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 I 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 III, Annex I 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 III.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. 

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 III.A.1.2) operational paragraph 1.
The same component appears in the section on Access under III.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 III.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.

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 III.A.1.3).

The operational provision in paragraph 1 is the same as provided in paragraph 1 of Operational Text III.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 III.C. on compliance. 

ii) 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 II 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 III.A.1.2)

Explanations and rationale 

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

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

Example of Operational Text

See above III.A.1.2)

Explanations and rationale 

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

Explanations and rationale 

The effective participation in research activities, and/or joint development in research activities is addressed in Operational Text III.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 III.A.2.5)]; 

(ii) 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 III.D on Traditional Knowledge and Section III.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:

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

ii. steps to 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 - III.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.

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.

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 III.C.2.1)b) under Development of tools to encourage compliance.

6) Enhanced utilization of Bonn Guidelines 

Example of Operational Text

Recalling Decision VI/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 III.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 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 III.A.1.2) operational paragraph 1.
The same component appears in section III.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 III.B.2.2).
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 III.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;
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 III.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; 

f) 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;

l) 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;

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

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

q) 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 III.A.2.5).

2. The additional measures set out in [Operational Text III.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.

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 III.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 III.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 III.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 III.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 III.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 III.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.

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 III.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 III.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.

Section III.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. steps to 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 - III.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.

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 III.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.

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.

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 III.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.

(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 WG8.

(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.
(g) 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 III.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 III.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 III.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 III.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.

(c) Disclosure requirements 

Views

The EU recalls its proposal to the World Intellectual Property Organization (WIPO) 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 WG8.
(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 

� 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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