisions of the
courts of the Country of Origin against unlawful users under the former's
jurisdiction subject to basic principles underlying enforcement of foreign
judgments under comity in international law

{f} Contracting Parties shall ensure that no IPRs based on the utilization of GR
and/or associated TK will be granted unless the application for the IPR
establishes that it has complied with the ABS requirements of the Country of
Qrigin.

Dispute Resolution Mechanism™:

a. The IR an ABS shall establish a Dispute Resolution Mechanism accessible to both
countries and also other aggrieved parties who include ILCs, NGOs, research and
commercial interests, and other providers and users of GR and/or associated TK

b. The Dispute Resolution Mechanism shall also have regional offices that uses local
languages and has personnel conversant with the cultural, social, economic and
environmental realities of the region

€. The Dispute Resolution Mechanism will be guided in its work by principles of
equity drawn from a wide range of legal sources including customary law and
practices of ILCs

International Ombudsman to Ensure Access to Justice™

Y UNU Certificates of Clarity ar Confusion JA 5 report-
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The IR on ABS shall establish an international AB5 ombudsman's office. The
ombudsman's office shall be responsible for provider countries, ILCs to identify breaches
of their rights and to provide aid in seeking fair and equitable resolution of disputes. The
ombudsman's office shall be empowered to take action on behalf of ILCs through the
binding Dispute Resclution Mechanism. The ombudsman's office shall also where
necessary represent ILCs in proceedings in foreign jurisdiction, take depositions from
ILCs and provide evidence of customary law and practice as and where appropriate.

Internationally Recognized Certificate®:

The IR on ABS shall establish a system of certification which will certify the compliance
of a user of GR and/or associated TK with the relevant laws of the provider country. The
certificate will be a public document to be issued by a competent national authority
appointed in accordance with national law and would be required to be presented at
specific checkpoints in user and provider countries established to monitor compliance in
relation to a range of possible uses.

a. The Certificate shall include the following minimum information:

(i) Issuing national authority

ii) Details of the provider

iii) A codified unique alpha numeric identifier

[iv) Details of the rights holders of associated TK, as appropriate

(v) Details of the user

[wi) Subject matter (GR and/or TK) covered by the certificate
[vii)  Geographic location of the access activity

[wili]  MAT

(i) Uses permitted and restrictions of use

[x) Conditions of transfer to third parties

[xi) Date of issuance

b. Contracting Parties shall establish checkpoints for the Certificate for commercial
and non- commercial uses. Checkpoints for commercial uses may include
customs controls, intellectual property offices and registration points for other
commercial applications not coverad by IPRs. Checkpoints for non- commercial
uses may include publishing houses of scientific journals, grants making bodies

% Barbar, C.V, ot &, 2003, User Maaswras: Options far Devaloping Measures in Usar Countrias to
Implameant ABS Prowvisions of the CBD

& opo7 rapart of Group of Technical Exparts on the Cartificate
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N a K
and ex-situ collections.

c. Contracting Parties shall facilitate an efficient, easy to use certification process
through the use of new technology which may include: 8

i}
(i)

{iii)
{iv)

{v)
[vi)

Cost efficient publicly searchable certificate databases providing
evidence of PIC and MAT

Recording of progressive compliance on such databases as
conditions of PIC and MAT are met

Searchable patent application and registration databases
Integration of genomic and morphological taxonomy to create
species certainty

Low cost, portable, gene based bar-coding technology to create
rapid attack taxonomy

Linking unigue identifiers to gene based bar-coding

d. Contracting Parties where viable shall:

(i}

{ii)
{iii)

{iv)
{v)
{vi)

[wii}

Use existing tracking procedures by innovatively reconceptualising
them to track GR and azsociated TK

Minimize the creation of new levels of bureaucracy

Promaote automatic issuing of certificates upon compliance with
specific criteria, such as completion of MTA or ABS agreement
Promote consolidation of existing permitting requirements with
any new certification system

Promote paperless systems

Establish minimum standards for recording of collections, to
ensure a link between incoming and outgoing resources, without
requiring harmonization of internal recording procedures

Provide economic support to developing countries to develop
online systems to support an international documentation system

e. Contracting parties shall ensure that no IPRs based on the utilisation of GR
and/or associated TK will be granted unless the applications for such IPRs include
the disclosure of an Internationally Recognized Certificate of Compliance with
the ABS legislation of the provider country.

EXPLANATION:

7 Cunningham, D at &, 2004, Background paper for Smithsoman/UNU-A S Roundtable on

Carfificates of Origin

¥ Brandan Tobin ot &, Cartificates of Clanity or Confusion, UNU-TAS 2008 report
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Determining what to coll any certificate system prior to defining its component elements
and procedures for its implementation is considered a distroction and potentially
counter-productive. Terms may easily prove interchaongeable. Compliance with the
national ABS laws of provider countries would, for instance, raise the presumption of
legaol provenance of resources. Provider countries as defined under the CBD will have to
be countries of origin or countries which hove obtained resources in accordance with the
CBD, i.e. from countries of origin. A certificate af origin would therefare imply bath
complionce and legal provenance. A legitimate source for resources would, in order ta be
compliant with the CBD, s0 hove to be o country of origin or country which hod obtained
resources in accordonce with the CBD. Although the octual provider of genetic resources
may be an ex-situ collection or indigenous peaple, landowner, etc., to be o legitimate
source they must still be providing resources for which that country is considered a
pravider country. Although eoch proposal has provided differing interpretations of the
scope of any certification system, it is clear thot to be CBD compliant they must fall
within the same defined porameters regarding who con provide resources ond under
what terms, including PIC and MAT. Furthermore, oll of the proposals could be gpplied in
either a voluntary or mandatory system, making distinctions in nomenclature even less
significaont. Deciding what any certificate system is to be called is very much secondary to
defining what a certificate system is meant to do ond how it is to do it. Pressure to adopt
a specific term to designote a future certification system may inhibit full and informed
debate af all aptions. That way the name will describe the system rather than having a
system defined to fit the name. in the long run it's not what a certificate is called that
will matter but rather how - ond if - it does what it is supposed to do.®

D. TRADITIONAL KNOWLEDGE ASSOCIATED WITH GEMETIC RESOURCES: (Operative
Text)

Contracting Parties shall:

a. With the full and effective participation of the ILCs concerned support and
facilitate local, national and/or regional community protocols regulating access
to TK taking into consideration the relevant customary laws and ecological values
of ILCs in order to prevent the misappropriation of their associated TK and to
ensure the fair and equitable sharing of benefits arising from the utilization of
such associated TK.

b. Ensure that any acquisition, appropriation or utilization of TK in contravention of
the relevant community protocols constitutes an act of misappropriation.

lhid
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c. Ensure that the application, interpretation and enfarcement of protection
against misappropriation of TK, including determination of equitable sharing and
distribution of benefits, should be guided, as far as possible and appropriate, by
respect for the ecological values, customary norms, laws and understandings of
the holders of the knowledge

d. Encourage and support the development of community protocols that will
provide potential users of TK with clear and transparent rules for access to TK
where associated TK is shared between: {i) ILCs spread across national
boundaries and (ii) between ILCs with different values, customary norms, laws
and understandings

e. Where such community protocals are developed with the full and effective
participation of ILCs, give effect to such community protocols through an
appropriate legal framewaork

f.  Community protocols in their efforts to prevent misappropriation of associated
TK and ensure fair and equitable benefit sharing must also make efforts to
respect, preserve and maintain relations within and between ILCs that generate
and sustain the TK by ensuring the continued availability of TK for the customary
practice, use and transmission.

EXPLANATION:
Community Protocols

The knowledge, innovations and practices of ILCs emerge ot the intersection of their
lands and culture. Art 8 j stotes that that ILCs embodying traditional lifestyles hove
conserved and sustoinably used hiological diversity and ospects of thaose [ifestyles
relevant to the conservation and sustainable use of biological diversity must be
pratected ond pramoted by Controcting Parties. Art 8 j also recognizes the rights of ILCs
over their traditional knowledge, innovations and proctices and obliges Contracting
Farties to ensure that benefits arising from the use of such knowledage, innovations and
practices are fairly and equitable shared with the ILCs in guestion.

The dominant interpretation of Art & j in the current negatiotions towards the IR on ABS
seems to focus on the protection af the TK of ILCs and ensuring the foir and equitable
sharing of benefits arising from the use of such TK with the ILCs from whom it was taken.

Art 8 j however is far wider in its reach and should be read in the broader context of the
CBD, particularly its aims of conserving and sustoinobly using biodiversity. Article 8 j is
clear that the conservation ond sustainable use of biological diversity in the context of
ILCs is dependent on aspects of their TK which is rooted in their 'ecological values'. This is
the reason why Art 8 | does not refer to the protection and promotion of olf the TK of all
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iLCs but specifically the TK aof ILCs embodying traditional lifestyles relevant to the
conservation and sustainable use of biodiversity. Such ecologically integral TK is bosed
on a value framework thot regulates the relationship between the cultures of ILCs and
their lands. Thus TK relevant for the conservation ond sustainable use of biodiversity
rests on ‘ecological values' which in turn rests on secure rights to lond ond culture. The
truth of the matter is that ILCs hove conserved and sustainably used biological diversity
for thousands of years not because they have been able to trade in their TK but becouse
they have been able to live on their traditional londs in accordance with their ‘ecological
values',

ABS in the context of ILCs focuses inordinotely on an agenda of TK protection that
perceives TK outside of the relationships which generate it, divorcing it from the
ecolagical vaolues that leod to its formation. The relations that the ILCs hove with noture
is one of a perpetual diologue between land and culture eoch constituting and
reconstituting the other. Ecological values are therefore rooted in an experience of
relotedness between community and noture. Current PR systems perceive TK in a
manner that is quite similar to conventional praperty systems where land for example is
viewed as a commodity separate from the network of relations within which it operates.

TK is also viewed as an ahject separate from the cultural and spiritual relationships with
the land within which it is embedded.

TK in reolity is the manifestation of a particular kind of relotionship with nature, TK is not
just information but a set of relotions that is embodied in traditional lifestyles of ILCs
which ensure conservation and sustainoble use of biodiversity. Currently there ore no
internationally ogreed definitions of traditionol knowledge ond oll efforts towards
defining it tend to treat it as a product rather than as a process.

Efforts to protect traditional knowledge showld be oriented less towords protection of
knowledge os information and maore fowards sustoining the relotionships based on
ecological values thot produce the knowledge. It is the ecological values that have
sustained indigenous peoples within notural hobitats, ond the erosion of these values
through the dispossession of indigenous lands and consequent annihilation of their
cultures hos seriously threatened bhiologicol diversity. To treat TK as o0 commadity and to
assume thot protecting this commaedity will ensure conservation and sustainable vse of
biological diversity is akin to thinking that the sale of ivory will necessarily leod to the
conservation af elephants and their habitats.

Community Approaches to Art 8 j:

The real extent of Art 8 | mandates Contracting Parties to go beyond creating dotoboses
of TX and ensuring benefit sharing when TK is utilized. The process and the outcome of
ABS negotiations must uphold the spirit of Art 8 j ond to do so the emphasis should not
just be on the sale of TK but focus equally on the conservation ond sustainable use of
binlagical diversity and protection ond promotion of troditional lifestyles including rights



UNEP/CBD/ABS/7/INF/1
Page 71

to land and culture. This implies ensuring that the ecological volues aof the ILCs in
guestion are central to all stoges of the ABS negotiation i.e. at the stoge of 'PIC, 'MAT'
and 'benefit sharing .

While the overarching framework of ecological values within which ABS agreements
must be negotiated does not preclude monetary and non-monetary benefits to ILCs in
exchange for the use of their TK, these benefits should not be the sole aim of ABS
agreements. The process and the outcome of an ABS agreement between ILCs and the
relevant stokeholders must affirm aspects of their traditional lifestyles that conserve and
sustainobly use biological diversity.

Contracting Paorties are olso bound by Art 8 j to ensure the wider application of the TK
and by inference the ecological ethics of ILCs. This implies that ILCs must be integrolly
involved in Research and Training {Art 12) and Public Education and Awareness (Art 13).
Art 12 and 13 must be read with Art 8 | where the research and training and public
education is not only done by scientists, technicol experts and ecologists but also by ILC
representatives, elders ond healers who have ensured the conservation and sustoinable
use of biodiversity by virtue of their lifestyles. ILCs hawve much to teach the world obout
their "ecological values' and how they can be opplied in non-traditionol contexts - an
application that would lead to genuwine in situ conservation by chollenging contemporary
consumption patterns and lifestyle choices. Art 10c and 18 (4) olfreody point us in this
direction and we would do well to poy heed to them.

Conclusion- Warking towards Community Pratocols:

in order for ILCs to realise the full extent af their rights under Art 8 j it is crucial for them
to develop community protocols based on their 'ecological values’ that will inform all
future ABS negotiations between them aond other stakeholders who want access to their
TK. While the ILCs themselves may be oware af their 'ecological vaolues' on which their
traditional lifestyles are based, setting them out in the form of community protocols
would give parties interested in occessing the TK of ILCs clear guidelines as to the ethical
preconditions ond terms of potentiol ABS ogreements. Community protocols amongst
ILCs that are spread ocross notional boundaries and/or between ILCs that share the
same TK but belong to different cultural ond ethnic groups would also be the only way in
which to provide potential non community users of TK transparent instructions as to how
and from whom to secure PIC, negotiote MAT and share benefits with.

States can at best insist that ony access to TK must be bosed on ABS agreements with
communities to whom the TK belongs, but neither national nor international law can go
any further than this. It is communities to whom the TK belongs that must through
community protocals guide parties interested in using TK on how to secure legitimate
use rights. If this is not done than every potentiol user of TK despite having negotioted
an ABS agreement risks being accused of misoppropriation by: (i} either the community
members who feel that the community representative who negotioted the agreement
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hod no authority to do so or (i} by other communities that share the same TK who feel
that they were wrongfully excluded from the ABS agreement.

The process of developing community protocals would invalve communities developing
ethical guidelines for ABS negotiations and ogreements invalving their TK that include
but go beyond highlighting best practice standards for obtaining PIC and MAT. A
community protocol is an outlining of ecological values on which PIC, MAT and benefit
sharing would be based. A useful analogy for o community protocol would be the 'bill of
rights' in the Constitution of o country that lists the core volues of o people. it enunciates
a community’s core values and while it remains a flexible instrument, it provides
community members and outside interests a level of certainty about the principles upon
which any ABS agreement will be negotiated.

Community protocols are perhaps the best chance for ILCs to ensure that their ways of
life and values are respected and promoted. Merely relying on the benefits of ABS
agreements without affirming their 'ecological values' would reduce ILCs to sellers of TK
who warm themselves on the embers of a lifestyle that is fast dyving out.

E. CAPACITY: (Dperative Text)

1. Contracting Parties shall ensure that capacity building measures in accordance with
Art 8 j and 10 ¢ of the CBD will promote the wider application of indigenous knowledge,
innovations and practices by actively involving ILCs with their consent in the planning
and implementation of 'Research and Training’ {&rt 12), 'Public Education and
Awareness' (Art 13), "Exchange of Information' {Art 17.2) and "Technical and Scientific
Cooperation' (Art 18.4).

2. Contracting Parties shall undertake capacity building measures at all relevant levels
for:

(a) Development of national legislation

(b) Participation in negotiations, including contract negotiations
[c) Information and communication technology

(d) Development and use of valuation methods

(2) Bioprospecting, associated research and taxonomic studies

[f) Monitoring and enforcing compliance

(g} se of access and benefit-sharing for sustainable development

3. Contracting Parties shall undertake national capacity self-assessments to be used as a
guideline for minimum capacity-building requirements

4. Contracting Parties shall undertake capacity building measures for technology
transfer and cooperation
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5. Contracting Parties shall undertake special capacity-building measures for ILCs

6. Contracting Parties shall where required provide support for the development of
menus of model clauses for potential inclusion in material transfer agreements
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NORWAY

Development of an international regime on access to genetic resources and benefit-sharing under
the CBD

Proposal for operational texts (notification 2008-120)
Submission from Norway
I. Objective

Operational text:

The objective of the international regime on access to genetic resources and benefit-sharing is to
effectively implement the provisions in Articles 1, 8(j), 15, 16 and 19.2 of the Convention, specifically

by:

o facilitating appropriate access to genetic resources

e ensuring the fair and equitable sharing of benefits arising out of the commercial and other
utilization of genetic resources

e ensuring that Parties have legal provisions that support compliance with national regulations on
access and benefit-sharing in provider countries

o enabling appropriate access to and transfer of technology relevant to genetic resources

taking into account all rights over these resources, including the rights of indigenous peoples and
local communities.

1. Scope

Operational text:

The international regime on access and benefit-sharing applies to genetic resources and associated
traditional knowledge, innovations and practices covered by the Convention on Biological Diversity, as
well as to benefits arising from the commercial and other utilization of such resources.

Comment:
We may need to come back to the scope in relation to other multilateral agreements.

I11. Main components
A. Fair and Equitable Benefit-sharing

Operational text:

Each Contracting Party shall take appropriate legislative, administrative, or policy measures with the aim
of sharing in a fair and equitable way the results of research and development and the benefits arising
from the commercial and other utilisation of genetic resources and their derivatives with the Contracting
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Such sharing shall be subject to prior informed consent of the

Contracting Party providing such resources, unless otherwise determined by that Party and on mutually
agreed terms. The elements of paragraph 44 of the Bonn Guidelines should be considered in the
development of mutually agreed terms. Comment: Alternatively, relevant elements of the Bonn
Guidelines could be included in an Annex to a protocol under the CBD.

Each Contracting Party shall take the following measures:

a)
b)

c)

d)

e)

9)

h)

)

K)

establish mechanisms to provide information to potential users concerning their obligations
regarding access to genetic resources;

introduce rules requiring that users of genetic resources comply with national legislation in the
providing country/Country of origin and the Mutually Agreed Terms on which access was
granted, including requirements to equitably share the benefits arising from the utilisation of
such resources, and their derivatives

The benefits to be shared may include, but are not limited to:

i)monetary and non-monetary benefits listed in Appendix Il of the Bonn Guidelines, and
ii)non-monetary benefits in accordance with Art. 15.6, 16.3, 16.4 and 19.

introduce rules and measures aiming at ensuring that users disclose the country providing the
resources/country of origin and prior informed consent as well as the origin of traditional
knowledge, innovations and practices of indigenous peoples and local communities in
applications for intellectual property rights;

Comment: A reference to “the agreed multilateral system” should be considered in order to cover
plant genetic resources accessed through the multilateral system under the ITPGRFA.
introduce rules requiring that the importation of genetic resources from a country which requires
prior informed consent for utilization or for the export of this resource, only takes place in
compliance with such prior informed consent;

Measures aimed at preventing the use of misappropriated genetic resources and traditional
knowledge.

Require that when genetic resources are used for research and commercial purposes within its
jurisdiction, documentation with regard to the country of origin/providing country/agreed
multilateral system providing these resources should accompany the material.

If national legislation in the country providing the genetic resources requires Prior Informed
Consent for access to the material, the documentation should also specify whether such consent
has been sought. If the providing country is different from the Country of origin, the country of
origin or, if applicable, the agreed multilateral system shall also be disclosed. If some of the
information referred to in this subparagraph does not exist, this should be stated in the
documentation accompanying the material.

Require that genetic resources are only used for purposes consistent with the terms and
conditions under which they were acquired.

Endeavour to direct benefits accruing to them towards conservation measures and measures
promoting the sustainable use of biodiversity

introduce rules requiring that when genetic resources covered by the International Treaty on
Plant Genetic Resources for Food and Agriculture (ITPGRFA) are used for research and
commercial purposes, they should be accompanied by information confirming that these
resources are accessed in accordance with the Standard Material Transfer Agreement under the
Treaty.

introduce measures to facilitate cooperation between Contracting Parties to address alleged
infringements of access and benefit-sharing agreements and misappropriation of genetic
resources, such as access to justice and support for claimants in actions of breach of contract or
misappropriation;

Other measures requiring users to comply with the provisions in the CBD and this Protocol.
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Comment:

This section including measures to be taken by Contracting Parties may be developed in more detail at a
later stage. There could be a need for an Annex specifying various types of utilisation of genetic
resources and trigger points for benefit-sharing.

B. Access to genetic resources

Operational text:

As stated in Article 15 of the Convention on Biological Diversity, States have ‘sovereign rights’ over
their natural resources and the authority to determine access to genetic resources rests with the national
governments and is subject to national legislation.

National focal point and competent national authorities

Each Party shall designate one national focal point for access and benefit-sharing which shall be
responsible on its behalf for liaison with the Secretariat. The national focal point should inform
applicants for access to genetic resources on applicable procedures, including procedures for prior
informed consent, mutually agreed terms and benefit-sharing. It shall also inform applicants of any rights
pertaining to indigenous peoples and local communities and relevant stakeholders.

Each Party should also, as appropriate, designate one or more competent national authorities, which
should be responsible for handling and processing of access applications, including mutually agreed
terms and benefit-sharing arrangements. A Party may designate a single entity to perform the functions of
both Focal Point and competent national authority.

Each Party shall no later than the date of entry into force of this Protocol for it, notify the Secretariat of
the names and addresses of the focal point and competent authority or authorities.

Access provisions

Operational text:

Contracting Parties which are countries of origin of genetic resources, or other Parties which have
acquired the genetic resources in accordance with the Convention, shall:

a) Endeavour to facilitate access to genetic resources for environmentally sound uses by other
Contracting Parties. In accordance with Article 15, paragraph 5, of the Convention on
Biological Diversity, access to genetic resources shall be subject to prior informed consent of
the contracting Party providing such resources, unless otherwise determined by that Party.

b) Review their policy, administrative and legislative measures to ensure they are fully complying
with Article 15 of the Convention in order to ensure clarity, legal certainty and transparency;

¢) Require that, upon granting access, a certificate of compliance (or documentary evidence) is
issued, with information on the country providing the resources and information on whether
national legislation on access and benefit-sharing has been complied with.

d) The Contracting Parties should use elements of an access application referred to in paragraph
36 of the Bonn Guidelines, while bearing in mind that the list is indicative and may be adapted
to national circumstances.

e) Report on access applications through the clearing-house mechanism;
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f) Seek to ensure that the commercialization and any other use of genetic resources should not
prevent traditional use of genetic resources;

g) Require providers only to supply genetic resources and/or traditional knowledge when they are
entitled to do so;

h) Take measures to ensure appropriate participation by relevant indigenous peoples and local
communities in access procedures when their rights are associated with the genetic resources
being accessed or where traditional knowledge associated with these genetic resources is being
accessed

i) Establish mechanisms to ensure that decisions are made available to relevant indigenous
peoples and local communities and relevant stakeholders;

j) Consider simplified access rules to biological resources to be used for taxonomy purposes

Comment to subpara j): It is important to notice that the term genetic resource is defined from its
utilisation. What is a genetic resource may therefore depend on the intended or the actual use of
the genetic material. It can only be characterized as a genetic resource when the intended or actual
use is based on the genetic information in the biological material. We do not consider use of a
biological resource solely for taxonomy purposes to be a genetic resource and therefore simplified
or no access procedures should be considered for this category.

k) Require that substantially new or changed uses of a genetic resource beyond the scope of what
has been consented to under MAT, shall be subject to new prior informed consent and mutually
agreed terms from the providing country and/or the indigenous peoples and local communities
concerned.

C. Compliance
Comment:

We need to develop an understanding of what constitutes “misappropriation” of genetic resources and a
related international obligation to prohibit the use of misappropriated genetic resources (see text on this
at the end of this document).

Under Section A we have already identified some measures to monitor compliance. In addition, we
support the introduction of an internationally recognized format for certificates of compliance which
should serve to provide evidence of compliance with national access and benefit-sharing legislation, as
may be required at specific checkpoints to be established in user countries. The certificate could contain,
inter alia, the following information: codified unique identifier (for example code certificate NO 2008 A
XXXX); issuing national authority, details of the provider, details of the right holders of associated
traditional knowledge, as appropriate; details of the user; links to mutually agreed terms; conditions for
transfer to third parties etc.

Countries that cannot provide for the mandatory issuance of certificates may wish to consider its issuance
on a discretionary basis in light of the benefits for both providers and users. The issuance of such
certificates in the provider country could be triggered automatically by the granting of access or at the
request of a user.

These criteria and rules should not be open to arbitrary interpretation. Commercial users should be met
with a clear and stable set of rules that they can trust in.
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The Clearing House Mechanism (CHM) could have a role as receiver of notifications of disclosure of
origin in patent applications and unique identifiers of genetic resources under a system for international
certificates of origin/compliance.

Settlement of disputes
Comment:

Any dispute concerning the interpretation and application of Article 15 would be a matter of public
international law and settled in accordance with Article 27 of the CBD. Article 15 regulates access to
genetic resources, which is subject to prior informed consent and Mutually Agreed Terms (MAT). Where
such a dispute arises between Parties to the CBD Avrticle 27 provides Parties with a means to resolve
disputes by first negotiation, then mediation and finally recourse to the arbitration procedures set out in
Part | of the Annex Il or to the International Court of Justice (ICJ). This is, however, optional since it
requires Parties to accept either arbitration of submission to the ICJ, or both, as compulsory. Parties
should therefore in the regime be encouraged to accept these dispute settlement procedures as
compulsory means.

MATSs are often concluded through a contract between private or public entities. Since most obligations
arising under Mutually Agreed Terms will be between providers and users, disputes arising in these
arrangements should be solved in accordance with the relevant contractual arrangements on access and
benefit-sharing and the applicable law and practices.

Alternative dispute resolution (ADR) covers a range of mechanisms which allow parties to resolve
differences without recourse to national courts. In an ABS context, many MATSs already include
settlement of dispute clauses based on arbitration, for example the Standard Material Transfer Agreement
of the ITPGRFA. Standard clauses to be included in MATS could be developed under the international
regime.

In cases where the access and benefit-sharing agreements consistent with the Convention on Biological
Diversity and national legal instruments of the country of origin of genetic resources have not been
complied with, the use of sanctions could be considered, such as penalty fees set out in contractual
agreements.

Remedies

Operational text:

Parties should take appropriate, effective and proportionate measures against violations of national
legislative, and/or duly published administrative or policy measures implementing the access and benefit-
sharing provisions of the Convention on Biological Diversity, including requirements related to prior
informed consent and mutually agreed terms.

D. Traditional knowledge associated with genetic resources (Participation by indigenous
peoples and local communities)

Operational text:

Indigenous peoples and local communities shall be consulted by the appropriate national authorities, and
their views taken into consideration, when their rights are associated with the genetic resources being

/...
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accessed or where traditional knowledge associated with these genetic resources is being accessed,
including:
a) When determining access, prior informed consent, and when negotiating and implementing
mutually agreed terms, and in the sharing of benefits;
b) In the development of a national strategy, policies or regimes on access and benefit-sharing.
c) Appropriate consultative arrangements, such as national consultative committees, comprising
relevant stakeholder representatives, should be established.
d)Providing information in order for them to be able to participate effectively;
e) Prior informed consent of indigenous peoples and local communities and the approval and
involvement of the holders of traditional knowledge, innovations and practices, in accordance with
their traditional practices, national access policies and subject to national legislation.
f) Documentation of traditional knowledge, innovations and practices, should be subject to the
prior informed consent of indigenous peoples and local communities;
g) Providing support for capacity-building, in order for them to be actively engaged in various
stages of access and benefit-sharing arrangements, such as in the development and implementation
of mutually agreed terms and contractual arrangements.

E. Capacity

Operational Text:

Parties shall take measures to contribute to fulfilment of the Action Plan for Capacity-Building for
Access to Genetic resources and Benefit-sharing as laid down in COP Decision VI1I/19. The Action Plan
should provide a framework for identifying country and stakeholder needs, priorities and mechanisms of
implementation and sources of funding.

IV. Nature

The regime should be composed of, but not limited to, a single legally binding international agreement,
namely a Protocol under the CBD. It should inter alia build upon and further develop the Bonn
Guidelines.

Finally we would like to submit the following with regard to definitions/use of terms:
Definitions

Genetic resources

Comments:

The definitions of the terms biological resources/genetic resources in the international ABS regime
should be the same as the definitions in the CBD. It is important to notice that the term genetic resource
is to be defined from its utilisation. What is deemed to be a ‘genetic resource’ may therefore depend on
the intended or actual use of the genetic material. It can only be characterized as a genetic resource when
the intended or actual use is based on the genetic information in the biological material.

The same biological material may have a function both as a biological resource and as a genetic resource.
The actual or potential utilisation of the biological material should decide which of these two categories
the biological material is subsumed under. When the biological material, e.g. a variety of soya bean, is to

/...
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be used as a commodity and to be sold in bulk on an international market, it should be seen as a
‘biological resource’. However, the same biological material may be treated as a ‘genetic resource’ when
used in a plant breeding programme.

The definition on what is a genetic resource could however vary from sector to sector. In the cosmetic
industry, a flower petal may represent a genetic resource, in food production it may be the seed. It may be
important to address separately the utilisation of GRs in each of the industrial sectors that make use of
genetic resources.

Derivatives and products
The terms of reference for the ABS negotiations require parties ”to address the issue of derivatives”. The
concern with regard to derivatives is addressed by the CBD through the Bonn Guidelines.

Derivates and products from a genetic resource will also differ between the different utilisations of the
material. The use of a dynamic understanding of what constitutes a genetic resource based on its
utilization would seem to solve the derivatives problem.

First a comment with regard to the perceived limitation of the existing definition of genetic resources. In
order to be covered by the CBD definition of genetic material, the material of plant, animal, microbial or
other origin needs to contain functional units of heredity. No definition exists on “functional units of
heredity”. However, our understanding is that it refers to all the elements that are necessary to establish
functional units of heredity. Functionality is expanding all the time in light of technological development.
A functional unit of heredity is the sum of a number of interacting physical factors — not simply a piece
of DNA. This is also the understanding with regard to the definition of genetic material in the preparatory
works on new Norwegian legislation on access to genetic resources and benefit-sharing.

As a working definition, we prefer using the term derivatives and products the way they are used in the
context of Mutually Agreed Terms in the Bonn Guidelines (paras. 36 and 44(f) and (i). It is then up to
providers and users of genetic resources to decide to what extent derivatives or products should be
covered by mutually agreed terms on benefit-sharing. As such, they should be considered as falling
within the scope of the regime, taking also into account that benefits arising from the commercial and
other utilization of genetic resources are covered by the scope of the Bonn Guidelines.

In the International Treaty on Plant Genetic Resources it is the commercializing of a product which is a
genetic resource that may trigger benefit sharing.

Misappropriation of genetic resources/traditional knowledge

Norway believes that a working understanding on what we mean with misappropriation of genetic
resources and traditional knowledge could be helpful in developing the regime and also with regard to
national implementation of the regime. This could be linked to an international obligation in the regime
for all parties to prohibit the use of misappropriated genetic resources/traditional knowledge.

At least the following can be considered as acts or cases of misappropriation of genetic resources:

- Use of genetic resources that is not in compliance with CBD or the provisions of the
international regime or national legislation

- Any acquisition or utilisation of genetic resources by illegal means

- Use of a genetic resource for purposes substantially different from those for which it was
accessed
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- Deriving commercial benefits from the acquisition, appropriation or utilisation of genetic
resources when the person using the genetic resources, knows, or is negligent to know, that these
were acquired or appropriated by illegal means.

Concerning traditional knowledge, Norway submitted a proposal to the WIPO dated 20 April 2006
(WIPO/GRTKF/IC/9/12) on protection against misappropriation and unfair use of Traditional
Knowledge based on Article 10bis of the Paris Convention.

The legal standard in article 10bis is “what an honest person would consider an act of unfair competition
within a commercial or industrial context”. Transposed to the WIPO committee’s work, the concept of
“behaviour contrary to honest practices or amounting to inequitable conduct” could be developed to
guide understanding of what constitutes an act of misappropriation or unfair use of TK. Acts that could
clearly qualify as “unfair use” - would inter alia be exploitation of TK obtained by theft, bribery,
coercion, fraud etc. while also other relevant acts would, depending on the circumstances in each case be
covered.

It could be argued that it would be difficult for indigenous peoples to obtain a court decision in a foreign
country. However, it can be argued that the mere possibility would serve as an incentive for users to
obtain prior consent from TK -holders and to participate in benefit-sharing arrangements.

Norwegian proposal regarding protection against misappropriation and unfair use of Traditional
Knowledge:

1. The members of the Paris Union for the Protection of Industrial Property and the World
Intellectual Property Organization should assure nationals of member countries adequate and effective
protection against misappropriation and unfair use of Traditional Knowledge (TK)

2. Any use of TK against honest practices in cultural, industrial or commercial matters should be
considered as actions in breach of paragraph one.

3. TK holders should in particular be provided with effective means to ensure that:
(M the principle of prior informed consent applies to access to TK,
(i) benefits arising from certain uses of TK are fair and equitable shared,
(iii) all acts of such a nature as to create confusion by any means whatever

with the origin of the TK are repressed, and

(iv) all acts of such a nature that would be offensive for the holder of the
TK are repressed.”
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1. SUBMISSIONS FROM INTERNATIONAL ORGANIZATIONS, RESEARCH
INSTITUTIONS, NON-GOVERNMENTAL ORGANIZATIONS AND STAKEHOLDERS

ACCESS AND BENEFIT-SHARING ALLIANCE (ABSA)
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ABSA

December 15, 2008

Objectives, Scope, Compliance, Fair and Equitable Sharing of Benefits,
and Access in the ABS International Regime

Members of the Access and Benefit Sharing Alliance (ABSA) appreciate the opportunity
to submit our views in response to Convention on Biological Diversity (CBD) Notification
Ref: SCBD/SELAVNIGDIEAST 1 requesting proposals in advance of the 7th meeting of
the Ad Hoc Open-ended Working Group on Access and Benefit-Sharing (ABS WG-7).
This submission provides ABSA perspectives on issuss under consideration by ABS
WG-T for drafting operational text in the areas of: Objectives, Scope, Compliance,
Fair and Equitable Sharing of Benefits and Access.

Before reaching these issues, it may be helpful to recall the ABSA's ABS Negotiating
Principles (attached as Annex 1). ABSA member companies support the development
of an ABS International regime (IR) that provides an enabling environment needed to
generate social and economic benefits and promotes equity, transparency, predictability,
faimess and national treatment for all participants in the ABS IR.

By taking info account real-world needs of innovators the world over, CBD members
now have an opportunity to deliver on promises to all ABS stakeholders, including small
and medium enterprises (SMEs) and local and indigenous communities with the most to
gain from the sustainable commercialization of Genetic Resources (GR), with or without
traditional knowledge (TK). Highly bureaucratic ABS regimes in developing countries
have failed to generate social and economic benefits in Africa, Asia and Latin America.
Imposition of a similarly heavy regulatory framework through the ABS IR would
represent a tragic lost opportunity. SMEs in developed and developing countries alike
would be most likely to gain through transparent, predictable and nondiscriminatory
rules facilitating access and thus the possibilities to generate sharable benefits. Of
equal importance, developing countries may be adversely affected by a resource
intensive, highly proscriptive ABS IR, particularly in times of increasing economic
insecurity, and would stand to benefit mere from a targeted, cost-effective ABS IR

As outlined below, Objectives and Scope for the ABS IR should remain consistent with
the definitions, terms and jurisdictional limitations of the Convention itself as interpreted
by subsequent decisions of CBD Ministers, including the Bonn Guidelines, the only
international ABS instrument with consensus support of CBD members.1

1 The Bonn Guidelines on Access to Genstic Resources and Fair and Equitable Sharing of the Benefits
Arizing out of their Utilization, were adopied by COP Decigion VIi24) to assiat counfries in the
implementation of CBD ABS provisions, including Aricles 8(), 10(c), 15, 16 and 18, and are availakis

onling at wwew chd intidacipublcations/chd-bonn-gdis-en pof

1101 Permsytwania Avenua MW, Suite 800 Washington, DG 20004 12027567740 voice 1,202,330 55850 fax  www.abs-alliance.ong
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Objectives
The objectives of the ABS IR should harken back to the words of the CBD Treaty itself,
and accordingly should encompass the following:

1. Protect “the sovereign rights of States™ over the in sifu "genetic resources
being provided by a Contracting Party™ and “only those that are provided
by Contracting Parties that are countries of origin of such resources or by
the Parties that have acquired the genetic resourcas in accordance with
this Convention.™

2. ldentify mechanisms for ABS stakeholders to ensure “[a]ccess, where
granted, shall be on mutually agreed terms,™ and “shall be subject to prior
informed consent of the Party providing such resources, unless otherwise
determined by that Party,"s and, finally, to establish terms of benefit
sharing “upen mutually agreed terms.”™

3. "Encourage the equitable sharing of the benefits anising from the ufilization
of" traditional "knowledge, innovations and practices.™

4. Endeavor “to create conditions to facilitate access to genetic resources for
environmentally sound uses by other Contracting Parties and not to
impose restrictions that run counter to the objectives of this Convention.™

Scope

Consistent with the Objectives proposed above and with the terms of its mandate from
Decision VIS D, the ABS IR should be limited to effective implementation of the
relevant pravisions in Article 15, Article 8()) and the three objectives of the Convention

Based on the clear language of the CBD Treaty, CBD members should limit the scope
of the ABS IR fo "genetic resources being provided by a Contracting Party™ and “only
those that are provided by Contracting Partias that are countries of origin of such
resources or by the Parties that have acquired the genetic resources in accordance with

# Convention on Biological Diversity, Aricle 15.1.

2 Convention on Biological Diversity, Aricle 15.3.

4 lid.

= Convention on Biological Diversity, Article 154,

& Convention on Biological Diversity, Article 15.5.

T Convention on Biological Diversity, Aricle 15.7.

2 Convention on Biological Diveraity, Article 8()) (order of phrasing reversed).
# Convention on Biological Diversity, Article 15.2.

* |deas such as “dervatives” or “products” have no mention in the CED. Monetheless, they should be
addressed under the ABS IR via individual ABS agreements. For more discussion of derivatives and other
downstream products in the ABS IR, see Fair and Equitable Benefit Sharing, pp.5 - &

I Convention on Biclogical Diversity, Article 15.3.
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this Convention.™:, based on "mutually agreed terms™ (MAT's) between the acquirer and
the provider, and Prior Informad Consent, “unless otherwise determined by that Party,™:

In this context, CBD Parties should agree to exclude “biclogical resources” as defined in
Article 2 of the CBD that would otherwise would bring under the IR all natural resources
and other commodities currently traded by countries all over the world, such as
omamental and garden plants, timber, agricultural produce (like apples or nce), and
even household pats.

In addition, the IR should exclude human genstic resources consistent with Article 2 of
the CBD, subsequent decisions taken by CBD Ministers, and the Bonn Guidelines.
Article 2 of the Convention, far example, first defines "Genetic Material” as “any material
of plant, animal, microbial or other origin containing functional units of heredity”, and
subsequently defines “genetic resources” as “"any material of plant, animal, microbial or
other ongin containing functional units of heredity.” Further, as adopted by CBD
Ministers at the Znd Conference of the Parties, Decision I/11: Access to Genetic
Resources, "Reaffirms that human genetic resources are not included within the
framework of the Convention™+ The intention to exclude human genetic resources is
confirmed explicitly in defined scope of the Bonn Guidelines: “All genetic resources and
associated traditional knowledge, innovations and practices covered by the Convention
on Biological Diversity and benefits arising from the commercial and other utilization of
such resources should be covered by the guidelines, with the exclusion of human
genetic resources.” (emphasis added)’®

The IR should recognize existing international instruments and also exclude resources
that are already the subject of agreements or negotiations in other fora such as the FAQ
International Treaty on Plant and Genetic Resources for Food and Agriculture
(ITPGRFA), the Intemational Technical Conference on Animal Genetic Resources for
Food and Agriculture under FAC, and human, plant and animal pathogens currently the
subject of unrelated benefit sharing negotiations in the World Haalth Organization
(WHO).

The IR should apply to in sity GR with or without TK acquired after entry into force of the
ABS IR in the provider country, and should form a prespective system with no

retroactive effecte

Compliance
ABSA members joins CBD Parties, research institutes, indigenous groups and local
communities in seeking the developmeant of an enforcement systam in the ABS IR that

2 lbid.

s Convention on Biclogical Diversity, Article 15.5.

¥ Decigion 1111: Access fo Genefic Resources, UNER/CBOVCORIZMS, p. 22,

= See Bonn Guidelines, “C. Scope 9, p.7.

* The CBD does not apply to genelic resources beyond those “that are provided by Contracting Parfies

that are countres of origin of such resources.” CBD Aricle 15.2. In that light, these resources should be
excluded from the scope of the IR,
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provides effective and proportionate redress for all parties in cases of illegal or
inappropriate activities related to the IR. While there is currently no agreement on the
appropriate mechanism to enforce the ABS IR, ABSA mambers believe that an existing
mechanism or, more likely, a combination of mechanisms, can be identified to serve as
a deterrent to illegal or inappropriate activities and fo address the question of
enforcement across borders that would ensure durable and meaningful benefits for CED
members and indigenous peoples without undermining the incentives that industry
needs to undertake bio-prospecting.

ABSA members have long believed that mechanisms considered for inclusion in the
ABS IR be measured against real world experience. In this context, all compliance
mechanisms under consideration for inclusion in the ABS IR should be subject to two
key tests:

1. Examination of real-world experience at the national level to see if they have
been effective in domestic ABS regimes;
and,

2. Benefit-cost analysis to ensure that their potential value to ABS stakeholdars

would not be outweighed by the cost either at the national level (particularly
the cost to developing countries) andfor at the international level.

ABSA members also sesk the legal certainty, consistency and equity, which would
benefit all CBD stakeholders, through the inclusion of a requirement to provide Mutually
Agreed Terms (MAT) in each ABS Agreemeant — the detailed, written terms and
conditions required for legitimate bic-prospecting in those agreements govemead by the
ABS IR

Japan's highly-regarded ABS regime does just that. Japan's domestic ABS regime is
currently the single most effective national ABS system with proven benefit-generation,
and operates through written agreements, i.e., contracts. One way to promote greater
inclusion of MATs in written ABS agreements would be through development of model
Material Transfer Agreements (MTAs) as in the International Treaty on Plant Genetic
Resources (ITPGR)." Development of model MTAs also could help to avoid later
disputes by promoting transparency and greater understanding on both sides.

There is also increasing awareness that the ABS IR should balance compliance
mechanisms with incentives. CBD members understand the need to encourage
responsible in situ bio-prospecting and fo contribute to the increased conservation of in
situ GH. Development of an ABS IR that encourages environmentally sustainable levels
of in sifu bio-prospecting, is needed both to identify promising areas of research for
scientific and commercial development that will generate benefits for CBD members, as
well as to provide a greater awarenass of the resources found in CBD members. These
incentives should encourage the continued cataloguing of the genetic inventory of the
planet — a process that has not even approached a fifth of the genetic resources

THUNU-IAS Report, Certificates of Clarity or Confusion: The search for a practical, feasible, and cost
effective system for certifying compliance with PIC and MAT™ (2003), where authors Brendan Tobin, Geoff
Burton and Jose Carlos Femandez-Ugalde note that MTA2 may be helpful to address the absence of
national ABS regimes. p. &.
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remaining in situ in CBD members. These goals are related, in that increased taxonomy
and related bio-prospecting activities may provide greater incentives for conservation.

Compliance mechanisms that would create only a right to litigate in the national judicial
system should be avoided. The current situation facing CBD members and indigenous
peoples will not improve through the adoption of enforcement mechanisms that rely on
far-flung civil litigation. Established forms of alternative dispute resolution include
negotiation, mediation and arbitration basad on previously agreed written agreements.
Alternative dispute resolution may provide a cost-effective alternative to cross-border
civil litigation given the international scope of arbitral decisions. For example, Article
8(4)(C) of the Food and Agriculture Organization (FAQ) Intematicnal Treaty for Plant
and Genetic Resources for Food and Agriculture (ITPFGRA) Standard MTA provides for
recourse to negotiation, mediation and binding arbitration under the auspices of the
International Chamber of Commerce’ Internaticnal court of Arbitration.

Some of the international instruments currently under discussion in the area of
compliance, such as certificates of origin, still lack clarity in their basic terms and
concepts. While ABSA members conceptually understand the potential value of an
international certificate as formal documentation of PIC and/or MAT, we have seen very
little documentation relating to successful real-world expenence with international
certificates,'® and so are nct able to make informed decisions on the ments of varicus
certificates proposals. Further, there has been little discussion at the expert level of the
actual need for the various cartificate systems, as balanced against their cost at the
national and international level. As noted, this benefit-cost analysis is essential to the
development of a successful ABS IR.

Finally, the ABS IR providing legally binding provisions requiring CBD member
governments to provide focal points and transparency in decision-making regarding
penalties, to avoid any adverse impact that subsequent changes in government pelicy
may have on companies that had sought and received the appropriate permits in the
ordinary course of business.

Fair and Equitable Benefit-Sharing

ABSA members understand the economic value and importance of darivatives and/or
downstream products relating to GR. with or without TK, and the concemn of many
developing country CBD members of their importance to Fair and Equitable Benefit-
Sharing. However, to date it has proven impossible for the ABS WG to agree even
upon workable definitions, and/or their inclusion in the ABS IR. Again, the Bonn
Guidelines provide valuable guidance, and specifies that the parties should address
this important issue through negotiation of Mutually Agreed Terms (MAT) in ABS

& ARSA memibers would appreciate an cpporiunity o review information on national expenences by
commercial and noncommercial researchers cerification systems implemented at the national level.
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agreemeants.’® ABSA supports this approach for use in the ABS IR so that the parties to
individual ABS agreements can address the issue of denvatives andior downstream
products on a case by case basis, as appropnate given the specific issues raised by
research that may differ from sector to sector.

Overall, ABSA members believe that Fair and Equitable Benefit Sharing can best be
ensured through an ABS IR that stresses transparency, predictability, legal certainty,
equity and provides national treatment to all ABS stakeholders. As noted in the ABSA
ABS Principles, ABSA members remain committed to “respect the sovereign rights of
CBD members over their in situ genetic resources (GR) and to the equitable sharing of
the commercialization of GR and any related relevant traditional knowledge (TK)
derived from indigenous and local communities, assuming a clear, internationally
accepted definition of TK. "«

Access

As nofed by the Indian Minister for Environment and Forestry at the High-level Segment
of the 9" Conference of the Parties (COP 9) at Bonn in May 2008: “So far, even after 16
years of adoption of CBD, only 18 countries have come up with legislation on Access
and Benefit Sharing. A benafit sharing arrangement needs to be put in place with utmost
speed to prevent provider countries from losing interest and diverting the scarce
resources for their development needs.™ Industry agrees with India’s assessment that
the issue of national regimes is an area in urgent need of assistance. It is a truism that
without effective ABS regimes at the national level to facilitate access to GR and provide
clean title to GR, businesses will remain reluctant to engage in high-risk commercial
activities in developing countries.

An ABS IR should encourage adoption of national access provisions flexible enough to
provide for the fimely decision-making on ABS applications made by scientific and
commercial researchers in different sectors. Procedures established to regulate bio-
prospecting in a number of CBD members, including in Brazil and in India, have failed to
provide for imely decisions, thus frustrating commercial and scientific activities. In
addition, there should not be any discrimination between domestic and foreign bio-
prospecting applications. There is evidence that the promulgation of restrictive laws in
the Philippines and in a number of Latin American countries has chilled bio-prospecting
and has not advanced CBD goals.

125 In the implementation of mutually agreed termis, users should | . . (vl Ensure that uzes of genstic
resources other than those for which they were acquired, only take place after new prior informed congent
and mutually agreed terms are given;” and, further, “2. Indicative list of mutually agreed terms 44 (i)

Provisions regarding the sharing of benefits anising from the commercial and other utilization of genetic
resources and their derivatives and products.” Baonn Guidelines, p. 6 and p.13.

# ARSA ABS MNegotiating Principles, attached at Annex 1, and available online att biiofweraabs-
alliancs orgiversion02Mhtmlfissue himl.

M1 Staternent by Honorakle Minister of State (Environment), India for the High-level Segment of the Ninth
Conference of the Parties (COP-9) to the Convention on Biclogical Diversity (CBD), 28-30th May 2008,
Bonn, Germany.
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It is well understood that complicated requirements may drive academic scientists
underground or result in worse documentation of research activities; in fact this could
affect commercial bio-prospecting even more negatively. Few bio-prospecting
agreements lead to commercialized discoveries, but nonetheless contribute to the goals
of the Convention and the science-base of CBD members= Non-commercial research
ultimately may contribute to the commercial development of a product and commercial
research may be licensed for public research purposes. The development of Golden
Rice, for example, relied heavily on private-sector research. Given the need for
research to move back and forth between non-commercial and commercial purposes,
ABSA members fail to understand how different rules or standards for commercial
versus noncommercial uses of GR, with or without TK, would be workable in real world
conditions.

Fortunately, the clear text of the CBD Treaty recognizes the need for creation of
“conditions to facilitate access to genetic resources for environmentally sounds uses by
other Contracting Parties and not to impose restrictions that run counter to the
objectives of the Convention.”= The ABS IR should encourage the further development
and harmonization of national regimes in the spint of the Bonn Guidelines, including
establishment of national focal points and possible model provisions for access and
benefit sharing critical to its successful implementation at the national level.

Conclusion

ABSA members hope that the foregoing is helpful to CBD members and other ABS
stakeholders at the upcoming Tth Meeting of the Ad Hoc Open Ended Working Group
on Access and Benefit Sharing to develop operational text to address the above areas.
By focusing on areas of previous consensus found in the text of the CBD Treaty, prior
Ministerial Decisions on ABS and the Bonn Guidelines, CBD members have the
greatest likelihood of finding common ground on a combination of voluntary and legally
binding provisions needed for an effective ABS IR.

Annex I: ABSA ABS Negotiating Principles

# Merck, a founding member of the ABSA, did not successfully commercialize any of the discovenss
found during its multiyear collaborative bio-progpecting agreement with INEIO.

# Convention on Biclogical Diversity, Article 152
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ABS NEGOTIATING PRINCIFLES
INTRODUCTION:

As a core stakeholder in development of any International Regime (IR) relating to
HAccess and Benefit Sharing (AB3), members of the Access and Benefit Sharing
Alliance (AB3A) are committed to identifying practical ABS approaches with
demonstrated real-world benefits at the Convention on Biological Diversity's {CBD)
Ninth meeting of the Conference of the Parties (COP 9) in Bonn, Germany.

In this practical approach, we note that a number of prior ABS approaches have fallen
short of expected benefits, including policies relating to mandatory disclosure of
source, origin and proof of benefit sharing. Equally impertant, negotiation of the ABS
IR should be based on organizational principles that ensure a transparent, equitable,
consistent and predictable ABS negotiating process and outcomes.

In that spirit, ABSA members provide the following principles.

PREAMBLE:
ABSA members:

Reaffirm their commitment to respect the sovereign rights of CBD members
over thelr in sifu genetic resources (GR) and to the equitable sharing of the
comunercialization of GR and any related relevant traditional Imowledge (TK)
derived from indigenocus and local communities, assuming a clear,
internationally accepted defimtion of TE

*  Underscore industry’s established track record of compliance with the Bonn

Guidelines, including Prior Informed Consent (PIC), Mutually Agreed Terms
(MAT) and equitable benefit sharing.

Support development of comprehensive digital libraries or registries to help
identify holders of GR; capacity building to promote best practices for IP
management; and the use of model Material Transfer Agreements (MTAs) to
ensure effective compliance with PIC and MAT and to prowvide front-loaded
benefits and clarity and fairness in the disposition or sharing of intellectual

property rights.

Believe that there is an increasing recogniticn among the parties, indigenous
commumnities and NGOs of industry’s critical role as a key stakeholder and
generater of commercial benefits from biclogical diversity.

1101 Pernsyhvaria Avenua NW, Siste 800 Washington, DC 20004 1 302 788 740 voice 1,202 250 8850y www.abs-alliance ong
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PRINCIPLES:

*  An ABS Internaticnal Regime (ABS IR) should include measures that ensure
equitable and non-discriminatory terms for access to GR, demonstrably
generate benefits, and provide positive incentives to encourage mutually
beneficial and emvironmentally sustainakble commercialization of genetic
IES0UICES.

* An ABS IR should be based on reality and the actual experiences of
stakeholders either at the local, regional or state level, including the actual
experiences of countries, indigenous communities, NGOz, and industry.

An ARS IR should recegnize the ground realities by which businesses operate
so that appropriate incentives are balanced against necessary enforcement
provisions for the benefit of all stakeholders.

To ensure a workable system, all stakeholders (countries, indigencus
communities, NGOs and industry) should participate broadly in the
elaboration of an ABS IR.

NGO and industry groups should be encouraged to participate in the
elaboration of an ABS IR, regardless of whether their national governments are
currently CED members.

Development of ABS elements should reflect the individual needs and
experiences of CBD members at varicus stages of economic development,
which suggests a bottom-up, “cafeteria-style” approach rather than a “top
down” one-size-fits-all regime based on a single legally binding instrument.

En ABS IR should be amenable to simple and expeditious implementation,
talking into account the individual needs and experiences of CBED members.

* An ABS IR should include national regulation and enforcement mechanisms.

The Parties, with the participation of stakeholders, should also consider issues
of extra-territorial enforcement.

*  An ABS IR should ensure transparency, predictability, consistency, durakbility
and non-discriminatory treatment with respect to both access and compliance
through the inclusion of clear definitions consistent with the terms and
jurizdictional imitations of the CBD itself.

* The CBD ABS WG should continue to rely on such other internaticnal
crganizations as the FAO WIPO, WTO, as appropriate, for technical imput
during the 2007-2010 penicd.

Supporting work by other international crganizations, while essential to the
work of the ABS WG, should respect the CBD's unicue mandate and remit for
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comprehensive ABS negotiations and not prejudge the outcomes of the
deliberations of the ABS WG. In thiz respect, the CBD should continue to rely
upon the unicue expertise and mandate of WIPO with regard to the
harmemnization of intellectual property standards.

ArEss oF CONTINUING DMSAGREEMENT
* New Additional Mandatory Disclosure Obligations

Patent disclosure obligations enacted by CBED members have had a
documented chilling effect on bioprospecting and GR commercialization. By making
patent protection for GR commercialization contingent on an ex post examination of
the sufficiency of the disclosure, mandatory patent disclosure regimes place at risk
the very basis for the recoupment of investment. [Patent disclosure chbligations do not
create ABS benefits, are polarizing and drive stakeholders further apart].

*  Certificates of Source, Origin and Legal Provenance

ABSA members do not support the development of a certificate system that
would create an additional formality or condition of patentability for biotechnology
mwventions. They also do not wiew the CBD Experts Group on Certificates as fully
representing the broad spectrum of views found in the biotechnology sector. The
group, if reconvened in the future for addiienal work, should be broadened to reflect
the diverse needs and experiences of industry The CBD Experts Group on
Technology Transfer may provide a medel for inclusion of meore than one industry
representative allowing representation of different segments of the biotechnology
sector.

* Areas Beyond the Jurisdiction of the Convention

Dafficult issues for the ABSA include suggested coverage of both in situ and ex
situ rescurces; pre-CBD vs. post 1994 GR bicprespecting; human ws. plant and animal
GE; and products vs. dervatives of GE. Boundary lines should be drawn consistent
with the chkligations and explicit legal boundaries of the CBD Treaty, as exemplified
by the Bonn Guidelines.

All stakeholders require clear boundaries to commit resources to participation in an
ABS IR Without a precize understanding of important terms such as "genstic
resources, products and/or derivatives," it i1s impossible for any private company to
enter into an agreement with indigenous communities or other holders of traditional
knowledge.

*  Lack of Clarity Over the Definition of Traditional Enowledge (TK)

A precise understanding of this important term is also needed before private
companies are able to enter into agreements with indigencus communities or other
holders of TE. Moreowver, if more than one indigenous community (within a country or
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otherwize) states a claim to the same TE, there needs to be a clear approach to TE
rights that deoes not threaten a private company that has acted in good faith and is
working on the basis of PIC and MAT with cne of these cormmunities (or with a focal
point of a CED member that has entered inte good faith PIC and MAT with a
community). Unless and until further international consensus is reached on the issue
of TK, the ABS IR should follow the precedent established by the Bonn Guidelines.
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BIOTECHNOLOGY

INDUSTRY ORGANIZATION

December 15, 2008

VIEWS AND PROPOSALS OF THE BIOTECHNOLOGY INDUSTEY ORGANIZATION (BIO)
IN RESPECT OF THE MAIN COMPONENTS IN ANNEX I OF DECISION IX/12 OF
THE CONFERENCE OF THE PARTIES (COP) OF THE CONVENTION ON BIOLOGICAL
DIVERSITY (CBD)

General Comments:

The decisions of the Conference of the Parnies (COF) of the Convention on Biolagical Diversity (CBLI)
define the work program for the Ad-hoc Working Group on Access and Benefit-Shaning (ABS Workmg
Group). The Working Group has been tasked by the COP to “elaborate and negotiate an intemational
Tagime om access to genefic resources and benzf’t—shanne: (Decision VII'1Y) at the earhest possible time
before the tenth meeting of the COP m October ?'I:IllﬂllDeclimn WIIL4).

Decision T012 of the Minth Session of the Conference of the Parties (COP-9) of the Convention on
Biclogical Diversity (CBD) “[ifnvites Parties, Governments, international organizations, indigencus and
local commmmities and relevant stakeholders to submt, for further elaberation and negotiation of the
mternational regime on access and benefit-sharing, views and proposals inchiding operational text, where
relevant, in respect of the main components listed i Ammex I to the present decision, preferably with
Supporting ratonale.”

As reguested by the COP, set forth below are the views and proposals of BIO regarding the components
Listed m Annex I to Decision [{/12 along with accompanying rationale in the form of comments.

The Biotechnology Industry Organization (BIO) 13 pleased to take this opportumnity to submut such views
and proposals on matters to be addressed by the ABS Waorling Group. BIO respectfully requests that the
ABS Working Group hMembers take these comments mto consideration during their deliberations.
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Amnex I [Annex to COF 8 Decizion IT12]
THE INTEENATIONAL REGIME

L OBJECTIVE

General Comment on Objectives:  The mandate of the ABS WG 13 “to elaborate and negotiate an
mnternational regime on access to genefic resources and benpefit-sharmg with the aim of adopting
an instrument'instrents to effectively implement the provisions in Article 15 and Armicle 2(7) of the
Comvention and the three objectives of the Convention™ (COP Decision VII19D), para. 1), As a general
nmtter, the objectives of the Intermational Regime (IF) nmst track the terms of reference of the ABS
Working Group, which were dictated by the COP in Decision VII'19D and nmst alse be consistent with
the terms of the CBD itself. Efforts to further broaden or otherwise modify these governing principles are
cutside the scope of the ABS WG exercise and should be avoided.

The mandate of the ABS WG refers to the implementation of Article 15 and Article 8()) of the CBD and
“the three objectives of the Convention™ (Decision VII'19D). The text of this paragraph should therefore
ke linuted to CBD Articles 15 and 8()). Eeferences that have been propesed to other articles, e.g., Ardcles
16 (transfer of techmology) and 192 (access to benefits from “hiotechnologies based on genetic
resources ) address different 135023 and should not be included.

The provisions of Article 15 regarding access and benefit-shanng are limuted to “genstic resources.™ The
TR. should be limited as such and therefore should not include “derivatives™ or “products” In addinon,
ncluding such concepts may be inconsistent with the notion of obligatons anising through “nmmally
agread terms”™ mnoan ABS ammangement and would have potential to subject dovmstream actors to further
uncertamties.

The ABS W& should proceed with care when addressing the topic of “tradifional knowledge™ For
example. the term “zssocated maditonsl knowledge” which 1= presented as & textual optien for the
objectives, 1z not used m the CBD. Article 2()) specifically recites that 155 scope is linted to such
“knowledge, mmovations and practices of indigenous and local commmmities embc-d'l..mg traditional
lifestyles relevant for the conservation and sustainable use of biclogical diversity.” In order to aveid
confiision, & specific reference to Article 8(j) 1s warranted when addressing ° “traditional knowledge™
1zsues. In additien, the terms “misappropriation” and “misuse” are not used or defined m the CED. Winle
these terms may be a useful tool for dialog, they should not be included as a potential defimifional element
relating to the objectives of the intemational regume.

IL SCOPE

(reneral Comment on Scope; The IR should be withm the scope of T]J.E' CBD. In respect of access and
benefit-shanng, the terms of the CBD are limited to “genetc resources.” Thus, the IR should net apply to
the broader term “biological resources” and should also not apply to “derivatives.” “products” or other
items, however defined, umless theose items would also meet the definifon of a genefic resource under the
Convention, Le., “genetic material of actual or potential value,” where genetic material is defined as = any
matenal of plant, animal, microbial or other cngin containmg fimetional units of heredity” (CED Article
2). Tims, proposad references to “derivatives” and ‘products,” should be deleted to be consistent with the
scope of the CBD. In addition, reference to Article 8() 15 waranted when discussing “traditional
knowledge™ to link the concept of traditional knowledge to the context in which if is used in the CED.

The Oprions; In respect of the three options presented, Optfion 1 is more comprehensive and would make
the most appropriate basis for discussions. However, option 3 could be amended to be consistent with the
views of BIO set forth herein Option 2, however, appears to suggest an overly broad scope for the IR

[ o]
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For example, it contains no exception for genstic resowrces made freely available (e.g. “commaodities™),
resouroes found beyond national jurisdictions or other excluded categones of genetic resources.

Excluded Subject Matrer
The follewing subject matter should be excluded from the scope of the [R:

1. Human generic resources —lnman genetic resources nmst be excluded consistent with COP
Decision 1111, reaffirmung that “human ganetic resources are not included within the framewerk of
the Convention:”

. Genefic resowrces acquired prior to the entry into force of the IR (Le., no remoactive effect) - any
effect should arise only after obligations are accepted by a particular ConTacting Party;

m.  Genetle material made freely avmlable or that otherwize enrers the public domain (Le.
commodities or other genstic resources made available without restnction) - If the genetic
resources are made freely available without restmiction they should not be covered by the IE:

w.  Species listed in Annex I of the JTPGRFA, unless the nse 15 beyond the scope of that agreement;

v.  Genefic resonrees found in areas beyond nanonal jurisdicion - The CBD recognizes “the
soversign rights of States over their natural resources™ (CBD Article 13.1). In that light,
resources accessed bevond national junsdictions should be excluded from the scope of the IR
avold any doubt.

vi.  Genetic resowrces located in the Antaveie Treaty Avea - To the extent that such an exclusion
would avold competing “sovereignty” claims to resources located in the Antarctic Treaty Area, 1t
wold seem positive, so we suggested keeping this exclusion.

vil.  Human, plant and animal pathogens, including viruses - Pathogens should be excluded from the
IE. Inclusion of such resources does not appear consistent with the scope of the Comvention and
its objective of conservation of biclogical resources.

Effective Dats

The effective date should be the date of the mtemational regime and not the CBD 1n order to establish a
prospective system that has no retroactive effect. The IR will likely add additional gwidance or
requurements relating to ABS regimes. Any acquisiions of genetic resources made prior to the IR will
have besn accessed | pursuant to national laws and access and benefit- sharing terms that were agreed at
that time. The IR should not contemplate the possibility of changing obligations relating to such
acquisitions after the fact In addiion applying the IF. in a purely prospective mamer will enhance
enforcement by providing greater certainty to providers and recipients of the relevant genetic resources.

The proposed language refemng to applying the IE. to “continuing benefits” ansmg from utilization prier

to the CBD or the IE. itself as proposed in cwrent paragraph I{20L) of the Annex is not appropriate as it
would reroactively apply the IE. to acts done prior to the enmy mto force of the CED and the IR This
type of approach. attempting to regulate acts already agresd or to re-negotiate terms of access already
granted under access and benefit-shaning laws n effect at that time, would be wrworkable.

Belafonzhiy fo Other Infernational Cveanizations and devesments

The scope section proposes negotiating instuctions that provide for “flemibality” i respect of
“specialized” ABS systems such as the Multilateral System established under the ITPGRFA, and for
“special” consideration of pardcular matters. These provisions appear to be negetiating insmactions, that

may be helpfinl for the negotiation, but should not be incorporated mto 2 final agreement.

-
2
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This section alse addresses relationship to UPOV, which deals with the protection of plant varieties, and
discussions in the WIPO Intergovernmental Commuttee on Intellectual Property and Genetic Fesources,
Traditional Enowledge and Folklore (GETEF). The IE sheuld net interfere with protection of plant
varieties under UPOV. To that extent, it 1s appropriate for the CBD to give special consideration to the
relationship with that agreement.  Simularly, the WIPO IGC 15 the appropriate body in WIPO for the
consideradon of matters relating to the relationship of intellectual property and CBD related 1ssues. The
work in the WIPO IGC should be given “special consideration”™ in the sense that the CBD should defer to
WIPO on all intellectal property-related issues.

Genede resowrces within the remmt of the FAQ Commission on Genetic Fesources for Food and
Agneultore may deserve special consideration, and at least some of these resources (2.2, species listed in
Annex T of the Multilateral System of the ITPGFFA) should be excluded entirely. For example, aninal
genefic resources may jusify special consideration m light the ongoing work of the Intergovernmental
Techmeal Working Group on Animal Genetic Eesources for Food and Agricnlture m the FAO confext.

As noted previously. genetic respurces found in areas beyond national junsdiction as well as resources
located within the Antarefic Treaty Area should be exchuded from the B

L. MAIN COMPONENTS
A Fair and equitable benefit-sharing

General Comment on Foir and Equitable Benefit-Sharing:  BIO supports fair and ecuutable benefit-
shanng under the terms of the CBD. The CBD i3 clear that the benefit-shanng envisioned “shall be on
nmmally agreed terms™ (3ee, e.g. Aricle 13.7). It should be understood that suy of the potential
components listed for further consideration are to be subject to resching “mumally agreed terms™
consistent with the CBD. Such terms will nommslly be embodied in a contract or other type of agreement
that represents a meeting of the minds of the provider and the recipient of the genstic resources at issue.
In addition, thers needs to be transparency and typical contracting principles mmst apply. Therefore,
sttempting to establish a “nmltilatersl benefit-sharing optien™ through the treaty mechanizm or to
otherwise mandate parficular ABS terms would appear to be both inconsistent with CBD principles and
uworkable. In order to mamtain legal certainty for both the provider and the reciprent. the mntually
agresd terms nust govern the transachion and ensure compliance.

Linkage of Access and Benefit-Sharing

BIO supports linking fair and equitable sharing of benefits to access to the genetic resources. In fact,
benefit-shanng issues should be handled at the pomnt of access throngh the mtually agreed terms
embodied in an appropriate ABS agreement in order to reduce any uncertamties as to the status of genetic
resources and benefits arising from their nse.

BIO also supports further elaboration of different types of benefits, including monetary and nen-monstary
benefits, when melnded m mumally agreed terms. Thos werk could draw on the elements articulated in
respect of monetary and non-monetary benefits i Appendix I of the Bomn Guidelines. However, BIO
does not support amy “mandatory” benefits or a “fixed-basket of " benefits under the IR, To be consistent
with the CBD, benefit-charing nmst be based on nmmally agreed terms.  Access to and ransfer of
technology could be addressed as an 1ssue of benefitshanng ansing from the nse of genetic resources, if
meluded n mumally agreed terms, consistent with CBED Articles 15 and 16.

Capacity Building and Awareness Raising

Exercises in capacity bulding for developing countries, as well as awareness raising activities for bio-
prospectors may be helpful in ensuning better compliance with ABS systems. Feor example, BIO has
vohmtanly established detaled gnidelines for bo-prospecting for its memibers with the goal of educating
EIO members regardmg relevant 1ssues that may anse m the conduct of these activities. These zindelines

4
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are publicly available and are attached to the conments that BIO submutted to the Techmcal Expert Group
on Concepts, Terms and Working Defimitions (those comments are attached to this document for
consideradon by the ABS Working Group).

It is important that both the participation of mdigenous and lecal commmmnities, as well as any sharing of
the benefits with raditional knowledze holders be based on ntually agreed terms. In addition, any such
measures mmst be part of 2 Tansparent national ABS regime and provide clear points of contact'approval
for obtamung prier informed consent and agreement relating to nmmally agresd terms.

Mechanizsms fo Encourage Benefits be Directed fo Conservaiion and Sustainable Use

It is not clear what mechanisms are envisaged to encourage benefits fo be “directed toward blodiversity
and socio-economic development.” The IR should not regulate specific terms of ABS relatgng to how the
benefits should be “directed ™ However. intemal to national systems, countries may choose to allocate
benefits, onee recerved. The recipient, however, should have no obligation other than to ransfer benefits
according to the ABS agreement.

Dgvelopment of international minimum conditions and standards

This element should not be further elaborated. For example. it 13 not clear what “conditions™ and
“standards” are being referred to in the draft language of paragraph (1), To the extent that this is an
attenpt to regulate paricular terms in ABS agresments, this should be avoided.

Benefit Shaving for Every Lie

This concept appears to indicate mandatery benefit-shanng for “every use”™ of a genefic resource,
even including uses that are not subject to nmmally agreed terms (e.z., uses of a genetic resource
nmade freely available). This is cutside the scope of the CBD and sheuld not be included i the
International Regime.

Multilateral benefit-sharine options when origin iz not clear or in ransboundary situaions.

This inroduces uncertainties and may not be consistent with the concept of “nmtually agreed
terms” to the extent that this may envision rights of third comniries to “claim™ benefits even if they
are not party to an ABS agreement. Permutting clamms of third countmies not party to an ABS
agresment would add great uncertainfies to the process. However, n cases where mulfiple
counmies hold resources in commen, agreements between such counmes could be arranged so that
benefits received by one member in a group of countries or mdigencus conmmmities that holds a
particular resource n conmnen would share the benefits received with others from that group.
Such agresment should be separate from the ABS agreement between provider and recipient and
should not have any effect on the liabilities or obhigations of a recipient of genstic resources that is
not party to that agreement. It should be noted, however, that attempting to negotiate such an
agreement wonld Iikely be highly complex and resource mtensive. In addition the wide diffusion
of many resources would likely make such an exercise impracticable in at least a number of cases.

Establistment of frust fimds fo address granshoundary simations.

It 15 not clear what such a “tmst find”™ would entail. it is a fimd for capacity building to address certain
biodiversity sustainability 1ssues, this may be further considered. However, the fimd should net envisien
any type of mtemational “clamm”™ or “tnbunal” imder the CBD that would make findings as to potential
wrongdeing or “rights” to share in benefits. Disputes should be handled pursuant to nmtmally agresd
terms and appropriate dispute settlement mechamsms. In addition, if such a fimd were to be established,
fanding sources would need to be 1dentified. BIO does not support “taxing” transfers made under an
ABS agreement pursuant to obligations of the IR,

Enhanced ufilization of Bonn Guidslines and Development of Modal Clauses for MTAs
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BIO supperts, m prnciple, enhanced uilization of the Bonn Guidelines. The Bonn Guidelines are
particularly nsefil in respect of presenting opdoens for Material Transfer Agreements, mchuling monetary
and non-menetary benefit options. ete. However, the Bonn Guidelines also discuss certam matters (e.g.,
consideradon of patent disclosure requirements {see para. 16(d)i) of the Bomn Guidelines) that have
been shown to have negative consequences. As such, enhanced utilization of the Guidelines nmst not be
construed as an endorsement of all concepts presented therein but rather as mwdelines to assist m
developing national ABS regimes.

The development of model clauses alse may be helpful to gude ABS negotiations in certam cases.
However, if established, anv such clauses should not be h-denE as the IR should permut flexibility in
achieving mmtually agreed tenms for material mansfers. In addition. alternatives, such as a database of
sample clauses from successful ABS agreements or capacity bulding programs relating to “hest
practices,” may be preferable.

E Access to gemefic resources

General Comment on Aceess to Genefic Resources: BIO supports the concept of access to genetic
resources bemng linked to fair and equitable shanng of benefits on the basis of momally agreed terms, as
envisioned in the CBD. However, national laws governing the terms of access, e.g., in national ABS
regimes, should be non-discrinunatory and should thersby treat domestic and foreign researchers on
simular terms. In addition, access terms should be “facilitative™ in nature and should not be overly
regulatery or purmitive in nature.

Recoenifion of the sovereien rvights and the authority fo defermine access

This langnage nmst be consistent with the language used m CBD Arficle 15.1. In that light, it
should refer to the recogmition of “the soversimn rights of States over their natural resources.” and
“the sutherity to detemine access fo genetic resources rests with national governmments and is
subject to national legislation.” The langnage used should not be susceptible of mterpretation that
nmy extend the “soversignty” principle beyvond that contained m the CBD.

Lezal certainty_clarity and transparency of access riles

BIO strongly supperts the legal certainty, clanty and transparency of access rules. Specific and detailed
guidance should be incorporated into the IR with respect to access mles that, ez, reguire identification
of clear points of contact and give legal secunty to bioprospectors that access genefic resources in a

particular CED Lember.

MNon-discrimination of access rules

BIO supports nen-discrimmation of access nies.  All researchers, regardless of their status wathin the
CED or their national origin, should be permmtted to access resources under the facilitative mechamsms of
the ABS remime These researchers should also be subject to the bemefit-sharing requirements
mplemented by national laws in provider comntries, in order to provide benefits that may flow thereby
consistent with the goals of the CED.

Intermational gccezs standards and internatgonally developed modsl legislation or guidance

BIO can support detailed guidance i the IR as to certam access prmciples consistent with the CED
requirement to “facilitate” mecess in Article 132, meluding, e g, standards that would help ensure
transparency and clanty, including identification of clear authorities and points of contact to mprove
reliabulity n agreed temms of access.

However, while model legislation may be useful to standardize approaches between nations and thersby
facilitate access by eliminating differences of law between junsdictions. such an asppreach would be
resource-mtensive. It would be difficult for Parties to negotiate appropriate model lezislatgon m light of
different national circumstances and the general recognition that a “one-size fits all” appreach will not be
workable. It may also be inconsistent with the principle contzined in CBED Article 153 that Parties may,

&
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2.2, forego requiremments for prier informeed consent if they so choose. Resources would be better spent
on developing specific mudance on certain access and other principles consistent with the CED and
providing needs-based capacity building for countries when implementing their naticnal ABS rezimes.

Simplified access yules for non-commercial research

It will be very difficult to define “non-commmercial research”™ for purposes of providing a separate set of
access rules. Generally speaking, a unitary system in which the agreements themselves would linut the
research to non-commercial uses, commercial uses or a combination of the two, and would address
benefit-shanng terms accordimgly would be an better approach. To the extent that work on a split system
15 pursued, any system that envisions a differentiation between “non-commercial” and “conmercial”
research should provide for the ability to “convert” from non-commercial to commercial research. Whale
not optimal, this approach mav be workable if 3 clear definition for what is intended by “non-
commercial” research and for how this may transition to “conmmercial” applications 1s developed.

C. Compliance

General Conment on Compliance: BIO supports effective compliance to ensure that the objectives of the
CBD can be implemented i a fair and equitable manner that facilitates access. Inthat light, a contract-
based approach envisions tools that are currently used effectively in many intemational business
transactions. such as private intemational law mechamsms mehuding volontary mtemational mediation,
arbitration and civil law regarding enforcement of forsign judgments, used i manner that can provide
effective enforcement. In respect of foreign enforcemment of judzments, however, it should be noted that
CED Members in the past have been reluctant to recognize judgments from other jurisdicions. The
delegation of Canada has explained the utility of private international law measures n their submmssion to
the sixth session of the ABS Working Group (UWEP/CBD/WG-ABS/GTNE/3/Add.2).

Awarenezs-raising activiiies

BIO supports the use of tools to encourage compliance, including swareness-raising activities to assist
potential commercial and non-commercial bioprospectors in mderstanding the objectives of the CBD and
elements of national ABS laws.

Mechanizms for information exchange

BIO supports, in principle, mechamsms for mformation exchange relating to monitering compliance with
CBD requrements. However, more information 15 needed on specific proposals for mformation
exchange for BIO to articulate a view. For example, recipient country officials should not be tasked wath
interpreting or enforcing foreign laws, whether or not in the context of allezed “infringements ™ Further,
any stich mechanisms nmst respect agresments regarding confidentialicy of the relevant parties.

Intermationally recomized certificare issued by a domestic competent auriiority

There are stll many outstanding issues regarding the feasibility of establishing such an mtemational
certificate system (see, e g the Eeport of the Techmical Experts Group in UNER/CEDVWG-ABS/3/7
(Feb. 20, 2007, In that hight, such certificates should not be considered for the Intemnationzl Eegime
il a mmeh more therough discussion has taken place as to the acmal wse of such certificates. Further,
these types certificates, if pursued, should not be ded to other laws, e g, mtellectual property laws.

Development of tools, including private intermational low mechanisms, to enfovce complianes

Any enforcement system should build on existing systems. In cases mwolving vielations of national

access laws, appropriate, effective and proportionate measures {including civil and/or crinunal measures)
should be considered  However, extraternitonal “enforcement™ mechamsms inder the CED itself, ez
CED mibunals, would be unworkable and should be avorded.

In the case of enforcing ABS systems, private international law offers many dispute settlemens:
mechanisms that are currently used to enforce contracts relating to international business transactions
argund the world; see, e.g., paper by the delegation of Canada subnmtted to the sixth ABS WG meeting
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(UNEF/CEDWG-ABS/6INE/3/Add. 2 (Jan. 15, 2008)). Measures such as negotiation, mediation,
arbitration and consideration of enforcement of foreign judgments should be further elaborated.

Further consideration of existing frameworks established under pnvate international law to improve
cross-border enforcement of ABS agreements may be further studied, however, CED Members in the past
have been reluctant to recognize judgments from other jurisdictions. The v culu.um.n nse of existing
mechanisms, such as the New York Convention on the Becognition and Enforcement of Foreign Arbitral
Aowards, in mumally agreed terms, could provide 2 good starting point for diseussion.

Intermational imderstanding of misapproprigtion misise

A further understanding of the concept of “musappropriation” or “nususe” may be helpful to the dialog
among Members of the ABS Working Group. However, providing a definition in the IF. of
“mizappropriation” or “nususe” may not be appropriste m that tas would add a term that 15 not found in
the CED. A common understandmg of these terms should inelude the notion of a Imk to complianes with
nationzl ABS laws. In other words, if there 1z no vielation of naticnal law, there is no misappropriation.
Further, in order to reach 2 conmmon understanding of the temm it will be necessary to better understand
the mtended context, e.g., the purpose for wlich the term will be used and any consequences of acts that
nay be deemed “misappropriation” or “nusuze.”

Sectaral MT4 model clauses and access standards

A sectoral approach in the IR is needed as a general matter because a “one size fits all” approach would
be wworkable given the vast differences in how genetic resources are utilized by different mdustries.
Further, the development of model clanses may be helpfil to gude ABS negohiztions in certain cases.
However, if established, any such clauses should not be binding as the IR should permit flesibility in
achieving mumally agreed terms for matenal wansfers. In addition, alternatives, such as a datzbase of
sample clauses from successful ABS agreements or capacity building programs relating to “best
practices” may be preferable. BIOD also supports providing guidance with respect to certain access
principles consistent with the CBD requirement to “facilitate™ access in Article 152, For example,
guidelines that would help ensure mransparency and clarity, melnding identification of clear anthorties
and pomts of contact to uprove reliability in agreed tenus of access.

Codes of conduct and identification of “best praciices”

Johmtary “Codes of Conduct”™ for industry may be helpful. One current example in the biotechnology
sector is the BIO Guidelines on Bioprospecting. Any such code should be established on a vohmtary
basis by an industry assoctation with parficipation from mdustry acters. The industry group itself may
moniter compliance. Mandatory “codes of conduct™ would be comnterproductive and would not be
appropriate. In addition, to the extent that this langnage envisions a “mandated” code to be enforced
throungh a CBD compliance-type mechamism, this would be very problematic and should be avoided
Tdentification of “best practices.” however, could also take the form of guidelines or other mstnuments
that would not be bindimg and would provide sigmificant benefits m this area.

Linilateral declaramon by users

It i3 not clear what 15 envisionad to be a “umlateral declaranion™ in this context. More information is
neaded on the nature of the declarations infended. Ifitis a voluntary, “good fath”™ declaration that. to the
knewledge of the user, no resources were obtained in contravention of any national laws, it could be
stdied further. However, any declaration should be kept out of pardcular areas of law, such as
mtellectual property law. Further study of unilateral, volmtary declarations may be envisioned, e.g., on
customs forms when bringing resources into recipient counimes. A veluntary declaration may be feasible,

on how 1t 13 desimned  Howewver, the potential for unmtended consequences such as
mtermiption of trade flows must be fully considered.

Traciing and reporting svstems and ideniificaiion of check-points.

Attempting to develop a centralized tracking and reporting system relating to any and all transfers of
genefic resources would be a highly resource intensive exercise. In addition, the potential for unintended
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consequences, such as mterruption of voluminous rade in goods, nmst be fully considered  However,
further study of tracking mechanisms may be appropriate.

The concept of 1dentification of “check pomts” envisions a user-country approach to enforcement of
foreign ABS laws. The IR should mstead focus on mmplementation of effective national ABS regimes m
provider countries. MNonetheless, certain check points in user countries, such as agencies respansible for
border entry points, may be feasible. However, agencies involved in finetions generally wrelated to
transpert or acquisition of materials, such as mtellactual property offices. are not appropriate “check
poinzs.” In addition, potential for unintended consequences, such as interruption of volununous Tade in
goods, nmst be filly considered.

Disclosure requirements

BIO opposes proposals made regarding new patent disclosure requirements (e.g., regarding source/origin
of genedc resources). BIO members are of the view that such requirements will be (a) ineffective m
promoting the objectives sought (e.g, compliance with CBD principles) and (b) will infroduce
unecertainties into the patent system that will inhubit innevation mn releveant techmologies and will therelby
decrease potential benefit-shanng from such efforts. Detailed and lengthy disenssions in WIPO and
WTO, have confirmed this view and further, have not led to any consensus on such proposals. These
proposed requirsments should not be incloded in the IE. Instead, promoting access and benefit-shanng
through “nmmally agreed terms”™ is the best approach. To the extent further diseussion is necessary on
these proposals, it should be done at WIPO.

Remedies and sancions

This topic should be understood in the sense of exploring remedies and sanctions available through the
dispute settlement mechanisms mentioned above and should not attempt to impese a type of Intermational
regulation with respect to bioprospecting or related activities.

Meaasures fo ensuve complianee with customary law and local systemis of protection

Any measures to ensure compliance with customary law and local systems of protection should be
developed at the national level, in light of the vast differences in customary law approaches. However,
the TR should include provisions, such as the identification of clear points-of-contact, to ensure that legal
certainty, clanty and transparency of the ABS regime are maintamed a3 to the appropnate hierarchy and
30 the terms of ABS agreetments will be respectad.

D Traditional knowledge associated with genetic resources

General Comment on JTraditional Enowledpe Associated with Genede Resowrces: BIO supports use of
traditional knowledgze n accordance with the appropriate access and equitable benafit-shanng principles
articulated in the Convention, including wnder Aricle 2(). However, any such measures nmst be
transparent in nature. In addition the scope of what is envisioned by the term “traditional knowladge” 1s
paramount.  The scope in the IR should be hnmted to “knowledze, mmovations and practices of
mdigenous and local commmmities emb-:ud]..'iug maditional lifestyles pelevant for the conservation and
sustainable use of biological diversity” consistent with CBD Asticle 2(j). In addition, any provision
relating to traditional knowledge should not attempt to regulate or repatriate information that has enterad,
or nay enter, the public domam. This could have significant ramifications bevond the CBD context and
would provide great uncertamnty.

Meaasires regavding use of TE in ABS context

BIO supports firther consideration of measures to ensure the fair and equitable shanng of benefits with
traditional knowledge holders. However, any such measures should be clear and fransparent in order to
ensure legal certainty regarding the access of traditional knowledge and benefit-shaning arising therefrom
Similarly, any measures to ensure that access to TK takes place in accordance with commmmnity level

procedures should be developed at the national level, wm light of the vast differences i customary law
approaches. However, the IR should melude provisiens, such as the identification of clear pomts-of-

9
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contact to ensure that legal certainty, clarity and gansparency of the ABS regime ars maintzined. Along
these lmes, BIO supports the identification of an indrvidual or sutherity to grant access. This 15 an
essential part of developing an access regime that i1s consistent with the principles of legal certainty and
transparency and is thereby a crucial element of a workable rezime.

In order to facilitate this work, further consideration of measures, such as the “identification of best
practices” or establishment of model clanses for MTAs could be firther elaborated as a non-binding set of
guidelines with respect to those enfities that may access tradinenal knewledge. As noted previously, BIO
can support detailed guidance as to certain access principles consistent with the CBD requirement to
“facilitate” access i Article 152, Similar principles may also be appropriate i the comtext of TEC
However, 1t should be noted that CED Article 152 only applies to genstic resources.

Access with approval of TE holdsrs

When domestic procedurss are mmplemented, the approval of TK holders should be part of “pner
mformed consent” process established at national level with appropnate mput from TE helders in the

relevant jurisdiction. Fecipients should not be drawn into potential dispuzes between provider countries
and TK holders.

Enginesred or coerced access to TE without consent of the relevant TE helders would not be consistent
with notions of prior informed consent.  Appropniate legal authonty to address this concem should be
established at the national level. For example, many countries provide for protection against “contracts of
adhesion”™ or other manifestly unfar amangements. Similarly, contracts may be voided if entered into
mnder duress. However, if there is a grievance that the access has been “coerced” because of
dissatisfaction with the national ABS law, and the recipient has acted m good fath, this should be
considered a domestic matter regardng the ABS regime and should not affect the researchers and the
terms agreed by that party.

E. Capacity

BIO members suppert capacity building measures a3 developed by CBD Parties under the terms of
that agreement. This includes capacity ulding at levels for the vanous acts listed in dtem E(1) of
the Ammex. However. industry actors should not bear any mandatory obligation to provide
resources for such activities. Instead, participation should be done on a mhmna.n case-by-case
basis wvolving motually agreed terms.

IV. NATUEE

General Comment on Nange: BIO supports the view that the imtemational regime should be non-
bindimgz. This 15 based on 2 number of factors, meluding: (1) many countries have only recently
mmplemented or have not yet implemented national ABS systems; (n) unfil firther experience is gamed,
maxinmum Hexibility should ke afforded under the CED while still decumenting best-practices and nonms
to enhance operability of the agreement; and (i) further consideration of utlity of existing mechanisms,
Le., ABS agreements, arbiration and other dispute seftlement mechamsis, etc., need to be pursued prior
to entering inte a binding regines.

Cptions:

BIO favors Options 2 and 4 as presented in Decision I{'12. As noted above, BIO members contime to
support the concept of a non-binding instrument.  Therefore, to maintaim all options without prejudice to
the outcome of the negotiations, the recitation of a combmation of “legally binding and’sr non-binding
nsTuments’ (Emphatli added, from Option ) should be mamtained. EIO can also : agree with Option 1.
The work should at least commence on the basis of creating one or more non- bmdmg mnstuments and
delineating best practices. Onee the substantive provisions are worked out, then a more imformed

10
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discussion may take place regarding the nature of the agreement. It 1z very difficult to reach agreement
on the binding namre of any such agresment if the content 15 wnknown.

Options 1 and 3 are net approprate a3 both mandate an entirely legally binding instiument and should be

deleted  Further, with respect to Option 1, any successful IR nmst include a heavy reliance on pnivate
mternational law mechamsms, parheularly with respect to cross-border disputes that may anse with
respect to mutually agreed terms of access and benefit-shanng.
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COMMENTS OF THE BIOTECHNOLOGY INDUSTRY ORGANIZATION (BIO) ON
ISSUES TO BE ADDRESSED BY THE TECHNICAL EXPERETS GROUP ON
CONCEPTS, TERMS, WORKING DEFINITIONS AND SECTORAL APPROACHES

Introduction:

Decision D12 of the Ninth Session of the Conference of the Partes (COP-9) of the Convention on
Biological Diversity (CED) “[ifnvites Parties, Governments, international organizations. indigenous and
local conmmmities and relevant stakeholders to provide information and visws related to the issues to be
addressed by each expert group.”

The Biotechmology Industry Orgamization (BIO) appreciates this opporfuuty to set forth its views on
matters to be addressed by the Techmical Expert Group on Cencepts, Terms, Working Defimtions and
Sectoral Approaches (“Concepts TEG™). BIO respectfully recuests that the experts selected for the
Technical Experts Group take these conupents into consideration during their deliberations.

General Comments:

Scope of the Intamational Regime:

BIO members firmly belisve that the proposed infemational regime on access and benefit-sharing should
be within the scope of the CBD. For example, under the CBD, the access and benefit-sharing prowisions
only apply to access of “genetic respurces.” Therefore, the rules in the international regime mposed with
respect to genefic resources should be applied consistently with the definiton of genetic resources m
CBD Arficle 2 and should not cover the broader concept of biological materials or categories such as
derivatives or products, however defined Suppliers and reciplents of genetic resources, however, may
elect to assess benefits on biological materials or derrvatives ansing from the use of those resources
through nmtually agreed terms.

The mternationzl regime should prowvide for approprniate exclusiens, including those areas already
explicitly excluded from the CBD, such as human genetic resources' In addiion, pathogens and
commpodities (genstic resources already made freely available) should be exclnded from the nfernational
regime. The paradigm wnderlying the CBD access and benefit-sharing rules is “bio-prospecting” for
genetic resources.  That is, a research enfity sesks to access a genetic resource i 5ime o I &n ex ity
collection and to develop 2 commereially viable product therefrom  Access to pathogens and to genefic
resowurces that are made freely available do not fit tis paradigm  Thus, applying the sccess and benefit-
sharing chligations in the CBD to pathogens and commedities does not appear to be socially beneficial,
and 1t would be mappropriate to apply these mles in the intermational regime based en the paradizm to
pathogens and commodities.

No “One Size Fits A" Approach for Access and Bengfit-shaving:

It 15 also our song belief that suppliers and recipients of genetic rescurces will cbiain optinmun economic
and social benefits through the negotiation of “nmiually agreed temms™ for access and benefit-shanng at
the “pomt of access™, rather tham applying a fixed access scheme and a fized “basket” of benefits
mandated by a treaty. Negotiations at the point of access would sllow suppliers and recipients to
determine the appropriate balance between “up-front™ and “back-end” benefits for the relevant transaction
as well a3 to determume an appropriate level of benefits ansmg from the contemyplated arrangement.

! Sae COP Decizion 1711,
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Specific Comments:

The terms of reference of the Concepts TEG provide that the experts group will consider the following
guestions, labeled sz (a) — (d). The questions are reproduced below, aleng wath BIOs conuments.

ial What ave the different ways of understanding biological resources, genefic resources,
derivatives and products and whar ave the implications of each understanding for the development of the
main components of the ftemarional regime on access and bemefit-sharing, including in relation to
sectoral and subsectoral activifies and in relation to commercial and non-commercial research?

CBD Article 2 provides the following definitions:

"Biological resources” includes genefic resources, orgamsies of parts thereof, populations, or
any other biotic component of ecosystems with actual o potential use or value for umanity.

"Genefic resources” means genetic material of actual or potential value.

"Genetic material” means any matenal of plant. ammal muerobial or other orgin contamng
fumnctional units of heredity.

Cﬂns,equenﬂn genetlc resources are a subset of biological resources that have “fimetional vnits of
heredity.™ An E‘iﬂDJplE of a genetic resource 15 a seed of a ee or young tree plant  An example of a
bmlogu:al resource that 1s mot a genstic resource is a chemueal extract from that seed or plant. Some
genetic respurces may be commercial commodities. Many bislogical resources would be commercial
commedities. The “benefit-shanng” objective m CBD Article 1 is limited to “genetic resources™ — it does
not encompass “biclogical resources.” CED Article 15, which sets forth the obligations on access and
benefit-shanng, 15 also limited to genetic resources.

The concept of “dertvatives” 1s not contamed in the CBD provisions on benefit-shanng. Thus
concept 15 further not defined m the agreement, although the term 1= used m the defimtion of
“hiotechnology” i CBD Article 27 We firmly believe that the proposed international TEgime 0N access
and benefit-sharing should be within the scope of the CBD. The access obligations m the CBD only
apply to genetic resources and the benefit-sharing obligations cnly apply to use anamg from the accessed
gsenetic resowrces. Therefore, the rules in the intemational regime mmposed with respect to genetic
resources should not be applhied to “derrvatives” (regardless of the definition of the term) of aceumred
genetic resources. Providers and recipients of genetic resources should define “denvatves™ for the
parposes of their mdividual endeavers and determune what bensfits, if any, should be based on such

derivatives on an endeavor-by-endeavor basis.

Similarly, the term “product” is not used m CBD Article 15 or in any other provision relevant to
benefit-charing ~ BIO reiterates that the infemational regime should be commensurate in scope with the
CED. Sumlarl} as sbove, any defimition of “product™ ‘should be left to providers and recipients in the
development of material ransfer agreements (WMTAs) that will reflect the specific terms of access and
benefit-sharing that will apply to the particular transaction at 1ssue. Consistent with this notion, the Food
and Agriculture Orgamzation (FAQ) Intemational Treaty for Plant Genetic Resowrces for Food and
Agriculture (ITPGEFA) also does not contamn the term “product” or seek to define it Nonetheless, it i3

* CBD Aricle 2 defines “biotecknology™ 25 “any technological application that uses bislogical systems, living
organisms, of derivatives thereof, to make or modify products or processes for specific use{emphasis added).”
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defined as part of the Standard Material Transfer Agreement (SMTA) under that treaty.” BIO does not
believe that an SMTA is workable in respect of the Intenational Regime. The FAO ITPGRFA context is
mmich narrower and therefore more amenable to a standard agreement. Nonetheless, the FAO system 15
mstructive i that the SMTA is where the tenn 15 defined.  Simlarly, the “mmmally agreed terms”
{usually emvisioned to be an MTA) between the recipient and provider are the appropriate mechamsm to
define such terms if needed with respect to the broader range of tramsactions envisioned under the
International Fegime.

ib) Tdennify different forms of unlization of gemeric resources in relation to sectoral and
subsectoral activities in the context of Article 13, pavagraph 7, of the Convention;

Genefic resources are used in a wide variety of ways in the bistechnology sector. For example,
when used in the research-intensive biopharmaceutical indnstry, genefic resources are generally usad as
mstruuents to create an “end” product either as a ressarch tool or a5 a component in the process of
making the product. Although with respect to certam products, such as vaccines, the genetic resource
itself may be in the end produet.

ich Idennifi and describe sector specific chavacteristics of access and benefit-sharing
arrangsmenis and fo identify the differences, if any, betwesn approaches in sectors;

Benefit-shanng  amangements in the resesrch-mtensive phermaceutical and agmeunlral
biotechnology sectors vary widely and may invelve shanng benefits before and/or after the marketing of a
product ansing from use of accessed genetic resources. There i3 some sentiment among conuuentators
that suggests that emphasis on benefits that accrue after marketing may be musplaced. particularly given
that many genetic resources are mvestgated for pharmmcentical potental but few give mse to a
marketable prodnct.

Agreements mvolving the research-intensive biopharmacentical sector are nearly alu.a\-i
individually negotiated, albeit nezotiators may start with a familisr, model agreement as a starting point *
IFPMA and BIO have published gmdelines to educate and assist their members on access and benefit-
sharing practices. BIO has also Pl'lhlli]:l.eli a model matenal transfer agreement (MMTA). While not
intended to be standard agreements or codes of conduct, these guidelines help idennfy “best practices” in
the mdustry and also are mtended to be updated as practices change. A copy of the 'BIO gmdelines and
the BIO MDVTA are attached as an Annex to this document.

idl What are the range of opfions and approaches for taking these different characteristics
into account and that may bring coherence fo access and benefit-shaving related pracrices in different
sectors !

BIO supports a flexible approach for the Intenations]l Fegime that takes mto account different
needs of different industry sectors and other stakeholders. The International Regime should facilitate the
implementation of clear and transparent naticnal ABS systems. This includes providing for clear points-
of-contact for national mwhorities that can be sasily identified by those who seek access.

* Under the FAQ 3MTA “product” is defined as “plant genetic resources for Food and Agriculture that incorporate
the Material or any of its genetfic parts or cotnponents that are ready for commercialization, exclnding commedities
and other products used for food, feed and processing.”

* Sge “Access and Benefirsharing in Practice: Trends in Parmerships across Sectors” (bereinafter “ABS in
Practice™), part 4.4, p. 27, available at htp:/'www.chd.int'doc/publicatons/chd-ts-3 8-en pdf).
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In zddition, flexibilicy with respect to “nmmally agreed terms™ should be employed. The
International Pegime should not attempt to regulate specific terms applicable to all agreements or to
otherwise attemupt to inzpose soict conditions that go beyond the ABS principles enshnned m the CED.
This would not only be counterproductive, but would not be consistent with the notien of “nmually
agreed terms used o the CBD itself. A system that permuts the provider and recipient fo come to
agreement based on the specific corcumstances sumoumding the proposed access wall help to provide 2
workable framework that will facihitate mmplementation of the ABS objectives of the CED at the national
level, while, at the same time, be able to provide necessary flesability to meet the goals of both parties.

A pumber of opfions can be emploved to mest these goals and thereby bring coherence to ABS-
related practices that may apply to different sectors under the International Regime. Broad measures to
buld capacity i developmg countries will help in establishing clear. transparent national ABS regimes
that are mote easily understood by others. Efforts to mcrease swareness of national ABS laws among
those seeking access to genefic resources will assist mn compliance. In addition, detailed gmdance could
be meorporated inte the Intemstonal Femme with respect to access miles in order to facilitate
implementation of systems with clear points of contact that give legal secunity and certamty to those who
seek access o good faith. Further, aspects to be dealt wath m the area of compliance, e g, use of
mediation and arbifration dispute setdement mechanisms, may help to build greater confidence in the
implementation of approprate mechanisms to reach nurtually asreed terms.
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ANNEX I
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Guidelines for BIO Members Engaging in Bioprospecting

The Biatechnology Industry Organization,

recognizing that the conservation of biological diversity has significant long-term
advanzages for all and desiring to play 2 role in achieving those advantages for all;
recognizing the importance of promoting the sustainable use of biodiversity and of
eguitably sharing the benefits arising from use of genetic resources with the parties
providing access to those resources;

recognizing the impertance of scientific research on genetic resources and the
important benefits to society as a whole that arise from such research;

wishing to premote the adoption of clear and transparent provisions governing use of
genetic resources so as to promote the greater use of such resources as well as the
flow of more benefits to parties providing such access and society as a whole; and
desiring to conduct their activities, and these of their agents, in relatien to collection of
genetic resources, as well as the evaluation and use of these collected genetic
resources in @ manner that complies with relevant national and international regimes;

hersby estabiishes the following Guidelines for bioprospecting.

Definitions; Scope of the Guidelines

Cefinitions: Az used in these Guidelines, the following terms shall have the meaning
provided below.

1. "Benefit Sharing” means the providing of any form of compensation or
consideration, monetary or otherwise, by a BIO Member to a Providing Party in
exchange for the BIO Member being provided access to and autheorization e
use Regulared Genetic Resources,

2. "BI0 Member" means a Member of the Bictechnology Industry Organization.

3. "Bioprospecting” means the collection by a BIO Member of physical zamples of
Regulated Genetic Resources existing in sity or in maintained in an ex situ
collection of such rescurces.

4, "Bipprospecting Agreement” means a written agreement between a BIO
Member and either a Contracting Party or a Providing Party that concerns (i)
Prior Informed Consent and [ii) the terms and conditions governing collection
and use of the Regulared Genetic Resources, including, inter alia, Benefit

Sharing.
5. "Collected Genetic Resources™ means physical samples of Reguilated Genetic
Resources that have been acquired by a BIO Member through Bioprospecting.
6. "Coantracting Party™ means a country that has accepted, ratified or acceded w

the Conwention on Biclogical Diversity and thus is 2 Contracting Party within

the meaning of Convention.

"Ex situ collection™ means a collection of physical samples of genetic resources

that have been previously obtained from an in sitw location and which are

preserved or maintained in a location external to that in situ location.

8. “Focal Point” means the entity designated or recognized by the government of
a country as having the authority to (i) identify the Providing Party or Parties
within the Contracting Party with autharity over the genetic resources to be
collected, (ii) provide information concerning the requirements and procedures
for obtaining Prior Informed Consent to collect and use Regulated Genetic

|
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Resources within the territory of that country, (i} provide information
regarding Benefit Sharing requirements applicable within the Contracting

Party, and [iv) identify the representative of local and indigenous communities
ocated within the territory of the country.

5. "Genetic Resource” means material of non-human animal, plant or micrebial
origin containing functional units of heredity.

i, "In-sicu” means the location in which genetic rescurces exist within
ecosystems and natural habitats within a Country;

11. "Providing Party"” means any entity within a Contracting Party that has been

given the legal authority to grant Prior Informed Consent or authorization to
access and use Regulated Genetic Resources, and may include, inter aliz, an
autharity of the national government, an autherity of 2 local government, or
an indigenous or local community or any combination of these entities.

12, "Prior Informed Consent” means an agreement between a BIO Member and a
Providing Party establishing that the BIO Member has provided to the
Providing Party information that meets the requirements of Section III of these
Guidelines with respect to a Regulated Genetic Resource to which the BIO
Member has been granted access.

13. ‘Regulated Genetic Resource” means 2 Genetic Resource in respect of which a
Providing Party in a Contracting Party, on or after the date that the Convention
on Biological Diversity Party tock effect in that Contracting Farty, imposes
reguirements concerning Prior Informed Consent, collection or use.

B.  Scope of the Guidelines:

1. These Guidelines establish principles to govern the conduct of BIO Members
that are engaged in Bioprospecting activities, as defined in section A.3.
2. The Guidelines shall not apply o the acguisition or use of:
a. any materials obtained from humans or are of human ariging
b. Genetic Resources that are not Regulated Genstic Resources within the
mieaning of these Guidelines;
C. Genetic Resources maintained in an ex situ collection where such

resgurces were obtained from a Contracting Party prior to the date the
Convention on Biclogical Diversity took effect in that Contracting

Party;
d. Genetic Resources that are made available to the public on an
unrestricted basis, sither on commercizl or non-commercizl terms; or
2. publicly available information, induding, in particular, information

published in the scientific literature, disclesed in 2 patent er published
patent application, or disseminated in an unrestricted fashion.
II. Conduct of Bioprospecting
A, Steps to take before engaging in Bioprospecting.
1. Identify and contact the Focal Point of the Contracting Party for the Regulated
Genetic Resources.

a. For samples of Regulated Genetic Resources to be collected in situ, or
from an ex situ collection located within the terrizory of or controlled
by the Contracting Party, contact the Focal Point identified by that
Contracting Party.

b. For samples of Regulated Genetic Resources to be collected from an ex
situ collection lecated outside the terrizory of or not contrelled by the
Contracting Party, identify the Focal Point specified by the custodian of
the ex situ collection ar, if the Focal Point is not known to that
custodian, take reasonable steps to identify the Focal Point for the
Regulated Genetic Resources to be collected.

2. In cooperation with that Focal Point, use all reasonable efforts to identify al
entitias that comprise the Providing Party, and ascertain reguirements
applicable to Bioprospecting.

3. Obtain Prior Informed Consent from the Providing Party to collect and use
Regulared Genetic Resources lawfully controlled or held by the Providing Party.
4, Reach agreement with the Providing Party on the terms and conditions

governing collection, handling and use of physical samples of the Regulated
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Genetic Resources, including, inter alia, the sharing of benefits arising from
the use of such samples, and measures governing the handling or transfer of
such samples.

5.  Conclude a Bioprospecting Agreement with the Providing Party that reflects the
terms and conditions of Prior Informed Consent and concerning the collection,
handling and use of the colleczed physical samples of the Regulated Genetic
Resource(s) including, inter alia, terms and conditions regarding Senefit
Sharing.

6. Take reasonable steps to confirm that the Bioprospecting Agreement will be
binding on the Government of the Contracting Party. either directly or through
the authority conferred by the Contracting Party on a Providing Party.

B. After Prior Informed Consent has been obtained and a Bioprospecting Agreement
concluded regarding collecticn and use of the Regulzted Genetic Rescurces, conduct
Bioprospecting, and use the Collected Genetic Resources, in a manner that complies
with the terms and conditions specified in the Bioprospecting Agreement.

I, Prior Informed Consent

A, Make reasonable efforts to determine if any specific requirements for Prier Informed
Consent apply o the collected Regulated Genetic Resources. To do so:

Determine if 2 Contracting Party has established requirements for Prior
Informed Consent, or, if that autherity has been delegated o a Providing
Farty.

2. Identify the nature of the requirements for Prior Informed Consent established
by the Contracting Party or the Providing Party, as the case may be.

3. Meet the identified requirements to comply with Prigr Informed Conzent
obligations of the Cantracting Party or the Providing Party applicable to the
collected Regulated Genetic Resources, and incorporate evidence of such
compliznce inte the Bioprospecting Agreement,

B. If a Contracting Party has not established requirements for Prior Informed Consent,

make rezsonable effort te provide at least the fellowing information to the Providing
Party:

i.  The general nature of the activities to be conducted with the Collected Genetic
Resources (e.g., screaning of samples for biclegical properties, growth and
study of samples of materials, extraction and isolatien of chemical compounds
from the samples, genomic analysis of the sample).

2. The anticipated field of use of any products or services that may be developed
through the use of the Collected Genetic Resources (2.g., pharmaceutical,
agricultural, industrial processing, environmental remediation}.

3.  The identity and contact information of the expected lead ressarcher in the
BIOQ Member, or a contact point in the BIO Member for such research
activities.,

V. Benefit Sharing and Sharing of Research Results, Intellectual Property Procurement
and Related Provisions

A,

BIO Members that enter into a Bioprospecting Agreement with a Providing Party
should give good faith censideration to specific terms for the sharing of benefits arising
from use of collected Regulated Genetic Resources, and should define such
commitments in the terms and conditions in the Bioprospecting Agreement.

Types of benefits to be considered for inclusien in a Bisprospecting Agresment:

1. Monetary and non-monetary benefits ardsing from the use or
commercialization of the Collected Genetic Resources, including provisien of
egquipment and materials, up-front payments and royalty payments;

2. The sharing of scientific information generated through the conduct of
research upon the Collected Genetic Resources in cenfermity with standard
industry practices regarding timing and conditions of public disclosure to
preserve options for procurement of patents or preservation of rights in
undisclosed information;

3.  The granting of rights to use technolegy resulting directly from the BIO
Member's use of the Collected Genetic Resources where the granting of such
rights and the nature of the rights granted, are consistent with the commercial
needs and interests of the BIO Member;
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4, The provision of training for scientists designated by the Providing Party:
5. The inclusion of scientists from the Providing Party in research activities of the
BIQ Member on the Collected Genetic Resources;
6. The conduct of research on Collected Genetic Resources in the territory of the
Contracting Party from which such rescurces have been collected.
7. The transfer to a Providing Party of scientific knowledge, expertise, and

technaolegy in the control of the BIO Member that (2] results frem the study of
the collected genetic rescurces and [b) pertains to the conservation,
preservation or physical handling of the Collected Genetic Resources.

8. Commitments o anly seek patents on inventiens that arise from the use or
study of Collected Genetic Resources and that are claimed in 2 mannar clearly
distinguishable fram the form in which the Collecred Genetic Resources are
provided by the Providing Party.

V. Measures to Protect Interests and Rights of Indigenous or Local Communities

A, Rezpect the customs, traditions, values and customary practices of indigenous and
local communities within a Contracting Party and from which Callected Genetic
Resources have been obtained.

B. Rezpond to reguests from indigenous and local communities for information
concerning the handling, storage or transfer of Collected Genetic Resources consistent
with the terms of an applicable Bioprospecting Agreement.

C.  Tazke 2/l reasenable steps to prevent the disclosure of information provided in
confidence by a member of an indigenous or local communizy, and handle such
information in accordance with the terms specified by the community that has
provided the information, Where feasible, include such terms in the Bioprospecting
Agreement.

C. Avoid taking actions in the course of use or commercialization of Collecred Genetic
Resources that impede the traditional use of Regulated Genetic Resources provided by
a Providing Party.

V1L Conservation and Sustainable Use of Biclogical Diversity

1. Take reascnable steps to prevent harm or alteration to the loczl environment incidentzl o acts
of collecting samples of genetic rescurces from an in sitw location in a Contracting Party,
2. Avoid taking actions that pose a threat to the conservation or sustainable use of biological

diversity incidental to acts of collecting samples of genetic rescurces from an in sity location in 2
Contracting Party.

3. Take all reasonable steps and give good faith consideration to sharing data with the
Contracting Party and/or the Providing Party which was derived from research on the Collected
Genetic Resources and which may be useful in the support of conservation efforts related to a species,
environment, or habitat from which the Collected Genetic Rescurces were collected,

VII. Compliance with Terms of a Bioprospecting Agreement and the Guidelines

0. Usze Collected Genetic Resources in a manner consistent with the terms and conditions
specified in an applicable Bioprospecting Agreement.

1. Do not use Collected Genetic Resources, for purposes other than those specified in the Pricr

Informed Consent provisions of an applicable Bioprospecting Agreement, unless first obtaining a
separate Prior Informed Consent in writing for the other use of the Collected Genetic Resource.

2. After acquiring Collected Genetic Resources pursuant to these Guidelines, maintain records
cencerning the handling, storage and physical movement of the Collected Genetic Resources, and be
prepared to share such records with the Providing Party upen the reguest of the Providing Party,
within reasonable limitations.

3. Enzure that the terms and conditions specified in a Bioprospecting Agreement entered into
with a Contracting Party or a Providing Party apply to (i) any successor in interest to their fights under
the agreement, and [ii) to any party that obtains 2 sample of a Collected Genetic Resource from it,
unless those parties have independently obtained from the Contracting Party or the Prowviding Party
the right to obtain such samples of the Collected Genetic Resources.,

4. Do not transfer samples of Collected Genetic Resources to third parties unless such transfer is
consistent with the terms and conditions of an applicable Bioprespecting Agreement.
3. Do not accept samples of Collecred Genetic Resources from a third party that is not able o

provide evidence that it has obtained such samples in compliance with abligations of Prior Informed
Consent and conditions governing use that are applicakle to the sample.
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E. Include provisions in the Bioprospecting Agreement that provide for effective and fair
resolution of disputes regarding compliance with the terms and conditions in the Bioprospecting
Agreement, either by commitments to international arbitration consistent with the procedures
specified in the Annex to these Guidelines or as otherwize agreezble to the Contracting Party or
Providing Party.
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ANNEX T
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BIOTECHNOLOGY INDUSTRY ORGANIZATION
Snggested Model Material Transfer Agreement

Introduction

The Bictechnology ndustry Orgamzation developed Guidelines for BIO Members Engaging in
EBioprospecting (Gudelmes) m 2005 to educate BIO Members about the relevant 1ssues that
could anse in the conduct of bioprospecting activities and to provide assistance to those
Members seeking guidance. (See www.bio.org/ip/ntemational 200307gwde.asp and

www bro.org/ip/mtemational 20050 Tmeme asp ).

These Guidelines envisionsd that BIO Members would enter into a “Bioprospecting Agreement”
before collecting physical samples of “regulated genetic resources™ in sing ar accessing such
resources maintained ex sifu. That Agresment would include the grant of prior informed
consent as well as emumerate the terms and conditions goverung the collection and use of the
regulated genstic resources including benefit-sharing. Dependmg on the mamer of collection,
the Agreement could also include provisions that would wansfer the collected physical samples
of regulated genefic resources from the Providing Party to the BIO Member. Altematively, a
separate agreement to transfer the regulated genetic resources could be conclnded after the
physical samples were identified or collected.

At present, ransfers of regulated genefic resources are not handled in a consistent manmer or &
CG[IJPIEhE‘]lii‘.E fashion within countnies or at the intemational level. This leaves uncertainty as

to what provisions should be included in a ransfer agreement entered into by a BIO Memiber.
This “Modsl Material Transfer Agreement” (Model) 15 intended to provide an outlme for a
ransfer agreement that is consistent with the best practices set forth in the Guadelines. Tlus
Model may be mcorporated mto a Bioprospectmg Agreement; it may be the basis for an ransfer
agreement entered into after the completion of collection activides undertaken pursuant to a
Bioprospecting Agresment; or, it may take the place of a Bioprospecting Agreement when a BIO
Member szeks a specific regulated genetic resource or a group of regulated genefic resources
from an ev sim holding *

This hodel 13 intended to supplement and be considered in conjimetion with those Gudelines.
As such, 1t 13 designed only for use with “regulated genetic resources”™ as that term is used in
parazraph LB.2 of the Guudelines — essentially materials of non-lnman animal, plant or
mucrobial ongm that contan fimetional units of heredity and that are subject to the requirements
of prior informed consent, efe. under the Convention on Biclogieal Diversity.

It 15 recogmized that in some instances 1t 1s beneficial to transfer “raditional knowledze™ associated
with a regulated genetic resource aleng with samgples of the resource. While this version of the
%lodel does not melnde provisions for the transfer of traditional knowledge, this Model

* BIO Members note that some use the term “material ransfar agreement” to mesn any coniract to collect genetic
resgurces, 1o transfer genetic resources, or to wansfer waditions! knowladze. BIO Members, bowever, nsa the term
“material transfer agreement™ to refer to a contract the primary purpose of which is to ransfer pessession of genetc
resources. The term “hioprospecting agreement” 15 used for a conmact the primary purpose of which s o collact
genetic resources. The term “confidentiality agreement”™ is nsed for a conmtract the main purpese of which is o
protect nndisclosad information, such as tradionsl knowledze, thar is fransferred from one snticy to another. These
vpes of conmacts may be merged inte a single contract n ApPropriate Circumstances.
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could be expanded to fransfer traditional knowledge. It should be noted that Part 'V of the
Guidelines entitled “Measures to Protect Interests and Rights of Indigenous and Local
Commmuities™ should be applied.

The terms used i the Model, including the conmentaries, are intended to have the same
meaning as they have mn the Guudelines, unless specified otherwise.

As with the Guidelmes, there i3 no legal obligation that aftaches from membership in BIO to use
the Model.

This Moedel 1z not mtended to supplant national requirements that regulate the transfer of
requlated genstic resources.

This Model iz not mtended to be a static docurnent. It is envisioned that it will change over time
as BIO Members gam more experience in this area. Conmments on the contents of the Model
are welcome.
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Agreement between the [Transferor/s] and the [Transferee]
Concerning the Transfer of [Certain Regulated Genetic Resources)
Freamble
Whereas:

[Mame of “Transferee™ BIO Member] is a [company deseripfion, locafion, ete.]:

[Name or names of the “Transferor(s)] is a [description of the Transferor(s),
lacation{s), etc.]:

[The [Transferee] identified and/or collected physical sainples of regulated genetic
resonrces under the [Bioprospecting Agreement] with the [Transferor(s):]

The [Transferee] desires to take possession of certain [identified and/or collected]
regulated genetic resonrces held by the [Transferor(s)]; and

The [Transferee] has informed the [Transferor(z)] about the intended uses of
those regulated genetic resources for which possession is sought and about the
identity and contact information of its lead researcher on these regulated genetic
resources; and

The [Transferor(s)] consents to the transfer of possession to the [Transferee] for
those nses based on the information provided by the [Transferee]:
The [Transferor(s)] and the [Transferee] herebv agree as follows.

Commentary: If the Transferes ora Tram_,l"ér'ar is acting as an agent for another entity (or the
Transferee is under an obligation to transfer the regulated genetic resources to another entity),
the other enrity should also be idenrified.

Clause three of the Preamble would only be included if there was a pre-existing Bioprospecting
Agreament between the Trangferonis) and the Trangferee.

The Tmn:_far'ar'rs; would normally be a Providing Party that is defined in pavagraph 1A 11 of the
Guidelines as the entity that has legal authority to grant prior informed consent or anthorization
to gceess and wse J'egulare.dgenenc resources, and may includs, ter alia, an anthority of the
national government, an authority of a local government, an mdzgenﬂu.. ar local community or
any combination of these enfities. Alss, a Tmn:r"erm could be an agent of a Providing Parz} If
a Bioprospecting Agreement exists, it would normally list the Providing Parties. Additional
Transferor(s) may be identified during the identification or collection of regulated genetic
resources under that Agreement, howsver.

The Preamble notes thar prior informed consent has bean given for the “transfer™ of the

regulated genetic resources subject to the Agreement. A pre-existing Bioprospecting Agreement would
indicate rharpvwr informed consent was given for collection but may not specifically give prior informead
consent for the transfer and use of vegulated genstic materials. Pavt I of the Guidelines entitled “Prior
Ini"'amw.d Consent” should be applied
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Article 1. Definitions

As used in this Agreement, the following terms shall have the meaning provided below.
["Bioprospecting Agreement” means the written agreement between the [Transferor(s)]
and the [Transferee] entitled * and executed on » a copy of which is attached

to thiz Agreement.]

"Genetic Resource(s)” means material of non-human animal, plant or microbial origin
containing functional units of heredity.

“The Parties™ means the [Transferor(s)] and the [Transferee].

Commentary: Definifions of ferms used in the Commentaries may be found in Section 14, of the
Guidelines.
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Article 2. Materials

The Material(s) that are subject to this Agreement are:

[Tdentfy the plyvsical samples of the regulated genefic resonrces to be frangferved.]

Commentary: The identification of the Marerials, for which physical samples will be tramsferred,
should include as many of the follewing as possible:

1. The taxonomical identity of the Materials (If the taxonomical identity is not known, a
descriprion of the physical arnibutes of the Marerials.);

2. Photographs, drawings, or other written means of describing the Materials;

3. The location from which the samples of the Materials have been obtained and any
information provided by the Transferor(s) as to the geographical ovigin of the samples (e.g.,
country gf origind; and

4 A sample of the specimen may be deposited in a facility that will maintain the infegrity of the
sample and permit firure characterization of it. Such facilities would include “mremational
depositary institutions " designated under the “Budapest Treany on the Internafional Recognirion
af the Depasit of Microorganisms for the Puvposes of Patent Procedure ™. Accepiable facilities
are not limitad to those intamarional depositavy instinitions, however, and could include other
facilities that ave deemed suitable by the Transferor and the Transferee.

To the extent possible, identification of the Materials should be provided by the Transferor(s). In
the alrarmative, the Transferee should work with the Transferor to develop an agread upon
migans of identifiing and describing the Materials. If a large number of Materials ave to be
ransferred, descriptions of the materials may be placed in an annex. Altemanively, several
mrangfer agreemeanis meay be used, particularly if Marevials have différent uses or are subject to
different benefif-sharing arvangements.
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Article 3. Transfer

31,  The [Transferor(s)] shall transfer the samples of the Material(s) identified in Article
2 of this Agreement to the [Transferee] under the conditions specified in the following
paragraphs.

31, [Conditions for the transfer of the samples, including number of samples,
packaging, place and date of delivery, efc.]

3.3, The [Transferee] may not further transfer the samples of the Materials provided
by the [Transferor(s)] and may not transfer genetic resources made using those samples
to others except to:

3.3.1. Those for whom the [Transferee] is acting as agent, identified above, and
who are bound by this Agreement;

3.3.1. Those who are authorized in writing to receive samples by the
[Transferor{s)]: and

3.3.3. Successors in interest of the [Transferee] who are bound by this
Agreement.

34, The [Transferee] shall maintain records concerning the handling, storage and
physical movement of the samples and provide such records to [Transferor(s)].

Commentary: If the samples are to be removed from the counnry in which the mansfer oocurs,
government permission may be required for export and'or import. If a government agency s the
Transferor, it should be made clear whether it is authovized and'or grants permission fo export.
In any evenr, responsibility for obtaining authorization for expert and import should be assigned.
Similarly, government regulations may reguive specific procadures for handling the Materials.
Responsibiliny for fulfilling these requivemants should be assigned and all such requirements
should be fulfilled
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Article 4. Use of the Materials

4.1, The [Transferee] [and the entity for which the Transferee is any agent] shall only
use the samples of Materials transferred under Article 3 of this Agreement for the
purposes

Alternafive 1: enumerated in Article  of the Bioprospecting Agreement.

Alternative 2; enumerated in Article _ of the Bioprospecting Agreement and for
the purposes described below.

Alrernative 3: described below.

4.2, The [Transferee] [and the entity for whom the Transferee is acting as agent] shall
return the samples of the Materials transferred under Article 3 of this Agreement [and
genetic resources or other materials made from those samples or will destroy those
samples and genetic resources or other materials, as divected by [Transferor(s)] when
the [Transferee] completes the uses referred to in paragraph 1 of this Article, except as
necessary to fulfill disclosure requirements for applications for patents or patent variery
protection.

4.3, The [Transferee] shall not seek patents or plant variety protection rights in the
Materials as such as they ave listed in Article 2 (.., materials in the form they are
transferred to the [Transferee]). The [Transferee] may apply for the grant of patents
claiming inventions developed using samples of the transferred Materials, including
inventions embodied in modified forms of the materials, or for the grant of plant variety
protection claiming varieties developed using samples of the transferred Materials.

Commentary: If the Transferes wishes to use the mransferred samples for uses other than those
enumerated in paragraph 4.1, the Trangferee must negotiate an amendment to this Agresment
with the Trangferons) or negotiate a new agregment.

FParagraph 4.3 authorizes the Trangferee to apply for patents or plant vaviety proteciion on
inventions mads using the samples. Arficle 5 on the shaving of beneffts, howsver, may provide
that the Transferor(z) are licensees of the Trangferesis) or foint ovwners of such applications as
part of the bengfit-sharing mvangements. The prohibition against sesking vights in the materials
mramgferved as such 5 intended fo asnre Trangferor(s) that vights will not be sought that might
Iimit or otherwize affect use of the materials as such by parties other than the parsnt
cwnersplant vaviety vight owner
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Article 5. Sharing of Benefits

51 The [Transferee] [and the entity for which the Transferee is any agent] shall
provide, at a mutually agreed time, benefits arising from use of the transferred materials:

Alternative 1 as enmnerated in Article  of the Bioprospecting Agreement.

Alternative 2: as enmmnerated in Article __ of the Bioprospecting Agreement and
as described below,

Alternafive 3 as described below.,

Commentary: The definifion of bengfits to be shared will vary widely depending on the nesds of
the Trangferons), the needs of designated beneficiaries such as indigenous or local
commumifies, the commercial value of the mansferred physical samples, the intended use of the
samples, the likelihood of using the samplss to create a commercially viable product, and other
factors. As a consequence, it is not appropriate fo suggest o model formulation for the nature of
benefits, or the manner in which benefits should be chared, ar no single definition will be
appropriate i all circumstances.

The Model envisions that specific benefits, the conditions giving rize to obligarions for bengfit
sharing will be identified, and the date on which such bengfits are to be provided will be
specified in this section (e.g., immediate payment of a fee, payment of a fixved fee upon use of
the material in a research or experimental settingl. Alternatively, this section may contain a
commimment fo negotinte bengfir sharing terms and conditions by a point cerfain in the fithure.

The point certain may be (1) a date cevtain, (i) a date when certain nypes of research activifies
are performed on the trangferred material, or (iil) a date when a commercial product has been
identified and is being prepaved for commercial production and marksting. It &5 genervally
inacvisable to defer negotiarion of bengfit shaving to later dates, given the potential for a lack of
agresment over such bengfit sharing terms to disrupt the commencement of commercial
miariening, and'or the possibility of distorfing the valuation of the marerials.

Fart IV'B of the Guidelines lists specific types of bengfits that should be considered for inclusion

in the formulation of benefits to be provided under the Bioprospecting Agreement. It should also

be noted that Armex IT to the ‘Bonn Guidelines on Access to Genefic Resources and Fair and Equitable
Sharing of the Benefits Arising Out of their Unilization ™ lisiz various hpes of benefits

that can be providad ro the Trangferor(s) and their bengficiaries. See

hitp-www biodiv. org/decisions/ defmult aspx Pm=COP-06 &id=7 108 &l z=0.
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Article 6. Conzervation and Sustainable Use of Biodiversity

The [Transferee] shall take all reasonable steps and give good faith consideration
to sharing data with the [Transferor(s)] which is derived from research on the
transferred samples of the Materials enumerated in Article 3 and which may be
useful in the support of conservation efforts related to a species, environment, or
habitat from which the samples were collected.

Commentary: This obligation iz drawn from Part 1T 3 of the Guidelines (Parts V11 and 2 relare
only to collecrion and ave not relevant). The Bloprospecting Agveement may contain a similar

pravision.
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Article 7. General Provisions

7.1.  This Agreement shall be in effect for a term of ten vears from the date of execution
of this Agreement unless otherwise agreed to by the Parties. The Agreement shall be
terminated if any of the Parties provides notice in writing to the others of its intent to
terminate the Agreement on a date no less than six-months from the date of the notice.,
[Insert requirements for notice.]

7.2, The obligations and rights contained in Article 4.3 and Article 6 shall survive the
expiration or other termination of this Agreement.

7.3 Upon the termination or expiration of this Agreement, the [Transferee] [and the
entity for whom the Transferee is acting as agent] shall return the samples of the
Materials transferred under Article of this Agreement [and gemetic resources or other
materials made from the transferved samples of the Materials] to the [Transferor(s)] or
will destroy those samples and genetic resources or other materials, as directed by
[Transferor(s), except as necessary to folfill disclosure requirements for applications for
patents or patent variety protection.

T4, The provisions of this Agreement constitute the enfire Agreement between the
Parties relating to the subject matter and the Parties do not make any representations or
warranties except those contained in this Agreement. The Agreement shall not be
considered extended, cancelled, or amended in any respect unless done so in writing
signed on behalf of the Parties.

7.5, None of the rights or obligations under this Agreement are assignable or
otherwise transferable without the prior written consent of the other Party{ies).

7.6.  Nothing contained in this Agreement shall constitute a pavtnership or agency
between the Parties.

7.7, This Agreement is governed by and shall be construed in accordance with the
laws and regulations of [jurisdiction], without regard to its conflict of law principles.

7.8. Reserved for indennity and confidentialiny provisions)

7.9, [Reservad for dispute settlement procedures.]

Signamres

Commentary: Pavagraph 71 envisions development of appropriate notice provisions, which are
likely to vary significantly depending on the Transferor(s). For example, a notice procedure
appropriate for a botanical gavden may be very different than notice provisions for an indigenous
o local community. If there is a Bioprospecting Agresment, the notice provisions should reflect
the notice provisions in that Agresment.

In pavagraph 7.2, it may be appropriate fo specify that some “uses " from Article 4 and some
“bengfits ” from Arricle 5 nurvive the Agreement
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With respect to reserved paragraph 7.9, appropriate dispute settlement previsions could vary
significantly depending on the Transferor(s). If theve is a Bloprospecting Agreement, the
provisions in this agreement should be similar to the dispute settlement provisions in the
Bioprospecting Agreement. It should be noted that under Pare VIL7 of the Guidslines state that
the dispure setilement provisions should provide for “fair and effective resolution”™ and could
include mternational arbitration consistent with the procedures outlined in the Amer fo the

Cruidslines.



UNEP/CBD/ABS/7/INF/1
Page 127

COMMENTS OF THE BIOTECHNOLOGY INDUSTRY ORGANIZATION (BIO) AND
THE PHAREMACEUTICAL RESEARCH AND MANUFACTURERS OF AMERICA (PhEMA)
ON ISSUES TO BE ADDEESSED BY
THE TECHNICAL AND LEGAL EXPERTS GROUF ON COMPLIANCE

Inrroducrion:

Dacizion I3/12 of the Minth Session of the Conference of the Parties (COP-9) of the Convention on
Biological Drversity (CBDY) “[ifnvites Parties, Governments, intemnational organizations, indigencus and
local communities and relevant stakeholdsrs to provide information and views related to the 1ssues to be
addrezsed by sach expert group.”

The Biotechnelogy Industy Organization (BIO) and the Pharmaceutical Rezearchers and Manufacturers
of Amenca (PREMA) appreciate this opportumity to submit comments on matters to be addreszed by the
Technical and Lagal Experts Group on Compliance (“Compliance TEG™). BIO and PREMA respectfully
request that the experts sslected for the Compliance TEG take these comments into consideration during
their deliberations.

General Commenis:

BIO and PhEMA members firmly believe that the proposed intemational regime en access and benefit-
sharmg should be within the scope of the CBD. It 15 also our strong belief that a “one size fits all”
approach 1z not workzble for the Infemational Begime. Suppliers and recipients of genetic resources will
obtain optimum ecenomic and soctal benefits through the negofiation of “mutnally agreed terms™ for
aceess and benefit-sharing at the “point of access,” rather than applving a fixed access scheme and a fixed
“basket” of benefits mandated by a treaty. Negotiations at the point of access would allow suppliers and
recipients to determine the appropriate balance betwesn “up-front”™ and “back-end” benefits for the
relevant transaction as well as to determuine an appropriate lavel of benefits anising from the contemplated
arrangement. Compliance measures envisionsd under the International Fegime should be conzistent with
this approach.

BIO and PhEMA members support providing for effective compliance measures under the International
Fegime to ensura that the objactives of the CBD can be implementead in a fair and equitable manner that
facilitates access. Im that ight, the use of existing tools, including the nse of private inftermational law
mechanisms, should be further considered. Some of these tools, Including mediation, arbisranon and
other dispute settlement mechanizms, are currently used effectively mn many 1ntemational businass
transactions and provids a good foundation for facilitating transactions relating to genetic resources. The

delegation of Canada has explained the utility of such measures in their submission to the sixth session of
the ABS Working Group (UNEP/CEDVWG-ABS/6/INF/3/Add.2).

Nete on compliance and inrsllecrual property. Industry strongly opposes acceptance of propeosals for new
disclosurs requirements in patent applications relating to genetic resources. Industry 1s of the view that
such requirements will be (a) ineffactrve in prometing the objectives sought (e z., compliance with CBD
prineciples) and (b} will introducs uncertainties into the patent system that will mmhibif mnovation in
relevant technologiss and will thevaby decrease potential benefit-sharing from such efforts. Detailad and
lengthy dizeussions in the World Intellactuzl Property Organization (WIPQO) and the World Trade
Orzanization (WTO) have confirmed this view. These requirements should not be included in the
International Fegime. Instead, promeoting access and benafit-sharing through “mutually zgreed terms"™ 1s
the bast approach. To the extent further discussion 15 necassary on thess proposals, 1t should be done at
WIPQ, which has an intergovemmental committes (IGC) with a specific mandate to dizcuss matters
rezarding the relationship of mtellectual property and genetic resources, traditional knowladze and
folklore.
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Specific Commenis:

The terms of reference of the Compliance TEG provide that the experts zroup will consider and address
the following aquesttons. The quesfions are reproduced below and are followead by the comments of BIO
and PREMA.

fal TWhar kind of meazures are available, or could be developed., in public and private
international law ro:

(i) Facilitate, with particular consideration to fairness and eguity, and taking into
account cost and gffectiveness:
al Access te justice, including alternative dizpute resolution;
bl Aecass to couris by foreign plainrffs;
il Support mutual recognition and enforcement of judgments across jurisdicrions;
and
(Tii} Provide remedies and sanctions in civil, commercial and criminal matrers;

in order to ensure compliance with national access and bengfir-charing legislation and requirements,
including prier informed consent, and mutnally agreed terms;

Comment:

Facilitating access ro justice and access to couris by foreiem plainiifiz

Any enforcement measures considered by the Compliance TEG should buld on existing systems.

In the caze of enforcmng ABS svstems and facilitating access to justice, private mternational law offers
many alternative dispute mechanisms that are cwrrently used to enforce contractual agresments relating to
international business transactions around the world.! Existing measures such as negotiation, madiation,
arbitration and consideration of enforcement of foreizn judzments should be further elaborated and
adaptad for use in this context. The MNew York Convention en the Recognition and Enforcement of
Foraign Arbitral Awards (Wew York Convention) could provids 2 good starting pomnt for diseuzsion. The
Mew York Convention cwrrently has 143 members. Itis truly a multilateral azreement and 1z an effactive
mechamism for settling disputes nvalving cross-border parties.

Mediation and arbitration offer many advantages az a2 model for compliance methods under the CBD.
First, there are exising models for these programs. The Intemational Chamber of Commerce (ICC) has
highly developed proegrams in amicable dispute resolution processes, such as mediation, and has a well-
recognized court of arbifration. The WIPO Arbitration and Mediation Center also provides for the
resolution of Intermmatonal commercial dizputes between private parties with highly developad procedures
that are widely recognized zs particularly appropriate for disputes invelving intelleetual property ®

! See, e =, Compilation af Submissions Provided by Partie:, Governments, Indigenows and Local Communities, and
Stakehoiders en Concrete Opnions en Substantive Ttems on the Agenda af the Fifth and Smxth Maatings of the Ad
Hock Open-ended Working Growp on Access and Bengfi-Sharimg:  Submizsion from Canada, UNER/CBD/'WG-
ABS/6/INF/3/Add 2 (Jan. 15, 2008).

* Teg description of WIPO Arbitration and Mediation Center, availahis af hip: www wipo ntamelen/ .
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It 12 also mstruetive that the text of the CBD itself provides for rules of dispute ssttlement batwrasn the
Contracting Parties that follow 2 multi-step negotiztion-mediation-arhitration model * 4 similar approach
15 alse included m the standard material transfer agreement (SMTA) concluded under the Feod and
Arnicultore Organization (FAQ) Intemational Treaty on Plant Genetic Eazources for Food and
Agriculturs (ITPGREFA).

Supporting mutual recognition and enforcement af judemenis across jurisdictions:

The potential to improve foreizn enforcement of judgments should be studied further. However, CBD
Members in the past have been reluctant to recognize judzments from other jurisdictions. Indeed, the
relative fatlure of the 1971 Hague Convention on Eecognition and Enforcement of Foreign Tudzments in
Civil and Commercial Matters stands in stark contrast to the wide membership of the New Yoik
Cenvention and 1z mstructive as to the political diffienltiss of this issue.

Monethsless, there are mechanizms in national laws that provide for the enforcement of foreign judgments
in a number of CBD Parties when certain conditions are met. For example, according te the submission
of Canada to the ABS Working Group.* the clear trend in Canadian courts is to racognize and enforce
foreizn udgments. In addition, the recent 2005 Hague Convention on Choice of Court Agreements may
also provide a tool to be considered in this context.

FProviding remedies and sanctions in civil, commercial and criminal marters:

Thais tepic should be understood in the sense of sxplonng remedies and sanctions available through the
dispute sattlement mechanizms mentioned previeusly. The Intemational Fegime should not attempt to
mmpose direct eivil or criminal regulation with respect to bloprospecting or ralated activities at the
mmternational level. Any such specific regulation should be the domain of national laws.

Crivil remeadies for viclation of contractual terms can includs provision of damages, mjunctions, or other
mechanisms to address breaches of contractual terms.” In add:ition, the partiss to agreement can nclude
clanses mn the mutually agreed terms providing for particular remedies 1f a breach occurs. The
Intermational Kegime should not attempt to regulate long-held principles of contract law regarding
available remedies m the various junsdictions.

In respect of compliance with nationzal laws on access to genetic rasources, BIO and PREMA membars
understand that there are sizmificant concerns about perceived 1llict bioprospecting activities and other
acts that may raise concems of “misappropriation” or “bio-piracy.” In ovder to address thess conceins,
CBD Parties mav provide fines or other sanctions for viclaton of ABS laws. Civil remedies also may be
available mn jurtsdictions providing a cauwse of action for torts, such as conversion, that can address
wrongful acts in respect of genetic resources.

In addition, more work should be done inrespect of studving the scope of theze percerved activities.
Industry supperts a fact-based consideration of this 1ssue in crder to identify the magnitude of any such
perceived acts and any evident zaps i national ABS regimes that may result in particular problems.
However, it appears that most percelved mnstances of mizappropriation result either from the lack of
appropriate national ABS regimes or lack of information to researchers working n-region. Punitive
measures, therefore, will likely not address the parceived problems but may instead exert a sigmificant
chilling effact on legitimate researchers sesking to engage mn activities in those countriss. In that hight,

} CBD Aricle 27 provides that parties seek to resolve disputes first by negotztion, then mediztion by a third party
and, if those efforts fail, it provides for arbifration. CBD Article 27.3(b) also provides an option for submission of
the dispute to the Internatonal Court of Tustice. However, we do ot view this as 8 workable model for disputes
relating to ABS agreements concluded pursnant to the Internanional Regime that may invelve private parties.

4 UMER/CEDWG-ABS/S/INF/3/Add 2, supro nota 1.

¥ teg, o.p. E. ALLAN FARNSWORTE, FARNSWORTH 0N CONTRACTS, Vol. IIL, §12.2, pp. 153-154 (1088).
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overly punitive measures would be contrary to the requirements of the CBD to factlitate access and
should be avorded.

The Internationz] Kegime should focus instead on measures for increasing awareness of national ABS
requirements by thoss engaging in bloprospecting activities, as well as capacity building afforts for
countrias devaloping affectve ABS regimes.

=) What kind af veluntary meazures are available to enhance compliance of users of foreign
EeNetic Tesources,;

Comment:

Awareness-raising measures aimed at those engaging in bioprospecting activities, as well as capacity
building efferts for countrias developing effective ABS rezimes are voluntary measures that would
enhance compliance of users of foreign genetic resources. It 1s our belief that the vast majonty of
researchers and others seeking access to genstic resources are good-faith actors that intend to fully
comply with local ABS laws. These metheds would be lughly affective at enhancing comphance of these
actors.

In addition, thers are currently voluntary industry guidelines that seek to formalize “best practices.” BID
has published puidalines to educate and as=ist its members on zccess and benefit-sharing practices.® BIO
bas also published a medel material transfer agreement (MMTA)" In addition, the Intemational
Federation of Pharmaceutical Manufacturers and Asseciations (IFPMA) has alse published sumdelines for
its members in this avea® While not intendad to be standzrd zzreements or mandatory codes of conduet,
these gudelines help identify “best practices” in the mdustry and also are intended o be updated as
practices change.

feh Consider how internationally agresd definitions of mizapprepriation and mizuze of
genefic vesowrces and associated traditional kmowledge could support compliance where genetic
resources have been accessed or used in circumvention of nafional legizlarion or withour setting up of
mutually agreed revms;

Comment:

BIO and PhEMA members are strongly of the view that the Intemational Fegime st be within the
scope of the CBD.  In that hight, providing a defimition of “misappropriation” or “misusse” in the
Intermmational Fegime itzelf may not be appropriate as these terms are not found in the CED.

However, a furthar undsrstanding of the concept of “mizappropriztion” or “misuse” or other terms might
be helpful for discussion purpeses in the ABS Werking Group. In that hight, sreater convergence by CBD
members regarding the meaning of thase terms for purposes of discussion could be helpful. It 15 noted
that, in certain parisdictions, “mizappropriaion’” and “misuse” have partieular meammgs within the context
of unfair compention and anti-competition laws, respectively, which frther adds to confusion and.
perhaps, may indicate that different terminelogy should ke used to capture notions of 1llicit acts
undertaken in raspect of genetic resources.

“Gruidelines for BIO Members Engaging in Bioprospecting, availabie ar

hitp:/f'www_bio.org/ip/international 200507 zuide.asp

" BIO Model Material Transfar Agrasment, availabie ar hitp:/fSwww bio.org/ip/meernational BIO_Modal MTA pdf
fGuidelines for IFPMA Members on Access to Genetic Fesources and Equitable Sharing of Benefits Arismg Out of
Their Utilization, availakle ar

bhitp:www_ifpma.org Tssues/ fileadmin templates ifpmaissnes pdfs 2008 _05_22_ GuidelinesGenetic_Fesources E
M.pdf



UNEP/CBD/ABS/7/INF/1
Page 131

Any definition should be linked to compliance with national ABS laws. In other words, if thers 15 no
violation of national law, there can be no “miszppropriation.” This 13 a concept that has not reached a
level of commeon undarstanding in the Workmg Growp. As noted in the submizsion of ICC for the
Concepts TEG.? the International Regime cannot remedy zaps in national legislation; failure of countries
to fulfill CBD oblizgations in developing ABS regimes will directly lead to non-fulfillment of ABS
objectives.

() How could compliance measurer take account of the customary law of indigenous and
local communities”

Comment:

Compliance measures that take into account the customary law of mdigenous and local communities
should be developed at the national lavel. The vast differences m customary law approaches within and
among States make 1t impossible fo desizn a2 “one size fits all” approach that would be functonal at the
mtemational level. The Intemational Fegime should mclude provisions that articulate guidance for
nattonal ABS regimes, such as the 1dentification of clear points-of-contact to ensure that legal certantv,
clanty and transparency are maintained. In this manmer, recipients of genstic resources will know what
reguirements apply to cobtaiming genetlc resources, whether these regquirements are denved from
customary law or not.

If the natonal ABS regime does not fully comply with customary law principles, 1t 13 the State that should
be held accountable and the laws changed As noted, the Infematienal Fegime cannet remedy gaps i
national legizlation, whether thesa gaps relats fo customary law or other matters.

fa) Analyse whether particular compliance measures are needed for research with mon-
commercial imrent, and {f so, how these measures could address challenges arising from changes in intenr
and'or users, parficularly comsidering the challenge avizing from a lack of compliance with relevant
access and bengfir-charing legizlation and/or murually agreed ferms.

Comment:

It 1z not clear whether particular compliance measures under the Intemational Fegime would be nesdad
for research with non-commercizl intent. Generally speaking, the tvpe of research envisioned will likely
drive the terms that are to be mutually agreed between the relevant parties. For such cases, a specific set
of mule: under the International Fegime would not be neceszary. The azreements themselves would linut
the research to non-commercial nses, commercial nses or 2 combination of the twe, and would address
benafit-sharing terms aceordingly. BIO and PREMA members view this as the optimal approach.

Monethsless, there may be some CBD Partes that envision a split svstem with different rules of access for
non-commercial research. It will be very difficult to specifically define this activity. If such an approach
15 considerad by the Working Group, any such work should full address the ability to “convert” from non-
commercial to commercizl research. This iz likely ughly fact-specific and would be workable if, and
only if, 2 clear defimition for what 15 intended by “neon-commercial” research 1s developed and how this
may tfransition to “commercial” applications.

It should be noted that even where a country may pursue a bifurcated system the compliance measures
previously deseribed would be applicable to all cases of unauthorized access. Countries may chooss to
apply only a particular subset of such measures to behavior that can objectively be determined to have

* Good Business Practices and Case-Studiar en Biodiversity: Report Submined by the Intermational Chamber af
Commerce, UNEP/CBIVABS/GTLE/L/INE/] (Oct. 31, 2008).
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besn in pursuit of “non-commercial” ressarch objectives. In amy case efforts should be mads to ensure
that the compliance mezsures mn guestion are efective to enforce ABS requirements while facilitating
access consistent with CBD and do not become bamiers to access themsalves.
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Via e-mail: secretariat@chd. org

Ref.: ESA_08.0832

Subject: ESA Submission to the Secretariat of the Convention on Biological Diversity
for the seventh meeting of the Ad Hoc Open-ended Working Group on Access and
Eenefit-sharing

Brussels, 15.12.2008

ESA European Seed Association is the voice the Eurcpean seed industry and represents the
interests of those active in research, breeding, production and marketing of seed of
agricultural, vegetable and ornamental plant varieties in Europe. Today, ESA's membership
comprises 37 national seed associations from EU Member States and beyond, representing
several hundreds of seed companies, as well as more than 45 direct company members,
many of them small and medium sized enterprises.

The European seed industry attaches great importance to the discussions held on the issue
of biodiversity, access to plant genetic resources and benefit sharing. ESA and its members
are committed to the conservation and sustainable use of plant genetic resources, the
lifeblood of plant breeders for developing new and better yielding varieties in a changing
environment. Open access to genetic resources and interdependency of countries constitute
the foundation of professional plant breeding. Access to plant genetic resources is therefore
of key importance to the seed industry all around the world.

In view of the seventh mesting of the Ad Hoc Open-ended Working Group on Access and
Benefit-sharing to be held in Paris on 2-8 April 2009, ESA is keen o share its position on
some of the main components listed in the annex | to decision X112 and in particular an
objective (1), scope (2), fair and equitable benefit sharing (3), downstream products
(4), access (5), and compliance (6). In addition, ESA would like to express its support to the
relevant submissions from ICC  (International Chamber of Commerce) to the CBD
Secretariat.

1) Objective of the IR

Access to genetic resources (GR) should be actively supported as it is a precondition for the
generating of benefits and for the sharing of these benefits. An effective International Regime
(IR} on Access and Benefit Sharing (ABS) should maintain and foster the diversity of uses of
these resources as well as the commercial arrangements through which they are acquired.
The IR should be a transparent, non-discriminatory, predictable, and facilitative structure

ESA European Seed Association

Rue du Luxembourg 23 - B 1000 Brussals
Phone: +32 (0) 2 743 28 60 - E-Mail: secretariati@euroseeds. org - Web: www auroseeds.org
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narrowly targeted. The establishment of a workable system with regards to traditional
knowledge (TK) should also be an essential part of the IR.

Accordingly, ESA suggests the following amended version of the Objective text as proposed
in Annex | of Decision [¥/12 adopted at COP S;

CObjective
{Annex | of Decizion X/12)

Effactivaly implament the provisions [in
Articles 15, 8§, 1, 16 and 19.2] of the
Comveantion fand its three olyectves],
specifically by:

« [[Facilitating] [regulating fransparent]
access fo ganetic resources, [thair
dervatives] fand producis] [and
agsociated traditional knowladga); |

« Enauring [the condifons and
measures for] the [effactive ] fair and
equitable sharing of benefits arising
out of their utilization, [thair

Ohjective
(ESA proposal for lagal text)

Effactivaly implament the provisions in Arfcles
15, &), 1, 16 and 19.2 of the Convention an
Biclogical Diversily and its three olyectives,
apecifically by:

-

L

Facilitating access fo gansatic
rasources and assodiated traditional
knowladge,;

Ensuring the condifens and measures
for the affactve, falr and equitabls
sharing of benefits ansing out of thair
ulilization and associated raditonal
knowladge

dervatives] fand producis] [and
agsociated traditional knowladga] [and
to prevent their misapprop ation and
misuseaj;

» [Securing compiiancein user
coumiries with natonal laws and
raguirements, including PIC and MAT,
of tha country [of arigin] providing
those resources or of the Parly that
has acquired those resources in
accordance with the Conventon on
Biclogical Diversily].

[taking into account all rights over those
rasources, including the rights of
indigenous and local communities, and
ansuring compiance with PIC.J

2) Scope

The IR should not apply 1o biological resources, derivatives and products. This should be
subject 1o agreement between the Provider and the Recipient. The IR should only apply to
acquisitions of GR which take place after entry into force of the IR in the provider country,
and be without prejudice to prior acquisitions carried out in good faith The IR should not
provide the possibility of changing obligations relating to such acquisitions after they have
been made.

Pathogens should be explicithy excluded from the IR. The IR approach on ABS is not suitable
for pathogens as these do not appear to fit within the objectives of the CBD on conservation
and sustainable use. With regards to plant genetic resources (PGR), the IR should not create
overlaps with the International Treaty on Plant Genetic Resources for Food and Agriculture
(ITPGRFA) and species coverad by the ITPGRFA should not fall under the scope of the 1R.

2
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Therefore, among the three options of the Scope text still to be negotiated, ESA favours the
Option 1 in Annex | of Decision X112 amended as follows (additional provisions or wording

proposed by ESA are underlined):

Scope
(Option 1, Annex | of Decision [X/A12)

1. Theintemational regime on access and
benefitsharing applies to [Hidogical
rasources,] genalic resources, [davatves, ]
lpreducts] as well as [to thair] (assodated]
traditional knowledge, [and denivaives of
traditional knowledge associated with genetic
rasources,] innovatons and pracices [in
accordance with Articla 8(j)] [within national
jurisdicion and of a transboundary nature] [in
accordance with the relevant provisions of the
CBO.

[2. Subject to paragraph 1, the infarmational
ragime on access and bensfit-sharing applies
fo:

{a) [Bansfits arising from commercial and
other ulization] [from] [genalic resourcas
acguired after] the eniry into force of the
limtarnational regime] [Convantion on
Biclogical Diversily]:

Iib) Continuing banefits ansing from
commerdial and other utilization taken prior to
the coming into force of the Convention on
Biclogical Diversity Jj

3. The imtamational regime on access and
beanefit-zharing doeas not apply to:

{a) [Human genstic resources,]

{b) [Ganeatic resources that were acguirad
before the entry into force of the Convention
on Biological Déversity on 22 Decombar 18595
Jor before the entry info force for a Pary[[]
[Genatic matarial acquired prior to the national
ratfication of the Convention on Biological
Diversity [and since than cultivated ex situj]

(¢l [Genetic material already made fresly
available by the country of orging

{dl [Speciag] [Nated in Annex | off [genstic
rasources coverad undar] the Intamatonal
Traaty on Plant Genetic Resources for Food
and Agriculture [unless they are used bayand
the purpesa of the zaid treaty]]

{a) [Genetic resources, includng marne

Cad

Scope
(ESA proposal for legal text)

1. The international regdime on access and
benegfit-sharing applies to gensfc resources
az wall as associated radifonal knowladge,
within national jurisdiction in accardance with
the relevant provisions of the CBD and
subyect o specific sectoral provisions sef out

in the International Ragima.

2 Subject bo paragraph 1, the internalional
ragime on access and benafit-sharing applies
to benefits ansng from commercial and other
utilization from genetic rasources acquired
after the entry into force of the ntamational
ragime;

3. The intarnational regime on access and
benefit-sharing does not apply o

{a) Human genalic resourcos;

{b) Genetic resources that ware acguired
befora the antiy into force of the Intarnatonal
Regime for a Party or according to nationa
lagislation already in place;

() Ganalic matarial a'ready made frealy
available by the country of arigin;

{d) Spacies coverad undar the Intarnational
Treaty on Plant Genestic Resourcas for Food
and Agriculiure unless they are usad boyand
the purposa of the said freaty

(&) Ganatic resources, includng maring
geneatic resourcas found in areas bayond
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genetic resources foundin areas beyond national jurisdiction;
national jurisdicton;]
(T) Ganeatic resources located in the Anfarctic
(] [Ganetic resources located in the Antarctic Treaty Area
Treaty Araa]
{g) Human, animal and plant pathogens
[-]

[..d
3) Benefit-sharing: the breeder s exemption

For the plant breeding sector the Standard Material Transfer Agreement of the International
Treaty on Plant Genetic resources for Food and Agriculture (ITPGRFA) is a workable
gystem. Access and Benefit Sharing of genetic resources in this way can be done guick and
efficient. The use of the contract could be extended for those crops that are not yet in Annex
1 of the ITPGRFA.

The UPOV comvention has inherent benefit sharing principle in the form of the breeder's
exemption and other exceptions, which authorise the free use of improved varisties and the
genetic diversity for further breeding activities. The FAOD ITPGRFA ({Article 13{d)ii))
recognises the concept of breeders’ exemption, in that breeders, who commercialise a
variety, that incorporates material accessed from the Treaty's Multilateral System (MLS), are
exempted from mandatory financial benefit sharing whenever these products are available
without restriction to others for further research and breeding.

d) Downstream products

The IR should only regulate the relationship between the provider and party gaining access
to genetic resources and not seek to regulate downstream activities and/or derivatives or
products being developed from them. An IR which tries to regulate downstream activities and
products will be urworkable, unenforceable and extremely costly to implement by
governments and users alike. Broadening the scope of the IR to downstream products
would bring under the IR commaen household items such as wing, bread and wood products.
Benefit-sharing arrangements in relation to derivatives and downstream products should
instead be determined through MAT in the ABS contract betwsen the providing and
accessing parties, as provided for in Article 15(7).

5) Access

ESA recognizes the sovereign rights and the authority of Parties to determine access.
However, it is important that legal certainty is provided through access rules. In addition
those access rules should be non-discriminatory over nationalities.

In providing access, it is important that the administration and transaction costs are
minimized to stimulate sustainable use of genetic resources.

6) Compliance

Cn this issue, ESA would like to recall that the business delegation, coordinated by the
International Chamber of Commerce (ICC) has developed and submitted a position 1o the
CBD Secretariat on "Access and Benefit Sharing; Priority issues for the Compliance TEG”
from 28 Movember 2008 (Document n® 4501 042,
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INTELLECTUAL PROPERTY OWNERS ASSOCIATION (IPO)

Prosidant
Shrei W Ml
Froas kb Grambie Ca.
Vice Freadans
Duvid L Koppas

B Corge
Traamrer

[ SN —
B Lty and Cae

December 15, 2008

Dr. Aluned Djoghlaf, Executive Secretary

Secretariat of the Convention on Biclogical Diversity
413, Saint-JTacgues Street, Suite 300

Mentyeal QC H2Y 1N9

Canada

Re: IPO Submission to CBD ABS WG 7 (Notification no. 2008-120)
Dear Secretary Djoghlaf

Intellectual Property Owners (TPO) welcomes the opportonity to submit conuments in
responize to CBD Notification no. 2008-120, in preparation for the seventh Ad Hoc Open-
ended Wotking Group on Access and Benefit-sharing, to be held from 2-8 Apnl, 2009,

IPO is a trade association representing compandes and individuals in all industries
and fields of technology who own or are interested in intellectual property rights. TPO's
membership includes mose than 200 companies and more than 10.000 individuals who are
irvelved in the asscciation either through their companies or as IPO inventor, auther,
execntive, law firm, or attorney members.

In this submission, [PO does not suggest operational text (which should be
negotiated by the Parties). However, we strongly believe that these negotiations should be
informed by the views of theose individuals and entities that will be affected by the
International Eegime. Therefore, the attached detailed comments have been drafted to
provide real-world examples of the need for clarity and cerfainty.

IPO recognizes the importance of establishing frameworks for access and benefit-
sharing that will lead to increased international conservation, sustainable utilization of
genetic resources and equitable benefit-sharing. Compliance measures occurring within the
context of the patent system are not effective means to ensure proper access and benefit-
sharing. Thus, the focus of the Infernational Fegime should be on facilitating mwtually
agreed terms between users and providers, which are best agreed at the time of acquisition.

Please feel free to contact me should vou have any questicns.

Sincerely,

Gl < Pimily

Herbert C. Wamsley
Executive Director

Enclosure
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TPQ Submission to CBD ABS WG 7 (Notification no. 2008-120)
Detailed Comments

Objective

According to Decision I{/12 of the Conference of the Parties to the CBD,
the Working Group’s mandate is to elaborate and negotiate an International
Regime with the purpose of implementing Articles 15 and 8(j), and the three
objectives, of the Convention. This should occur in accerdance with Decisions
VII'19D and XTTI4A.

Therefore, IPO interprets these Decisions as limiting the objectives of the
International Regime to the following: (1) to protect the sovereignty of states over
their natural resources; (2) to facilitate access to Genetic Resources on the basis of
mutually agreed terms and with the prior informed consent of the providing Party;
and (3) to ensure sharing of the results of research and other benefits arising from
the use of Genetic Resources on the basis of mutually agreed terms. Furthermore,
the International Regime mmst do so in a manner that is consistent with the other
two defined objectives of the CBD — namely, conservation and sustainable use.

IPO believes that the focus of the International Regime should be on
facilitating nutnally agreed terms between users and providers, which are best
agreed at the time of acquisition Focusing specifically on the point of acquisition
will ensure not only that there is agreement between user and provider on the
terms and conditions of access, but will also serve to gnarantee prior informed
consent, and in a manner that preserves the sovereign right of states over their in
situ Genetic Resources.

Scope

If the International Regime is to be successfully negotiated and implemented, one
of the most important aspects that will provide certainty to users and providers of
Genetic Resources is a clear delineation of the scope of the Regime. TPO lists
below certain elements for further consideration by the Parties:

s The International Regime should apply only to Genetic Rescurces, as
defined in Article 2 of the CBD, so0 as not to extend beyond the objectives
of Article 13, According to the definition of Genetic Besources, the
Fepgime should apply only to “Genetic Material™ (that 1s, material
contaiming functional umits of heredity) of actual or potential value. This
necessarily requires that the Regime exclude those Biological Resources
that do not contain fimetional units of heredity. This distinction can be
seen in the following examples: (1) plant materials (such as sugar beets or
sugarcane) contain functional units of heredity, but products developed

_7.
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from these plants (such as sucrose or bagasse) do not; (2) the opium poppy
plant comtains fimetional units of heredity, but morphine (an extract used as
an analgesic) does not; (3) Fungi such as Penicillium contain functional
units of heredity, but penicillin (an anti-bacterial compound produced from
the fungus) does not.

Human Genetic Resources are exempt from the scope of the International
Regime. This has already been decided by the Parties (Decision II'11, and
Bonn Guidelines). Recent negotiations have appeared to contradict this
eatlier decision; therefore, in crder to provide clarity, the Regime should
specifically reiterate the exclusion of human Genetic Resources from its
scope.

To be most effective, the International Regime should apply only at the
time of acquisition of a Genetic Besource, and as a result. should not
encompass so-called “Derivatives™ or derived “Products™ that are
downstream of the actual acquisition. Using the example of morphine
described above, research on chemical analogs of morphine may be
undertaken by scientists in an effort to create new compounds that may be
usefil as analgesics. Such research may involve pure synthetic chemistry
and can easily take place without the need for access to a single opium
poppy plant. Such research should not be encompassed under the access
and benefit-sharing obligations of the Begime, which are specifically
related to “bicprospecting” activities. If a particular situation exists in
which benefit-sharing is appropriate and valid for downstream research
activities, these decisions are best made through mutmally agreed terms
between the user and the provider, consistent with Asticles 15(4) and 13(7).

The above example also illustrates that many “Derivatives™ may enter the
public domain for example, through publication in research literature or
through availability of the “Derivative” in the open market. In those
instances where “derivatives,” including information about the genetic
resource from which they are derived, enter the public domain, they should
be excluded from the International Regime. This is necessary in order to
promote clarity and to maintain a workable system.

The International Regime should be prospective; therefore, it should apply
only to the in-situ acquisition of Genetic Resources after entry into force of
the Regime in the provider country, consistent with the provisions of
Article 36 of the CBD.

The International Regime should not apply to items readily available in
trade. The CBD specifically addresses issues of access and benefit-sharing
as related to “bioprospecting ™ The ready sale and availability of items in
trade (also referred to as “biotrade™) is not intended to be encompassed

3.
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under the more limited category of “bioprospecting ™ To apply the
International Fegime to items in trade would alse contradict the principle
of sovereignty found in Asticle 3 of the CBD, which gives member states
the freedom to exploit their own resources (but with the obligation of doing
30 in an environmentally sustainable manner).

The International Regime should not apply to pathogens. The purpose and
objective of the CBD is to ensure conservation and sustainable use of
biclogical diversity, and to minimize adverse effects on biclogical
diversity. To broaden the scope of the Regime to include pathogens would
contradict these goals.

The International Regime should not apply to those Genetic Resources that
are subject to other international agreements, such as plant genetic
resources subject to the International Treaty on Plant Genetic Resources for
Food and Agricnlture, or animal genetic resources subject to the
International Techmical Conference on Animal Genetic Resources for Food
and Agriculture, both under the Food and Agriculture Organization of the
United Nations.

States should have sovereign control over their in-sifu Genetic Resources,
and an International Regime can assist states with creating access
regulations based on model legislation that is consistent and accepted
among member comtries.

States mmst deternine how best to ensure that access, when granted, has
the consemt of all involved parties — indigenous groups, local commmnity
and local government. Parties that wish to acquire Genetic Resources
should be able to approach a single entity and be assured access is
consented to by all interested parties. Overly long, burdensome processes
could simply result in lost interest in the research, or drive potential users
to another provider country. In this respect. some members of TPO have
attempted to use the focal point contacts established under the Convention
on Biclogical Diversity, but encountered bureaucracy and non-
responsiveness that ultimately discouraged access.

Compliance

Compliance measures ocomnng within the context of the patent system are
not effective means to ensure proper access and benefit-sharing.  Most
uses of Genetic Resources for scientific research will not result in a patent
filing, and the mere act of a patent filing may not result in a commercial
product or financial benefit to any party. Furthermore, compliance

_4-
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measures that involve refosal to examine a patent application, or
mvalidation or revocation of a patent should not be part of the International
FBegime Although there have been several often-cited examples of alleged
“misappropriation” of Genetic Resources in patents. a more careful
examination of these patents shows that patent disclosure mechanisms will
fail to achieve the intended compliance goals. In some instances, the
source and origin of the Genetic Resource was already cleatrly indicated in
the patent, but with no effiect on the examination of the application or the
ultimate status of the patent. See, for example, U.5. patent no. 5,401,504
(turmeric) and EP patent no. 0973534 (hoodia). In other instances, the
Genetic Besource is claimed by one country of crigin, though the patent
indicates that the Genetic Resource was readily obtained from another
country of origin. For example, 1.5, patent no. 6,136,316 makes use of a
“winter weed [found] throughout the hotter parts of India,” but that patent
was claimed by Peru to be a potential example of “biopiracy™ (see,
WIPO/GRTEF/IC/8/12). Finally, some claims of “biopiracy”™ involve
patents that merely list a Genetic Resource in the description of the patent,
but which make no use of the actual Genetic Resource in the invention.
See, for example, TS, patent no. 6,569 488, which is claimed by Peru to be
a potential case of “biopiracy.” The Genetic Resource in gquestion is listed
mn the description of the patent; however, there 1s no evidence that the
Genetic Resource was accessed or used in the development of the invention
(WIPO/GERTEF/IC/8/12). As these examples show, patents are too often
mmproperly characterized as the source of and the solution for “biopiracy.™

The use of certificates is burdensome and will likely result in an
unworkable bureaucracy.

The preferred opticn is for the International Regime to provide a
framework to enable users and providers to come to mutually agreed terms
subject to the dispute resolution system of their choosing or as provided in
an International Treaty. For example, the sMTA established under the
Food and Agriculture Organization (FAQ) International Treaty for Plant
Genetic Resources for Food and Apriculture (ITPGERFA) refers to the ICC
Eaules of Arbitration as a means of dispute resclution.

Benefit-sharing

Benefit-sharing can take many forms — direct payments (up front, at
vatious development milestones, or at the time of commercialization),
technology transfer, and indirect benefits (employment opportunities,
mfrastructure development). Users and providers require flexibility in
reaching mutually agreed terms in order to fully realize the proper type of
benefit-sharing for a particular situation.

-5
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s Examples of successful access and benefit-sharing arrangements have been
described in Cabrera Medaglia I, Bioprospecting Partnerships In Practice:
A Decade of Experiences at INBio in Costa Rica. IP Strategy Today (2004)
No. 11-2004," p. 27-40. As noted in this publication, INBio has entered
mto numercus agreements in diverse fields, and many patent applications
have been filed by the parties to the agreement as a result. However, the
actual development and commercialization of products from these research
efforts is minimal Nonetheless, becanse INBio entered into nmutually
agreed terms with its collaboration partners, many benefits were still
realized. As noted in the publication, these benefits were both monetary
(direct payment of research budgets, payments for conservation,
technology transfer) and non-monetary (improved negotiations expertise,




UNEP/CBD/ABS/7/INF/1
Page 143

INTERNATIONAL CHAMBER OF COMMERCE (ICC)

International Chamber of Commerce
The world business ornganization

I

Department of Policy and Business Practices
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Submission to the Secretariat of the Convention on Biclogical Diversity for
the 7% Ad Hoc Open Ended Working Group on Access and Benefit Sharing,
Paris, France, 2-8 April 2009

Introduction

The business delegation — coordinated under the umbrella of ICC - remains commirred to
contributing constructively on substantive discussions in the access and benefit sharing (ABZ)
negotiations. It has made submissions to and participated in the Technical Expert Groups on
Cencepts, Terms, Working Definidons and Zectoral Approaches’, and on Compliance®, and
intends o do so with respect to the Technical Expert Group on Traditional Enowledge. Busineszs
locks forward o continuing o play an actve and helpful role in the negotiations on an ABZ
Intematicnal Regime (IR).

A diverse range of industries® utilize genetic resources in their everyday business, and access, use
andl create value from these resources in different ways. These industries - many of which consist
in large part of small and medium-zized enterprises (ZMEs) - play an ezsential role in creatdng
social and economic benefits from genetic resources. As the Camvention on Biological Diversity
(CBD) negotiations struggle with the challenge of increazingly complex fzaues and a call o maove
toward a more practical discussion based on established commeon terme and definitiona, business
can aassist in clarifying exactly how genede rescurces are accessed, developed and
commercialized and methods to beat ensure the sharing of benefira.

All businezses are engaged in a continuous evaluation of risk and retun on investment. 4 high
risk environment will discourage investment and recduce opportunides for creating benefita.

""Aceass and Bensfit Sharing: Sectoral Approaches, Concepts, Terms and Working Diefnitions” - 17 October 2008,
;'llp:.'."m-\m.imn\bn.cm"upl:@:ledFiIes.'ICC.'p:-Icl.r.' nielectual property'Statements/Sectoral®t20approaches ¥ 20final. pof

“Pruority Issues for the CEOVABS Comgliance TEG™ - 28 Movember 2008,
nttpctiase icowbo.crmiuplosdedFiles ICC poloyinielectual propery'Siatements/| CCMI0Comoliance 20 TEG 1207 sper 3e20f
nal %2038 % 20Mow 32008 pdf
¥ Inciuding, in a'chabelizal order: agricultural bistechnology, animal breeding, cosmetics, famming, favours and fragrances, foods
and drinks, forestry. herbal medcines and supplements, industrial bictechnology, pets, phamaceutcal and iophammaceutical
products, and plant breeding.
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Given the long rime period and heavy invesmments required to commercialize inventons using
genetic reaourced, businesssa need nadonal laws or guidelines which are wansparent, practcal,
acience-bazed, non-discriminatory, and provide legal cerminoy to jusdfy their investments

Buainess therefore supports the creation of a practical and workable IR which will facilitate the
zctivities of the different sectors working with genetic resources today and take into account the

future evolution of those activities.

This paper outlines general principles busineza belisve: to be important to the succeas of an IR
and! specifically provides input to the issues which the Ad Hoe Open-ended Working Group on
Accesz and Bensfit Sharing (AHOEWS) iz mandared to negotiate atits 7th mesting: objectve,

scope, fair and scuitable benefit-sharing, access and compliance.

General Principles

It iz of critical impeortance that the IR should be 3 precisely targeted, facilitative structure that
promotes natdonal ABS regires that are transparent, nen-liseriminatory, pradictable and
cohasrent across borders: nationzl ABZ regimes thar are difficuls to reconcile with each ather
should be avoided. The IR chould not be a heavy regulatory framework that will stifle the
creation of value from genetic resources, and their rrads and suztainable uzes. This approach will
promaore not cnly the efficient organization of access and benefic sharing, bur alzo the other o
pillars of the CBD: conzervation and sustainable use of genetc resources. Leasons should be
leamt from the experiences of naticnal regimes which show thar highly regulared and
bureaucratic ABS ayatema have failed to generare social and economic benefin.

In order to ensure that the CED's chjscdves are attained, busineszs submits that the IR should be

bazed on the following principles:

" An IR should include clear definitlone consistent with the terms and jurizdictonal limitacions
of the CBD itzelf

*  Research, economic activity and freedom to innovate uszing genetic resources should be
encouraged rather than conetrained. This will help promote the generation of benefitz and
will be the single moat important basie for asssssing the succeas of the Regime. Access
conditionz should reapect the Article 15(2) directive o “facilitate accese” 1o genetic
regources. Benefit-sharing armrangements in relation to derivatives and dommameam products
should be determined through murally agreed termas in the ABZ conmact berween the
providing and accessing parties, as provided for in Article 157" Concepts such as
“dervatives” or “products”, however they may be defined or understood, should be

determined between CONIIACng [Partes.

* Articke 15(7) *_._.Such sharing shall be on mutually agresd terms.”
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¥ The IR should not seek to restrict what can be mutually agreed and should encourage the
systematic use of contracts, in the form of Material Transfer Agreements (MTAz) or other
forms of agreements, o the greacest extent possible. These agreementz may include, as
appropriate, in addidon to the terms and conditions for access and benefit sharing, clauzea

transfer of the GR with or

addreszing conditions for the uae of the GR, commercial rights
without traditional knowledge to third parties, short-term and long term non-commercial and
commercial benefia, the agreed dispure settlement mechanism, choice of law, and/or
conditions reguladng the furure termination of the agreement. Contractual agreements,
commen in the normal course of ethical internadonal business, enforceable under the
judicial systems of soversign CBD member states, and respecting CBD standards (if
implemented by the applicable national law), remain the beat methods to manage ABS of

=N etic rezources.

* The CED specifiea that narional governments have aoversign rights over the regulation of
genetic resources found in their territories. The IR chould thersfore leverage national law,
enforcement, and regularory sructures rather than attempt to create new mechaniams and
chbligationa that are vet to be proven effectdve in real world experience. The IR ghould
thersfors focus en the further development and harmonization of national regimes in the
spirit of the Bonn Guidelines.

¥ Such natonal ABZ regimes should identifv a national focal peint which iz authorized o gran:
access and prior informed coneent, and to facilicare the negodadon of mumslly agreed terma
— thiz iz ezzential to provide legal certainty and oansparency for all stakeholders. Any
meagures o engure the pamicipation and invalrement of indigenous and local communities
in mutually agreed terme, and the sharing of benefits with traditional knowledge holders,
must e part of a transparent ABS regime.

®  The IR should rake 2 ssctoral approach o address the unique aspects of how genetic
resources are accesaed and managed in the many business and science sectors using genetic
resources. If the IR is to be effective in promoting business activides which support
biadmveraity, it should maintain and foster the diversity of uses of thess resources as well 3z of
the commercial amangements through which they are acquired.

* The IR should draw a distinctdon according to the apecialtes of sectora rather than bermeen
commercial non-commercial vees. In reality, it may prove exoemely diffioult if not impoasikle
o differentiate betoeen non-commercial and commercial research. Zcientific ressarch that
starts out as non-commercial may ultmatsly contribute to the commercial development of a
product, either by the same party or by others. Similarly, commercial research may be
licensed for public research purposes, (as in the caze of the development of Golden Rice

which relied heavily

v on commercially funded research). It is important to recognize that very
faw collaborative bio-prospecting agreements result in successful products, even in the caze
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of muldnadonal corporadons. Business, especially EMEs®, may be deterred by increases in
expenses or bureaucratic red-tape as much 3z non-commercial research institutes.
Complicared reguirements for acceza and bensfic-sharing mav have the unintended effect of
cauging a significant decline in academic and commercial regsarch alike.

*  The IR should not promors ABS regimes characterized by the etacking of multiple payments
for a single product. This should apply in cases where multiple countries have particular GRa
in commen a3 indigenous resources, bur aleo in cazes where a partdeular GR has multiple
eneficial properties and/or becomes the subject of multiple rezearch projecta. The IR should
provide for mutual recognition etneen counmries of ASE agreements so that once a uzer has
encered into an ABE agreement in good faith, no further demands will be made.

*  When negodating the IR, CED Fartizs chould congider the implementation costs of propossd
elementa for both countries providing genetic rescurces and users, az well as the
bureaucratic challenges thar could have significant negative impacta on EMEz and rezearch,
and on the generation of potential benefitz. In particular, any lengthy processes or
negotiationz before the swart of a rezearch program should be avoided. Cost-benefit and
regulatory impact aseezamenta should be undertaken before introducing new unteared
mechanismes.

* The IR should be 2 proapective system with no retroactive effect. Provisions of the IR should
only take effect after the entry into force of the IR and ita ratification in the provider county

consistent with the provisions of Article 36 of the CBD.

Objective

The chjectives of the IR should be conaistent with the terms of reference of the AHOEWG
deatailed by the Ninth Conference of the Farties (COP-9), Decizion VII19D, and with the termez of
the CBD itzelf The mandate of the AHOEWS iz clear: “to elaborate and negotiate an
intemational regime on access to genetic resources and benefit-charing with the aim of adopdng
an insrumentinstruments o effectvely implement the provisicns in Artcle 15 and Aricle 3(j) of
the Conventon and the three objectives of the Convention.”

The objectives of the Intemadonal Regime should therefore be limited to the said mandate,
namely:
(1) to protect the soversignty of states over their natural rescurces;

(2} to facilitate access to Genetic Resources on the basis of mutually agreed terms and

with the prior rmed conzent of the providing Party; and
(31 to ensure sharing of the results of rezearch and other benefits arizsing from the uee of

genetic resourced on the basiz of mutually agreed terms.

* Many seciors working with genstic resources, such as biotechnology, plant and animal breeders, traditional medicines, stc -
and businesses working m this area in developing countries - consist mainhy of SMEs.
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Furthermore, the IR must be conaiztent with the other defined ohjectives of the CBD — namely,
conservation and sustainable use. Efforts to further broaden or otherwise maodify these governing

principles are outside the scope of the working group and should be rejecred

In the view of businezs, the moat effective nay of achieving these objectives would be for the IR
to establish inrernatdonal benchmarks and guidelines thar would asaiar CED Members in
developing consistent, predictable, non-discriminatory, transparent and effective national ABS
systemne which provicde legal certainty.

The IR should develop Article 153(7) of the Convention, by identifying those “legislative,
administrative or peolicy measurea” which can, through implementation by the contracting
partiesz, facilitate the activities of interssted parties in the identfication of sustzinable uzes, the

agreement of mutually-agreed terme and the sharing of benefics.

Scope

The scope of the IR will be kev in determining the approach to other isaues under discussion,
such as compliance meagures. It is therefors eszental thar the scope of the IR be clearly defined.

Buginess suggests that the IR's scope be determined along the following lines:

¥ In order to enzure legal certainty, the IR should only apply to acquisitions of genetic
regources whicl take place after entry into force of the IR in the provider country, anc ke
without prejudice to prior acquisitions carried ourt in good faith. The IR will likely add
additional requirementa relatdng to ABS regimes. Any acquisitions prior to the entry into
force of the IR in the provider counay will have been made pursuant to national laws in force
at that fime, and access and benefit-gharing terma agreed accordingly. The IR should not
provide the poszibility of changing cbligadons relating to such acguisitions after they have
been made.

¥  The IR should only regulate the relationship berween the provider and pary gaining access
o genetic resources and not seek to regulate dowmetream activities. An IR which mies o
ragulate domnstream actvitdes and produce: will be unwerkable, unenforceable and
extremely costy to implement by govermments and uzers alike. Broadening the scope of the
IR to downatream products would bring under the IR common household itema auch as
wine, bread and wood producn. Benefit-sharing arrangements in reladon to derivartives and
domnatream products should insread be determined through MAT in the ABS contract
ketween the providing and acceasing parties, a8 provided for in Ardele 15(7). Conceprz such
as “derivatives” or “products”, should not be part of the IR izelf, but inatead. should be
determined in the MAT berween parties to the individual ABZ agreement. ABS srakeholders
already rely heavily on mechanisme based on written agreemenntz which are proven and
feazible methads to address ABZ concerns.
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The scope of the IR should be limited to only genetic resources as defined in the CBD.
Conzistent with the terms of its mandare from Decision VII/19 I, the [R should be limited to
effective implementation of Article 15, Article 5{j) and the three chjectives of the Convention
Az such, it should zeek only to elaborare matters relating to access and benefit-sharing with
regpect to genetic rezources, az defined in the Convention, bazed on MAT s between the
acquirer and the provider (Artdcle 15(2) and 13(7)).

The incluzion of biological resourcss 2 defined in Article 2 of the CED would bring under
the IR biclogical resources that are currendy maded by countries all over the world az
commodities, such az ornamental and garden plants, timber, agricultural produce (like
apples or rice), and even househaold peta. There are good reasons to draw clear linea
between commodity trade in biological resources and the sustainable use of genetic

ill have to draw clear boundaries berween what is included and what i=
sk inadvertently gifling trade in several areas.

resources. The IR
excluded or it will

Certain genetic rescurces should be excluded “When defining which genstc resources
chould be covered by the IR, Partizs should conaider the following pointa:

- The IR ghould exclude human genetic resources, conciztent with COF Decision IFLL and
the Bonn Guidelines.

- The IR zhould recognize existing internatonal instruments and also exclude resources
thar are already the subject of agreementz or negotiations in other fora such az the FAQ
Intermational Treaty on Flant and Genetic Resources for Food and Agriculrure (ITFGEFA)
and the International Technical Conference on Animal Genetic Resources for Food and
Agriculture under FAD.

- The IR chould not include genetic resources that enter the public domain without any
reztriction by the provider counery.

- Zenstic resource: not subject to the jurisdiction of any particular country should be
excluded from the scope of the IR. The CED does not apply 1o such rescurces and only
recognizes “the soversign righte of States over their natural resources” (CED Artcle 15.10.

- The IR should not sssh to regulate transactions imvolving human, plant and animal
pathogens. Fathogena are arguably not included within the scope of the CBD itaelf For
example, such “resources” do not appear to fit within the CBD objectives of
“conservaton” and “zuatainable uze” in the zense used in the CBD. Zince the chjective of
the IR refers to these CED objectives, it iz best to exclude pathogens from this
framework.

Traditional knowledge (TE) iz a very difficult concept to define and iz subject ro different
interpretations by different communities and peoples. To ensure legal cerainty, it is easentdal
that if TK associated with genetic resources is 1o be governed by the IR, it should be clearly
defined bazed on a commeon understanding, and limited to “knowledge, innovations and
practices of indigencus and local communities embodying tradidonal lifeatyvles relevane: for
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the congervation and suatainable uze of bioclogical diversity.” Az with other ABS meazures,
measures regarding traditional knowledge associated with genetic resources must be

Ansparsnt

Fair and equitable benefit sharing

Business supports
be on “mutually agreed terms” (Article 15(7)). Such rerme will normally be embaodied in an
agresment barmeean the provider and the recipient of the genetic rezource. Transparency and

ir and equitable benefit-sharing which, under the terme of the CBD, should

internationally accepted contracting principles muat apply to such agreements in order to
maintain legal certainty for the provider and the recipient of genetic resources

The development of modsel clavsss or menusz of clauses mav ke helpful 1o guids ABS
negotiations. Alternarives, such as a database of sample clauses from successful ABS agreementa
or capacity building programes relating to “beat practices” are preferable. If established, any such
clauses should not be binding az the IR should permit flexibility in achieving MAT for marerial
transfers. However, the Standard Material Transfer Agreement of the Intermational Treaty on
Flant Genetic Resources for Food and Agriculture is a good workable system for the plant
breeding sector where many tranafers of genetic resources are constantly being mads.

There iz a long hiztory of benefit-sharing in many sectors using genetic rescurces. The manner in
which benefits are currently shared should be considered in the development of the IR Existng
eystema chould not be unnecessarily disturbed and should, on the contrary, be recognized and
carefully conzidered for the development of the IR

Benefits from ABZ transactions are not necessarily monetary in nature, {zuch az payments

upfront or during the developmenrt process; funding for ressarch or joint ventures), bur can also
include: the exchange of knowledge, skillz, and technology; the sharing of research darta, the free
acceas 1o the use of protecred varieties for further research and breading, and nemuorks; and the
collection and conzervation of genetic resources through financing or epecific support activities
ABS transactiona zleo indirectly benefit sociery as a whole as they can lead o improwved
productivity of agricultural crops, the development of new health, food and other products, and
the creation of new employment opporunities resulting from the economic stimulus of new
innovative producta. The full range of benefit-sharing should be hen into account on the

negotiations on the IR,

The mide-apread availakility of genetic resources haz led o demands for horizontal beneflt-
sharing among in-gitu repository countries. The rezolution of such gquestdons and any dizpures
that arise from them should lie outside the IR and above all should not prevent acoquirera of
genetic resourced from holding clear title 1o acquired resources. Claima of third countries not
party to an ABS agreement would add grear uncernaintes to the process and should notbe
permitted. However, in cazes where multiple countries hold resources in commeon, agreements
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berween such countries could be amranged ao thar benefite received by one member in a group of
countries or indigenous communities that holds a pardcular rezource in common would share
the bensfita received with others from that group. Any such agreement would be berwesn
pomential providers of the genete resource in quesdon, and therefore should not have any effect
an the lishilities or obligations of the user under an ABZ agreement. It should be noted,
however, that attempting o negotiate such an agreement would likely be highly complex and

regource intenaive

CBD Farties should addresz with caution certain IR inatruments currenty under discussion, such
2z certificaves, which could engender bureaucratc approaches to ABZ thar preclude banefit
generation. Burdensome measures inroduce significant coats for governments, users and local
communites, and may deter larger companies and price innovadve emall and medium-aized
enterprises, and regearch instirutionz out of the marke: endrely.

Access

Business supports the concepts of acceas 1o genetic resources being linked o fair and equitable
sharing of benefitz on the basis of mutually agreed terms, as envisioned in the CBD. The IR
should facilitate responsdble accsss 2 prevent {llegal acosss to Zenetic rescurces. Business
therafore suppores: acosss standards conaistent with the CBD requirement to “facilitare” access in
Article 15(2), such a3z those thar nould help ensure transparency and clarioy, including the
idenrification of clear authorities and peoints of contact to improve reliabilicy in agreed terms of
zccedd. All conceme should be handled ar the point of access through ASE agreements in order
to reduce any uncertaintiss as to the stames of genetic resources and benesfita arising from their

uce

Certainty, clarity and transparency of accesa rules depend fundamentally on the identification of
national focal points. Buziness strongly supports the identificaton of a national focal point - ane
gingle authority thatis authorized o grant accessz and grant prior informed consent. This iz an
ezzential part of developing an access regime that is conzistent with the principles of legal
cemainmw and ransparency and iz thereby 3 crucial element of a workable IR

Any national lane governing the terme of accesz, e.g. in national ASE regimes, should be non-
discriminatory and zhould thersby trear domesde and foreign researchers on similar terma. It
should be realized that all countries are interdependent in rerms of genetic resources and that
maoat countries, including developing countries with exrensive biodiversity, depend heavily on
genetic resources accessed from other countries. Non-discriminatory treatment would thersfore
be beneficial for all CBD parties.

All regearchers, regardless of their national origin or their countries’ standing in the CBD , should
be permirred to access rezources under the facilitatve mechanisms of the ABS regime, bur also
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be zubject to the benefit-sharing requirementz implemented by national lass in provider
counrtries; this wi

help maximize porential benefitz consiztent with the goals of the CBED.

Nepotiations on the IR alac need to move toward a much more informed dizcuzgion of the

realities of access to genetic rescurces today, and specifically a beer understanding of acceas 1o
genetic resources through ex-gitu collections. The model upon which CBD obligations were
based waz one of a linear flow of genetic resources beginning with “bioprospectng” of genetic
rezources from their in-site state, negodation of murually agreed terms with the soversign state,
and coneultation with the concemed indigenous and local communities. Thiz model iz not an
accurate reflection of how genetic resources are accessad, udlized, or shared todav. Manv
genertic resources have long since been extractad from their original natural environment. Many
have become commeadites or staple commercial produces in the mading aystem. Ex-zitu
collectione exist in many countries for different rypes of genetic rezources and range from zooa
and aquariums to herbaria, such as the various botanical gardens and the Consultative Group on
Intemnational Agriculrural Research (CGIAR) syatem. Although the in-situ case is more
conceptually clear and manageable than ex-situ cases, access of genstic resources through ex-zit
collectione iz considerably more commen in today's context

Compliance

When dizcuszsing compliance iszuea, it iz helpful to distinguish between regularory compliance

(i.e. compliance with laws and regulaticns set by governments relating to ABS); and compliance
with contractual provisions (i.e. compliance with termes in 2n agreement mutually agresd

== NI

between two parties such as Marerial Tranafer Agreementa).

Mechanismes for enforcing compliance will differ according to the type of compliance thar ia
being addressed. In both cases, business submits that any compliance aystem set up by the IR

should uild on existing enforcement eyatema.

Regulatory Compliance

*  Business believes that that the great majority of users of genetic resources make their best
efforts to comply with ABS requirements. Nevertheless business does recognize that many
CBD Partiss have serious concemns relating 1o misuee and/or misappropriation of GR, with or
without related TE. As there iz currently little empirical data on the scope or the significance
of such misuse and/or mizappropriation, business supports more research on thiz topic to

provide a sclid factual basie for the AHOEW S efforts to addreas thiz izsue. This would
greatly assist in identification. where applicable, of any appropriate and proportionate

measures, and contribuce to the likelihood of success of the IR overall.
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*  Business recognizes the importance that a number of CBD Members place on muraal
recognition of and enforcement of judgments acroas border 1o enforce domestic national
ABZ laws in cases involving allegations of misuse or misappropriation of GR with or without
related TK. At the same time, buziness notes the historic reluctance of states to enter into
muldlareral obligatons requiring murmal recognitdon. Busineas looks formard to a discuszion

of poasible approaches to addreas thia difficult isaue

" Any further consideration of “disclosure r.qulrmu"s ghould be made dependent on the
outcome of discuzzions in the Intergovernmental Committes on Intellecmual Froperty and
Genetic Resources, Traditional Knowledge and Folldore (IGC) in WIPC which, because of ita
collective intellectual property (IF) experdas, az illustrated by its discussions and derailed
documentation, is the appropriate body for the consideration of martters relating to the
relationzhip beraeen IF and CED related fzzusa.

" Business remains greatly concemed about the poszible introduction of new instruments
without proven effectiveness in real life”. It therefore strongly recommends that the further
elaboration of an “intemarionally recognized certificate” should not begin before a fzazibiliny
study is first undertaken and carefully analysed. Busineszs firmly believes that if many of the

issues still oumstanding are not addressed in detail, the feazibiliny of establishing auch a
certificare ayatem will be called into question (see report of the Technical Experts Group in
UNER/CBDAG-ABS/S/7 (Feb. 20, 2007)). To date, discussions in the negotiations conceming
cartificates have failed ac far o clarify fundamental concepea.

Eev marrers that remain unresolved are:
- what would the aystem certify (compliance with the CBD or natonal lawe)?

- who would certify?

- who would use the certification and why?

- what would be the impact of not having a certificare?
-when does a certificate have to be produced?

- what would be the cost and benefit of such a system?

" Businezs belisves that raising awareness among srakeholder: abour ABE requirements will
plav 2 kevy role in improving compliance with ABS regimes. CBD Faries should make positive
efforts 1o educare srakeholders about ABZ laws and o make these more ransparent
Bugineass iz willing to support governments in these efforts with respect to its own
conatituency.

In thiz respect, several sectors have put into place volmtary guidelines and “best

practices” to help companies in those industries to understand and comply with ABZ

s qee CC paper on ‘.l’-‘-me-ss and bE"‘Ef' shanrq 5|:E..43| dIS-GGS.I'E req.lrerrenlz |n pa t appications” - 25 May 2005
' SedlDiss [E

SEE ICC pap&rm

I
'e5n1|rc:e5 18 Septemher 2\3-.‘.!3 at
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Department of Policy and Business Practices

requirements. Among thoss are Biorechnology Industry Organization (BID) Guidelines for
BIC Members Engaging in Bioprospecting™ the Internaticonal Federation of Pharmaceurical
Manufacturers and Associations (IFPMA) Guidelines for IFPMA Members on ABZ, and the BIO
Maodel Material Transfer Agreement (MMTA®, EuwropaBic Principles for Accessing Genetic
Resources™, Intemational Standard for Wild Collection of Medicinal and Aromatic Plants!'®.

Buciness belisves that such voluntary guidelines contribute significantly to promoting
awarenease of, and compliance with, ."-'L.'J._' regimes among the users of genetic rescurces,
and zhould be mken into account by CBD Farties when congidering a sectoral approach to
the IR.

Contractual Compliance

"  Private international law offers many opportunities that are currently used to enforce
agresments relating o international business transactions around the world (zee for example
the paper by the delegation of Canada submirtted o the eixth ABZ W& meetdng
(UNEF/CBDVWG-ABE/O/INE/3/Add. 2 (JTan. 15, 2008)). No special “measures to ensure access
o justice” nesd o be developed thar are peculiar to the CBD context. Inzread, existing tools
such az negotiation, mediadon, arbitration and legal inztruments for the enforcement of
forsign judgments should be further explored.

*  Negotiation, mediation, arbitration and conciliadon mechanismes are commeaon in business
and provide a concrete basis for dizcuzsions on the resolution of disputes arsing from ABS
contracta. An example of 3 dispure rezolutdon process referenced in an international
inatrument iz found in Article 8(£)(C) of the Food and Agriculture Organization (FAQ)

Intemational Treary for Flant and Genetic Resources for Food and Agriculmre (ITFEGRA)
Zrandard MTA. This article provides that if the dispure has not been settled by negotiation or
mediation, any party to the sMTA can submirt the dispute to arbimation using the rulss of an
international body agresd by the paries or, failing such agreement, the Rules of Arbitration of
the Internaticnal Chamber of Commerce's Intemational Court of Arbirration. Although
arhitratdon procedures are unlikely always to be appropriate for all relatonships or sectors, a
potential advantage of them is that they allow ABS stakeholders to gain cost effective legall-
hinding judgments. that are enforceable acrosa borders in countries that adhere to the New
York Comvention on Becognition and Enforcement of Foreign Arbitral Awarda.

Document n® 45011043

15 December 2008

nta:-ifmm_thm.ﬂ:q_sms,ﬂand hup lwnarva bio.crgipintemationalBIO_Model_MTA pdf
! I'rr|:- '.‘mw E.I‘CDEbD :-'q.:-mm-:-ns-'Ellcpr:rsE nq "lm:ﬂ Jnmﬂs F|n3] pedi




UNEP/CBD/ABS/7/INF/1
Page 154

INTERNATIONAL UNION FOR PROTECTION OF NEW VARIETIES OF PLANTS (UPQV)

HTEANATIONALER INTERMATITRAL Ll

VERBAND FOR THE PROTECTION
TUM ECEUTT WON UNION INTERHAT QONALE UPISH INTERNACINAL GF MEW VBRIETIES
BFLAHPEMAG HTUNGEN POUR LA BROTELT DS PARA LA PROTRCCION OF PLANTE
DEE CRETENTIONS DE LAS GRTENG 1OMES
GENF SZHWEL VEGETALES VESETALES GENEVA, SWITIERLAKD
GEMEVE, SUgse SINEBRA. EUZ
CBD July 18, 2008

Dear Executive Secretary Djoghlaf,

Further to my letter of July 16, 2008, I should like to refer to the letter of
April 17, 2008, of the Secremrv-General of the International Union for the
Pratection of New Varicties of Plants (UPOV) (copy attached).

The Council of UPOV, at its twenty-fifth extracrdinary session. held in
Geneva on April 11, 2008, requested that COP-9 consider the inclusion of the
elements set out in the above-mentioned letier, in a decisivn relating to the
“Recommendation of the Working Group on Access and Benefit-Sharing at its
Sixth Meeting on Possible Elements of a Decision on Access and
Benefil-Sharing for the Consideration of the Conference of the Parties at ifs
Ninth Meeting™.

Tt would be appreciated if the above-mentioned letter could also he
distributed to the participants of the seventh meeting of the A4 Hoc Open-caded
Working Group on Access end Benefit-Sharing (WGARS-7) together with the
UPOV"s position paper sent 1o you in my letter of July 16, 2008,

Sincerely yours,

G Hats

Rolf Jérdens
Wice Secretary=-General

: ey
Mr. Ahmed Djoghlaf ; @455 F
Executive Secretary bogr” 70 L
Secretariat of the Convention on Biological Diversity i
United Nations Environment Programme i
413, rue Sainl-lacques, Office 800 ] o e b
Montréal, Québec H2Y ING |2 R, GO, VN
Canads i

e AD AL ¢y
By fax: 001-514-28R 658K (3pages) e :

1

34, chemin des Colombettes = CH«1211 Genéve 20 ¢ Tel.; +41-22 336 9111 — Fax: +4].11 733 B336
E-muil: upov.mailfupovint — Intermer: hitn: fwww, unay. int
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UPoy
INTERMATHINALER TNTERN ATION AL, k10K

NERHAND LMK T ERNATIONALL LM T AN AT Fm THE FOTECTION
Zuk EEHUTE VBN ‘ EHInAL UF MEW VARIETIES
[ ——— POUR L& PADTECTION Pas Lk PAOTESEEM OF LAt

DEE ORTENTIONS DE LAZ OSTENCIONER

AENE, BEHWET VEAETALEE WRET L EE BENEVA, BWITZEALANA
GEMEVE. OUEEE CIMESME, SULER

April 17, 2008
Dear Executive Secretary Djoghlaf,

Thave the pleasure to refer to the “Recommendation of the Working Group
on Access and Benefir-Sharing at its Sixth Mesting on Possible Elements of a
Decision on Access and Benefit-Sharing for the Consideration of the Conference
of the Partize at e Ninth Meesting”.

As of Apl] 17, 2008, 65 swkaabers of the Interoetional Union for the
Protection of New Varieties of Plants (UPOV) we signatories of the Convention
oo Biological Diversity (CBD) and 4 members of TPOV have already ratified
or acoaded to the CBD.

The reply of UPOV to the Notification of June 26, 2003, from the
Executive Secretary of the CHD on UPOV's views on the process, naturs, seops,
elements and modalities of an international regume on access to genelie restuartes
and benefit-sharing™' supported e view that the CBD and the UPOV Convention
ihould be mutualiy suppordves.

On that basis, the Couneil of UFOV, at it rwenty-fifth extraordinary
gession, held in Geneva on April 11, 2008, decided w:

“request the Conferrace of the Partiss of the Convention on Bialogical
Diiversiry (CBD), at its Ninth Meeting, to consider the inclusion of the
following elements in 2 decision relating to the ‘Recommendation of

i

M. Abmed Dyophlaf

Exccutive Secretary

Seeretariat of the Convention on Biological Diversity

United Nations Environment Programme

413, mue Saint-Jacques, Office 04

Montréal, Québe: HIY ING

Canada |

UPOY" s peply of 20009 is induded in document UNEF/CBIVWG ABS/ 1 INFY L and ooz be found
ar: hargrtfunan, upo ntndpcug BN Anore_chal ftnal
34, chemin des Colombeites — CH-1211 (GGemave 20 [ Tel.: +41-22 538 31101 — Fax: +41-22 7330996
E-mail: uptr oail @upor.int — Internet: hitpuwww. gperin
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Mr. Djoghlaf, Montraal - April 17, 2008

the Working Group om Access and Benefic-Shering at its Sixth Meeting
on Possible Elements of o Decision on Access and Benefit-Sharing for
the Consideraton of the Copference of the Parties af its

Ninth Mesting":

“1. In the first page (considerations):

Recogmizing that UPOV supports the view that the Convention on
Biclogical Diversity (CBD) and the UPOV Conventinn should be
mumally s.'l:.ppn:fl't.i'.'t.i

“2. In the puidance for further negotiation of an intecnational Tegime
om access 1 genetic resources and benefit-shering:

Further instmets the Ad Hae Open-ended Working Group on
Access and Benefit-Sharing that sy provisions which it
develops for an internationel regime op access to genelic
resources and bepefit-sharing should cosure powgual
supportiveness with the UPOV Convention,™

Sincerely yours,

Kamil Jdris
Secretary-General

K
]

Seop paragraph 3 of POV s reply of 2003
Bee paragraph 16 of UPOV's reply of 2003

%3
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INTERMATICONALER INTERNATIONAL UNIDN
VERBAND FOR THE FROTECTION
Fun BEHUTE VAR UMICH IMTERMATIOMALE UNIEIN INTERNACIGNAL OF HEW VERIETIES
PELANTIEMTOCHTLIN GEN FPOUR LA PROTECTIOON FPARA LA PRAOTECOS NN AF BLANTS
DES QITENTOHS DE L&3 OBTENGKINES
HENF, SEHWER VEGETALEE VECETALES GEWEVA, SWITIERLAKD
GEREVE, ENSSE GINEAES, G008
CBD July 16, 2008

Dear Executive Secretary Djoghlaf’

I have the pleasure to refer to paragraph 9 of Decision 1X/12 Access and
Benefit-Sharing which was adopred by the Ninth Meeting of the Conference of
the Parties of the Convention on Riological Diversite(COP-97, held in Bonn,
CGermany, from May 19 to 30, 2008, in which the Conference of the Partics

“rvites Parties, other Governments, fnternational organizations and
indigenous and local communities, and relevant stakeholders to submis, for
Surther ¢laboration and negotiation of the imternational regime on access
ard benefit-sharing, views and proposals meluding operational text, where
refevany, in respec! u;".’.ﬁr rmgin components listed in rhe annex [ to the
present decision, preferably with supparting rationals "

Wiews and proposals of the International Union for the Protection of New
Varieties of Flants (LIPOV) in relation to the elaboration and negotiation of the
international regime on access and benefil-sharing were expressed in the reply of
UPOV 1o the Notification of June 26, 2003, “Access to Genetic Resources and
Henefil-Sharing”, adopted by the Council of UPOY on Oetober 23, 2003, and
gent 1o the Secretarial of the Convention on Biological Diversity under cover of a
letter dated Octnber 27, 2003.

Mr. Ahmed Djoghlaf

Execurive Secretary

Secretariat of the Convention on Biological Diversity
United Mations Environment Programme

413, rue Saint-Jeeques, Office 800

Montréal, Québee H2Y N9

Canada P JE\{J,C.{«T.L":-‘.,"’ A

64455

e AD, ARy
By {(ax; 00!-514-288 6588 (5 pages) !

34, chemin des Colombettes — CH-1211 Genmdve 20 0 Tel: +41-32 338 811§ — Fax: +41-12 733 0334
F-mueil: wpov.mail@upev.int — Isternet: http:iwww wpov.int
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Mr. Ahmed Dioghlaf, Montréal - July 16, 2008

[ have the pleasure to send you herewith the reply of UPOV as mentioned
above, and | would appreciate it if you could arrange for this document to be
distributed to the participants of the seventh meeting of the Ad Hoe Open-cnded
Working Group an Access and Benefit-Sharing (WGABS-T),

Sincerely yours,

RAIf Tordens
Vice Secretary-General



W TERMATIONALER
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INTERNAT IIMAL LIKIDN
FLH THE PROTESTION
AF HEW VARIETIES
OF BLANTE

GEHEYE SWITIERLANE

Reply of UPOV ta the Norification of Jure 26, 2003, fram the
Execiaive Secretary of the Convention or Biolagical Diversity {CBD)

adopted by the Counci] of TIPOV
at its thirty-seventh ordinary session
on October 23, 2003

34, chemin des Colombeties — CH-1211 Gemive 10 Tel: (+4122) 338 %1 10 — Fax: (+41-I7) 733 03 36
E-mall: upov.mell@wipo.ni - Iotermec hoip:/www opov.isl
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Inmraduction

1. The Intemational Unicn for the Protsction of MNew Varieties of Plants (LPOV) is an
intergovernmental organization, established by the [ntemational Convention for the Protection
of Mew Varisties of Plants {the "UPOV Convention™). The UPOV Convention was adepted
oo December 2, 1961, and revised m 1972, 1978 and 1991, The Mission of UPOV, based on
the POV Convention, is: “To provide and promote an efféciive sysiem of plani voriery
prarection, with the aim of encouraging the development of new varieties of planes. for the
Berelit of soeien.

2. As of July 31, 2003, UPOV has 53 members'. Furthermore, 18 States and two
intergovernmental crganizations heve initialed, with the Council of UPOVY, the procedure for
becoming members of the Union and 33 other States have been in contact with the Office of'
the Union for assiztance in the development of legislation on plapt vaniery protection. It is
therefore Enlicipated that mors than 100 States or interpovernmental nrgmi:g',ians may be
members of POV in the futupe,

3. UPOV suppors the view that the Convention on Biological Diversity (CHD) and relevant
intemational  instruments dealing with  intellectual  property  nights,  incheding  the
UPOV Convention. should be mutuelly supportive.

4, It should be recalled that the Conferemce of the Parties 10 the CBD, in its
Decigion 1V-24, taken at iis sixth Meeting (COP-8) held in The Hapue, Netherlands, from
April 7 o 19, 2002, acknowledged rtelevant work being camied owt by  other
intergovernmental orpanizations. such as the World Intellectual Property Orgenization
(WIPD), the World Trade Organization (W TO). the United Mations Conference on Trade end
Development (UNCTALD), the Food and Agnculture Organization of the United Nations
{FAQ) and UPOV, on issues refated to access o genetic resources and benefit-sharing.

5 UPOV has developed a reply based on the principles of the POV Convention in order
1o provide some guidance on UPOV's views on the “process. nafure, scope, elements and
modalitics of &n international regime on Bccess to genetic Tesources and benefit-sharing.”

Access 10 Genetic Resougoes

6. L0V considers thet plant breeding is & fundamental aspect of the sustainable use and
development of genetic resources, 1t is of the opinjor thet access to genetic resources is a key
requirement for sustainable and substantial progress in plaat breeding, The concept of the
“proeder's exemption™ in the UPCY Convention, whereby acts done for the purpose of breeding
other varieties are not subpect to any restriction, reflects the view of UPOV that the worldwide
community of breeders needs access 1o all farms of hreeding material to sustain greatest progrese
in plant breeding and, thereby, to mecimize the use of gemetic resources for the henefit of
society.

More detaibed information cnncﬂ'nl,n.; LIPC g membership can ke found a
hitpwwew upov. invenshout' members' mdes. hom,

k
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Dirciosure of Cigin

7. The requirement for “distinctness” in the UPOV Convention® means thal protection
shall only be granted after an examinstion to determine if the variety is elearly distinguishable
from all other vaneties, whose existence 18 8 matter of common kmM:d;gn:" at the date of
filing of the application, regardiess of the geographical origin.  Furthermore, the
UPOV Convention provides that, if it is discoversd that a breeder’s right has been granted for
a variety that was not distinct, that right shall be declared null and woid

8.  The bresder s usually required, i & technical gquestionmaire thal accompanies his
application for protection, to provide information comcerning the hresding history and genstic
origin of the variety. UPOV encourages information on the origin of the planl matenial, wed
in the breeding of the variety, 1o be provided where this faeilitates the examination mantioned
above, bui could not accept this as an additional condition of protection since the
VPOV Convention provides that protection should be gramted w plant varieties fulfilling the
conditions of novelty, distincmess, uniformity, stebility and a suitable denomination and does
nor allow any further or differem conditions for protecton.  Indeed, in certain cases, for
technical reasons, applicents may fnd i difficult, or impessible, to identify the cxact
geographic onigin of all the material used for breeding purposes.

9. Thus, if & country decides, in the frame of 8 overall policy. o introduce 2 mechanism
for the disclasure of countries of origin or peographical origin of penetic resourees, such &
mechanism should not be introduced in 8 narrow senee, ac a condition for plam variety
protestion. A separale mechanism from the plamt variety protection legislation. such as that
used for phytosanitary requirements, could be applied uniformly to all activities concerning
the commercialization of vaneties, including, for example, seed guality of other marketing-
related regulations.

Prior Informed Consent

10, With regard to any requircment for & declaration that the genectic material has been
lewfully mequired ar proof that prior informed consent concerning the sccess of the genetic
material has been obtained, UPOV encourages the principlss of transparency and ethicel
behavior in the course of conducting breeding activities and, in this regard, the aceess o the
genetic matenial used for the development of a new variety should be done respecting the
legal framewctk of the counmtry of origin of the genetic material. Howewver, the
UPOV Convention requites that the breeder's ripght should not be subject to any further or
different conditions than the ones raquired to obtain protection. UPOV notes that this is
conslstent with Article 15 of the CBD, which provides that the determination of the aocess to
genetic resources rests with the natienal govermmients and is subject to national legislation.
Furthermore, UPOW considers that the competen muthority for the gramt of the bresder’s
rights is not in a pasition 10 verify whether the a¢¢ess to genetic matedial hes taken place in
aceordance with the appliceble law in this figld.

Reference o the LPOY Carvention ia thiz decumend should be understadd as o refersnce fo the latest Act of
the UPOV Convention {the 1991 Act). The full texr of the UPOV Conventicn can be found at
g ey upowint/endpublications conventions’ | 99 rcontent hem

The mager of commen knowledge 15 considerad funher m UPOY documant “The Motion of Breedsr and
Comanon Knowledges™ (ClE=tr 1182 Rev ). This docwumend can be [ound at;

higp:thwws upov. inblen/abowtkey_issues htm

:
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Summeery

11. Since the legislation on aceess w genetic material and the legizlation dealing with the
grant of breeders' rights pursue different objectives, have different scopes of application and
require a different adminisirative structurs to monitor their implementation, UPOV considers
that it is appropriate 16 inelude them in differant Jegislation, although such legislation should
be compatihie and rmutwally supportive.

=
Breeder s Exemplion

12, UPOV would be concerned if any mechanism to claim the sharing of revenues were o
impose an addinonal admimistrative burden on the authority enmusted with the grant of
hreeders” rights and an additional financial obligation on the brecder when varisties are used
for further breeding  Indeed, such an obligation for benefit-sharfng would be incompatibls
with the principle of the breeder's exemption established in the UPCY Convention whereby
acts done for the purpose of breeding other varieties are not, under the UPOV Convention,
subject to amy restriction end the breeders of protected varieties (imitial varieties) are nat
entitled to financial benefit-shanng with breeders of varieties developed from the initial
vericties, ¢woepl in the case of essentially derived warieties (EDV). Furthermore, a
benefit-sharing mechanism within the legislation to grant bresder’s rights, would seem o tax
only “protected” vanetes and, instead of creating incentive mechanisms to develop new
vareties, may provoke the opposite effect, whereby breeders would not develop new varietes
or would not seek protection (favoring a legally insecure environment}

13, The Food end Agncolmre Orpanization of the United Mations (FAOD). &t its
311" Conference, on Movember 3, 2001, adopted the Intemational Treaty on Plant Genetic
Resources for Food and Agnculiure. This Treaty (Article 13.2. [d)ii)) recognizes the concept
af the breeder’s exemplion, mw that bresders are excepted from financial benefit-sharing
whenever thelr prodicts are “available without restriction to others for further research and
breeding ...™

Subristence Farmers

14, In addition to the Weeder's exemption and the vescwrch  exemption, the
UPOY Conventien conteing another compulsory exception to the breeder's vight whereby the
breeder’s right does not extend to acts done privately and for non-commercial purposes.
Thersfore, activities of subsistence farmers, where these constinne gcls done privetely and for
non-commerzial purposes, are excluded from the scope of the breeder's right and such
farmers freely henefit from the availability of protectad new varietics.

Farm-Soved Seed

15. The provision oa “farm-seved seed” (also known es the “farmer’s privilege™) is an agticmal
benefit-sharing mechanism provided by the UPOV Convention, under which UPOV members
miry permut farmers, on their swn farms, to use part of their harvest of & protected variety for the
planting of a further crop. Under this provision, members of POV are able wo adopt solutions,
which are specifically adapted 10 their agneultural circumstances, However, this provision is
subject 1o remsonshle |imits end requires thal the legitimete interests of the breeder arc
safepuanded, 10 eosure there 15 & continued incentive for the development of new varieties of
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plams, for the henefit of sociery. For example. certain members of UPOY apply the provision
on farm-saved seed only to cermain specics or fimit its application using criteria such as the
size of the farmer’s holding or the level of production.

Summiary

16, Mechamsms of benefit-gharing should take into account the need for o relationship of
mutual supportiveness in respect of the essential principles of the TIPOV system of plam
variety protection and, in particular, of the breeder’s exemption provision.

Conclusion

17, UPOVY considers that plant breeding is a fundamental espect of the sustainable use and
developrment of genetic resources. [t is of the opinion thet access to genelic resources 15 8 key
requirement for sustanable and substantial progress in plant breeding. The concepr of the
“hreader’s exemption” in the UPOV Convertion, whereby acts done fior the purpose of breeding
othear vanenes are nat subject 1o any restriction, reflecis the view of UPOV thet the workdwide
community of breeders needs secess to all forms of breeding material W sustain greatest progress
in plant breading and, thereby, to mavimize the use of penetic resources for the henefit of
soctety. Lo addition, the UPOV Cenvention has inherent henefit-sharing principles in the form of
the breeder's excmption and other exceptions to the bresder’s tight and UPOV is concerned
about any other measures for benefit-shanng which could introduce unnecessery barsisrs 1o
progreas in breeding and the ulibzation of genetic resources. UPDV wrges the A4 Hae Open-
ended Working Group on Access and Benefit-sharing to recognize these principles i its work
and to ensure that any measures i1 develops are supportive of these ponaiples and, therefore, of
the UPOV Convention,

[End]



