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Introduction

1. The Convention on Biological Diversity (CBD) is a key instrument for the conservation, sustainable use and fair and equitable sharing of benefits arising out of the utilization of genetic resources. In this regard, the principle of Prior and Informed Consent (PIC) is an important element of the CBD provisions on access to genetic resources and the fair and equitable sharing of benefits. It is also essential to the implementation of a number of provisions of the Convention of particular importance to indigenous and local communities.

Prior informed consent as it relates to access to genetic resources

2.  The framework for the implementation of the third objective of the Convention is articulated in article 15 of the Convention on access to genetic resources. This article recognizes the sovereign rights of states over natural resources and as a result that the authority to determine access to genetic resources rests with the national Governments and is subject to its national legislation. It also establishes that access to genetic resources shall be granted on mutually agreed terms and subject to prior informed consent of the Contracting party providing such resources. Furthermore, it obliges Contracting parties to take 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 utilization of genetic resources with the Contracting party providing such resources.

3.  The Conference of the Parties considered Article 15 in depth at various meetings. At its fourth meeting, in 1998, the Conference of the Parties established a regionally balanced panel of experts appointed by Governments, composed of representatives from the private sector and public sectors, as well as representatives of indigenous and local communities, in order to develop a common understanding of basic concepts and to explore all options for access and benefit-sharing on mutually agreed terms, including guidelines. This panel met twice, in 1999 and in 2001.

4.  At its fifth meeting, in 2000, the Conference of the Parties decided to establish the Ad Hoc Open-ended Working Group on Access and Benefit-sharing with the mandate to develop guidelines and other approaches for submission to the COP at its sixth meeting and to assist Parties and stakeholders in addressing, among other issues, prior informed consent and mutually agreed terms. 

5.  Based on the work carried out by the Working Group on ABS, the Bonn Guidelines on Access to Genetic Resources and the Fair and Equitable Sharing of Benefits Arising from their Utilization were adopted at the sixth meeting of the Conference of the Parties in April 2002.
  . The Bonn Guidelines were developed to assist Parties and stakeholders in the implementation of relevant provisions of the Convention related to access to genetic resources and benefit sharing. More specifically, they are meant to assist Parties when establishing legislative, administrative or policy measures on access and benefit- sharing and/or when negotiating access and benefit-sharing arrangements

6.  The Bonn Guidelines address steps in the access and benefit-sharing process such as prior informed consent.  Specific provisions also address the prior informed consent of indigenous and local communities.  For example, it is provided that “the basic principles of a prior informed consent system should include”, among others, “Consent of the relevant competent national authority (ies) in the provider country.  The consent of relevant stakeholders, such as indigenous and local communities, as appropriate to the circumstances and subject to domestic law, should also be obtained.”
  

7.  In addition, with respect to “Competent authority (ies) granting prior informed consent, it is stated that:  “Respecting established legal rights of indigenous and local communities associated with the genetic resources being accessed or where traditional knowledge associated with these genetic resources is being accessed, the prior informed consent of indigenous and local communities and the approval and involvement of the holders of traditional knowledge, innovations and practices should be obtained, in accordance with their traditional practices, national access policies and subject to domestic laws.”
Following COP 6, the World Summit on Sustainable Development was held in Johannesburg in September 2002.  In Paragraph 44 (o) of the Plan of Implementation adopted by the Summit, Governments called for action to "negotiate within the framework of the Convention on Biological Diversity, bearing in mind the Bonn Guidelines, an international regime to promote and safeguard the fair and equitable sharing of benefits arising out of the utilization of genetic resources".   

8.  At its seventh meeting, in February 2004, the Conference of the Parties decided “to mandate the Ad Hoc Open-ended Working Group on Access and benefit-sharing with the collaboration of the Ad Hoc Open ended Inter-sessional Working Group on Article 8(j) and related provisions, ensuring the participation of indigenous and local communities, non-governmental organizations, industry and scientific and academic institutions, as well as intergovernmental organizations, to elaborate and negotiate an international regime on access to genetic resources and benefit-sharing with the aim of adopting an intrument/instruments to effectively implement the provisions of Article 15 and Article 8(j) of the Convention and the three objectives of the Convention”.   It also agreed on the terms of reference of the Working Group which include a list of elements for consideration in the international regime.  Among these elements, those of direct relevance to prior informed consent include:  

“(ix) Measures to ensure compliance with national legislations on access and benefit-sharing, prior informed consent and mutually agreed terms, consistent with the Convention on Biological Diversity; 

(x) Measures to ensure compliance with prior informed consent of indigenous and local communities holding traditional knowledge associated with genetic resources, in accordance with Article 8(j);

 (xv) Recognition and protection of the rights of indigenous and local communities over their traditional knowledge associated to genetic resources subject to the national legislation of the countries where these communities are located;”

9.  The Working Group on ABS will meet twice prior to the eighth meeting of the Conference of the Parties in 2006. The results of the deliberations of the Working Group at its third and fourth meetings, in February 2005 and March 2006 will be submitted for consideration by the Conference of the Parties at its eighth meeting, to be held in Brazil in May 2006.

Prior informed consent as it relates to Traditional knowledge

10. In Article 8(j) of the CBD- the Convention’s main traditional knowledge provision–Parties undertake to preserve, maintain and promote the traditional knowledge, innovations and practices of indigenous and local communities relevant for the conservation and sustainable use of biological diversity. The Convention encourages Parties to implement national legislation to protect traditional knowledge. Article 8(j) also requires that traditional knowledge of indigenous and local communities be used with “the approval and involvement of the holders of such knowledge, innovations and practices.” Furthermore, article 8(j) also requires that benefits arising from the application of traditional knowledge, innovations and practices should be shared equitably with the indigenous communities concerned. 

11. The Conferences of the Parties (COP), established a subsidiary body - the Ad Hoc Open-ended Inter- sessional Working Group on Article 8(j) and Related Provisions, to address its implementation and to develop an ambitious programme of work, which was adopted by the Conference of the Parties in 2000 and provides the basis for action on traditional knowledge within the framework of the Convention.
 The objective of this programme of work is to promote within the framework of the Convention a just implementation of Article 8(j) and related provisions, at local, national, regional and international levels and to ensure the full and effective participation of indigenous and local communities at all stages and levels of its implementation.

12.  The programme of work, focuses, among others, on the following issues:

• The effective participation and involvement of indigenous and local communities in policy development and decision-making relating to the use of their traditional knowledge and practices relevant to the conservation and sustainable use of biological diversity;

• The development of mechanisms and legislation to foster the effective participation of indigenous and local communities in decision-making policy, policy planning and development and implementation of the conservation and sustainable use of biological diversity at all levels;

• The preparation of a composite report on the status and trends regarding traditional knowledge of indigenous and local communities;

• The development of guidelines on environmental, cultural and social impact assessment for developments proposed to take place on sacred sites and on lands and waters occupied by indigenous and local communities; and

• The development of guidelines on the sharing of benefits arising from the utilization of traditional biodiversity-related knowledge and innovations.

• The development of elements of sui generis systems for the protection of traditional knowledge;

13.  The Programme of work on the implementation of Article 8(j) and related provisions of the Convention on Biological Diversity (CBD) determines as one of its general principles that: ”access to traditional knowledge, innovations and practices of indigenous and local communities should be subject to prior informed consent or prior informed approval from the holders of such knowledge, innovations and practices.” 

14.  In implementation of an element of the work programme, at its sixth meeting, the Conference of the parties recommended “the Working group to develop, in cooperation with indigenous and local communities, guidelines or recommendations for the conduct of cultural, environmental and social impact assessments regarding any development proposed to take place on sacred sites and on lands or waters occupied or used by indigenous and local communities.”

15. The work led to what is known as the Akwé: Kon Voluntary Guidelines for the Conduct of Cultural, Environmental and Social Impact Assessments Regarding Developments Proposed to take Place on, or which are Likely to Impact on, Sacred Sites and on Lands and Waters Traditionally Occupied or Used by Indigenous and Local Communities. The Guidelines were adopted at the seventh meeting of the Conference of the Parties, in February 2004. 

16. The principle of prior and informed consent is contained in paragraph 53 of the Akwé:Kon guidelines, which reads as follows: “where the national legal regime requires prior informed consent of indigenous and local communities, the assessment process should consider whether such prior informed consent has been obtained. Prior informed consent corresponding to various phases of the impact assessment process should consider the rights, knowledge, innovations and practices of indigenous and local communities; the use of appropriate language and process; the allocation of sufficient time and the provision of accurate, factual and legally correct information. Modifications to the initial development proposal will require the additional prior informed consent of the affected indigenous and local communities.”

17.  As can be appreciated, the principle of prior informed consent is a key component of the implementation of article 8(j). The primary issue here is how to structure and define arrangements in order to achieve the protection of traditional knowledge. These various CBD complementary objectives demonstrate the particular relationship between respect, preservation and maintenance of knowledge, innovations and practices of indigenous and local communities; fair and equitable benefit sharing, and the differing notions of protection that may be necessary to achieve these various objectives. 

Sui generis systems of protection

18.  The Conference of the Parties at its sixth meeting requested the Working Group on Article 8(j) to address the issue of sui generis systems for the protection of traditional knowledge in the context of its assessment of the effectiveness of existing subnational, national and international instruments, particularly intellectual property rights instruments, that may have implications for the protection of the knowledge, innovations and practices of indigenous and local communities.  In response to this request, the Working Group on Article 8(j) examined the issue of sui generis systems for the protection of traditional knowledge, including the identification of the main elements to be taken into consideration in the development of sui generis systems.   

19.  At COP 7, in decision VII/16H, the COP recognized that “a sui generis system for the protection of traditional knowledge at the international level may enable indigenous and local communities to effectively protect their knowledge against misuse and misappropriation.”  It also expressed concern “that some traditional knowledge has been accessed without the prior informed consent of indigenous and local communities” and recognized that “necessary steps should be taken to ensure the respect of prior informed consent for any future use of traditional knowledge, subject to Article 8(j)”.   Against this background, it requested the Working Group on Article 8(j) to further develop elements of sui generis systems, as a priority.  Draft elements of sui generis systems of direct relevance to prior informed consent and identified by COP 7 (Annex to decision VII/16H) include:  a process and set of requirements governing prior informed consent, mutually agreed terms and equitable sharing of benefits with respect to traditional knowledge.  The development and elements of sui generis systems will be further considered by the fourth meeting of the Working Group on Article 8(j) in March 2006. 

20. The work of the CBD on this issue is carried out in collaboration with a number of relevant organizations, including the WIPO, the Permanent Forum on Indigenous Issues (PFII).

21. According to some experts, in order to ensure fair and equitable sharing of the benefits arising out of the utilization of genetic resources derived from the commercial and other utilization of genetic resources, a mixture of defensive and positive (special measures that recognizes indigenous rights over their TK, sui generis systems and other non-IPR mechanisms) measures may be necessary. 

22. Some others have also pointed out that fair and equitable benefit-sharing arrangements derived from the use of traditional knowledge may be achieved for example under systems of licenses (through fees or the establishment of other type of remuneration or compensation) in which `prior informed consent' of the government is a pre-condition to the export of biological resources and in which the ‘prior informed consent’ of indigenous peoples’ representatives is also required. 

23.  Some other options that have been mentioned are databases and registers, which also give indigenous and local communities the option of becoming repositories that may charge fees for access to their traditional knowledge. Under this modality it would also be possible to verify the source of genetic origin. If indigenous and local communities decide to use such databases and registers, there may be a need for funding and capacity- building for indigenous and local communities regarding the establishment and maintenance of such databases and registers. In this regard the CBD may be called upon to play a role by supporting the formulation of non-IPR mechanisms so that indigenous and local communities will be able to effectively protect and appropriately share their knowledge and their genetic resources.

24.  Prior and Informed Consent regarding indigenous peoples has been identified as an important methodological priority by the Permanent Forum on Indigenous Issues (PFII). In this regard, the Principle of prior and informed consent should be seen as an ongoing process; it is a process that involves cross-cultural communication and uneven leverage. 

25.  Indigenous advocates argue that, especially since indigenous people’s rights are at stake in this process, their consent ought to be obtained in accordance with indigenous customary laws/ practices and/or special procedures/ institutions, with the understanding that the common goal is the equitable sharing of benefits of genetic and cultural resources and the protection of traditional knowledge. Furthermore they maintain that the granting of consent should be built upon this base. They believe that exposure of indigenous and local communities to external research activities varies; thus the process of prior and informed consent may need to be structured differently according to indigenous and local communities degree of exposure to Western researchers and/ or contractual agreements. 

26.  The main challenge for the CBD is to determine how the concepts and commitments of article 8(j), including the concept of prior informed consent, should be articulated in practical terms, leading to appropriate legal, administrative, or policy measures by contracting parties to ensure compliance with prior informed consent of the contracting party providing genetic resources and mutually agreed terms on which access is to be granted, and encourage the equitable sharing of the benefits arising from the utilization of knowledge, innovations and practices of indigenous and local communities embodying traditional lifestyles relevant for conservation and sustainable use of biological diversity.

�








� The guidelines are contained in an annex to decision VI/24A.


� Article 26(d) of the Guidelines.


� Article 31 of the Guidelines.


� The Programme of Work on Article 8(j) and related provisions is contained in the Annex to decision V/16. Decisions VI/10 and VII/16 further develop the work program. All are available at � HYPERLINK "http://intranet.biodiv.org/decisions/" ��http://intranet.biodiv.org/decisions/�


 


� Decision V/16: Article 8(j) and related provisions, Annex: Programme of work on the implementation of Article 8(j) and related provisions of the Convention on Biological Diversity, I General Principles 5.


� Decision V/16: Article 8(j) and related provisions, Annex: Programme of work on the implementation of Article 8(j) and related provisions of the Convention on Biological Diversity, Element 6. Monitoring elements.
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