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INTRODUCTION

1. Traditional knowledge (TK) associated with biological resource is an intangible component of the resource itself. TK has the potential of being translated into commercial benefits by providing valuable leads for development of useful products and processes. The valuable leads provided by traditional knowledge save time, money and investment of modern biotech industry into any research and product development. Hence, a share of benefits must accrue to creators and holders of TK.

2. Due to globalisation of production systems, increase in population, destruction of forests for agriculture and timber purposes, bio-diversity is declining at a rapid pace. Bio-diversity and associated traditional knowledge is also declining due to decreased motivation amongst the local communities to conserve and protect them.  This is happening because of change in their life style as well as misappropriation of their resources and their knowledge. Mis appropriation of traditional knowledge not only violates the rights of communities who conserved TK but also adversely affects the conservation and sustainable use of the traditional knowledge and that of bio-diversity.

3. The international community is debating the consequences of globalisation in its various dimensions in various forums.  It is the responsibility of the same international community to debate the means of protecting and preserving traditional knowledge.  The global community has acknowledged the role and importance of traditional knowledge and that for the traditional knowledge to be maintained, the social and economic context in which it developed has to be maintained. In this regard, it is necessary to recognize and respect the rights of holders of traditional knowledge. Misappropriation of TK and bio-piracy erode the rights of the traditional knowledge holders and adversely affect conservation and sustainable use of bio-diversity and associated TK. 

WORK IN INTER-GOVERNMENTAL BODIES

4. Work on traditional knowledge is taking place in various inter-governmental bodies like CBD, WIPO, FAO, WTO and UNCTAD. For protection of traditional knowledge national biodiversity conservation regimes are coming up in conformity with the objectives of the Convention on Biological Diversity (CBD).  These regimes would provide legal protection to biological resources and associated traditional knowledge at the national level.

5. CBD Article 8 (j) provides that:

“Each contracting Party shall, as far as possible and as appropriate, subject to its national legislation respect and maintain knowledge, innovations and practices of indigenous and local communities embodying traditional lifestyles relevant for the conservation and sustainable use of biodiversity and promote the wider application with the approval and involvement of the holders of such knowledge, innovations and practices and encourage the equitable sharing of benefits arising from the utilization of such knowledge, innovations and practices.”

6. In CBD, work is taking place in the Working Group on Access and Benefit Sharing regarding voluntary guidelines for access and benefit sharing and role of IPRs in the implementation of access and benefit sharing arrangement. The working group has recommended to COP to invite contracting parties and governments to encourage the disclosure of country of origin of genetic resources and associated traditional knowledge in applications for IPRs, as a possible contribution to tracking compliance with prior informed consent. The working group on Article 8(j) is working towards strategy to protect TK based on a combination of appropriate approaches, with full respect for customary laws and practices, including the use of existing intellectual property mechanisms, sui generis systems, the use of contractual arrangements, register of TK and guidelines and code of practice, with the support of relevant inter-governmental organizations. 

7. In WIPO, the WIPO Inter-Governmental Committee on Intellectual Property and Genetic Resources, Traditional Knowledge and Folklore is working on issues relating to contractual practices, TK databases and preparation of a document with elements for a possible sui generis system for the protection of TK. 

8. In WTO, discussions have been taking place on the relationship between the provisions of the TRIPS Agreement and the CBD and the protection of Traditional Knowledge under mandated review of Article 27.3 (b). Now, Doha Ministerial Declaration in Paragraph 19 provides that 

“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.”

NATIONAL EXPERIENCES

9. The most relevant issues regarding conservation and sustainable use of bio-diversity and associated TK are:

a. Prevention of bio-piracy and misappropriation of TK

b. Systems of protection of TK and 

c. Means for fair and equitable sharing of benefits arising out of utilization of biological resources and associated TK

10. Efforts are being made in various countries with regard to the above issues. These include:

a. Using some form of IPRs to provide legal protection to the holders  of TK

b. Sui generis systems for protection of TK and prior informed consent and benefit sharing

c. Certain supplementary efforts for benefit sharing like contractual arrangement and for prevention of bio-piracy like documentation of TK, etc.


11. Systems for protecting TK include customary law, IPRs such as patents, plant variety rights, copyrights, etc. and concepts existing in civil and common law systems and contracts such as licensing and material transfer agreements. Protection to TK is also being provided through sui generis systems such as through bio-diversity related regulations such as access and benefit sharing regimes or a conservation framework legislation or a combination of all the above systems. A number of countries like Brazil, Costa Rica, India, Peru, Philippines, Andean Community (Bolivia, Colombia, Ecuador, Peru and Venezuela), some African initiatives (based on model OAU Law) are either providing or propose to provide protection to TK through a combination of various systems. These legislation contain provisions for prior informed consent, benefit sharing, some restrictions on applying for IPRs based on biological resources and associated TK without PIC and protection through various other means like registration of TK, systems of contract, recognition of customary laws, etc. However, the actual measures provided or proposed are different in each country. There is no uniformity in the provisions and each country’s legislation is developed based on the specific requirements of individual country and its communities, their lifestyles and types of traditional knowledge and the way it is being protected or held by the traditional communities and the way it is being accessed for modern scientific purposes. It is very clear that a uniform international system for protection of TK would not be able to cater to the requirements of individual country. Rather, the need is for a system which recognizes such diversity.

INDIAN EXPERIENCE

12. In the recent past, there have been several cases of bio-piracy of Traditional Knowledge from India. First it was the patent on wound healing properties of haldi (turmeric), now patents have been obtained in other countries on hypoglyceimic properties of karela (bitter gourd), brinjal etc. There is also the view that the TRIPS Agreement is aiding the exploitation of biodiversity by privatizing biodiversity expressed in life forms and knowledge. Similarly, a patent granted on the neem as a fungicide was revoked in the European Patent Office in May 2000. But the time, effort and money involved in getting individual patents examined and revoked in foreign patent offices is prohibitive. Hence, an internationally accepted solution to such bio-piracy is necessary.

13. It is sometimes believed that proper documentation of associated traditional knowledge could help in checking bio-piracy.  It is assumed that if the materials/knowledge is documented, it can be made available to patent examiners the world over so that prior art in the case of inventions based on such materials/knowledge is readily available to them. It is also hoped that such documentation would facilitate tracing of indigenous communities with whom benefits of commercialization of such materials/knowledge has to be shared. On the other hand, others believe that documentation may facilitate bio-piracy. Nevertheless, documentation has one clear benefit. It would check patents based on traditional knowledge in public domain that are today difficult to prevent due to lack of availability of information with patent examiners.

14. In India, preparation of village-wise Community Biodiversity Registers (CBRs) for documenting all knowledge, innovations and practices has been undertaken in a few States.

15. For preventing bio-piracy there is a need for developing digital databases of prior art related to herbs which is already under public domain. In India an exercise has been initiated to prepare easily navigable computerized database of documented TK relating to use of medicinal and other plants (which is already under public domain) known as Traditional Knowledge Digital Library (TKDL). Such digital database would enable Patent Offices all over the world to search and examine any prevalent use/prior art, and thereby prevent grant of such patents and bio-piracy. 

16. Documentation of traditional knowledge (TK) is one means of giving recognition to knowledge holders. But mere documentation may not enable sharing of benefits arising out of the use of such knowledge, unless it is backed by some kind of mechanism for protecting the knowledge. Documentation of traditional knowledge may only serve a defensive purpose, namely that of preventing the patenting of this knowledge in the form in which it exists.  

17. In India, enabling provisions have been made for protecting the traditional knowledge in the Biodiversity Bill, 2000. Relevant provisions of this Bill are discussed below.

18. Section 36(iv) provides for protection of knowledge of local people relating to biodiversity through measures such as registration of such knowledge, and development of a sui generis system. For ensuring equitable sharing of benefits arising from the use of biological resources and associated knowledge, Sections 19 and 21 stipulate prior approval of the National Biodiversity Authority (NBA) before their access. While granting approval, NBA will impose terms and conditions, which secure equitable sharing of benefits. Section 6 provides that anybody seeking any kind of intellectual property rights on a research based upon biological resource or knowledge obtained from India, need to obtain prior approval of the NBA. The NBA will impose benefit-sharing conditions. Section 18(iv) stipulates that one of the functions of NBA is to take measures to oppose the grant of IPRs in any country outside India on any biological resource obtained from India or knowledge associated with such biological resource.

19. In the Patent (Second Amendment) Bill 1999, the grounds for rejection of the patent application as well as revocation of the patent include non-disclosure or wrongful disclosure of the source of origin of biological resource or knowledge in the patent application, and anticipation of knowledge, oral or otherwise. It has also been made incumbent upon patent applications to disclose the source of origin of the biological material used in the invention in their patent applications. Further provisions have been incorporated to include anticipation of invention by available local knowledge, including oral knowledge, as one of the grounds for opposition as also for revocation of patents, if granted.

NEED FOR IN TERNATIONAL RECOGNITION

20. The above mentioned provisions in the Indian Biodiversity Bill 2000 and the corresponding provisions in the Patent (Second Amendment) Bill 1999 would ensure equitable sharing of benefits arising from the use of traditional knowledge with the holders of such knowledge. These provisions would ensure prevention of bio-piracy in India and equitable sharing of benefits. However, this will not prevent persons from seeking patents on TK and also using TK without prior informed consent and benefit sharing in other countries. As provisions of Article 8(j) of CBD are subject to national legislation, India is of the view that securing benefits arising out of the use of traditional knowledge related to biodiversity beyond national borders necessitates recognition of terms of benefits sharing though an international instrument. In order to ensure that national level systems for protecting TK and benefit sharing are effectively implemented for use of TK outside the country, international recognition should be provided to such national level systems. The onus of benefit sharing must also be shared by the user country to create an enabling environment and confidence through legislative measures so as to ensure compliance of prior informed consent stipulations, for ensuring equitable sharing of benefits as visualized in the CBD. 

21. The ‘Recommendations at the Multilateral Level’ of the Expert Meeting on Systems and National Experiences for Protecting Traditional Knowledge, Innovations and Practices, held in UNCTAD from 30 October to 1 November, 2000, noted that ‘exclusions from patentability of TK based products in one country, for instance, would not exclude others from granting it a patent’. 

22. In order to ensure that national level regimes for preventing bio-piracy and ensuring benefit sharing arrangements are effectively implemented and are not violated when use or commercialization of TK takes place outside the country, suggestions have been made by India in international fora under the aegis of CBD as well as WTO, that applications for patents should disclose the following:

· The source of knowledge and biological material; and

· an undertaking that the prevalent laws and practices of the country of origin have been fully respected.

INTERNATIONAL RECOGNITION OF NATIONAL LEVEL SYSTEMS FOR PROTECTION OF TK

23. It is quite clear that the existing forms of intellectual property protection regimes do not adequately recognize the rights of TK holders. National level mechanisms and legal provisions to prevent bio-piracy as well as to install informed consent mechanisms to ensure reward to TK holders also require international recognition for their effective implementation and for their enforcement in other countries. In this regard, there is a need for development of an international mechanism for protecting TK. Such an international mechanism could include:

24. Local protection to the rights of TK holders through national level sui generis regimes including customary laws as well as others

25. Effective enforcement of national level sui generis regimes through inter alia systems such as positive comity of protection systems of  TK which include coordination and cooperation amongst national authorities of various countries in undertaking measures for protection of TK

26. A procedure whereby the use of TK from one country is allowed, particularly for seeking IPR protection or commercialization, only after such use is disclosed and prior informed consent is obtained from the competent national authority of the country of origin; and 

27. An internationally agreed instrument that recognizes such national level protection. Such an instrument should not only prevent bio-piracy but also ensure that national level benefit sharing mechanisms and laws are respected worldwide. However, the efforts to develop such an instrument should not lead to harmonization of national level sui generis systems owHHllbut should recognize the diversity in national level systems and provide international recognition to them. 

28. Although the issue of protection of traditional knowledge is engaging the international community in a debate in some of the international forums, the debate is tailored, inevitably, to the charter of these forum and is not fully taking into account the needs and aspirations of the holders of traditional knowledge. 

29. Development of an appropriate form of protection for the knowledge of local communities is of great interest to countries, which are rich in biodiversity and traditional knowledge such as India. There is therefore a need for various bio-diversity rich developing countries to work together in various inter-governmental fora towards developing an international instrument for the recognition of diverse national sui generis systems. Development of essential elements of such an instrument could involve working through an expert group.

30. The mandate provided by Doha Ministerial Declaration provides opportunity to the developing countries for harmonization of the different approaches of CBD and the TRIPS Agreement and of making necessary changes in the TRIPS Agreement to facilitate prior informed consent and benefit sharing and preventing bio-piracy in accordance with the objectives of CBD. 
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