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1. Introduction

From 24 to 27 June 2002 a meeting on “Public Agricultural Research: the Impact of Intellectual Property Rights on Biotechnology in Developing Countries” was organized by FAO in cooperation with the University of Tor Vergata. The meeting was hosted by the University of Tor Vergata and gathered experts from Biotechnology research institutions in Brazil, Mexico, Argentina, Cuba, Zimbabwe, South Africa, China, India and the Philippines, as well as the World Bank, WIPO, UPOV, ISNAR, CIMMYT, the Advisory Council of the CGIAR, USDA, the Ministry of Agriculture of the Netherlands, the Rockfeller Foundation, the private sector, other experts in their personal capacity and observers. The list of participants and the agenda are attached to this report. The proceedings of the meeting will be published in due course.

The meeting was opened by Mr. Jim Dargie, Director of the Joint FAO/IAEA Division and Chairman of the FAO Interdepartmental Working Group on Biotechnology, who, on behalf of the Director General of FAO, recalled the renewal of the commitment unanimously expressed by 183 countries at the World Food Summit: Five years later, towards reaching the objective of halving the number of unnourished people by 2015, and the contribution that new technologies, including biotechnology could provide to reach this goal, as stated in the Summit Declaration. Mr. Vittorio Santaniello, on behalf of the University of Tor Vergata welcomed the participants and introduced the schedule of the meeting.

The meeting sessions were preceded by a round table on where biotechnology is heading, in which a panel of technical experts representing various views discussed and answered questions from the audience regarding what are the main issues in agriculture biotechnology in general. Discussions provided a wider view of the main constraints affecting farmers’ access to biotechnology products. It was noted that while IPRs were considered as a key issue, particularly for countries with products already in the pipeline, questions related to biosafety regulations, marketing and distribution channels and extension work were in many cases  more limiting factors. 

The meeting was subsequently divided in three sessions: first the identification of constraints, needs and opportunities of the public sector research institutions in relation to intellectual property rights in biotechnology research; secondly policy and institutional issues surrounding the access to proprietary technologies and products; and finally the definition of strategies to strengthen public sector agrobiotechnology research to ensure food security and poverty alleviation. The final wrap up session dealt with  conclusions and follow up strategies. Each of the sessions was followed by a round table for discussion, which allowed wide participation from the audience therefore broad discussion of the issues. This report follows the structure of the agenda. 

2. Setting the scene: Identification of constraints, needs and opportunities within public sector research institutions

The session was initiated with presentations of two background papers which focused on the identification of IPR issues that are having an impact in agricultural biotechnology research in developing countries from the policy and economic perspectives and set  the ground for the detailed presentations by country experts that followed. 

Country experts presented an overview of the status of biotechnology development in their countries, identifying main gaps needs and opportunities in relation to intellectual property issues. Experts commonly stated the overall complexity of the issue, and the general lack of awareness and expertise in IPR legislation and management in research institutions, narrowing the margin for negotiations with IPR holders. In particular, the following main needs and constraints throughout the research process were identified:

Lack of IPR strategies. In terms of capacity and public investment participating countries could be divided into countries with strong biotechnology programmes, developing their own products, and countries with medium and small programmes, still with the capacity to adapt technologies and products developed elsewhere. These differences also translated in the status of policy development. While experts of some countries stated that their countries had already gone through the process of development of IPR policies in agricultural research, i.e. Brazil, and Cuba, others mentioned that this initial step had not yet been undertaken due to the complex social and ethical issues it was posing. Experts argued that in some countries patentability of the results of publicly funded research, even for high technology content products, was considered questionable. It was also mentioned that in some cases it would need a clear definition of who is entitled to benefit from these rights, considering the various social groups that may have been involved in the development of the final product, including farmers groups contributing to particular plant varieties. 

 Also mentioned as serious constraints to the definition of coherent policies not only on IPR, but also in other regulatory areas affecting biotechnology products were fragmentation of competencies and divergent views amongst different stakeholders 

Constraints in the access phase. It was pointed out that researchers are generally unaware of the proprietary status of the technology or product they are using in their research. Some experts stated that patent legislation in their own countries provided protection for biotechnology methods, but did not allow for the protection of the products they were using for their research, including promotors, or entire genes. This facilitated the exploitation of some final research products in their own countries for which only unprotected products had been used. However, some experts stated that the use of protected products and technologies for which access conditions had not been negotiated with patent holders would prevent commercialization of the final product in third countries where patent rights would stand, and that this had forced them to redesign their exploitation strategies.

Some experts indicated that the development of a negotiation strategy to access a particular technology or product was not an easy task, since it requires specific skills and knowledge to identify the terms and appropriate time to initiate the negotiation with the patent holder.

Constraints in the deployment of products. IPR issues were identified as one of the elements in the wide matrix of commercialization strategies. Unlike traditional seed products, it was  argued that there is in general a lack of a clear strategy on deployment and commercialization of  products derived from modern biotechnology. Experts mentioned that there was a clear gap in the definition of strategies aimed at bringing biotechnology products from laboratories to farmers at the domestic level. In relation to foreign markets, it appeared that while most of the participating countries have wide experience in commercialization and export of commodities, they are facing great difficulties in commercializing and exporting the products of biotechnology research. The limited expertise on export strategies for high technology products, the weak negotiating position in some cases to reach agreements on IPR protected technologies or intermediate products used in the process of product development, the lack or unclear policies on protection of their own products, the high costs of patent procedures and associated transactions, and the low level of local business acumen were cited as the main constraints. 

Some experts mentioned that the establishment of strategic alliances with the private sector to negotiate wide commercialization packages that would include IPR aspects on one side, while at the same time building entrepreneurial capacity in applied biotechnology research, could be key to fill that gap. Some examples were provided by the expert from Brazil. The development of participatory breeding and research approaches could help moving biotechnology research products to farmers’ fields. Some participants added that the lack of clear and working biosafety regulatory systems in their countries is a constraint to bringing their own nationally-developed products from public laboratories to domestic farmers.  It was however widely recognized by the participants that stringent regulatory policies on biotechnology derived products not only in developing countries, but mainly in developed countries was influencing or even directing their public research agendas in relation to export commodities. 

Access to information. Experts expressed concern about the difficulties in finding comprehensive information about research projects taking place in developing countries and requested FAO to play a more direct role. They were informed of the recent initiatives undertaken by FAO to gather this kind of information, that will soon be available through a web database. Participants also mentioned the need for readily available information concerning IPRs, licences and freedom-to-operate with respect to enabling technologies such as key promoters, genes, tools for genetic transformation etc. The participant from WIPO informed about available public databases on protected information and specific services provided to developing countries on request. It was recommended that FAO and the CGIAR should consider the usefulness of further work in this regard. 
3. Policy issues at institutional, national and international levels

Policy development in biotechnology, including IPR aspects varied among countries, depending on the size of the agricultural biotechnology research programme, the development of legal frameworks adapted to the priorities of the country or the expertise acquired in IPR management in other biotechnology areas, such as the pharmaceutical sector. 

Institutional issues. Some experts stated that the development of strategic IPR policies at institutions required some critical decisions to be made, in particular: 

· what to patent: publication versus protection by IPR; 

· when to patent: the appropriate time in the research process to file the patent application; 

· who holds the rights: the identification of the patent holder and beneficiaries of potential revenues from commercial exploitation of the patent, including potential shares for the inventor or research team originating the invention and the institution which hosts them. 

The role of technology transfer offices was introduced through two case studies, Brazil and the United States of America. Key institutional issues identified by experts included the following: 

· the need to inventory and analyse intellectual assets at institutional level, as a necessary step to define better the actual freedom to operate and identify the needed assets. The importance not to overestimate IP assets, since their value is defined by the existing demand was noted in this process; 

· the need to negotiate access to a protected technology or an intermediate product required for a research programme before the final result had  been obtained; 

· the importance of a clear understanding of the freedom to operate around each protected invention. 

· the development of partnerships with the private sector, foundations and public companies as a key part of a good negotiating strategy;

· the strong need for human capacity to develop a specialized trained team at institutional level to deal to IPR related issues;

· the importance of promoting business development and the potential establishment of incentives for researchers towards commercial development (incentives in the form of, i.e., career development, financial returns, etc.); some experts noted however that in some countries the institutional structure did not allow for such local incentives due to the existence of a centralized structure.

· the utility of material transfer agreements in negotiating for the commercial use of research results, while minimizing costs and facilitating the research process.

Policy issues at national level. The social dimension was given special consideration. The experience of the Netherlands in developing a national strategy on biotechnology was presented as a case study. The Dutch expert explained that public support for a national policy requires coherence among different departments, is based on confidence and trust, and is built and legitimated through public debate. In stressing the importance of holding a national debate on biotechnology the following key issues were highlighted: 

· the timing of such debate: before or after drafting national legislation; having a draft legislation to debate could facilitate discussions; 

· who will participate: definition of stakeholders; the wider the group, the more legitimate the results;

· communication terms: communication should be spontaneous, open and transparent but should not preclude the results of the debate;

Policy options at international level. Experts were given an overview of the regional cooperation treaties and agreements to facilitate cooperation in the IPR examination and granting procedures. Cooperation could cover either the administrative part of the procedure only, leaving the granting procedure to each national IPR office. Examples include the Patent Cooperation Treaty, or the trilateral agreement between the United States Patent Office, the European Patent Office and the Japanese Patent Office. Or Cooperation could extend to the entire procedure, including one single procedure for examining and granting for all the countries that are party to the agreement and on request  by the applicant. Examples of this include the procedures followed by the European Patent Office, the African Regional Intellectual Property Office, (ARIPO) or the Regional Office for Industrial Property (OAPI). 

Experts were also given a general overview of IPR management by the International Agricultural Research Centres, using the specific case of CIMMYT as an illustrative example. It was pointed that while IPR policies vary between centres, there are efforts to harmonize them. In the  case of CIMMYT, it was noted that protection of research products is considered on a case by case basis and protected products and technologies were used (i) as bargaining chips in negotiating access to proprietary technologies, and (ii) to keep control and facilitate dissemination of research results. Any revenues eventually raised were to be used in support of the conservation and use of plant genetic resources held by the Centre.

The expert from UPOV explained the main characteristics of the sui generis form of protection for new varieties of plants provided by the UPOV Convention, as well as linkages between plant variety protection and patent protection in the final product, when the product is commercialized in the form of a plant variety. 

The expert from WIPO informed participants of the various activities initiated by WIPO in the field of biotechnology, plant genetic resources and traditional knowledge, in particular the establishment of a Working group on biotechnology and on the ongoing discussions taking place in the WIPO’s Committee on plant genetic resources and traditional knowledge.

The role of FAO in biotechnology was outlined. It was noted that FAO’s mandate in biotechnology, as recommended by its Committee on Agriculture, is based in four main pillars:

· providing policy advice;

· facilitating information exchange;

· providing technical and legal assistance to countries, on request; and

· monitoring of new developments and their potential impacts.

Two initiatives were introduced by FAO for discussion on two key issues: capacity building and inter-country cooperation:

Training and capacity building, including through a tool kit on IPR issues.

Participants made the  following observations:

· Training should be focused on the needs identified by countries themselves, be clearly targeted and complement the work of other institutions.

· A major gap  was the need for training of developing country officials involved in negotiations in trade and agriculture fora, to analyse their needs and strengthen their position to defend their interest with respect to food security and poverty reduction. Experts requested FAO to provide assistance in this regard. 

· Experts also suggested international support to assist countries in developing national legislation, including on plant breeders’ rights in order to fulfil  international obligations resulting in particular from the TRIPS Agreement and to implement nationally the new International Treaty on Plant Genetic Resources.

Establishment of a Biotechnology policy network.

The possibility of establishing a policy network with an initial focus on IPRs was discussed in detail. The network would be established with the overall objective of promoting global initiatives to address common problems in order to maximize developing country efforts in agriculture biotechnology research. More specific objectives would include:

· Establish a forum for discussion of specific policy issues and a network of national focal points on agricultural biotechnology in developing countries as a mechanism to ensure dissemination and exchange of information 

· Establish a platform to launch collaborative partnerships among its participants, with a particular focus on South-South cooperation;

· Increase capacity in developing countries in specific policy areas, including IPRs and other policy regulatory aspects;

· Increase awareness of policy makers in developing countries on important policy issues in agricultural biotechnology.

To achieve these objectives, specific programmes of work would be established on an annual or biennial basis, including in particular;

· Establishment of an electronic distribution list for dissemination of information on policy and regulatory issues of interest;

· Documentation and publication of best practices and guidelines on policy making in biotechnology;

· Development of case studies on specific policy and economic aspects, such as impact of IPRs in agricultural biotechnology in developing countries;

· Documentation of successful partnerships between public and private sectors;

· Capacity building through training courses for national officials on specific policy issues, including on IPR;

· Organization of high level meetings and seminars on specific policy issues to raise awareness and enable common strategies;

· Development of specific project proposals to address identified gaps and needs of participating countries.

Structure of the network

The network would have participation from various groups, in particular NARS in developing countries currently working in biotechnology, and would have a global scope. It should also include IARCs, international organizations, private sector representatives, participation from the scientific community and donor countries and agencies.The network would be coordinated by a steering committee composed of one representative from each group who would agree on administrative and procedural matters. The committee would be assisted by a secretariat that would ensure overall coordination and follow up of specific activities. Specific terms of reference for the steering committee and its secretariat should be agreed by network members at its first meeting. 

Participants at the meeting agreed that sustainability of the network should be ensured through continuous support of its members, particularly donor countries and agencies. Funding for the implementation of specific projects would need to be  identified. 

It was also agreed that FAO, in cooperation with ICABR, would explore the feasibility of this initiative, including through establishment of broader partnership and support from other interested agencies and international organizations.

4. Identifying strategies to strengthen public sector biotechnology research for ensuring food security and poverty alleviation

Speakers presented recent initiatives undertaken at international level to strengthen access to biotechnology products and techniques through the development of wide partnerships with IPR holders in developedcountries. Special attention was devoted to the African Agricultural Technology Foundation (AAFT), and the Intellectual Property Clearing House (IPC), both launched with support from the Rockfeller Foundation. The AAFT was described as a demand driven non-for-profit company based in Africa, which has as its main goal the facilitation of proprietary technology transfer in Africa. Stakeholders participating in this initiative (the Foundation, private companies and public sector researchers) will 'scale up' or replicate best practice experiences of existing partnerships to transfer and develop proprietary technology, while building national capacity and reducing the transaction costs faced by all partners. Capacity building in research and regulatory aspects will be provided on a project-by-project basis. Participants expressed clear support for this initiative although questions were raised regarding its long-term sustainability. To this end, involvement of donors, governments and the private sector, as well as potential revenues from license fees was foreseen.

The IPC initiative, still in development, would include initially the public sector research Institutes of the United States. Although experts expressed their strong interest in the initiative, the involvement of public institutions in developing countries was thought to be premature.

The private sector perspective was introduced by an expert from Syngenta, showing the specific example of the golden rice, for which they hold most of the proprietary rights. The communication aspects of this particular case raised great interest, as unrealistic expectations of rapid and major genetic gains in developing countries from such varieties could add to the negative perception of biotechnology products in the medium term.

5. Main recommendations

Experts agreed that: 

· at national level, a multi-stakeholder approach should be followed to develop a national strategy on biotechnology;

· technical assistance on managing proprietary knowledge was  a common need across countries. In defining training initiatives, other training niches to be filled in IPR related issues should be identified and included;

· the definition of a strategy to manage the freedom to operate around protected inventions was a key need

· the possibility of establishing a policy network on biotechnology with an initial focus on IPR issues should be further explored. Participants agreed to provide more detailed comments once the meeting report had been made available;

· regional initiatives to manage IPR issues collectively have great potential to facilitate research in biotechnology. FAO’s potential role as a catalyst was emphasized.

· initiatives towards facilitating available information on the proprietary status of technologies and products, including in particular the periodical development of a document on the proprietary status of key enabling technologies and products should be supported. 
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