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1.
Biodiversity Conservation

A significant contribution has been made by the knowledge of indigenous peoples and traditional farmers in the development of new crop types and biodiversity conservation. These groups have been an important agency in the conservation of plant genetic resources and the transmission of these resources to seed companies, plant breeders and research institutions. They have not typically been paid for the value they have delivered, whereas breeders and seed companies have resorted to intellectual property rights to recover their development expenditures. On the other hand, farmers who utilize improved varieties are obliged to pay for them. 

The economic value of biological diversity conserved by traditional farmers for agriculture is difficult to quantify.
 It has recently been suggested that “the value of farmers’ varieties is not directly dependent on their current use in conventional breeding, since the gene flow from landraces to privately marketed cultivars of major crops is very modest”
 because “conventional breeding increasingly focuses on crosses among elite materials from the breeders own collections and advanced lines developed in public institutions.” On the other hand, those collections and advanced breeding lines are often derived from germplasm contributed by traditional groups.

An increasingly significant economic value of biodiversity is the extent to which it provides a reservoir of species available for domestication, as well as genetic resources available for the enhancement of domestic species. The modern biotechnological revolution has enabled the engineering of desirable genetic traits from useful local species. It is estimated that about 6.5% of all genetic research undertaken in agriculture is focussed upon germplasm derived from wild species and land races.

This paper examines a number of recent cases in which traditional agricultural knowledge has been converted into intellectual property rights and explores the impact of these cases upon the activities of the Consulting Group for International Agricultural Research (CGIAR), which is the primary international organization concerned with the ex-situ conservation of germplasm, as well as the impact of these cases in the evolution of the Treaty on Plant Genetic Resources for Food and Agriculture and upon the discussions about access to biological resources in the TRIPS Council and WIPO. 
2.
The Consultative Group on International Agricultural Research (CGIAR)

The CGIAR, founded in 1971, is an informal association of public and private donors that supports an international network of 16 international agricultural research centres (IARCs), each with its own governing body.  The major sponsors are the FAO, the World Bank, the Rockefeller and Ford Foundations, the United Nations Development Programme, the United Nations Environment Programme and the aid programmes of the EU and a number of individual countries.  With a budget of some US$340 million per annum, the CGIAR oversees the largest agricultural research effort in the developing world. 

This agricultural research commenced with the work of Norman Borlaug, an American plant breeder, who won the Nobel prize in 1970 for his work in developing high-yielding wheat varieties for Mexico. Borlaug, was the founding father of the Centro Internacional de Mejoramiento de Maiz y Trigo (CIMMYT), which became the first of the CGIAR centres. Following the establishment of CIMMYT, 15 other international agricultural research centres have been established, each focussing on crops and materials of interest to developing countries.
  In addition to conducting research, the GGIAR, supports a collection of germplasm, which currently comprises over 600,000 accessions of more than 3,000 crop, forage and pasture species which are held at the research centres. These germplasm collections are held under the auspices of the FAO “in trust for the benefit of the international community, in particular the developing countries”, include up to 40% of all unique samples of major food crops held by gene banks worldwide. The FAO Commission on Genetic Resources for Food and Agriculture determines the policy under which the network of ex-situ collections operate.  

In addition to the so-called “designated germplasm”, which is held under the trust relationship with the FAO, the various CGIAR centres have developed “elite germplasm” and biological tools, such as isogenic lines, mutants and mapping populations, from the materials which have been deposited with them. 

Since the late nineties, difficult questions have been raised concerning the legal status of the germplasm collections of the agricultural research institutes which are members of the CGIAR. At the time of their establishment, the questions of ownership and intellectual property rights in the collections were very much subordinated to the mission to increase crop yields to feed a burgeoning world population. It has only been in recent years that ownership issues have become important, either as a bargaining counter in North-South negotiations or as a source of revenue.
 

3.
Biopiracy Episodes

The status of the CGIAR collections was questioned in a series of so-called biopiracy episodes in which intellectual property rights were sought in relation to germplasm obtained from a number of CGIAR centres

(a)
1998 Australian ‘Biopiracy’ Episode

Germplasm ownership concerns were raised in 1998 as a consequence of Plant Breeder's Rights applications made in Australia by a number of agricultural research institutes in relation to a peavine and a lentil which had been bred from genetic stock obtained from the CGIAR gene bank: International Centre for Agricultural Research in the Dry Areas (ICARDA), located in Aleppo, Syria.
 A charter for ICARDA had been established in November 1975 on the basis of an agreement between the World Bank, FAO and UNDP and the Canadian International Development Research Centre (IDRC), as the executing agency. Subsequently establishment agreements were negotiated by IDRC with Syria (28 June 1976), Lebanon (6 July 1977) and Iran (20 July 1976).  These parallel agreements provide for the establishment of ICARDA in “the region” defined as the “Near East, North Africa and the Mediterranean region”. ICARDA’s headquarters were established in Aleppo, Syria. The agreements also provided for the Chairman of CGIAR to declare that ICARDA has been established as a legal entity allowing IDRC’s role to lapse. This formal step does not appear to have been taken. The question of ownership of the ICARDA collection was raised in the context of whether its Director-General acted in breach of trust obligations, which he owed in relation to ICARDA genetic material, in permitting the Australian agricultural research institutes to seek intellectual property rights in applications of that material.

The 14 February 1998 issue of New Scientist contained an editorial and leading article on the alleged biopiracy of two Australian agricultural agencies. The two agencies: Agriculture Western Australia and the Grains Research and Development Corporation (GRDC) had apparently applied for Plant Breeder’s Rights (PBR) under the  Australian Plant Breeder’s Rights Act, 1994, in relation to two species of chickpea which had been bred from material which had been provided by the International Crop Research Institute for the Semi-Arid Tropics (ICRISAT). These PBR  applications had to meet the statutory tests prescribed in s.43 of the Act that the new variety has a breeder, that it is distinct, uniform and stable and that it has not been or has only recently been exploited. The Australian Plant Breeder’s Rights Office did not have an opportunity to make a determination on these matters because the furore caused by these applications led to their withdrawal, prior to determination.

The New Scientist editorialised that "it was hard to imagine what two Australian government agricultural agencies thought that they were up to when they applied for property rights on chickpeas grown by subsistence farmers in India and Iran".
 A feature article in the New Scientist carried an accusation from a spokesperson from the South Asian Network on Food, Ecology and Culture which described the PBR applications as “blatant biopiracy” by “privatising seeds that belong to our farmers and selling them back to us”.
 

Research by RAFI suggested that there were numerous other instances of  “biopiracy” by other Australian agricultural research institutes. Reacting to the biopiracy controversy, CGIAR called for a moratorium on the granting of intellectual property rights over plant germplasm held in its centres. CGIAR Chairman, Dr Ismail Serageldin, explained the call for a moratorium as "the strongest signal the CGIAR can send governments to ensure that these issues be resolved and the materials in the CGIAR remain in the public domain".
 In Australia, serious concerns were expressed about the implications which such a moratorium would have, particularly for its cultivation of cereals. Consequently, to prevent a recurrence of this incident, the operating regulations of the Australian Plant Breeders Rights Office were amended to oblige applicants for PBRs in relation to varieties derived from germplasm obtained from CGIAR Centres, to document that such applications were made with the permission of the relevant Centre.

Responding to concerns about the impact of intellectual property rights upon the operation of the CGIAR, it commissioned a report on the use of proprietary technologies by CGIAR Centres by the International Service for National Agriculture Research (ISNAR), which operates as its legal advisory body.
 The report noted the burgeoning use of proprietary technologies by the centres and recommended that they  undertake audits of their intellectual property management policies. ISNAR established a Central Advisory Service to provide legal counsel for the centres on intellectual property matters.

An issue which has not yet been addressed by the CGIAR or the FAO is the question of the rights, if any, of the indigenous and traditional communities from which seeds might have been collected by the various CGIAR institutes. That collection may have been informed by the knowledge of those communities, or may have occurred without the communication by the collector to those communities of the implications of the act of collection.

(b)
Blight-resistant Rice


In the late 1970s a strain of rice from Mali, Oryza longistaminata, was identified by a researcher, working in Cuttack, North India, as being resistant to bacterial blight, a disease which particularly afflicts rice. In 1978 this resistant sample was taken to the International Rice Research Institute (IRRI) in Los Banos, Philippines for further investigation. Over a fifteen year period, IRRI researchers developed through conventional breeding, a high-yielding, blight resistant strain of rice. The IRRI researchers identified that this resistance was contributed by a single locus called Xa21. A post-doctoral research fellow, Dr Ronald, from the University of California at Davis, who was working at IRRI, was permitted with co-workers at Stanford University to map, sequence and clone the Xa21 gene. The molecular mapping process was facilitated by the construction of a BAC library utilising a biological tool provided by IRRI.

On 7th June 1995 the Regents of the University of California filed a patent application for “Nucleic acids, from Oryza sativa, which encode leucine-rich repeat polypeptides and enhance Xanthomonas resistance in plants. The inventors named in the application were Dr Ronald and her co-workers. The patent was granted by the United States Patents and Trademark Office on 12 January 1999 (U.S. patent 5,859,339).    

This patent generated some controversy in CGIAR circles because it was perceived to compromise IRRI’s research efforts and those of its clients in the rice-producing regions of Asia. Bacterial blight is not a particular problem for US rice producers and a primary effect of the patent was to prevent the export of bacterial blight resistant rice, utilising the patent to the USA. This patent also raised the question of equitable compensation, at least for the traditional farmers of Mali who had conserved O. longistaminata. The UC Davis dealt with the issue of compensation by establishing a Genetic Resources Recognition Fund (GRRF) as a mechanism  to share benefits arising from the commercial utilisation of its patent. It was also acknowledged that in the absence of this sort of mechanism, it would have been “more difficult for the university in the future to obtain research access to developing countries’ national genetic materials.”
 

UC Davis also agreed to allow non-commercial researchers access to the gene, provided they did not develop commercial products based on that gene. The University also agreed that “IRRI would have full rights to develop new rice varieties incorporating cloned Xa21 and distribute this material as well as the clone to developing countries”.
 

The attempts UC Davis to provide a mechanism for the sharing of benefits with traditional peoples to be derived from its patent on Xa21 were analysed in a case study by the World Intellectual Property Organization and the United Nations Environment Programme.
 This study found that with one exception, the traditional peoples of Mali regarded O. longistaminata as a weed with a very low grain yield. It concluded that in designing benefit sharing arrangements:

· The stakeholders are not limited to the formal scientific research institutions of the country of origin of the genetic resource;

· The ethnobotanical knowledge of local PGRFA is not necessarily and only held by local landowning farmers, but can also be held by local communities that are landless and subsist on mixed modes of income….

· The ethnobiological knowledge is not limited to indigenous communities….

This case study illustrates a number of the practical problems with proposals for benefit sharing under the CBD. First, the research into the blight resistant properties of O. longistaminata commenced prior to the CBD coming into force; secondly, the local farming and indigenous communities were largely unaware of these properties; and thirdly, the itinerant poor community, which made use of the rice would be unlikely to enjoy any of the benefits which UC Davis could make available. It is for this reason that benefit sharing norms are being developed by the international community.

(c)
Enola Bean

On April 13, 1999 the US Patent and Trademarks Office granted patent no. 5,894,079 to Larry Proctor for an invention described in the patent grant as relating to “a new field bean variety that produces distinctly colored yellow seed which remain relatively unchanged by season.” On May 28, 1999, Larry Proctor also obtained a U.S. Plant Variety Protection Certificate on the bean variety. 

Larry Proctor, was the president of a Colorado (USA) based seed company, POD-NERS. Upon the grant of the patent, this company was reported to have written to all the importers of Mexican beans in the United States, requiring the payment of a royalty of six cents per pound.
 According to Miguel Tachna Felix, of the the Agricultural Association of Rio Fuerte, this would have meant an immediate drop in export sales, over 90%. POD-NERS was reported to have brought infringement actions against two companies that were selling Mexican yellow beans in the US. In January 2000, the Mexican government announced that it would challenge the U.S. patent. Jose Antonio Mendoza Zazueta, Under-Secretary of Mexican Rural Development. Decalred that "We will do everything necessary, anything it takes, because the defense of our beans is a matter of national interest."
 RAFI denounced the yellow bean patent as 'Mexican bean biopiracy' and demanded that the patent be legally challenged and revoked. RAFI formally requested that FAO and the CGIAR investigate the patent as a likely violation of their 1994 Trust agreement.
  

On 20 December 2000 the CIAT  filed a formal request for re-examination of the US patent concerning the yellow bean, which was alleged to be the Mexican Enola bean.
 CIAT's official request for re-examination of the patent stated that the claims for inventiveness contained in the patent failed to meet the statutory requirements of novelty and non-obviousness, and ignored the prior art widely available in the literature.
 The challenge was particularly critical of the patent's claim of exclusive monopoly on any Phaseolus vulgaris (dry bean) having a seed color of a particular shade of yellow, pointing out that 'it will make a mockery of the patent system to allow statutory protection of a color per se.' Although, there was no evidence that the patent owner obtained his yellow beans from CIAT's gene bank, the patent challenge noted that CIAT maintained some 260 bean samples with yellow seeds, and 6 of the accessions were 'substantially identical' to claims made in the patent.
 


CIAT's patent challenge also asserted that the yellow bean was 'misappropriated' from Mexico, and that this was in breach of Mexico's sovereign rights over its genetic resources, as recognized by the CBD. The USPTO is currently determining this challenge.

(d)
Yacon

In November 1999, five traditional Peruvian varieties of yacon held in the genebank at the International Potato Center (CIP) in Peru, were distributed to the Peruvian Ministry of Agriculture, which passed them to researchers in Japan. Yacon (Smallantus sonchifolius) an ancient Andean crop, is eaten raw as a fruit in the Andes. It has a high fructose content with a high percentage of insulin and leaves with reported to have antidiabetic properties.
 CIP's Potato Germplasm Curator, Dr. Zozimo Huaman, alleged that this distribution of yacon by CIP was in breach of its trust obligations, particularly because the biosafety requirements of the Centre were apparently not followed.
  Japanese researchers, in a seminar at CIP in September 2000, indicated that the area cultivated with yacon in Japan had been greatly increased in recent years and that it was utilized as a vegetable, pickles and juices. They also reported that using the National Shikoku Agriculture Experiment Station had released the first commercial variety named "Sarada-Otome" on August 25, 2000. The Dr Huaman expressed concern that, apparently because of plant breeders’ rights,  the Japanese researchers were not prepared to send germplasm of "Sarada-Otome" to be tested in Peruvian farmers' fields. He questioned the equity of denying to a source country, new derivatives of deposited germplasm.
 

Upon learning of Dr. Huaman’s allegation, CIP requested its Genetic Resources Policy Committee (GRPC) to determine if any violation of the FAO agreement had occurred. The GRPC, chaired by Dr. M. S. Swaminathan, was established by CIP as an independent advisory committee made up of internationally-known scientists as well as representatives of the NGO community, private sector, and developing and developed country governments. The committee concluded that CIP had no right to interfere in Peru’s sovereign decision to send the germplasm to Japan and commended CIP for its proper management of its germplasm held “in-trust.

As is discussed below, one impact of  intellectual property issues upon the CGIAR has been calls for the limitation of the availability of intellectual property rights in relation to plant genetic resources. Another approach has been to embrace the new legal reality. Some CGIAR Centres perceive that CGIAR-generated intellectual property might be used as a bargaining chip, to be traded for biological tools patented by the private sector. For example the Policy on Intellectual Property of the International Maize and Wheat Improvement Center (CIMMYT) envisages that intellectual property protection may be sought “to facilitate the negotiation and conclusion of agreements for access to proprietary technologies of use to CIMMYT’s research and in furtherance of its mission.
 This proprietisation of public sector agriculture research is questioned, particularly by those NGO’s opposed to patenting in the life sciences.

(e)
Nuna Beans

On 21 March, 2000 a patent was granted to a US corporation
 in relation to a “bean-nut popping bean” apparently derived from crosses involving at least 33 Andean nuna bean varieties from Peru, Bolivia, Ecuador, and Colombia.  RAFI reported that a meeting of a  tribunal of Indigenous elders from six Andean communities that grow nuna beans met in February 2001 and condemned  the patenting as  biopiracy of their Andean heritage and demanded that CIAT - The International Center for Tropical Agriculture, the CGIAR Centre based in Cali, Colombia - uphold its obligation under a United Nations 'trust agreement' to keep farmer-bred bean varieties in the public domain.

RAFI reported the views of a number of scientists working with nuna who were concerned that the patent would limit improvements in the crop to the prejudice of the traditional Andean peoples.  In particular it was observed that toasting nunas used less fuel than boiling beans, a feature important to economic and environmental conditions in areas of the world where fuel is scarce. Additionally, RAFI reported that the US patent also prejudiced a stratagem to use popping beans grown in the Andes as a 

substitute for illicit crops. 

The patent was described as “particularly offensive to Andean farmers and indigenous people” because it extended to crosses involving at least 33 Andean nuna varieties traditionally bred and developed over centuries in Peru, Bolivia, Ecuador, all of which were freely provided by Andean farming communities, “who allowed their bean varieties to be put into the public realm in order to ensure the continued maintenance of the world's seed biodiversity.” Nine of these varieties were held in CIAT's international bean collection as designated in-trust accessions, all being farmers’ varieties collected in Peru.

This case has been adopted by a number of NGOs as a test of the international intellectual property community’s resolve to support the conservation and development of indigenous knowledge.

(f)
Peruvian Maca

Indigenous peoples' and farmers' organizations from the Andes and the Amazon meeting at the Ecological Forum in Lima, on June 28 denounced US patents on maca, the high-altitude Andean plant (of the Cruciferae [mustard] family) that has been grown for centuries by indigenous peoples in the Puna highlands of Peru, both as a staple food crop and for medicinal purposes. 

The US patents were issued in relation to the Viagra-like therapetic aspects of Maca.
 The Ecological Forum requested that CIP, as promoter and protector of maca seed, take action to prohibit intellectual property claims in relation to all Andean crop germplasm and their genetic components, and indigenous knowledge related to these genetic materials.

4.
CGIAR’s Response to the ‘biopiracy’ episodes

In 1992, in anticipation of the Rio Earth Summit, the CGIAR had adopted a “Working Document on Genetic Resources and Intellectual Property”.  This provided that:

· Material from the genebanks at the centers will continue to be freely available in accordance with the 1989 CGIAR Policy on Plant Genetic Resources; 

· Centers do not seek intellectual property protection unless it is absolutely necessary to ensure access by developing countries to new technologies and products;  and 

· [a]ny IPR acquired by a center are exercised without compromising in any manner whatsoever the fundamental position of the CGIAR regarding the free access by developing countries to knowledge, technology, materials and plant genetic resources.

In 1994 the CGIAR Centres entered into an Agreement with the FAO to place some 500,000 accessions of ‘designated germplasm’ into a common framework ‘in trust for the benefit of the international community’. They undertook ‘not to claim ownership or seek intellectual property rights over the designated germplasm and related information’.  Samples of in-trust germplasm were to be made available to requestors under a standard Material Transfer Agreement (MTA) under which the recipient accepted the germplasm on terms that they would not to claim any ownership or IPRs over the material.  The obligations of the recipient include the obligation to ensure that all subsequent parties to whom the material is transferred also honour the same conditions. The designated germplasm comprised germplasm which was acquired before entry into force of the Convention on Biological Diversity (CBD) on 29 December 1993 and biological materials developed by Centres from such germplasm. In relation to such material acquired or developed after the entry into force of the CBD, it could be designated germplasm if the country of origin of the material had provided written consent. This agreement was renewed in 1998 and in 2002, after which it was superseded by the Treaty on Plant Genetic Resources for Food and Agriculture.

Another consequence of the biopiracy episodes was the establishment of a Central Advisory Service on Intellectual Property to inform the IP management of Centres. Another approach has been to embrace the new legal reality. Some CGIAR Centres perceive that CGIAR-generated intellectual property might be used as a bargaining chip, to be traded for biological tools patented by the private sector. For example the Policy on Intellectual Property of the International Maize and Wheat Improvement Center (CIMMYT) envisages that intellectual property protection may be sought “to facilitate the negotiation and conclusion of agreements for access to proprietary technologies of use to CIMMYT’s research and in furtherance of its mission.
 This proprietisation of public sector agriculture research is questioned, particularly by those NGO’s opposed to patenting in the life sciences.

5.
The Treaty on Plant Genetic Resources for Food and Agriculture

5.1
Background
The promulgation in November 2001 of the Treaty on Plant Genetic Resources for Food and Agriculture was the enactment in a binding form of the International Undertaking on Plant Genetic Resources, which had been adopted by the 1983 the Conference of the FAO. The International Undertaking had originally been predicated on the principle that plant genetic resources for food and agriculture (PGRFA) should be freely exchanged as a “heritage of mankind” and should be preserved through international conservation efforts.  In subsequent years the principle of free exchange was gradually narrowed by the impact of intellectual property rights upon agriculture. In November 1989 the 25th Session of the FAO Conference adopted two resolutions providing an “agreed interpretation” that plant breeders’ rights were not incompatible with the Undertaking. In exchange for the acknowledgment of plant variety rights, which obviously benefited seed companies in industrialised countries, developing countries won endorsement of the concept of “farmers’ rights”, which recognised the contribution which traditional farmers had made in the conservation of biological diversity. 

5.2
Treaty Provisions Relating to Access

The objectives of the Treaty, are stated in Article 1 to be “the conservation and sustainable use of plant genetic resources for food and agriculture and the fair and equitable sharing of the benefits arising out of their use, in harmony with the Convention on Biological Diversity, for sustainable agriculture and food security”.

Article 4 of the Treaty requires signatories “where appropriate” to “promote an integrated approach to the exploration, conservation and sustainable use of plant genetic resources for food and agriculture”. The term “genetic material” is defined in Art.2 as “any material of plant origin, including reproductive and vegetative propagating material, containing functional units of heredity”. 

Article 10 contains the agreement of the Contracting Parties to “establish a multilateral system, which is efficient, effective and transparent, both to facilitate access to [PGFRA] and to share, in a fair and equitable way, the benefits arising from the utilisation of these resources, on a complementary and mutually reinforcing basis”. Article 10(2) recognises the “sovereign rights of States over their own genetic resources for food and agriculture”. 

Facilitated access to PGFRA is to be provided in accordance with the conditions prescribed in Article 12.3. Paragraph (d) of this provision provides that the recipients “shall not claim any intellectual property or other rights that limit the facilitated access” to PGFRA, or their “genetic parts or components”, in the form received from the Multilateral System. 

Article 13.1 recognises that benefits accruing from facilitated access to PGFRA shall be shared fairly and equitably under this Article. Article 13.2 envisages that this sharing of benefits include the exchange of technical information, access to technology, capacity building and the sharing of monetary benefits from commercialisation. 

The scope of the Treaty is limited by Article 3 to plant genetic resources for food and agriculture. A list of relevant food crops and forages is set out in Annex 1 and a further limitation is that the materials must also be “under the management and control of the Contracting parties and in the public domain” (Art.11(2)). The germplasm collections of the CGIAR Centres were to be accessed according to agreements with each of the Centres, under which their terms of access to the Multilateral System was to be negotiated. 

Article 28 provides that the Treaty enters into force, 90 days after accession by 40 countries. Until that date, the International Undertaking will remain operative.

5.3
Farmers’ Rights
Article 9 of the International Treaty on Plant Genetic Resources for Food and Agriculture implements the proposal which was developed under the International Undertaking for the recognition of farmers’ rights. The policy behind this recognition is stated in Article 9.1, namely that 

The Contracting Parties recognize the enormous contribution that the local and indigenous communities and farmers of all regions of the world, particularly those in the centres of origin and crop diversity, have made and will continue to make for the conservation and development of plant genetic resources which constitute the basis of food and agriculture production throughout the world.

Article 9.2 envisages that “the responsibility for realizing Farmers’ Rights, as they relate to Plant Genetic Resources for Food and Agriculture, rests with national governments” and that national legislation should include measures relating to: 

(a) protection of traditional knowledge relevant to plant genetic resources for food and agriculture;

(b) the right to equitably participate in sharing benefits arising from the utilization of plant genetic resources for food and agriculture;

(c) the right to participate in making decisions, at the national level, on matters related to the conservation and sustainable use of plant genetic resources for food and agriculture.

Finally, Article 9.3 provides that the Article shall not be interpreted “to limit any rights that farmers have to save, use, exchange and sell farm-saved seed/propagating material”.

An assumption of Art. 9.1 is that the landraces used by traditional farmers are a dynamic genetic reservoir for the development of new varieties and for the transmission of desirable genetic traits. The traditional knowledge of local and indigenous communities is similarly perceived. As a means of remunerating these groups for their past contributions to the development of plant genetic resources for food and agriculture production, there can be little argument, except about the quantum and distribution of this remuneration. 

Inevitably, any calculation of the equitable share, which traditional farmers and indigenous communities might enjoy under a Farmers' Rights, or Traditional Knowledge regime will be arbitrary. However the intellectual property system is no stranger to arbitrary calculations, thus the 20 year length of a patent term is intended to provide an opportunity for the compensation of all inventors, whatever the area of technology.  Similarly the 25 years exclusivity which the UPOV Convention provides for new varieties of trees and vines, takes no account of variations in R & D costs between the different varieties.

The principal ways in which plant genetic resources are translated into food and agriculture production is through plant breeding and plant patenting. Standing at the heart of a Farmers' Rights regime is the concept of the equitable benefit sharing of benefits with farmers for their contribution to innovations in plant breeding and plant patenting. 

Article 9.2 obliges the Contracting Parties to the Plant Genetic Resources Treaty "to take measures", subject to their national legislation to protect and promote Farmers' Rights. The content of these rights is defined in the balance of that provision and embraces the protection of traditional knowledge, equitable benefit sharing and the right to participate in decision making. The Treaty leaves open the legal context within which Farmers' Rights are to be enacted. 

National legislation on Farmers’ Rights tends to combine one of the versions of UPOV with some of the access principles of the CBD. The African Model legislation for the Protection of the Rights of Local communities, Farmers and Breeders, and for the Regulation of Access to Biological Resources, which was adopted by the OAU, Heads of States Summit at Ouagadougou in June 1998, adopts a sui generis regime based on UPOV 1991 (see Kongolo, 2000). However, most national statutes prefer access legislation combined with UPOV 1978 (eg Andean Community’s Common System on Access to Genetic Resources, 1996; Costa Rica- Biodiversity Law 1998; India- Community Intellectual Property Rights Act 1999; Kenya- Seeds and Plant Varieties Act 1975;)

5.4
Perceived Problems

Article 12(3)(d) of the Treaty requires that recipients of germplasm shall not claim intellectual property or other rights that limit access to plant genetic resources for food and agriculture “in the form” received from the Multilateral system. The treaty did not define what would amount to changes in form. A number of countries have taken the view that if material derived from such resources satisfies domestic requirements for patenting or plant variety rights protection, that would be a sufficient transformation. The problem with this approach is that some countries have fairly low standards of novelty. The European Biotechnology Directive permits the patentability of inventions concerning plants, where “the technical feasibility is not confined to a particular plant…variety”. Patent claims can therefore be made in respect of plant groupings, or as stated in Recital 31 to the Directive, 

Whereas a plant grouping which is characterized by a particular gene (and not its whole genome) is not covered by the protection of new varieties and is not excluded from patentability even if it comprises new varieties of plants.

This qualification was addressed by the Technical Board of Appeal in Novartis/Transgenic Plant
 which concerned a patent application containing claims to transgenic plants comprising in their genomes specific foreign genes, the expression of which resulted in the production of antipathologically active substances, and to methods of preparing such plants. The EPO had denied registration, supported by the Technical Board of Appeal, on the ground that Art.53(b) of the European Patent Convention denied the patentability of an invention which could embrace plant varieties. In its decision of 20 December 1999, the Enlarged Board of Appeal indicated that it would favour the application because, in substance, it did not involve an application for a plant variety. The Enlarged Board of Appeal noted that the definitions of plant variety in the UPOV Convention  and the EC Regulation on Community Plant Variety Rights refer to “the entire constitution of a plant or a set of genetic information”, whereas a plant defined by a single recombinant DNA sequence “is not an individual plant grouping to which an entire constitution can be attributed”. It observed that the claimed transgenic plants in the application before it were defined by certain characteristics which allowed the plants to inhibit the growth of plant pathogens. No claim was made for anything resembling a plant variety. The tribunal noted that in the case of PVR an applicant had to develop a plant group, fulfilling in particular the requirements of homogeneity and stability, whereas in the case of a typical genetic engineering invention, a tool was provided whereby a desired property could be bestowed on plants by inserting a gene into the genome of a specific plant. 

An interesting question, raised by this case is the continuing role of PVR protection in the modern world of genetic engineering. To what extent will a sui generis system for the protection of plant varieties secure the rights of plant breeders in the face of  innovations in patent law? To what extent ought PVRs be harmonised with patent rights? Given the developments in modern biotechnology, Farmers' Rights must be seen both in the context of patents as well as PVR protection.
In relation to plant variety protection, novelty is defined in terms of not being previously sold commercially in a jurisdiction and distinctiveness is defined as outside the common knowledge of a variety. It would thus be not unfeasible for germplasm relating to a particular variety, acquired from a CGIAR Centre to be outside the common knowledge in the recipient country.

6.
The Convention on Biological Diversity (CBD)

The Rio Earth Summit, which was convened in June 1992, promulgated the Convention on Biological Diversity (CBD), The Rio Declaration on Environment and Development and Agenda 21. The CBD represented an attempt to establish an international programme for the conservation and utilization of the world’s biological resources
 and for the "fair and equitable sharing" of the benefits arising from the utilisation of genetic resources
. "The single most divisive issue in the negotiations was the relationship between intellectual property rights and access to genetic resources."
 The developing countries of the South, generally speaking the most with substantial source of genetic resources, sought to use the CBD as a means of bargaining access to those resources for royalties, technology and research data. Thus the CBD contains articles on access to genetic resources (Art. 15); access to and the transfer of technology (Art.16); informed consent  and the  distribution of  benefits of biotechnological innovations (Art.19). The industrialised group of countries, obviously the principal source of biotechnological innovation, insisted that the CBD did not conflict with intellectual property rights. Thus for example, Art. 16 (2) contains the statement that "In the case of technology subject to patents and other intellectual property rights, such access and transfer shall be provided on terms which recognize and are consistent with the adequate and effective protection of intellectual property rights". 

Reflecting the uncomfortable political deal which was struck in bringing the CBD to conclusion, the language of the Convention is unfortunately vague. The positive affirmation of principles in a number of areas is qualified by vague transcendental values. Thus the respect for intellectual property affirmed by Art. 16 (2) is counterbalanced by the phrase in the same provision that "access to and the transfer of technology…shall be provided and/or facilitated under fair and most favourable terms…". Similarly, Art. 15(4) provides that "access [to genetic resources] where granted shall be upon mutually agreed terms". Art. 19(2) provides that "access…to the results and benefits arising from biotechnologies…shall be on mutually agreed terms". Since mutuality is a precondition for an agreement of any sort, these provisions may be mere rhetoric. On the other hand, they may be a guarantee against unilateral expropriation.

6.1
Mutually Agreed Terms

Article 19(2) of the CBD  requires parties to "take all practicable measures to promote and advance priority access on a fair and equitable basis…,especially developing countries, to the results and benefits arising from biotechnologies based upon genetic resources provided by those Contacting Parties" on mutually agreed terms.

At the second Conference of the Parties (COP), held in Jakarta, from November 6 to 17, 1995, a Report including ‘Possible elements of guidelines on mutually agreed terms.’ was tabled.
  The possible elements which were suggested to Parties for inclusion in access and benefit-sharing arrangements included, inter alia, “agreeing on respective intellectual property rights over the genetic resources and technologies developed using them.” The fourth COP decided in Decision IV/8 to establish a Panel of Experts with the mandate “to draw upon all relevant sources … in the development of a common understanding of basic concepts and to explore all options for access and benefit sharing on mutually agreed terms including guiding principles, guidelines, and codes of best practice for access and benefit-sharing arrangements.”   

The Panel of Experts on Access and Benefit-sharing, at its first meeting, held in San José, Costa Rica, from October 4 to 8, 1999, concluded that one of the “key lessons with respect to promoting mutually agreed terms in access and benefit-sharing arrangements” is that “Contractual agreements, for the moment, are the main mechanism for gaining access to genetic resources and delivering benefits.”
 Considering that transaction costs have a significant impact on actual use of genetic resources, the Panel identified “standardized Material Transfer Agreements” as one of the mechanisms to reduce transaction costs.
 

The fifth COP in Decision V/26 decided, inter alia, to establish an Ad Hoc Open-Ended Working Group on Access and Benefit-sharing with “the mandate to develop guidelines and other approaches for submission to the Conference of the Parties and to assist Parties and stakeholders in addressing the following elements as relevant to access to genetic resources and benefit-sharing, inter alia:  terms for prior informed consent and mutually agreed terms; roles, responsibilities and participation of stakeholders;  relevant aspects relating to in situ and ex situ conservation and sustainable use;  mechanisms for benefit-sharing, for example through technology transfer and joint research and development;  and means to ensure the respect, preservation and maintenance of knowledge, innovations and practices of indigenous and local communities embodying traditional lifestyles relevant for the conservation and sustainable use of biological diversity, taking into account, inter alia, work by the World Intellectual Property Organization on intellectual property rights issues.    

The second Meeting of the Panel of Experts on Access and Benefit-sharing, which met in Montreal, from March 19 to 22, 2001, considered a Note by the Executive Secretary which highlighted certain aspects of developing instruments to assist in the elaboration of fair and equitable contractual arrangements. These included: 

· To reduce transaction costs, measures could include standard Material Transfer Agreements and Umbrella Agreements, under which repeat access under expedited arrangements can be made;

· Mutually agreed terms should also include provisions on user obligations;

· Different resources and uses require different contractual arrangements.  Therefore, to the extent possible, commercial arrangements should be anticipated at the outset.  

· Benefits are often generated from the commercialization of derivatives that use genetic resources as a source of innovation, such as synthesized products.  In these instances, for fair and equitable benefit-sharing, it is important that the scope of contracts include the full range of biotechnology applications in addition to biological resources accessed;

· In order to reflect the increasing role of intermediaries in contractual arrangements and access-permitting mechanisms, a flexible and simple approach to protect the interest of all parties should be elaborated;

· Parties should be aware of relevant agreements that may pre-date an agreement under development.

In its Report the Expert Panel noted that intellectual property clauses played a fundamental role access and benefit-sharing contracts and that there was “a need for awareness and capacity-building at all levels, as well as a need to develop up-to-date model intellectual property right clauses.” and that WIPO might assist in this regard.
 

7.
WIPO and Access to Genetic Resources.

WIPO’s involvement with the issue of access to genetic resources commenced in 1999 with a study, commissioned jointly with the United Nations Environment Programme (UNEP),  on the role of intellectual property rights in the sharing of benefits arising from the use of biological resources and associated traditional knowledge. These matters were taken up at the third session of the Standing Committee on the Law of Patents (SCP) in September 1999.  The SCP requested the International Bureau to include the issue of protection of biological and genetic resources on the agenda of a Working Group on Biotechnological Inventions, to be convened at WIPO in November 1999. The Working Group, at its meeting, the following month, recommended the establishment of nine projects related to the protection of inventions in the field of biotechnology.  The Working Group decided to establish a questionnaire for the purpose of gathering information about the protection of biotechnological inventions, including certain aspects regarding intellectual property and genetic resources, in the Member States of WIPO.

In response to the invitation issued by the SCP, WIPO organized a Meeting on Intellectual Property and Genetic Resources on April 17 and 18, 2000.  The Meeting addressed issues that generally are raised in the context of access to, and in situ preservation of, genetic resources in their direct or indirect relationship with intellectual property.  The Chairman’s Conclusions from the Meeting state that a consensus was reached that:

“WIPO should facilitate the continuation of consultations among Member States in coordination with the other concerned international organizations, through the conduct of appropriate legal and technical studies, and through the setting up of an appropriate forum within WIPO for future work.”

At the third session of the WIPO Standing Committee on the Law of Patents in September 1999 the delegation of Colombia proposed the introduction into the Patent Law Treaty, proposed as a means of achieving some global harmonization of patent registration procedures, an article which provided that:

1. All industrial protection shall guarantee the protection of the country’s biological and genetic heritage. Consequently, the grant of patents or registrations that relate to elements of that heritage shall be subject to their having been acquired made legally.

2. Every document shall specify the registration number of the contract affording access to genetic resources and a copy thereof whereby the products or processes for which protection is sought have been manufactured or developed from genetic resources, or products thereof, of which one of the member countries is the country of origin.

The Diplomatic Conference, which commenced on 11 May, 2000, became bogged down on the question of obliging the identification of source countries in biotechnological patent applications. To facilitate progress on the procedural aspects, the source country question was referred to an expert group for further consideration. In a press release issued on 1 June 2000, WIPO reported that it had also received a mandate to discuss this issue from the COP 5 meeting in Nairobi and that this request would be referred to its General Assembly in September, 2000.

In a Note dated September 14, 2000, the Permanent Mission of the Dominican Republic to the United Nations  in Geneva submitted two documents on behalf of the Group of Countries of Latin America and the Caribbean (GRULAC) as part of the debate on in the WIPO General Assembly on “Matters Concerning Intellectual Property and Genetic Resources, Traditional Knowledge and Folklore.”
  The central thrust of these documents was a request for the creation of a Standing Committee on access to the genetic resources and traditional knowledge of local and indigenous communities.  “The work of that Standing Committee would have to be directed towards defining internationally recognized practical methods of securing adequate protection for the intellectual property rights in traditional knowledge.”

The GRULAC documents suggested that questions concerning the use and exploitation of genetic resources and biodiversity and also traditional knowledge, could be divided into two groups depending on whether they are currently recognized or being addressed by intellectual property in the international environment.  The first group includes problems whose solutions could in principle be found in known intellectual property regimes. In this group, the preferred remedy would be the broadening or clarification of existing intellectual property remedies.

It was suggested that the second group comprised those aspects, questions and problems the settlement of which calls for recognition and acceptance of the values and interests whose protection is sought, and the creation of new disciplines and provisions so that their protection may be established at the international level. The GRULAC documents envisaged that the Committee would examine the protection needs and expectations of sectors that possess traditional knowledge and to determine the manner in which they require an adjustment of existing intellectual property regimes or the creation of new ones.  The Committee might also consider it necessary to ascertain whether some of the protection claims were not completely outside the present or prospective framework of intellectual property.

In order to clarify the future application of intellectual property to the use and exploitation of genetic resources and biodiversity and also traditional knowledge, it was suggested that the Committee could clarify: (a) the notions of public domain and private domain; (b) the appropriateness and feasibility of recognizing rights in traditional works and knowledge currently in the public domain, and investigating machinery to limit and control certain kinds of unauthorized exploitation; (c) recognition of collective rights; (d) model provisions  and model contracts with which to control the use and exploitation of genetic and biological resources, and machinery for the equitable distribution of profits in the event of a patentable product or process being developed from a given resource embodying the principles of prior informed consent and equitable distribution of profits in connection with the use, development and commercial exploitation of the material transferred and the inventions and technology resulting from it; (e) the protection of undisclosed traditional knowledge. 


Finally, it was suggested that in concert with the secretariat of UPOV, the Committee could embark on the exploration of possible options for defining sui generis systems for the protection of genetic resources and biodiversity.

At the WIPO General Assembly the with Member States agreed the establishment of  an Intergovernmental Committee on Intellectual Property and Genetic Resources, Traditional Knowledge and Folklore. Three interrelated themes were identified to inform the deliberations of the Committee:  intellectual property issues that arise in the context of (i) access to genetic resources and benefit sharing;  (ii) protection of traditional knowledge, whether or not associated with those resources;  and (iii) the protection of expressions of folklore.
 

In November 2000, WIPO convened an Inter-regional Meeting on Intellectual Property and Traditional Knowledge at Chiangrai, Thailand to provide an opportunity to developing countries to contribute to the activities of the Intergovernmental Committee. The meeting recommended that governments identify, catalogue, record and document genetic resources and traditional knowledge and that national mechanisms be established to regulate access to and benefit sharing in genetic resources and the protection of traditional knowledge and folklore. 

At the first Session of the Intergovernmental Committee on Intellectual Property and Genetic Resources, Traditional Knowledge and Folklore (“IGC”) held in Geneva from April 30 to May 3, 2001, the Member States determined the agenda of items on which work should proceed and prioritized certain tasks for the Committee. Principal among these was “the development of ‘guide contractual practices,’ guidelines, and model intellectual property clauses for contractual agreements on access to genetic resources and benefit-sharing.”
 

At its second and third sessions, held in Geneva in December 10 to 14, 2001 and July 2003, the IGC formulated “Operational Principles for Intellectual Property Clauses of Contractual Agreements Concerning Access to Genetic Resources and Benefit-Sharing”, which suggested sample clauses for bioprospecting contracts.
  

8. Access to Genetic Resources and the WTO

Article 27.3 of the TRIPS Agreement permits the exclusion from patentability of :

(b) plants and animals, other than microorganisms, and essentially biological processes for the production of plants and animals, other than non-biological and microbiological processes. However, Members shall provide for the protection of plant varieties either by patents or by an effective sui generis system or by any combination thereof.

Article 27.3(b) provides no guidance on what is meant by “effective”, the debate in the TRIPS Council having focused upon which sui generis systems satisfy the obligation. A sui generis option in the intellectual property context is usually taken to refer to a specially coined IP right outside the traditional categories of IP protection. UPOV has advanced its system as the principal workable example of a sui generis plant variety protection system. It is interesting to note that the drafters of the TRIPS Agreement, who felt free to import into the agreement, provisions from other named international instruments, such as the Paris, Berne and Rome Conventions and the Washington Treaty on Integrated Circuits, in the area of plant varieties desisted from specifically  importing the UPOV Convention.

The failure of the drafters of the TRIPS drafters to define what was meant by sui generis, leaves considerable scope for nations in the range of legislation which they may implement in compliance with this provision. One option is to include the benefit sharing and informed consent provisions of the CBD in a UPOV-style statute. A problem with this is that although the CBD provisions will apply in those countries which introduce them, they will not apply in those countries which do not. In the latter countries which may adopt a UPOV 1991 or patents approach, there is no guarantee of benefit-sharing and informed consent, or even of the right to save seed.

The Doha Ministerial Declaration of November 2001, in Clause 19 provided:

19. We instruct the Council for TRIPS, in pursuing its work programme including under the review of Article 27.3(b), the review of the implementation of the TRIPS Agreement under Article 71.1 and the work foreseen pursuant to paragraph 12 of this Declaration, to examine, inter alia, the relationship between the TRIPS Agreement and the Convention on Biological Diversity, the protection of traditional knowledge and folklore, and other relevant new developments raised by Members pursuant to Article 71.1. In undertaking this work, the TRIPS Council shall be guided by the objectives and principles set out in Articles 7 and 8 of the TRIPS Agreement and shall take fully into account the development dimension.”
9.
Implementation of Art 27.3(b) in the Asian Region

The Asian response to Art.27.3(b) has been varied and has included: (i) the promulgation of plant variety protection laws on the UPOV model; (ii) the enactment of biodiversity conservation legislation; (iii) the introduction of traditional knowledge or community protection Acts. The range of this legislation is indicated below
:

	Bangladesh
	Draft Biodiversity and Community Knowledge Protection Act, 1998

Draft Plant Varieties Act, 1998

	China
	Regulation Concerning the Management and Protection of Wild Herbal Resources, 1987 

Regulation Concerning Protection of Wild Plants, 1997

Regulation of the People’s Republic of China on the Protection of New Varieties of Plants, 1999 

Patent Law

	Fiji
	Draft Sustainable Development Bill

	Hong Kong
	Plant Varieties Protection Regulation, 1997

	India
	Patent (Second Amendment) Act, 2002

The Protection of Plant Varieties and Farmers' Rights Act, 2001

Draft Biological Diversity Bill, 2000

Draft Kerala Tribal Intellectual Property Rights Bill, 1996

Draft Karnataka Community Intellectual Rights Bill, 1994

	Indonesia
	Health Act

Plant Variety Protection Bill

Act on Spatial Use Management, 1992

Plant Cultivation Act, 1992

	Korea 
	Wild Flora and Fauna Protection Act

Under revision Natural Environment Conservation Act 

Seed Industry Law, 1999

	Malaysia
	Draft Plant Variety Legislation, 1999

Biodiversity Policy

Draft Access and Benefit Sharing Law

	Myanmar
	Protection of Wild Life and Wild Plants and Conservation of Natural Areas Act, 1994

	Nepal 
	Draft Policy on Access to Genetic Resources and Benefit Sharing, 2002

Draft Access to Genetic Resources and Benefit Sharing Act, 2002

Local Self Governance Act, 1998

Plant Protection Act, 1973

	Pakistan
	Draft Plant Breeders Rights Law, 2000

	Philippines
	Wildlife Resources Conservation and Protection Act, 2001

Plant Variety Protection Act, 2000

Indigenous Peoples Rights Act, 1997

Traditional and Alternative Medicine Act, 1997

Executive Order No. 247 on bioprospecting, 1995

Draft Community Intellectual Rights Protection Act, 1994

	Samoa
	Intellectual Property Rights Law, 1998

Village Fono Act, 1990

Draft Environment Bill

Proposed Access to Genetic Resources Regulations

	Singapore
	Proposed Policy Guidelines on access to genetic resources

	Sri Lanka
	Draft Protection of New Plant Varieties Act, 2001

Draft Access to Traditional Knowledge relating to the Use of Medicinal Plants Act, 2000

	Taiwan
	Plant Seed Law, 1988

	Thailand
	Thai Traditional Medicine Act, 1999

Plant Variety Protection Act, 2000 draft

Indigenous Peoples Rights Act 1997

Draft Community Forest Act, 1996

	Vanuatu
	Under revision Environment Act

	Vietnam
	Agreement between the US and Vietnam on Trade Relations, 2000

Law on Environmental Protection, 1993

Land Law, 1993


 A number of countries have entered into Free Trade Agreements with the USA: Bangladesh (1994), Cambodia (1996), Mongolia (1991) Sri Lanka (1996) Vietnam(2000), which oblige them to implement the 1991 version of the UPOV Convention. 

ASEAN Members have also subscribed to the Draft Framework Agreement
on Access To Biological And Genetic Resources of 24 February 2000.

The pioneering national legislation was the Philippines Executive Order No. 247, “Prescribing a Regulatory Framework for the Prospecting of Biological and Genetic Resources, their By-products and Derivatives, for Scientific and Commercial Purposes, and for Other Purposes”, which became law in 1995. 

The purpose of EO 247 is identified in the Preamble as regulating “the prospecting of biological and genetic resources so that these resources are protected and conserved, are developed and put to the sustainable use and benefit of the national interest.” This includes the identification and recognition of  “the rights of indigenous cultural communities and other Philippine communities to their traditional knowledge and practices when this information is directly and indirectly put to commercial use.”

The Preamble also asserts that “wildlife, flora and fauna, among others, are owned by the State and the disposition, development and utilization thereof are under its full control and supervision”. However, the State’s resource rights are not absolute, in that prospecting is only permitted within “the ancestral lands and domains of indigenous cultural communities … with the prior informed consent of such communities; obtained in accordance with the customary laws of the concerned community”. Permission for bioprospecting depends on a research agreement between the bioprospector and the government. 

For an agreement to be granted, a research proposal must be submitted to the government, with a copy submitted to any community that may be affected. At a minimum, the agreement must inform the government and affected communities if a commercial product results from the research, with a provision for payment of royalties to the government and community if commercial use results from any biogenetic resources taken. 

This pioneering legislation has been criticised for the complexity of the implementing regulations, with very few research permits being issued.

The Philippines experience in this field will obviously provide a useful precedent in the implementation of this subsequent legislation. 
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Annex 1





THE ASEAN FRAMEWORK AGREEMENT ON ACCESS TO BIOLOGICAL AND GENETIC RESOURCES





Draft Text, 24 February 2000





The Member States of the Association of South East Asian Nations (ASEAN):


CONSCIOUS of the fact that the Member States of the Association of South East Asian Nations possess ecosystems considered as among the most diverse in the world in which the ASEAN have a common interest;


REALIZING the value of biological and genetic resources in the development of products, compounds and substances that have medicinal, industrial, agricultural and related applications;


RECOGNIZING that access to biological and genetic resources are currently unregulated, thus the urgent need to protect ASEAN interests in these biological and genetic resources from biopiracy;


NOTING the provisions of the Convention on Biological Diversity on the sovereignty of States over their genetic resources and the need to promote the conservation and sustainable use of these resources as well as the fair and equitable sharing of benefits arising from its utilization;


RECALLING the numerous decisions of the Conference of the Parties of the Convention on Biological Diversity promoting and encouraging regional approaches to access and benefit-sharing arrangements;


RESPECTING the sovereignty of each Member State over their biological and genetic resources;


AWARE of the fundamental principle that the prior informed consent of the Member State and its indigenous peoples and local communities embodying traditional lifestyles would have to be secured before access can take place;


ACKNOWLEDGING the need to ensure the uniformity and consistency of access regulations in the ASEAN region by setting minimum requirements for national implementation and maximize opportunities for the conservation and sustainable use of biological and genetic resources.


Have agreed as follows:


Article 1 - Declaration of Principles 


The Association of South East Asian Nations (ASEAN) adheres to the following principles with regards to access to biological and genetic resources:


That the Member States have sovereignty over biological and genetic resources within their territories in accordance with the provisions of the Convention on Biological Diversity; 


That the Member States shall recognize, respect, preserve and maintain the knowledge, innovations and practices of indigenous peoples and local communities embodying traditional lifestyles to their natural resources, including genetic resources; 


That the Member States shall ensure the conservation and sustainable utilization of the biological diversity in the ASEAN region;


That the Member States shall ensure fair and equitable sharing of benefits arising from the utilization of biological and genetic resources at the community, national and regional levels;


That the Member States regard biological and genetic resources as a sacred heritage for all humankind and reject the application of the patent system thereon; and


That the Member States recognize the importance of ensuring that food security in the region is enhanced and recognize the importance of the exchange and utilization of food crop germplasm already widely dispersed and utilized.


Article 2 - Objectives


The Framework Agreement shall have the following objectives:


To ensure the conservation and sustainable use of biological and genetic resources and equitable sharing of benefits arising from access to those resources, consistent with the principle of prior informed consent;


To accord recognition and protection to traditional knowledge of indigenous peoples and local communities, and to facilitate fair and equitable sharing of benefits with the said communities where traditional knowledge is utilized;


To ensure that the peoples of ASEAN derive maximum and fairly shared benefits from the development and uses of biological and genetic resources within their territories;


To promote cooperation among ASEAN Member States in the utilization of, and providing access to biological and genetic resources and encourage the sharing of resources;


To ensure that access regulations within the ASEAN region are uniform and consistent in accordance with identified minimum requirements as set out in this Framework Agreement;


To set minimum standards in regulating access to biological and genetic resources and strengthen national initiatives towards this objective; and


To promote technology transfer and capacity building at the regional, national and community levels.


To establish effective and participatory measures for the grant of prior informed consent up to the local level taking into account national perspectives and priorities.


Article 3 - Definition of Terms


Under this Framework Agreement, the following terms shall mean:


Access to Biological and Genetic Resources - the acquisition and use of biological and genetic resources as well as the derivatives thereof or, as applicable, intangible components, for purposes of research, bioprospecting, conservation, industrial application or commercial use, among others.


Biological and Genetic Resources - includes genetic materials, organisms and parts thereof, population, or any other biotic component of ecosystems with actual or potential use or value for humanity.


Bioprospecting - the search for wild species with genes that produce better crops and medicines, or the exploration of biodiversity for commercially valuable genetic and biological resources.


Resource Providers - shall include federal, state governments, local authorities, land owners, land users, indigenous and local communities.


Indigenous Peoples and Local Communities - shall be defined according to ILO 169 with the following elements: identity, territory, culture, tradition and knowledge


Traditional Knowledge - knowledge, innovations and practices of indigenous and local communities relating to the use, properties, values and processes of any biological and genetic resource or any part thereof.


Derivatives - something extracted from biological and genetic resources such as blood, oils, resins, genes, seeds, spores, pollen and the like as well as the products derived from, patterned on, or incorporating manipulated compounds and/or genes.


Article 4 - Scope and Coverage


The Framework Agreement shall cover all biological and genetic resources including the traditional knowledge associated therein.  However, access to biological and genetic resources shall not automatically mean access to the traditional knowledge associated with the resource.  Access to such traditional knowledge shall be explicitly indicated in the application for access.


The ASEAN Member States shall consider ex-situ materials originating from the ASEAN region collected prior to the adoption of the Convention on Biological Diversity as held in trust for the benefit of humankind where the application of intellectual property rights shall not be allowed.


The ASEAN Member States shall not allow the patenting of plants, animals, microorganisms or any parts thereof, and traditional and indigenous knowledge.


The Framework Agreement shall not allow the prospecting as well as the application of intellectual property rights on genetic materials of human origin.  Furthermore, the Member States strongly urge the establishment of a multilateral process to effectively regulate the access, use, and commercialization of human genetic materials.


The Framework Agreement shall not apply to the traditional uses of biological and genetic resources by indigenous and local communities in accordance with their customary practices and traditions.  All other individuals, agencies and institutions shall comply with the access regulations that may be established by the Member States.


Article 5 - Access Instrument


The nature of the access instrument shall be determined by each Member State based on their respective national policies and legislation in accordance with the minimum terms and conditions laid down by this Framework Agreement.


Article 6 - Implementation of the Framework Agreement


The implementation of the Framework Agreement shall be effected by an entity to be identified from existing ASEAN bodies that may fulfill a clearing house function to attain the objectives of this Agreement.  Whenever it becomes necessary, the ASEAN Member States shall make a decision on whether a separate body within the ASEAN may be created to attain the objectives of the Framework Agreement.


There shall be established an interim clearing house mechanism the functions of which may be initially performed by the ASEAN Regional Centre For Biodiversity Conservation (ARCBC) until such time when a permanent body shall have been designated by the ASEAN.  To this end, the ARCBC shall establish and maintain a database on the status of biological and genetic resources, as well as access agreements and applications.


Article 7 – Regional Clearing House Mechanism 


The regional clearing house mechanism shall be responsible for:


Providing relevant information to resource users and the competent national authorities.  Provided that some information received by the clearing house mechanism may not be shared to parties other than the resource providers and shall be subject to appropriate security precautions;


Serving as an information node to which Member States that allowed access to genetic resources shall report such access and to disseminate such information to the other Member States;


Providing technical and legal support to competent national authorities;


Reporting to the Standing Committee the status of implementation of the Framework Agreement;


Monitoring the implementation of national access legislation;


Adopting a system of warning other Member States on applications that have been denied by a Member State including a dissemination of the reasons and circumstances for such a refusal or rejection;


Article 8 – Competent National Authority


The Member States shall have the obligation to designate their respective competent national authorities which shall be responsible for:


 Formulating and implementing the national legislation on access;


Establishing procedures for the granting of prior informed consent at the national and local levels with the direct involvement of resource providers;


Disseminating information on the access regulation;


Establishing links with the ARCBC in the interim period and with the regional clearing house mechanism once it has been established;


Providing information to the regional clearing house mechanism which they view to be of regional importance


A Standing Committee composed of competent national authorities shall be established and shall be responsible for:


Reviewing the Framework Agreement;


Assisting Member States in the establishment of competent national authorities;


Settling disputes between and among the Member States


Article 9 – Settlement of Disputes


In cases of dispute between Member States, between a Member State and communities, or between communities regarding access, such cases shall be settled among the concerned parties through dialogue.  Dispute between a resource user and a Member-State shall be settled at the national level following the provisions of the national access regulation.  Disputes among Member-States shall be settled through an arbitration process in a manner similar to what has been laid down in applicable international treaties.


Article 10 - Prior Informed Consent and Participation of Key Stakeholders


The prior informed consent of the Member State providing the biological and genetic resources is necessary before access to genetic resources can take place.  The competent national authority designated by Member States shall establish legally-binding procedures for the determination of prior informed consent up to the local level.


The procedures leading to the grant of prior informed consent at the local level shall provide for the active involvement of indigenous peoples and local communities embodying traditional lifestyles.  The prior informed consent process shall respect and comply with the customary laws, practices and protocols of indigenous peoples and local communities and the disclosure of any information pertaining to the access shall be in a language understandable to the local communities.


The Member States shall provide in their access regulations that each application for prior informed consent shall be accompanied by a full disclosure of the following information:


name of the researcher, collector or collaborator;


specific area and location of the bioprospecting activity;


the defined period when the collection activities will take place;


the specific purposes, objectives, resources to be used, activities and methodologies, expected outputs and other related information;


information on the local collaborator;


information on the potential environmental and ecological impact of the bioprospecting activity; and


potential benefits to the country


If a Member State decides to deny access to a particular application, the regional clearing house mechanism shall disseminate the appropriate information to Member-States for their reference and appropriate action.


Article 11 - Fair and Equitable Sharing of Benefits


All resource providers, particularly indigenous peoples and local communities embodying traditional lifestyles, shall be actively included in the negotiation of benefits on the basis of a full disclosure of potential benefits and risks arising from the use of the resource.  Any benefit sharing arrangements that may be entered into shall not negatively interfere with traditional knowledge systems and practices of indigenous peoples and local communities.


The ASEAN Member States shall recognize the indigenous peoples and local communities as the legitimate users and custodians of biological and genetic resources, and creators of traditional knowledge.  In this connection, the ASEAN Member States shall establish legal processes to ensure fair and equitable sharing of benefits arising from the use of such knowledge and resources.


The negotiation of any benefit sharing arrangements that may come in the form of technology transfer, capacity building, monetary and non-monetary benefits arising from the utilization of a Member State’s biological and genetic resources shall be left to its own initiative and discretion based on a minimum set of requirements which shall include the following:


 The participation of nationals in research activities;


The sharing of research results, including all discoveries;


A complete set of all voucher specimens left in national institutions;


Access by nationals to all national specimens deposited in international ex situ-collections;


The receipt by resource providers, without payment of a royalty, of all technologies developed from research on provided materials;


Fees, royalties and financial benefits; and


The donation to national institutions of equipment used as part of research.


For the guidance of the Member States, the Framework Agreement shall provide an Annex that will illustrate options and guidelines for appropriate benefit-sharing arrangements particularly those that have been discussed and noted by any ad-hoc body or Experts Panel created by the Conference of the Parties to the Convention on Biological Diversity for the purpose.  Other options for benefit-sharing shall be determined by the Member States at the national level or whatever they may be able to negotiate in every application for access.


The Member States shall provide for renegotiations of whatever benefit-sharing arrangements that may have been entered into and such renegotiations shall be done with the originally identified resource providers on the terms of benefit-sharing during the development and when new uses are discovered for those biological and genetic resources that have been collected.


Article 12 - Common Fund for Biodiversity Conservation 


There is hereby created, at the level of the ASEAN, a Common Fund specifically and only for biodiversity conservation.  Contributions to this Fund shall be sourced from a share in the revenues derived from any commercialization of the use of common and shared resources among the Member States.  The ASEAN Working Group on Nature Conservation and Biodiversity (AWGNCB) shall make the appropriate recommendations on the implementation mechanisms for the said Fund.


The Common Fund shall also be sourced from a portion of whatever the Member States shall impose as the appropriate charges and fees on each access application submitted to their respective competent national authorities.  Additional support to the Common Fund shall also be derived from whatever benefit-sharing arrangements that may be negotiated by each Member State, on a case-to-case basis.


Article 13 - Environmental and Social Impact and Biosafety Concerns


In view of its importance in realizing the objectives of biodiversity conservation, this Framework Agreement shall conform with any national, regional and international guidelines on biosafety without prejudice to a separate and distinct framework or protocol on the issue that may be developed by the ASEAN Working Group on Nature Conservation and Biodiversity (AWGNCB) taking into account the work of other relevant ASEAN bodies.


This Framework Agreement shall also take into consideration the various environmental and social impacts of access to genetic resources in conformity with national, regional and international guidelines.








