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The Dutch-German ABS Capacity Development Initiative for Africa

Hoodia Gordonii
	Actors involved:

	· Provider (e.g. private land owner, Government, indigenous and local communities)

	The South African San Council (the San Council): The San Council is a voluntary association established by = Khomani, the !Xun and the Khwe San communities of South Africa in terms of a constitution signed and adopted on 27 November 2001. 
The San Council consists of nine members: three !Xun, three Khwe, and three ╪Khomani.  The objectives of the San Council according to its Constitution is the advancement of the rights of South African communities on local, national, and regional levels and to co-ordinate development plans, programmes and awareness campaigns with San communities, NGOs, researchers and government departments. Other objectives include capacity-building, facilitating national and provincial communication and fundraising. The membership of the San Council will be San community based organizations who share the San Council’s objectives. The San Council negotiated the current Agreement on behalf of all the San in Southern Africa. The San Council was authorized to do so by the Working Group on Indigenous Minorities in Southern Africa (WIMSA) an umbrella organization for all San peoples of Southern Africa founded in 1996. WIMSA’s aim is to organize, mobilize and raise political consciousness of the San people through workshops, research and training, publications and legal actions.


	· User/Recipient (e.g. university, research institute, private company)

	The Council for Scientific and Industrial Research (the CSIR): The CSIR is a statutory council established in terms of Act 46 of 1988 of South Africa. The CSIR is the largest research organization in Africa, accounting for about 10% of the entire African research and development budget. The CSIR was first established by the South African Parliament in 1945 as South Africa’s central scientific research and development resource. CSIR works with educational institutions and is supported by both public and private clients. Its mandate includes sourcing and developing knowledge and technology, providing technological solutions and information, establishing ventures and licensing intellectual property. Its strategy is to “accelerate our evolution to a knowledge intensive technology organization which contributes to the African Renaissance and is both internationally competitive and regionally relevant”.


	· Intermediary (e.g. research institute in provider or user country)

	

	Elements of the ABS arrangement:

	· Type of agreement (e.g. MTA, private contract, MoU, agreement under ABS legislation)

	Access and Benefit Sharing Agreement (the Agreement) signed in March 2003 prior to the passing of the South African ‘National Environment Management: Biodiversity Act 2004’. The Agreement states that the Parties to it agree to abide by the terms of any bioprospecting and related legislation in South Africa and conventions of which South Africa is a signatory, as well as any other policies and/or legislation South Africa may adopt in the future.

	· Timing and deadlines

	The Agreement comes into force from the date of signing of both parties (24th March 2003) and shall remain in force for the royalty period (the period for which the San will receive money from CSIR as a result of commercial exploitation of the CSIR Hoodia patents) or for as long as CSIR receives financial benefits from the commercial sales of the products, whichever is longer, unless terminated prior to the expiry thereof in accordance with the provisions of the Agreement

	· Type and quantity of resource(s)

	The resource according to the Agreement is the traditional indigenous knowledge on use of the Hoodia plant that occurs in Southern Africa, originally in the possession of the San people. The San peoples are the oldest living human inhabitants in southern Africa, and, with the possible exception of the Australian Aborigines, are the longest continuously living population in one location in the history of mankind. Remains of San ancestors have been excavated outside Cape Town and can be traced back 120000 years. While historically the San lived nomadically as hunters and gatherers today they live in small desperately poor settlements eking out a living through gathering forest produce, life stock raising and farm labor. Dispossessed and persecuted as a result of colonization and apartheid, the San today live below the poverty line and number between 85,000 and 90,000 in Southern Africa, spread over South Africa, Namibia, Angola and Botswana. 

The CSIR according to the Agreement will in return for the permission to commercially use Hoodia related traditional knowledge of the San, share with the San financial benefits that arise from such use. 

	· Purpose of collection and expected results (e.g. research, commercialization)

	The Hoodia plant referred to by the San as Ghaap,!hab or !Khobab is a fleshy cactus like leafless succulent that is indigenous to Southern Africa. The San have chewed the Hoodia for centuries to suppress hunger and thirst when food is scarce. In 1996 the CSIR extracted the bioactive compound in the Hoodia responsible for appetite and thirst alleviation and patented it:

The Hoodia Patent (Patent no.198/3170) covers the
a) Process for preparing the Hoodia extract which has the appetite suppressant agent.

b) An extract comprising an appetite suppressant agent when produced by the above process.

c) A composition having appetite suppressant activity comprising the extract.

d) Other processes for extracting appetite suppressant agent from plant material.

e) An extract containing a particular chemical compound which is defined.

f) A group of chemical compounds per se not limited by function or derivation from plant material.

Scope covers any extract from any Hoodia plant with appetite suppressant activity, not just extracts from the varieties known to San. It implies that the patent extends to:

1) All Hoodia extracts containing appetite suppressants from any Hoodia plant (even species not known to San) are patented.

2) Any extract that contains the named chemical compound from any other plant. 

3) The group of chemical compounds per se.

The commercial potential of the Hoodia patent was the possibility that it could become a super-drug in the anti-obesity market which in the US alone has an annual revenue of $3 billion treating 65 million clinically obese people.
In 1997 CSIR licensed its patent rights to Phytopharm, a small UK based biotech company specializing in the development of phytomedicines. In August 1998, Phytopharm entered into a sub-licensing agreement with the US drug company Pfizer Inc, the largest pharmaceutical company in the world with annual revenues of approximately $ 48 billion. The sub-licensing agreement enabled Pfizer to take it through development and commercialization. The deal fell through after Pfizer returned the license to Phytopharm since it was not commercially viable. Phytopharm has now sublicensed the Hoodia patent to Unilever a global consumer products company has now purchased the license from Phytopharm and will commit an initial payment of $12.5 million out of a potential total of $40 million.



	· Location of prospecting area
The Agreement acknowledges the possible benefits of joint bioprospecting collaboration between the Parties and provides for the entering into of a detailed Bioprospecting Collaboration Agreement for them mutual benefit of both Parties subject to the bioprospecting policy of the CSIR and current legislation and conventions relating to bioprospecting. Both the CSIR and the San Council in accordance with the Agreement agree to apply “best practice” collection methods in their bioprospecting to ensure no negative environmental consequences occur as a result of the proposed bioprospecting collaboration. 



	

	· Location of research and development (e.g. in provider or user country)

	The use of the Hoodia by the San as a thirst quencher and appetite suppressant was discovered by anthropologists in 1937. In 1963 the CSIR undertook a project to identify edible wild plants of the region that could be used for survival by the South African Defense Force. Hoodia was successfully tested as an appetite suppressant. Further research was however discontinued because the CSIR lacked the technology to identify and extract the ingredients in the Hoodia that had appetite suppressing properties. The research was resumed in 1982 when the CSIR acquired the necessary technology. By 1995 the CSIR had extracted the bioactive compound in the Hoodia which gave it its appetite and thirst suppressing abilities. The bioactive compound was patented by CSIR in 1996. 
Commercial research and development of the Hoodia extract was advanced in the UK by Phytopharm under a program called P57 and after successful clinical trails Phytopharm sub-licensed its rights to Pfizer and later to Unilever for further development upto the product stage. 

	· Prior informed consent (how it is granted, by whom, under what conditions, whether indigenous and local communities involved)
Up until 2001, the San remained oblivious to the fact that their knowledge of Hoodia had commercial application, and that this knowledge had led to research, scientific validation, and the filing of international patents by the CSIR. They were, moreover, excluded from lucrative deals being struck between CSIR and Phytopharm (UK) to develop the drug. When questioned by journalists from the newspaper The Observer, the director of Phytopharm said he believed that the San were extinct. CSIR in its defense stated that they had always intended to share benefits derived from indigenous knowledge and this was their official organizational policy on bioprospecting. The CSIR however argued that it is difficult if not impossible to identify who the owners of indigenous knowledge were when it was widely shared between different communities and it was important not to raise expectations of communities regarding benefits until successful commercialization of the relevant products. 

In June 2001 as a result of an outcry by the South African NGO, Biowatch based on the news report in ‘The Observer’ and the succeeding media interest in the Hoodia case forced the CSIR to enter into access and benefit sharing negotiations with the San. In 2003 after intense negotiations, a benefit sharing agreement was reached between the CSIR and the San, to share with the San a portion of the royalties from potential drug sales.
 

	

	· Possible third party involvement  (e.g. conditions for transmission of resources to third parties)

	The San Council according to the Agreement warrants that it is the legal custodian of the traditional knowledge related to the Hoodia and this claim has not been challenged by any third party. The San Council also agreed that it will not enter into any agreement with third parties relating to the development of products or patents that will compete with those of CSIR. 

The San Council also indemnifies the CSIR against any claims by third parties in respect of Hoodia related traditional knowledge including claims, actions, judgments or judicial proceedings arising from any acts or omissions of the San Council in transferring the traditional knowledge to the CSIR. 

If any third parties institute claims against the CSIR in relation to the intellectual property infringements of the third party’s rights over knowledge related to Hoodia patents and products then CSIR if it so decides will challenge such claims. According to the Agreement the San Council will if required by CSIR offer the latter all the assistance it may need in challenging such third party claims. If such a third party succeeds in its challenge against the CSIR, then changes in the Agreement can be made to accommodate claims of such third parties. If any claims are made by third parties against the San Council on the basis that the third party has a right to share in the benefits of the Agreement, the San Council will inform the CSIR of such a claim and take the necessary steps to resolve the matter and if need be share the benefits the San Council receives under the Agreement with the third party if such a claim is successful. The CSIR however will not be obliged to make any additional payments beyond what is stated in the Agreement to the San Council in such a case.



	· Conditions if there is a change in use along the line (e.g. is there need for new PIC)

	Any intellectual property rights acquired by CSIR resulting from the use of San traditional knowledge relating to the Hoodia shall be exclusively owned by the CSIR. The San Council will share only in the monetary benefits as per the Agreement and have no rights of co-ownership of any such intellectual property rights. These intellectual property rights include chemical structures; biological or chemical information; manufacturing technique and designs; specifications and formulae; know-how; data, systems and processes; production methods; trade secrets; undisclosed inventions financial and marketing information; as well as registered or unregistered intellectual property in the form of patents, trade marks, designs or plant breeders’ rights (whether granted/registered or applied for) and copyright in any works, including literary works or computer software programs, relating to the Hoodia patents and products. The Agreement is a full and final settlement of all the rights of the parties associated with any patents and products that may arise out of the use of P57.



	· Type of benefits: non-monetary benefits (including information sharing, technology transfer), monetary benefits (including need to examine how intellectual property rights are addressed, e.g. joint ownership)

	The benefits of the Agreement to the San Council are primarily financial. 

The monetary benefits are 8% of milestone payments received by CSIR from Phytopharm during the product development period and 6% of the royalty income received by CSIR from Phytopharm as a result of the successful exploitation of P57 products arising from its licensing income or sales anywhere in the world.

Non-monetary benefits are limited to CSIR collaborating with the San Council to make existing CSIR study bursaries and scholarships available to members of the San community.


	· Mechanisms for benefit-sharing (short, medium, long terms, who are benefits shared with)

	The money will be paid by CSIR to the San Trust (Hoodia Benefit Sharing Trust) formed by the San Council in accordance with the Agreement. The purpose of the San Trust will be to receive money from the CSIR and use the money for the well-being of the San peoples of Southern Africa by identifying deserving San beneficiaries in accordance with the aims of the San Trust- Specifically the San Trust would use the money for the development, education and training of the San community along with supporting projects and institutions that will improve research and protection of the traditional knowledge and heritage of the San peoples. The San Trust ultimately would function as an effective vehicle to handle and disburse money received as a result of the Agreement in a transparent, accountable and equitable manner. The Agreement states that the money received by the San Trust will be used only to attain the aims of the San Trust and any use to the contrary would require the written consent of the CSIR.  

	· Use of traditional knowledge (if so, how is PIC of indigenous and local communities addressed and what kind of benefit-sharing)

	The agreement is a result of the PIC given by the San community to the CSIR for the commercial use of their traditional knowledge regarding the Hoodia. The San community was represented by the San Council which is a voluntary association representing the =Khomani, the !Xun and the Khwe San communities of South Africa in terms of a constitution signed and adopted on 27 November 2001. The San Council is the South African affiliate of WIMSA (the Working Group of Indigenous Minorities in Southern Africa,) and therefore represents in addition to the South African San communities, the San peoples of Angola, Botswana and Namibia with whom the benefits will be shared equally.


	Compliance and legal remedies (e.g. in case of breach of terms of contract):

	If any breach of the Agreement not remedied by the party in breach within 30 days of receiving written notice of the breach by the aggrieved party, the latter may terminate the Agreement. The Agreement can also be terminated by either party when a) the defaulting party is placed under voluntary or compulsory liquidation or judicial management or receivership or b) when a final judgement is passed under the defaulting party and the judgement is unfulfilled for a period of fourteen days or more after the defaulting party has become aware of it or c) when the defaulting party takes any steps to cease carrying on its business or makes any arrangement with its creditors. 

Any dispute arising from the Agreement while it is in force or after its termination shall be submitted to and determined by arbitration in accordance with the rules of the Arbitration Foundation of Southern Africa (AFSA). The AFSA will appoint one arbitrator and the decision of the arbitrator will be final and such a decision can be converted into an Order of Court.

Neither Party shall be liable for delays or failure in performing any obligation under this Agreement due to causes beyond their reasonable control. If however such causes extend beyond a period of six months, then either party can terminate the Agreement. 



	Benefits realized to date (refer to Appendix II of the Bonn Guidelines for examples of monetary and non-monetary benefits):

	The 31 March 2006 financial report of the San Trust states that it has recieved a total income of 5, 87,305. 45 Rands. This money is currently being used in order to strengthen the institutional base of the three San Councils in the three countries (South Africa, Namibia and Botswana) where the majority of the San live. It is anticipated that larger amounts of money will flow at at later stage.
Non-monetary benefits include a sense of pride and valuing of their culture and traditional knowledge amongst the San and a greater awareness of its potential for the socio-economic development of the San community. Such as awareness has resulted in the WIMSA (San) Media and Research Contract which requires an agreement guaranteeing full disclosure and negotiation of benefits prior to any disclosure of information. The Agreement and the relationship developed between the San and the CSIR as a result of it has led to a San-CSIR joint bioprospecting agreement wherein the CSIR will work with the San to record their traditional and medicinal knowledge on a private data base and also initiate research on such knowledge with the aim of developing marketable products. Any intellectual property emerging from this will be jointly shared between the San and the CSIR. The entire process has fostered an understanding amongst the San leadership of the concept of Access and Benefit Sharing and their rights under international and South African law. This has led to a second ABS agreement between the San and the South African Hoodia Growers Association.

 

	Direct contribution to poverty alleviation, if any:

	There are no direct contributions to poverty alleviation yet. A part of the money has been used to cover the expenses of the San Council in their efforts to organise and represent the interests of their community at various forums. The long term benefits of developing a responsible and politically accountable leadership for the San community will be invaluable. 

	Lessons learned to date):

	Lessons learnt to date include:
1) A need for a representative, accountable, transparent and politically aware leadership at a community level

2) It is imperative to develop keen understanding of their rights and ways to protect them amongst community members

3) It is absolutely necessary to put in place community structures that are able to transparently and accountably received and manage the benefits received from ABS agreements and ensure that the benefits are equitable shared by the entire community

4) Communities that share the same resources and knowledge that are spread across regional and national borders need to work together to share the benefits received as a result of ABS agreements

	What changes at the local, national and/or international level would significantly have made a difference regarding benefit-sharing and poverty alleviation?

	The rights of the San would have been far more secure if the South African National Environment Management: Biodiversity Act 2004 and its Regulations (2008) had been in place at the time they entered into the Agreement. The greatest challenge for the efficacy of the Agreement however is the lack of compliance measures in user countries. Such compliance measures would require an International Regime on ABS which mandates user countries to ensure that commercial interests operating within their borders comply with international ABS requirements and provider country legislation. The International Regime would also have to provide for a disclosure of origin prior to the granting of any patents to applications that could potentially involve genetic resources and/or associated traditional knowledge.
Currently there are massive levels of biopiracy where diet products claiming to contain Hoodia can be purchased in a number of pharmacies and health stores in South Africa, Europe and the US. Studies have shown that some of these products don’t contain Hoodia at all. The San as a result of the Agreement are prevented from entering into any agreements with commercial interests that compete with the interests of CSIR. Neither CSIR nor Unilever have initiated any legal proceedings against these commercial interests that are selling Hoodia products in breach of the CSIR’s patent rights and the San’s rights to their traditional knowledge. The surfeit of untested poor Hoodia products in the market could damage the commercial potential of Unilever’s final Hoodia product thereby severely affecting the income that the San would eventually receive. It is therefore crucial that the relevant changes are made in the laws of user countries and within international law to prevent such biopiracy. 

	Contact details (postal address, phone, email):
The CSIR

P O Box 395

Pretoria  0001

South African San Council

Postnet Suite 92

Private Bag x5879

Upington 8800
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