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Overview of the Meeting

The Government of India, Ministry of Industry and Commerce and the UNCTAD secretariat jointly organized an International Seminar on Systems for the Protection of Traditional Knowledge (TK) in New Delhi, India, from 3 to 5 April 2002.  

The meeting was attended by representatives from 14 countries:  Brazil, Cambodia, Chile, China, Colombia, Cuba, Egypt, Kenya, Peru, Philippines, Sri Lanka, Thailand, Venezuela and India. These included Geneva-based delegations (Brazil, Colombia, Peru, Venezuela) and participants from capitals, including several officials from intellectual property offices.  Representatives from the WTO, WHO (regional office), Asia Pacific Centre for Transfer of Technology, UNDP, UNESCO, ILO, UNCTAD, United Nations Information Centre, and bilateral agencies such as DFID also participated.  Indian civil society participants included representatives of the Ayurvedic Association, companies specialized in Ayurvedic products, research institutions, NGOs, and the press.  The international experts Professor Carlos Correa (Argentina), Professor Johnson A. Ekpere (Nigeria) and Ms. Meenakshi Raman, (Third World Network) acted as resource persons. 

The Government of India's participation included representatives from the Ministry of Commerce, the Ministry of Environment and Forests, the Department of the Indian System of Medicine, the Department of Industrial Policy and Promotion, the Ministry of Human Resources Development and the Ministry of Agriculture.  Ambassador Chandrasekhar, Permanent Mission of India in Geneva, chaired one session.

In the opening session, H.E. Murasoli Maran, Minister of Commerce and Industry, delivered the inaugural address. Mr. Deepak Chatterjee, Commerce Secretary, Mr. S.N. Menon, Additional Secretary and Mr. Pedro Roffe, Office of the Secretary General of UNCTAD, also addressed the meeting. 

As agreed prior to the meeting, participants worked towards a communiqué highlighting the key issues of the meeting and recommending that “their countries would work together in various intergovernmental forums particularly CBD, FAO, WIPO, WTO, and UNCTAD to develop an international framework for the recognition of national systems of protection of traditional knowledge, including diverse sui generis systems” (final wording).  The Communiqué is attached as Annex II.

Participants discussed (a) issues related to commercialization of TK, with special focus on medicine; (b) national experiences in the protection of TK, with emphasis on sui generis systems; (c) the international dimension of TK protection; and (d) future developments of the international debate.  The Agenda is attached as Annex I.  There was a rich exchange of national experiences. As expected, much of the discussion focused on sui generis systems, in particular their international dimension. This is particularly relevant in the context of post-Doha negotiations in the WTO.  

Participants noted that the protection of TK has different objectives, both “defensive”, i.e. the avoidance of misappropriation (“biopiracy”) and “pro-active”, i.e. conservation and sustainable use, coupled with benefit sharing. Some experts were of the view that in the short run attention could focus on establishing and strengthening misappropriation regimes. Possible instruments for TK protection were discussed, including (a) local protection to the rights of TK holders through national level sui generis regimes; (b) registers or TK databases to avoid misappropriation and/or to preserve TK (iii) a requirement that the source of origin of genetic resources and associated TK is disclosed when seeking intellectual property protection; and (d) an internationally agreed instrument that recognizes such national level protection. It was also suggested that bilateral agreements could be pursued, as a means to gain experience and build consensus concerning a possible multilateral framework.    

There was a parallel meeting of Indian civil society, organized by Gene Campaign.  Participants included NGOs from different parts of India, research institutes, private sector associations, and Academia. The parallel meeting issued its own outcome, which is attached as Annex III. The conclusions drawn by the two meetings were very similar, indicating a high degree of emerging consensus on these issues in developing countries.

The meeting's communiqué, presentations, studies, press articles, as well as the outcome of the parallel civil society meeting, are available on the Trade, Environment and Development Section website (http://www.unctad.org/trade_env/index.htm).  

Inaugural Session 

(3 April 2002)

In the inaugural session, the speakers highlighted the important role of TK in the global economy.  Almost 80% of the world's population depends on TK in their daily lives.  Local and indigenous communities are responsible for the discovery, development and preservation of a tremendous range of medicinal plants, healthy-giving herbal formulations, and agricultural and forest products that are traded internationally and generate considerable economic value.  TK is also used as input into modern industries such as pharmaceuticals, botanical medicines, cosmetics and toiletries, agriculture and biological pesticides.  

Attempts have been made to estimate the contribution of TK to modern industry and agriculture.  For pharmaceuticals, the estimated market value of plant-based medicines sold in OECD countries in 1985 was $43 billion.  Biochemist Norman Farnsworth’s estimate that of the 119 plant-based compounds used in medicine worldwide, 74% had the same or related uses as the medicinal plants from which they were derived.  But, it should be admitted that accurately estimating the full value of TK in monetary terms is not possible, first because TK is often an essential component in the development of other products, and secondly, because, most TK-derived products never enter modern markets anyway.  In any case, a great deal of TK is likely to have cultural or spiritual value that cannot be quantified in any monetary sense.

Knowledge is playing an increasingly important role in the global economy.  However, as one manifestation of the asymmetries of the world economy, close to 93% of patent applications in the world originate in North America, Western Europe and Japan.

The concern was expressed that the loss of biodiversity and associated TK will not only deprive the world of this unique knowledge-base, but also threaten the survival of local communities.  Systems have to be developed for protection of TK by providing incentives for its sustainable use, sharing of benefits with the creators and holders of TK and conservation of biological diversity which is of extreme importance for TK.

The speakers expressed the wish that this seminar would provide an opportunity to the representatives from the biodiversity-rich countries to share their national experiences in protecting TK.  Many Governments, including India, are now in the process of adopting specific laws, policies and administrative arrangements for protection of TK, emphasizing that prior informed consent of knowledge holder be obtained before such knowledge can be used by others.

These provisions would ensure prevention of bio-piracy within the country and sharing of benefits arising out of the use of TK. However, this will not prevent persons seeking patents on TK in other countries and also using TK without prior informed consent and benefit sharing. Several cases of such bio-piracy were noted.  It was felt that the onus of benefit sharing must also be shared by the user countries to create an enabling environment and confidence through legislative measures so as to ensure compliance with prior informed consent stipulations, and for securing equitable sharing of benefits as visualized in the CBD.  

Biodiversity-rich countries should join together to make an effort to develop an internationally agreed instrument which recognizes national level systems for the protection of TK.  This coalition should also provide necessary impetus to the work underway in various inter-governmental forums, including CBD, WIPO, FAO, UNCTAD, WHO and WTO.

Speakers felt that the need for such an effort is urgent and relevant in the context of the mandate given by the Doha Ministerial Conference to the TRIPS Council regarding the relationship between CBD and TRIPS Agreement and the protection of TK and folklore.  They expressed the view that approaches in the TRIPS Agreement and CBD need to be harmonized.  The TRIPS Agreement should be used not only to reward the inventors but also the local people and communities who have conserved and developed the TK, which provides a valuable base for such inventions.  

DAY I  (4 April 2002)

First Session

Item I.  Issues in the Commercialization of Traditional Knowledge, with Special Focus on Medicine


Participants pointed out that it is often difficult to reconcile different perspectives.  For example, in many traditional societies, the view is shared that knowledge should be free for all.  This contrasts with the idea of commercialization as well as monopoly rights over such knowledge when it is patented.  Also, many traditional medicine systems are based on integrated holistic treatment.  This gets lost when a single molecule is isolated for commercialization.


Commercialization of traditional medicine can make its health benefits available to a larger section of society.  There is a need for more research and development, as well as investment in this sector.


There is a need to document and inventorize medicinal plants and traditional medicinal treatments and products.  The objectives are to conserve the knowledge and resources, to improve health, to identify possible candidates for commercialization, and to prevent inappropriate patents.  In pursuit of the latter, India has set up a Traditional Knowledge Digital Library (TKDL), an electronic database covering TK in the public domain (e.g. in Ayurvedic texts) in the field of medicinal plants.  This will enable patent officers worldwide to search and examine prevalent use/prior art of these plants.  Through the UNCTAD Biotrade project in Colombia, 156 species of widely used medicinal plants have been identified as promising candidates for commercialization.  India's Medicinal Plants Board is engaged in a similar process.


There is a need to increase the supply of quality medicinal plant materials.  For species where clear market demand exists, cultivation should be encouraged.  Incentives should be explored, including the possibility of government subsidies.  Where medicinal plants are gathered from the wild, sustainable harvesting methods and controls on quantities should be used.  Unchecked exploitation can lead to depletion.


From a business perspective, it is important to understand the needs and demands of consumers, both patients and physicians who prescribe treatments.  Product development involves a number of steps including: screening of ideas and traditional concepts; identifying raw material sources and analyzing product feasibility; development and standardization of formulations; product testing and market research; clinical studies; compliance with regulatory requirements; and market launching.  The success rate is limited.  For example, in India, out of 100 plants studied, on average 10 products will be launched, of which only one will be commercially successful.


Benefit sharing with TK-holders can take several forms.  These include royalties and involving the TK-holders in procurement of materials.  In India, many small-scale industries are supplying the larger industries.  For rural populations, means of ensuring higher procurement prices need to be identified.

Second Session

Item II.  Systems to Protect Traditional Knowledge:  

A.  Exchange of National Experiences

i)  Objectives of TK protection systems


At the start of this session, it was pointed out that the word "protection" is used in very different ways.  Many proposals to protect TK do not make sufficiently clear what objectives they wish to achieve.  Once the objectives are clear, the appropriate tools can be chosen to meet these objectives.

Objectives could include:

1. 
Equity –compensation for use of knowledge

2. 
Conservation of ecosystems 

3.
Preservation of traditional lifestyles (In 100 years, 90% of world’s cultures will be lost.  Protection will increase youth’s interest in TK.)

4.
Avoiding misappropriation

5.
Promoting use and commercialization

6.
Moral recognition

7.
Transmission—protection can be a tool to create trust among communities so they transmit/disclose their knowledge.

8.
Self-determination of indigenous communities

To meet these objectives, there are two broad categories of approaches:

1. 
Intellectual property (IP)
a. Existing IPR instruments

b. Sui generis systems  

2. 
Non-IP approaches
a. Convention on Biological Diversity (CBD)/International Treaty on Plant Genetic Resources for Food and Agriculture (ITPGR) models—based on prior informed consent (PIC) and fair benefit sharing (BS) 

b. Recognition of customary laws---legally recognize customary laws which often provide protection for TK.  This will consider the interests and perceptions of indigenous communities themselves.

It was felt that IP may be a tool useful to achieve certain objectives, but that its importance must not be overstated.  IP could restrict use of TK. Creation of IPRs on TK may contradict the values of the communities of TK-holders. Too much emphasis on IPRs may ignore the key relationship between the communities and the land.

How do we combine objectives and tools?

· If the objective is equity, this may be reached on the basis of BS, as in the CBD model.  Disclosure in patent applications along with PIC could also lead to benefit sharing and thus achieve equity, at least in part.

· If the objective is conservation of biodiversity and preservation of lifestyles, IPRs can do very little.  More important is ensuring access to land by the communities, and programmes for in situ conservation.  

· If the objective is to avoid misappropriation, the goal is not to grant IPRs. 

· If the objective is to promote the use and commercialization of TK, IPRs may provide some incentives to local companies.  But IPRs will restrict the wider use of the knowledge. 

· To meet the objectives of moral recognition, transmission, and self determination, IPRs have limited relevance.

Communities need to continue developing their TK and have access to necessary resources. Solutions must be holistic and comprehensive.

ii)  Country experiences

Following this introduction, there was an exchange of national experiences with systems to protect TK, with presentations by representatives of Kenya, China, Cambodia, India, Thailand, Cuba and Brazil.  All these countries are rich in TK.


In Kenya, In  Kenya there is currently no specific legislation to protect TK.  Access to genetic resources (GR) is approved by the Environment Managemant and Co-ordination Authority EMCA (1999) and its implementing regulations have provisions for access to genetic resources that conform to CBD provisions.  Few TK holders protect their inventions by patent system due to the  high cost of patent processing and annual maintanance fees. Most TK holders prefer protection by Trade  Secrets. However this carries greater risk of the knowledge being lost as compared to patent protection. The only appreciated IPR protection for TK currently working without problems is protection by trade marks.

In China, lots of Chinese traditional medicine is in books, and so cannot be patented.  However, patents are widely used to protect traditional medicine innovations.  The Chinese Patent Law came into effect in 1985, with amendments in 1992 and 2000.  To date there have been 12,000 patent applications for traditional medicine, mostly domestic.  Objects of protection are products, methods (of preparation, extraction, and treatment of material), and usage (new indication).  Requirements for patents are novelty (not publicly disclosed in China or abroad), inventiveness, and practical applicability (curative effect, applicable to industry).  Applicants can be individuals or groups of individuals.  The majority of patentees are individuals, and increasingly companies.  No communities have filed for patents. Regarding infringements of patents about process, the defendant has the burden of providing evidence of methods used.  In 1999, China joined the Union for the Protection of Varieties of Plants (UPOV) and in 1997, China implemented regulations on plant variety protection (PVP), under which an herbal medicine that is a new variety can be protected.


In Cambodia, the objectives of TK protection are to preserve TK and to provide an opportunity for its commercialization as a contribution to poverty alleviation.  In the absence of specific legislation, TK is protected through the enforcement of the Trademark Law, regulation on copyright infringement and transitional legislation on UNTAC.  A National Research Center for Traditional Medicines collects data and conducts research on the preservation and sustainability of traditional medicines and healer techniques.  Access to the Center's database is protected under administrative regulations which prohibit or limit access to government databases.  A database on traditional dances, songs, music and handicrafts is also being developed.  There is currently no PVP.  Cambodia would like to develop legislation and systems for preserving TK and promoting commercial use, to establish a TK collective management society to promote BS, and to upgrade the standards of TM practitioners.  Assistance from international organizations is desired.


In India, the Biodiversity Bill is likely to become law soon.  It provides for protection of biodiversity-related TK through such measures as registration of TK and development of a sui generis system.  To ensure equitable BS from the use of biological resources and associated TK, applicants for IPRs on research based on biological resources or TK obtained from India must obtain prior approval of National Biodiversity Authority (NBA).  The NBA shall also take measures to oppose the granting of IPRS in any country outside India on biological resources and associated TK from India.  Biodiversity Management Committees should undertake chronicling of biodiversity-related TK.  The Patents (Second Amendment) Bill requires mandatory disclosure in patent applications of source and geographical origin of the biological material used in the invention.  Provisions are made for using traditional knowledge, including oral knowledge, as grounds for opposition to and revocation of patents.


The Government is setting up an electronic Traditional Knowledge Digital Library (TKDL) containing information on traditional Indian medicinal remedies and treatments in the public domain.  The TKDL will enable Patent Offices worldwide to search and examine any prevalent use/prior art, and thereby prevent incorrect granting of patents on products/processes in the public domain.  In addition, preparation of village-wise People's Biodiversity Registers (PBRs) has been undertaken in a few states.  PBRs document TK (not necessarily in the public domain) on the status, uses and management of biological resources, including, for example, medicinal plants, agricultural cultivars and freshwater fishes.  The objectives are preservation of this knowledge and monitoring of status of the biological resources.  Constitutional protection has been given at the local village level for this process.


In Thailand, two laws related to TK were enacted in 1999, but implementation is lacking.  First, the PVP Act B.E. 2542 covers protection of new plant varieties, domestic plant varieties and wild plant varieties.  Application for protection of a new plant variety shall have a profit-sharing agreement in the case where a domestic/wild plant variety has been used in the breeding of the variety.  For use of a domestic or wild plant variety, permission must be obtained from the competent official.  Second, the Act on Promotion and Protection of Traditional Thai Medicinal Intelligence B.E.2542 distinguishes between Personal Formulas, where the owner can be identified, and National formulas, which are determined by the Ministry of Health.  The Personal formulas need to be registered and evidence submitted supporting the claim.  Very few registrations have been received to date.  To use National formulas, permission must be obtained from the Ministry and royalties paid to the Ministry's Thai Traditional Medicine Fund.  Thailand is currently drafting a Community Rights Law.  This process is very slow as there are many contentious issues.


Cuba's Draft Law on Access to Genetic Resources (GR) is aimed at the sustainable use of GR.  It stipulates that access to GR and associated TK is subject to PIC, granted by the competent authority.  It is also required to obtain the PIC of communities holding TK.  It calls for the fair and equitable BS, taking into account the interests of the TK-holders.  Contractual arrangements for access should be based upon mutually agreed terms.


In Brazil, TK related to biological resources is protected under provisional legislation covering access to genetic resources (GR), associated TK and transfer of technology (Medida Provisoria No. 2.186-16 of 23 August 2001).  This will later be amended or confirmed by congress.  Congress is also discussing some other draft laws.  The provisional legislation recognizes the right of indigenous and local communities to decide upon the use of their TK.  They have the right to prevent non-authorized third parties to use or do research on their TK without their PIC, as well as the right to receive benefits from the economic exploitation of their TK by third parties.  The law states that all TK is owned by its community (even if held by one individual in the community).  TK may be protected by means of a voluntary registry (yet to be implemented), but unregistered TK is also protected.  Concession of IPRs on processes or products based on GR is conditional on the requirement of disclosure of the origin of the GR and associated TK.  There are penalties for non-compliance with the law's provisions, including payment of 20% of net income received from commercialization and/or suspension or forfeiture of patents.  The law establishes a Council on Management of GR, a decision-making and regulatory body comprising all related Government bodies and chaired by the Ministry of Environment.  The Council will coordinate policies for the management of GR, set criteria for authorization on access to GR, determine guidelines for contracts, regulate authorization on access to TK based on the holders' PIC, and promote public dialogue on issues related to the scope of the law. 


Venezuela adopted a Law on Biological Diversity in 1999, which calls for the conservation of cultural diversity through the recognition and protection of the TK of local communities and indigenous peoples.  The legislation recognized the right of local communities to oppose authorization for the collection of genetic material, the access to TK and the plans and projects on biotechnology to be developed in their territories, had they not been adequately informed of the use and benefits of such activities.

In Sri Lanka, there is currently no law to protect TK or biodiversity.

B.  Sui Generis Systems

i)  Regional initiatives


Two regional initiatives for the development of an alternative framework for protecting TK were presented in the meeting.  The first is the Common Regime for the Access to Genetic Resources of the Andean Community of Nations (Decision 391 of 1996).  The second is the initiative taken by the Organization of African Unity (OAU) to develop a Model Law on the Protection of the Rights of Local Communities, Farmers and Breeders and for the Regulation of Access to Biological Resources.
Andean Community

The initiative taken by the Andean Community of Nations to define an access regime for genetic resources provides that the rights and the interests of the providers of the genetic resources and derived subject matter and also intangible elements must be considered when these are used.  In the case where a resource has an intangible component (i.e. TK), Decision 391 requires:  (i) identification of the provider of the genetic resource and its derived subject matter having an intangible component, and (ii) incorporation of an appendix to the access contract (with the potential user of the resource or its intangible component) in which provision has been made for the equitable distribution of benefits resulting from the access to the resource and the associated elements.

OAU Model Law

The OAU Model Law was developed in response to the decision taken by the OAU Council of Ministers in 1988.  It aims to “ensure the conservation, evaluation and sustainable use of biological resources, including agricultural genetic resources as well as associated indigenous knowledge in order to improve their diversity as a means of sustaining the "life support systems.”  

The Law's key elements are:

· Food security

· Sovereign and Inalienable Rights of states to sustainably use their biological resources

· Community Rights

· The importance of community knowledge and technology

· Participation in decision-making

· Regulation of access to biological resources

· PIC (of both the State and the local community)

· Fair and equitable sharing of benefits

Development of National Laws based on the Model Law has been slow.  African countries which have or are planning sui generis systems may be classified into four categories:

a.
Countries with several variants of sui generis and internal capacity for their implementation e.g. South Africa, Egypt, Namibia and Zimbabwe.

b.
Countries with enabling legislation pending in parliament e.g. Kenya and Uganda.

c.
Countries with no legislation that are only now contemplating the possibility of developing a sui generis system of protection.  The majority of African countries belong to this group.

d.
The group of fifteen (15) Francophone West and Central African countries of the Organisation Africaine de la Propriete Intellectuelle (OAPI) who, through a revision and ratification of the Bangui Accord, acceded to a UPOV-type sui generis.


Challenges in implementation include a lack of resources, expertise in legal drafting, implementation capacity and advocacy.  Also, it is necessary to prove that the Model Law constitutes an "effective" sui generis system for PVP, as required by TRIPS Article 27.3(b).  The Namibian legislation is currently being criticized in the WTO by countries holding the view that UPOV is the only effective sui generis option.

ii)  Country experiences


In Peru, it was concluded that a sui generis system for TK protection was needed.  A Proposal on a Protection Regime for the Collective Knowledge of Indigenous Peoples has been the subject of broad consultations since 1998.  The latest draft of the proposal was published in August 2000.  Due to resource constraints, the last round of consultations has not yet been held, causing delays to the enactment of the proposed regime.

The main elements of the proposed regime are :

A)
Scope of protection:  biodiversity-related TK 

B)
Objectives :

· To promote respect and protection of TK

· To preserve TK

· To promote equitable benefit sharing, and 

· To promote the use of TK for the benefit of humanity.

C)
Right holders:  It recognizes the indigenous communities ownership and associate rights over TK.

D)
Prior informed consent (PIC):  Indigenous communities have the right to decide if they authorize or not that their knowledge is used with commercial, industrial or scientific purpose. 

E)
TK in the Public Domain:  It is considered that TK is in the public domain when it has been established that someone not belonging to the indigenous community has acquired this knowledge through the media such as publications, television, or directly from an indigenous community. Once the knowledge has been disseminated, even if unintentionally, it becomes public domain, thereby not requiring neither PIC nor license agreement for its exploitation. Nevertheless a contribution must be paid to the fund. (See below.)

F)
Term of protection:  These rights are timeless. They are considered national heritage, and they are passed from generation to generation.

G)
Register:  The purpose of the register is to preserve the knowledge. The register is voluntary. It is confidential; only those authorized can accede to it. 

H)
License agreements:  One or more indigenous communities may grant licenses authorizing the use of a collective knowledge. These licenses must be obtained through an agreement, stipulating amongst, others the royalties that the community will receive and the terms for the use of their knowledge.

I)
Development fund:  When TK is shared by more than one community, granting licenses may prove difficult.  Instead, a fund for the development of the indigenous communities will be established. 0.5% of the sales resulting from the marketing of products developed on the basis of TK will be allocated to this fund, even when the relevant TK is in the public domain.

In addition, a proposal on a local protocol to protect the rights of indigenous peoples' traditional knowledge related to agro-biodiversity is currently under study in the context of an ANDES-International Plant Genetic Resources Institute (IPGRI) project.


In the Philippines, there are several legislative measures aimed at the protection of TK and the rights of indigenous peoples.  

Executive Order 247 issued in 1995 allows bio-prospecting within ancestral lands of indigenous communities only with their PIC obtained in accordance with their customary laws. It entitles the community to royalties or other forms of compensation if these traditional and commonly known varieties are exploited for commercial or academic use. It is implemented through the Inter-Agency Committee on Biological and Genetic Resources 

The Indigenous People’s Rights Act of 1997 promotes the rights of indigenous communities to control, develop, and protect their sciences, technologies, and cultural manifestations, including human and other genetic resources, traditional medicines, vital medicinal plants, indigenous knowledge systems, knowledge of the properties of fauna and flora, oral traditions, literature, designs, and visual and performing arts, etc. However, community ownership of TK has not yet been operationalized into feasible and workable implementing mechanisms.

The Traditional and Alternatives Medicine Act (TAMA) of 1997 institutionalizes the ownership by indigenous societies of their knowledge of traditional medicines. When such knowledge is used by outsiders, the indigenous societies required the permitted users to acknowledge its source and demand a share of financial return that may come from its authorized commercial use.  Implementation is slow.

The Philippines is also undertaking a continuous process of documenting and making an inventory of plant and genetic resources (PGR) and knowledge originating from indigenous and local communities. The National PGR Laboratory is the national repository of PGR.  Its database includes 45,000 species of plants, fruits, and vegetables, including perennial crops. The Philippine Institute of Traditional and Alternative Health Care is maintaining a database of traditional and alternative health care materials and products.

A pending Plant Variety Protection (PVP) bill seeks to provide a sui generis form of protection to plant varieties that are distinct, uniform, stable, and new (DUSN criteria). The bill grants exclusive rights to breeders of new plant varieties except on two conditions, namely, (1) for farmers’ rights to save, exchange, and sell seeds, and (2) for research purposes.  Farming communities are also encouraged to establish local registries of locally-bred varieties.

C.  Discussion highlights

i)  TK Registries


There was considerable discussion on the topics of TK registries or databases, as many participating countries have developed or are considering the development of such registries.  

There is interest in creating registries in order to:

1) preserve TK, which is in danger of being lost as the elder generation passes away.

2) conserve and monitor biological diversity  (related to 1)

3) prevent the granting of misappropriate patents on TK

4) provide a basis for eventual commercialization of TK-based products.

5) provide a basis for benefit-sharing with TK-holders

TK registries can be an important tool to prevent the granting of misappropriate patents by providing evidence of prior art.  A number of examples of misappropriate patents, including that granted in the United States on the wound-healing properties of turmeric, could have been avoided if such registries existed and were made available to patent offices worldwide.  Getting such patents revoked is a costly endeavor, as the experience of the Government of India has shown.  This is a particularly good solution for TK that is clearly in the public domain (such as Ayurvedic texts).  This is what India proposes with its Traditional Knowledge Digital Library (described above).  The view was also expressed that oral knowledge and widespread use in other countries should also constitute prior art.


Participants felt, however, that it was important to ensure that creating a TK registry does not constitute rolling out the red carpet for bio-piracy and TK-piracy.  Issues of access and security were prime concerns.  There were also concerns that putting TK into a registry could be interpreted as putting into the public domain, thus constituting a potential loss of benefits to and rights of TK-holders.  Some expressed the view that putting TK into a registry should confer legal rights to the TK-holder for that knowledge and act as a trigger for benefit-sharing if that knowledge is used for commercial purposes.  However, the point was also stressed that creating registries is resource-intensive and many local and indigenous communities are resource-poor.  If a community does not register its TK, it should not preclude the recognition of its legal rights over its knowledge.


Registries aiming primarily at preserving TK and conserving biodiversity could initially be maintained at the community level with access limited to community members. An example of this is India's Peoples Biodiversity Registers.  For national registries of TK not clearly in the public domain, protocols for deposit and access must be developed.  There is a need for exchange of experience and indications of best practice in this area.  Indigenous and local communities have repeatedly expressed their reservations regarding national and international registries and have in general been reluctant to register their TK in them.

ii)  Prior informed consent and benefit-sharing


When TK is used in the development of a commercial product, many participants felt that the PIC of the local or indigenous community holding the TK should be sought in accordance with their customary laws and practices.  

Also, a fair and equitable share of the benefits arising from commercialization should be given to the TK-holders.  While the principle is clear, in practice it can be difficult to implement.  To date, very little of the modest benefits successfully claimed by countries for access to their genetic resources and associated TK has actually made its way to the TK-holding communities.  More often benefits go to research institutions or Government departments.


In the absence of national protective systems, contractual approaches are often used.  However, shortcomings of such approaches include high transaction costs, that only parties to the contract receive benefits, and that communities have limited negotiation capacity and experience.


When TK is held in a country by more than one community or indigenous peoples, it was suggested that benefits be paid into a community fund (as in the Peruvian proposal).  However, the reservation was expressed that such funds can have high overheads, with limited benefits reaching the TK holders.


It was proposed to consider the idea of a Global Biocollecting Society, as proposed by Peter Drahos.
  This is a concept similar to Copyright Collecting Societies.  It would link country and community biodiversity registers, license TK to potential users, monitor use, receive and distribute royalties, and settle disputes.  Potential challenges include effective monitoring of use and how to distribute benefits when several communities or countries claim ownership of the same or similar knowledge.

iii)  Protection of habitats


TK is intrinsically linked to the indigenous and local communities who hold it.  Thus, to preserve and protect TK, it is necessary to preserve and protect these communities as well as the habitats upon which they depend for their survival.

iv)  Plant Variety Protection (PVP)


Indigenous and local communities have played a key role in developing landraces or farmer varieties of agricultural cultivars over many centuries.  These landraces are intentionally genetically diverse, which increases their chances of successful yields in local conditions.  However, this diversity implies that they do not easily meet the criteria of uniformity and stability required in UPOV-like sui generis systems for PVP.  Developing countries should develop systems that take into account the contribution that farmers have made.  There should be benefit-sharing with the provider of the germplasm.  It was suggested that the recent Indian law on PVP, which protects both breeders and farmers rights, is a valid solution. It should be considered by other developing countries in the process of developing their own sui generis systems for PVP.

DAY II  (5 April 2002)

Third Session

Item III.  The International Dimension of TK Protection


Participants agreed that national systems for the protection of TK can serve to preserve and protect that knowledge, prevent bio-piracy and TK-piracy and ensure equitable sharing of benefits within the country.  However, it was strongly felt that national systems of protection alone were not enough.  They cannot prevent persons in other countries from seeking patents on TK and using TK without PIC and benefit sharing.  Therefore, they unanimously called for the development of an international sui generis system for TK protection.

A.  Definition of TK


Currently there is no precise agreed definition of TK.  Developed countries emphasize having a definition as a pre-condition to move forward on means to protect TK.  Some participants felt that developing countries needed to quickly come up with a definition that met their needs.  Not to do so would risk that developed countries would come up with one for them—a definition less to their liking.  Others pointed out that the Paris and Bern Conventions do not provide definitions of their objects of protection.  This means that TK protection can also work without a precise definition. Only a broad generic definition was needed at this point.  

B.  International Forums


TK is being discussed in a number of international forums, including CBD, WIPO, WTO, FAO, UNCTAD and WHO.  A summary of discussions to date in each of these forums may be found in the background document for this meeting entitled The State of the Debate prepared and presented by the UNCTAD secretariat.


Participants discussed the pros and cons of dealing with TK in each of these forums.  The CBD was felt to be a good forum for discussions thanks to its political mandate.  Participants embraced the principles in the Convention, particularly those in Article 8(j).  However, several disadvantages were pointed out:  first, the CBD covers only biodiversity-related TK; second, the United States is not a member of CBD, but an important player in the TK debate; third, the CBD debate has been moving slowly; fourth, there are limited enforcement mechanisms for implementation.


WIPO's Intergovernmental Committee was another potential forum discussions, particularly on IPR-related aspects of TK protection.  However, participants felt that the focus there was too much on IPRs and might lead to a narrow technical approach to the issue.  It is important that representatives from other areas of government such as environment as well as local communities participate in negotiations, to ensure that all dimensions are taken into account.  Participants pointed out that WIPO has experience on technical legal issues, but it also has a constitutional mandate to promote IPRs.  Some participants complained that at the IC, developing country priorities were not fully taken into account.  In the draft report of the second meeting, sui generis systems were not considered in the final report, despite clear statements from several developing country delegations.  The current exercise in WIPO concentrates on developing databases for patent office to have access on TK in the public domain to prevent biopiracy.


The WTO was another potential forum for discussion.  Its main advantage is its strong enforcement and dispute settlement mechanisms.  WTO could support the enforcement of an international TK protection mechanism in those countries where biopiracy had been detected.  The review of Article 27.3(b) presented particular opportunities to include provisions for the protection of TK.


UNCTAD was perceived as a useful forum to exchange national experiences, enhance understanding of the issues, identify common interests, and come up with solutions.  Its role in providing capacity building and technical cooperation was emphasized.  It can take a much-needed broad, holistic approach to the issue, as it does not have a narrow agenda.  However, it currently has no intergovernmental body focusing on TK issues.

C.  Elements of an international framework

Discussions then focused on the process of identifying essential components of a framework for international recognition of various sui generis systems, customary law and others for protection of TK. Some of the possible components identified include:

1)  Local protection to the rights of TK holders through national level sui generis regimes, including customary laws as well as others, and its effective enforcement inter alia through systems such as positive comity of protection systems for TK.  These national systems should aim at the preservation, further development and protection of TK and to ensure PIC and equitable benefit sharing with TK-holders when their TK is used to develop and commercialize products.  

2)  Protection of traditional knowledge through registers of TK databases in order to avoid misappropriation 

3)  A procedure whereby the use of TK from one country is allowed, particularly for seeking IPR protection or commercialization, only after the competent national authority of the country of origin gives a certificate that source of origin is disclosed and prior informed consent, including acceptance of benefit sharing conditions, obtained, and

4)  An internationally agreed instrument that recognizes such national level protection. This would not only prevent misappropriation but also ensure that national level benefit sharing mechanisms and laws are given legal status in recipient countries and respected worldwide. 

The participants recommended that their countries would work together in various intergovernmental forums particularly CBD, FAO, WIPO, WTO, and UNCTAD to develop an international framework for the recognition of national systems of protection of traditional knowledge, including diverse sui generis systems. This was found to be particularly relevant and urgent in the context of the ongoing work programme pursuant to the Doha Ministerial Declaration. Further work should also be undertaken by inter-governmental organisations including UNCTAD on protection and commercialisation of TK with a view to promoting its sustainable use.  Participants also expressed the need for further exchange of national experiences 


At the international level, it was suggested that a two-step approach could be followed.  

1)  As a short term objective: a misappropriation regime:  

This would primarily comprise international rules preventing biopiracy in the framework of TRIPS Article 27.3(b).  Most participants supported amendment of Article 27.3(b)
 to require that applications for patents should include:

1.
Disclosure of the source of the generic material

2.
Identification of the TK used in the invention

3.
Evidence of PIC by the owners

4.
Evidence of BS with the owners

As an additional element in this misappropriation regime, TK which is clearly in the public domain could be made available to patent offices worldwide to prevent the granting of inappropriate patents.

2)  As a longer term objective, developing a framework for international recognition of national or regional systems for TK protection.  

The challenge here is to devise a system that will suit all countries.  The specific needs and concepts in the countries and regions differ, as do their national systems for protecting TK.  Efforts to develop an internationally agreed instrument should not lead to harmonization of national level sui generis systems, but should recognize the diversity in them and could provide international recognition to them.  An international treaty on mutual recognition of each other's national TK protection systems could be the best way to go.

One option is to recognize the decision taken at the judicial level in other countries, as in the draft Hague Convention.  This could be used to make applicable to national judicial systems decisions taken in other national legal systems.


Another avenue to further explore is finding a means so that a global database on TK (as being discussed in WIPO) would confer legal protection to TK-holders and provide a basis for benefit-sharing with them.


Countries may also wish to further explore possibilities for protecting certain types of TK through geographical indications and trademarks.


In the medium-term, countries may also wish to pursue bilateral and regional agreements to mutually recognize national sui generis systems.  This could yield experience useful in developing an international agreement.  Once the network starts existing, it could be extended to include developed countries. 

Annex I:  Agenda

International Seminar on Systems for the Protection of   

Traditional knowledge(TK), 

at

The Taj Palace Hotel,

New Delhi-110 021.

3-5 April, 2002

3 April

19h00-21h00
Inaugural session and welcome dinner 

Welcome Speech: Mr. S.N. Menon, Additional Secretary, Department of Commerce,Government of India

Chair’s remarks: Deepak Chatterjee, Secretary, Ministry of Commerce,

Government of India

Inaugural address: H.E. Murasoli Maran,

Minister of Commerce and Industry, Government of India  

Statement: Mr. Pedro Roffe, Advisor to Secretary General, UNCTAD

Vote of Thanks: Dr. Veena Jha,UNCTAD

DAY I (4 April)

First Session 9h00-11h30

09h00-11h30 
Item I: Issues relations to commercialization of TK, with special focus on medicine

Chair: Mr. Santi Ratanasuwan, Thailand

Indroduction: Ms. Sophia Tawrog, UNCTAD

Lead Speakers: Shri G. Gangadharan, Ayurveda Association, India





  Prof. Mohamed Fayez, Egypt

  Mr. Y.V. Rao, Sr. Scientist, Dabur Research Foundation,

  India

  Mr. R.B.S. Rawat, Chief Executive Officer, National

  Medicinal Plants Board, India

  Ms. Marta Gallon, Colombia

· What are the experiences of developing countries programmes in successfully promoting trade in TK-based products?

· What have been national experiences with regard to misappropriation of TK? 
· To what extent have benefit-sharing arrangements been successful? What are the conditions for effective benefit-sharing arrangements?

· How can developing countries obtain greater benefits from the commercialization of TK-based products? What would be the role of inter-community, public-private- business partnerships?
· What is the role of IPR instruments in promoting trade in TK-based products from developing countries?
Open Discussions

11h30-11h45
Tea break

Second session 11h45-13h00

11h45-13h00
Item II: Systems to protect TK 

Chair: Mr. A.E. Ahmed, Joint Secretary, Department of Industrial Policy & Promotion, Government of India 

                        Lead Speakers: Professor Carlos Correa, University of Buenos Aires

                        Mr. Stanley Astali, Kenya



Mr. Zheng Yongfeng, China

· What should be the objectives of systems for the protection of TK?

· What prior informed consent mechanisms are used for the protection of TK, including through national legislation?

· What procedures of customary law are used for guarding access to TK and TK based resources? 

· What are the opportunities and risk of documentation (registries) of TK? What are the best practices for affording protection to national information databases and to TK held by national communities?

· What is the role of intellectual property rights (IPRs) in protecting traditional knowledge?

· Can participants report on national experiences with the use of IPRs or national debates/plans for their introduction, in particular with regard to: 

· Patents?

· Geographical indications?

· Trade secrets?
· Trademarks? 

· Copyrights?
Open Discussions

13h00-14h30
Lunch

14h30-16h00
Item II contd.

                        Chair: Mr. Pedro Roffe, UNCTAD



Lead Speakers: Mr. Deepak Verma, Joint Secretary, Ministry of 

                        Environment & Forests, Government of India

Mr. Penn Sovicheat, Cambodia



Mr. Santi Rattanasuwan, Thailand



Ms. Emilia Lara, Cuba 

Open Discussions

16h00-16h15
Tea break

16h15-18h00
Item II: sui generis systems. 

Chair: Mr. Rene Vossenaar, UNCTAD

                        Lead Speakers: Professor. Johnson A. Ekpere



Ms. Betty Berendson, Peru                          

                        Ms. Domingo Morales, Philippines

Prof. Vijay Kumar, Sri Lanka

· What are the challenges and opportunities of sui generis systems?

· What progress has been made in developing model laws?

· Which countries have or are planning sui generis systems?

· What constraints have these countries faced in designing and implementing such systems and how effective are existing sui generis systems in (a) avoiding misappropriation and (b) encouraging benefit-sharing? 

What are the key elements of existing sui generis systems?

Open Discussions

DAY II (5 April)

Third session: 09h00-13h00

9h00-11h00
Item III:  The international dimension of TK protection



Chair: Ambassador Chandrasekhar, Permanent Mission of India,   

                                   Geneva

Lead Speakers: Mr. R. Gopalan, Joint Secretary, Department of Commerce, Government of India

Mr. Francisco Cannabrava, Brazil

· How can national systems for the protection of TK be supported by policies and measures implemented by user countries, regionally  or at the multilateral level? 
· Is an international sui generis system desirable and feasible? 
· What should be its main  elements?
· Is it desirable to cover TK within the WTO context, e.g. by expanding the coverage of article  27.3(b) of TRIPS?
· How can existing IPR systems be used to provide protection to TK internationally?
Open Discussions

11h00-11h15
Tea Break
11h15-13h00
Item III contd



Lead Speakers: Ms. Virginia Perez, Venezuela

 


Ms. Meenakshi Rama, TWN

Fourth session 11h15-13h00

14h45-15h30
Item IV:  Recommendations  to support the work of inter- 

                                         governmental organizations
            


                                         Chair: Mr. Pedro Roffe, UNCTAD

                                         Lead Speakers: Dr. Weerasuriya, WHO

                                                                  Ms. Jayashree Watal, WTO

                                                                   Other country nominees are invited

· With respect to the CBD, in particular the Working Group on the Implementation of Article 8(j) and Related Provisions;

· The WIPO, in particular the Intergovernmental Committee on Intellectual Property Rights, Genetic Resources and Traditional Knowledge; and

· The WTO, in particular the Council for TRIPS

· UNCTAD, in particular through its capacity building activities on TK

Open Discussions

15h30-15h45
Tea break
15h45-17h00
Closing ceremony, 

Chair: Mr. V. Govindrajan, Secretary, Department of Industrial     

Policy & Promotion, Government of India
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Communiqué

 AUTONUM  
An International Seminar was convened with the participation of representatives from Brazil, Cambodia, Chile, China, Colombia, Cuba, Egypt, Kenya, Peru, Philippines, Sri Lanka, Thailand, Venezuela and India at New Delhi from 3-5 April 2002. The Seminar was sponsored by India and UNCTAD, where, apart from national delegations, a number of international experts and inter-governmental organizations expressed their views. The range of issues covered included the commercialisation of TK, exchange of national experiences of systems for protection of TK, including sui generis systems, and the international dimension of protection of TK. 

 AUTONUM 
Recognizing the serious and irreversible loss to bio-diversity at the global level, participants expressed a need for creating and strengthening systems for protecting biodiversity and its associated traditional knowledge (TK), innovations and practices. In this context, participants expressed the need for understanding the viability of various instruments including national sui generis systems of protection and their recognition at the international level. This issue has been the subject of debate in various inter-governmental forums including WTO, WIPO, CBD, UNCTAD and FAO. A number of countries expressed strong views on the need for identifying new means for protecting TK in the light of increasing globalization and its impact on local and indigenous communities. Participants expressed a strong view that apart from existing IPRs, suitable systems based on national experiences through customary laws and other means need to be fully explored.

 AUTONUM 
Participants noted that traditional and local communities historically developed customary and other forms of protection over TK, which enabled its preservation and growth. Loss of biodiversity and its associated TK is in part due to increasing globalisation. It is in part also due to misappropriation of TK inter alia through improper granting of patents and lack of rewards to TK holders in the patent system. These were discussed as some of the issues, which need urgent redressal. To offset such impacts of globalisation, sui generis systems have been developed at the national level to protect TK and reward TK holders. While these do provide the means for protection and growth of TK within national jurisdictions, the participants felt that national systems by themselves would not be adequate to fully protect and preserve TK. For example, the ability of patent offices in a national jurisdiction to prevent bio-piracy as well as to install informed consent mechanisms to ensure reward to TK holders, does not ipso facto lead to similar action on the patent application in other countries. A need was therefore expressed for an international framework for protecting TK. In this connection it was felt that the existing forms of IPR protection regimes may not sufficiently recognize the rights of TK holders. Similarly, benefit-sharing mechanisms installed through national legislation would need to be recognised in user countries. 

 AUTONUM 
Commercialisation of TK based products and services, where appropriate, should be promoted with an emphasis on equitable benefit-sharing with local and indigenous communities and with their prior informed consent. Particular attention should be paid to the sustainable use and management of biological resources in the process. The participants expressed a view that the transfer, utilization and commercialization of TK should take place through fair and equitable terms and conditions, for which a set of guidelines should be developed with the help of relevant international intergovernmental organizations.  Where commercialisation of TK derived products takes place outside the country of origin, there is a need to establish mechanisms for ensuring equitable benefit sharing.

 AUTONUM 
Discussions then focused on the process of identifying essential components of a framework for international recognition of various sui generis systems, customary law and others for protection of TK. Some of the possible components identified include 
 (i) local protection to the rights of TK holders through national level sui generis regimes including customary laws as well as others and its effective enforcement inter alia through systems such as positive comity of protection systems for TK (ii) protection of traditional knowledge through registers of TK databases in order to avoid misappropriation (iii) a procedure whereby the use of TK from one country is allowed, particularly for seeking IPR protection or commercialization, only after the competent national authority of the country of origin gives a certificate that source of origin is disclosed and prior informed consent, including acceptance of benefit sharing conditions, obtained (iv) an internationally agreed instrument that recognizes such national level protection. This would not only prevent misappropriation but also ensure that national level benefit sharing mechanisms and laws are respected worldwide. 

 AUTONUM 
The participants recommended that their countries would work together in various intergovernmental forums particularly CBD, FAO, WIPO, WTO, and UNCTAD to develop an international framework for the recognition of national systems of protection of traditional knowledge, including diverse sui generis systems. This was found to be particularly relevant and urgent in the context of the ongoing work programme pursuant to the Doha Ministerial Declaration. Further work should also be undertaken by inter-governmental organisations including UNCTAD on protection and commercialisation of TK with a view to promoting its sustainable use.

Annex III:  Outcome of the parallel civil society meeting

RECOMMENDATIONS OF THE CIVIL SOCIETY CONSULTATION ON INDIGENOUS KNOWLEDGE

NEW DELHI, 4 APRIL 2002

· Indigenous knowledge is a valuable and sophisticated knowledge system developed over generations by local communities in various parts of the world. This knowledge is validated over time in a way that is different to the western empirical system.

· IK has been developed in many fields and is still evolving. It is a technology or know-how capable of providing sustainable solutions to many modern day problems. This fact should be acknowledged and the commercial use of IK should be handled in the same way that other technologies are.

· The economic value of IK is to be seen in the herbal medicine and nutraceutical sector, which is estimated, to touch roughly 5 trillion by the year 2020. The share of benefits accruing to communities from the Commercialization of IK should reflect this figure.

· The phenomenon of biopiracy is cause for great concern and calls for action at both national and International level.

· It is important to develop an indigenous paradigm to discuss the issues related to IK, identify the problematic areas and develop solutions. The debate and its content must be generated indigenously.

· We need a national legislation specifically to protect IK. This should be followed by negotiations at the international level for an International Agreement to protect IK and the rights of local communities.

· The real challenge before us is to develop a sui generis system to protect the Intellectual Property of communities in the field of IK related to biological resources. This is the new, least understood and most controversial area and needs the most attention.

· Patents on genetic resources and IK should not be allowed on ethical, social and economic grounds. Existing IPR (like trademarks and certification) should be used to protect IK only then unambiguous protection can be granted to the community. The concept of public domain must be maintained in the IPR system (as in the ITPGR where anyone who restricts access to material in the public domain has to pay into a common conservation fund.)

· Conservation of IK and bioresources has to be taken up on a priority basis. Strategy for protection should take into account the fact that genetic resources and IK are inextricable linked.

· Documentation of (oral) IK of communities and their legal protection is urgently needed in view of the rapid erosion of this knowledge base. Special attention needs to be paid to thousands of undeciphered manuscripts. Legally protected databases with suitable contractual agreements based on CBD principles should be set up.

· The herbal drug industry should be allowed to use plants only from cultivated sources. Collections from nature should only be permissible for local communities and traditional healers and monitored for sustainability.

· Disclosure, informed consent and equitable benefit sharing should be mandatory for any commercial use of IK and genetic resources. Concrete and specific methods of sharing benefits should be worked out in the event of commercialization. Develop a community-industry-national authority interface to work out these modalities. Concrete & specific methods of sharing benefits in the case of commercialization should be worked out in favour of communities.

· There is a need for greater investment in research in IK by both the government and the private sector. A special focus on taxonomy is needed to understand and classify the bioresource base. Investment is needed in the standardization and quality control of IK derived products.

· To conserve IK, it is crucial to accord it prestige and value. Integrate the Indigenous systems of Medicine into the mainstream health and veterinary care system on par with the conventional system. Involve local communities in policy formulation and decisions. Work to give the youth a stake in the conservation and use of IK.

· Develop a system of rewards and recognition for creators and holders of IK, as we do for other achievers.

· Keep transmissions of IK alive, both among the local people and outsiders, in a variety of ways. Include IK in all development programmes.

· Create awareness at the local panchayat level, particularly among women and the youth, about the value of IK.

· Generate awareness among the community, as also mainstream youth, about the long-term sustainability of IK and the attendant economic rewards.

· Lobby with the scientific (particularly medical) elite about the need for dialogue with IK.

· Organize local practitioners in combination with middle class activists/scientists around IK research issues.

Actions needed at the international level

1. Implement sincerely the relevant provisions of the international commitments like the ILO Convention, the IUPGR, the UNESCO/WIPO Guidelines for Protection of Folklore, the UN Draft Declaration on the Rights of Indigenous Peoples, and the CBD.

2. Remove Article 27.3.b from TRIPS. To start with, retract the demand for patents on life forms.

3. Do not remove the flexibility of countries to draft their own sui generis legislation for plant varieties by now insisting on compliance with UPOV.

4. Apply Article 29 of TRIPs, which requires disclosure in the case of patent applications, to genetic resources and traditional knowledge used in inventions for which IPRs are claimed.

5. In the CBD, give primacy to conservation since that is what will conserve the basis of IK and continue to provide livelihoods and value addition opportunities to communities.

6. Enhance the scope of Article 23 of TRIPs to strengthen protections of geographical indications for goods other than wine and spirits, such as Darjeeling tea.

7. Ensure that any agreement on databases like the proposed Database Treaty (which will govern databases like the Indian TKDL) recognises the ownership of communities and includes provisions for PIC, MTA and benefit sharing when granting access.

� Peter Drahos, European Intellectual Property Review, 22, 245(2000).


� A participant from an international organization, however, expressed concern that it could be risky to re-open the fundamentals of the TRIPS Agreement, as it would also imply re-opening other issues.  
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