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OPEN-ENDED AD HOC INTERGOVERNMENTAL COMMITTEE FOR THE NAGOYA PROTOCOL ON ACCESS TO GENETIC RESOURCES AND THE FAIR AND EQUITABLE SHARING OF BENEFITS ARISING FROM THEIR UTILIZATION
Third meeting

Pyeongchang, Republic of Korea, 24-28 February 2014
Items 4.2 and 4.3 of the provisional agenda*
A.
Exchange of views on the state of the development, updating and use of sectoral and cross-sectoral model contractual clauses, voluntary codes of conduct, guidelines and best practices and/or standards (articles 19 and 20)
I.
Background

1. Pursuant to decision XI/1, section A, paragraph 6, of the Conference of the Parties, the third meeting of the Open-ended Ad Hoc Intergovernmental Committee for the Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable Sharing of Benefits Arising from their Utilization held an exchange of views on the development, updating and use of sectoral and cross-sectoral model contractual clauses, voluntary codes of conduct, guidelines and best practices and/or standards, at the 5th session of the meeting, on 26 February 2014, under agenda item 4.2. Prior to the meeting, Parties, other governments, relevant international organizations, indigenous and local communities and other interested stakeholders had been invited to submit information on the matter, which had been made available through the Access and Benefit-sharing Clearing-House during the pilot phase.
II.
Panel presentations
2. The exchange began with presentations from a panel of speakers representing a range of perspectives.
Mr. Rodrigo Gonzalez Videla, Ministry of Environment and Sustainable Development, Government of Argentina 
3. Mr. Gonzalez Videla, giving a brief overview of the history of the access and benefit-sharing process in Argentina, said that a resolution had been adopted in 2010 that governed access to genetic resources and fair and equitable sharing of the benefits arising out of their utilization. The document was based on the Bonn Guidelines and the documents that had laid the foundations for the Nagoya Protocol. It established prior informed consent and mutually agreed terms as minimum requirements for the issuance of import or export permits for all genetic resources. Following the adoption of the resolution, capacity-building activities had been conducted, in cooperation with public and private institutions at the national and provincial levels. The key objectives were to disseminate information on access and benefit-sharing, build the capacity of the competent authorities, ensure transparency, and advise stakeholders on obtaining prior informed consent. 

4. Model mutually agreed terms had been prepared, drawing on work done by relevant organizations and academic institutions, including the World Intellectual Property Organization Traditional Knowledge Documentation Toolkit. The guiding principles and related clauses contained in the models had been taken from other sources adapted in accordance with country-specific circumstances. The models had been intended to provide guidance on issues such as minimum requirements for mutually agreed terms. In cooperation with different public and private institutions, terms for the transfer of genetic materials were being drafted as a compliance tool to be used by Argentine scientific institutions. One of the three models mutually agreed terms had been developed in cooperation with the Faculty of Exact and Natural Sciences of the University of Buenos Aires. The Government also collaborated with the national scientific community on mainstreaming access and benefit-sharing issues through different capacity-building and dissemination strategies. 

5. He said that Argentina was a federal State and management of natural resources was not handled the same way in all provinces; while some had adopted clear guidelines, others had not. Experience had shown that models needed to be case-specific and updated regularly. The main feature of those models was their adaptability to any given case. It was important to steer clear of airtight, inflexible structures. By evaluating the different models on a regular basis, national and provincial authorities and users gained valuable experience. Although the original models had been updated over time, the updated versions had not been published due to capacity constraints. The day-to-day learning process had prompted some provincial authorities to develop their own regulatory measures and instruments for disseminating information on issues related to access and benefit-sharing. A range of tools was available that could serve as voluntary codes of conduct, guidelines and best practices and standards. Raising stakeholders’ awareness of the tools available to them, raising the profile of the issue and building capacities were the greatest challenges at hand.
Ms. China Williams, Royal Botanic Gardens, Kew, United Kingdom

6. Ms. China Williams, introducing the Kew Royal Botanic Gardens (“Kew”), explained that it was a UNESCO World Heritage Site, run as a non-departmental body and registered charity, and received between one and two million visitors a year. Its mission was to inspire and deliver science-based plant conservation worldwide, enhancing the quality of life. Kew had 19 major collections, encompassing preserved herbarium specimens, living material and documentary and visual references. Every year, over 60 overseas plant-collection trips were conducted and over 60,000 herbarium specimens and 10,000 live plants and seeds were exchanged. Kew held 60 access and benefit-sharing agreements and memoranda of collaboration with partners across the world.

7. Kew had worked to develop sectoral principles, guidelines and a code of conduct on access and benefit-sharing (ABS), on the basis of which individual institutions could develop their own ABS policies. Those tools ensured that best practices relating to access and benefit-sharing were being followed despite variations in national legislation and interpretation, and demonstrated to Governments and partners Kew’s commitment to implementing the Convention on Biological Diversity. Global participation in the development of the tools had also helped to build trust between institutions and produce a comprehensive and balanced outcome. However, implementation had proved challenging for smaller gardens and the tools themselves remained static and difficult to update.

8. On the basis of the common sectoral principles, Kew had developed its own ABS policy, approved in 2004. The process had increased commitment, ownership and understanding of the issues among its staff. The most significant outcome was an institutional toolkit, which was now available on the website of the Convention on Biological Diversity. A dedicated CBD unit was set up, and training and guidelines on access and benefit-sharing and traditional knowledge were developed for staff. Policies and procedures were established for, inter alia, field work and data-collection; model documents were created for, inter alia, non-commercial research access agreements and memoranda of collaboration. Model clauses within those documents addressed issues ranging from the need to obtain prior informed consent and monetary and non-monetary benefit-sharing.

9. In Kew’s experience, using model agreements and clauses helped in the planning of work, as they were transparent, predictable and legally secure. They clarified best practices and sped up the negotiation process. On the other hand, the models took time to develop and sometimes partners used different models. It should also be remembered that models were only models, and needed to remain flexible and allow for the establishment of mutually agreed terms.

10. Among current projects, Kew was currently updating internal policies and procedures in line with the Nagoya Protocol and European Union regulations. It was also working with Botanic Gardens Conservation International to develop a toolkit for botanic gardens implementing the Protocol.

11. In closing, she said that model codes and agreements needed to be followed up with monitoring and assessment mechanisms to ensure compliance. While developing institutional policies and agreements on the basis of sectoral guidelines built trust, both internally and externally, the process required time and investment. One of the main challenges remained the need to stay flexible in order to integrate changes in line with new protocols and national legislation.

Mr. Geoff Burton, United Nations University – Institute of Advanced Studies
12. Mr. Geoff Burton, delivering the presentation on behalf of Ms. Catherine Monagle, gave an overview of a study of model contractual clauses, codes of conduct, guidelines, best practices and standards, conducted by the Institute of Advanced Studies of the United Nations University. The study examined existing model tools for access and benefit-sharing, and provided reflections on the way forward, from the perspective of the Nagoya Protocol.

13. The study had revealed that many model contractual clauses predated the Nagoya Protocol but still coincided with the objectives and provisions of both the Convention on Biological Diversity and the Nagoya Protocol. There was also relative uniformity in the range of issues covered by the agreements, including statements as to commercial or non-commercial intent and intellectual property rights. Most model agreements were flexible enough to allow for negotiation between parties and tailoring to context.

14. Codes of conduct, guidelines, best practice and standards, it emerged, were especially useful in guiding users and providers in developing access and benefit-sharing arrangements where one or both parties had not yet adhered to principles underpinning the Nagoya Protocol. The overlap between those tools and tools designed to support implementation of Article 8(j) of the Convention and Article 12 of the Protocol should also be borne in mind.

15. Among the preliminary conclusions of the study were that the tools provided for under Articles 19 and 20 were useful in translating the goals of the Protocol from broad statements to practical reality. However, it was not yet clear how many such tools existed or what lessons had been learned through using them. The Access and Benefit-sharing Clearing-House would play a key role in closing those information gaps. Consideration should be given, in that regard, to the potential for cross-referencing between the Access and Benefit-sharing Clearing-House and the databases of the World Intellectual Property Organization. Finally, despite the clear value of such models and tools, their limits should also be noted.

16. Mr. Burton then presented the main observations and recommendations of the informal meeting for the implementation of Articles 19 and 20 of the Nagoya Protocol, organized by the Government of Japan, for which the study had been prepared. The meeting had been well attended by experts from a range of backgrounds.

17. The experts observed that model contractual clauses and guidelines reduced the gap between regulation and practice by providing, inter alia, consistency and legal certainty. However, the development and use of such model clauses and tools needed to be supported by capacity-building. The wording of the two articles also needed to be clarified. In addition, it was agreed that there should be greater focus on conservation and sustainable use, on compliance and on the use of model clauses and guidelines by indigenous and local communities.

18. Recommendations emanating from the meeting included continuing the collection of model clauses and guidelines, while exploring common points between those tools, and learning from existing commercial practices. Differences between the various tools also needed to be better understood, along with how to approach the termination of agreements.

19. With regard to the models themselves, the experts recommended that they should be adapted to better reflect the fact that non-monetary benefits were immediate and might exceed monetary benefits; should have a greater focus on technology transfer; and should be used in awareness-raising efforts. Clarity should also be sought on how best to understand and address “change of intent” from non-commercial to commercial use within ABS agreements.

20. In closing, Mr. Burton encouraged participants to consult information document UNEP/CBD/ICNP/3/INF/2 or to contact Ms. Catherine Monagle for further details and a more comprehensive overview of the aforementioned study. He also drew their attention to the report of the informal meeting, contained in information document UNEP/CBD/ICNP/3/INF/3.
III.
question-and-answer session 

21. Following the presentations, the representatives of Australia, the Bahamas, Canada, China, Ethiopia, the European Union and its Member States, Timor-Leste and the representatives of the International Indigenous Forum on Biodiversity and Third World Network, addressed questions to the panellists.
Response by Ms. China Williams
22. Ms. Williams, in replying to a question about the situation of smaller institutions’ capacity to dealt with Article 19 and 20-type tools, said that the main issue was staff time and capacity analyse policies, agreements and the internal arrangements of the institution in question. 

23. In order to deal with issues of change of use and intent, she explained that Kew Gardens had a standard non-commercial agreement, which contained a clause stipulating that any commercialization would be subject to a separate written agreement and any change of use would require new prior informed consent and mutually agreed terms. Much thought had gone into finding ways to deal with such situations, especially in cases where materials were transferred to third parties. Change of use applied not only when commercialization effectively took place, but also if there was intent to commercialize.

24. When it came to benefit-sharing arising from the utilization of genetic resources and associated traditional knowledge, Kew Gardens negotiated agreements with the countries of origin of those resources and cooperated with local partners in the collection and recording of traditional knowledge in their place of origin.

25. Both national governments and indigenous and local communities had done considerable work on developing guidelines and guidance on benefit-sharing that could inform the development of model contractual clauses or codes of conduct by users. 

26. Replying to a question on benefit-sharing from genetic resources, Ms. Williams noted that Kew Gardens had collected abroad and that benefit-sharing was agreed between the parties in the context of negotiating relevant agreements. Such benefit-sharing could include technology transfer, capacity-building or other measures, as appropriate. Benefit-sharing with indigenous and local communities mostly occurred through partner institutions in the country of origin.

Response by Mr. Rodrigo Gonzalez Videla
27. When asked whether all existing model contractual clauses were known to the biodiversity community, Mr. Videla said that many had been updated but not made publicly available and might not be well-known to all stakeholders. It was also important to remember, that model contractual clauses needed to be developed on a case-by-case basis to fit case-specific circumstances. Each arrangement provided an opportunity to learn. Whether or not model contractual clauses on non-commercial use of genetic resources provided for changes of use or intent was an important factor in their evaluation. Both situations required renegotiation of the existing agreement. In the case of universities, the intent underlying the research was mostly taken as point of reference. In Argentina, model contractual clauses drew no distinction between marine or terrestrial genetic resources.

28. In his country, the main obstacle to implementing the process of granting prior informed consent to the use of traditional knowledge was a lack of awareness among indigenous populations. Current efforts therefore focussed on awareness-raising, including the translation of the Protocol and other relevant instruments into indigenous languages, and capacity-building on prior informed consent. Another focus lay on building trust.

29. In response to a question about the added value of model contractual clauses and voluntary codes of conduct and guidelines in the presence of relevant national legislation, he said that guidelines were useful tools to help understand and support the implementation of existing regulations. Codes of conduct, additionally, helped raise awareness. Together, they created greater transparency and clarify for all stakeholders and thus helped achieve compliance.
Response by Mr. Geoff Burton
30. With regard to the extent to which all existing model contractual clauses were known, Mr. Burton said that the study he had presented earlier had shown that many model contractual clauses had yet to be identified, especially those developed in languages other than English. Additional research to identify those clauses and make them available to the biodiversity community should be encouraged.

31. When it came to the distinction of how to deal with non-commercial versus commercial use of genetic resources, model contractual clauses were generally developed for non-commercial use. If that purpose changed, prior informed consent and mutually agreed terms would often need to be renegotiated. In some cases, national legislation already provided for that eventuality and stipulated such renegotiation. The Access and Benefit Sharing Management Tool provided useful guidance in that regard. A common concern was the difficulty in ascertaining whether it was the use itself or the intent of use that had changed. More research needed to be done in that area. As to the meaning of “commercialization” in that context, there were two lines of thought. Some took “commercialization” to mean taking an intended research outcome to produce a “profit”, while others interpreted the term as taking an intended research outcome produce an “economic return”. If a non-profit foundation undertook research that was put on the market and generated returns, for example, those returns would not be considered profit as it had been generated by a not-for-profit organization. However, even in that case, the provider of the resource used should receive an equitable share of the return. To date, the question remained unresolved.

32. When it came to monitoring, it was critical to obtain assurances that the research was undertaken for the declared purpose. Publicly funded research could, for example, be made contingent on the submission of a report to the competent authority whereby the user proved that the requirements had been met. For genetic materials sourced outside the country where the research was being conducted, evidence of provenance could be made a requirement. Similar processes could be applied to private research institutions. It was, however, important to maintain a degree of flexibility to adapt to specific circumstances; as excessive burdens could provoke non-compliance.

33. Although issues relating to terrestrial genetic resources were much more complex than those concerning marine genetic resources, no distinction should be made when developing relevant guidelines.

34. The World Intellectual Property Organization Traditional Knowledge Documentation Toolkit, the website of the United Nations University Institute of Advanced Studies, and the Access and Benefit Sharing Management Tool as revised in the light of the Nagoya Protocol could provide useful guidance on dealing with issues surrounding traditional knowledge. In addition, some countries had already developed relevant national legislation that might assist others.

35. With regard to the question of whether it was preferable to use a bottom-up or a top-down approach when developing model contractual clauses and similar instruments, he said that often developed standards on the basis of common interest. The Access and Benefit Sharing Management Tool, which had been led by a steering group comprising experts, providers, users and representatives of indigenous and local communities, had developed valuable guidance that did not reflect the particular interest of any given stakeholder as was thus very useful. Kew Gardens had led the development of common policy lines for botanic gardens, drawing on input from gardens around the globe. He was unaware of standards developed in the abstract that had been successful. In that connection, it was important to remember that guidelines should by definition not be prescriptive, but instead provide guidance. Governments should therefore be guarded against prescribing particular models or standards that might not be practicable and thus become a deterrent rather than a tool. In the light of recent developments, he cautioned against the development of guidelines that served as de facto regulations and the application of sanctions for non-compliance. The purpose of guidelines was to inform, not prescribe.
Observations by the Executive Secretary of the Convention on Biological Diversity
36. In connection with the question about difficulties facing small institutions in the implementation of the Nagoya Protocol, the Executive Secretary suggested that networking might be an effective way to overcome problems arising from insufficient human resources or capacity. In connection with the question who would be best suited to develop model contractual clauses, voluntary codes of conduct, guidelines and best practices and standards, he said that greater attention should be awarded to models or initiatives being developed from the perspective of providers, especially indigenous and local communities. It might be useful to collect and disseminate information on community protocols to broaden perspectives.
37. Observation by the representative of the International Indigenous Forum on Biodiversity
38. The representative of the International Indigenous Forum on Biodiversity (speaking on behalf his ancestors) reminded participants that people in the Amazon region, which was his home, had considerable experience and a long-standing relationship with “botanical envoys”. With the adoption of the Nagoya Protocol that relationship and had reached a turning point. The peoples of the world were facing a historic challenge to meet as brothers and sisters. Beyond piecemeal projects and divisions between Western and indigenous knowledge systems they had the opportunity to create a new, productive relationship based on respect and good faith.

B. 
Exchange of views on the state of implementation of the Nagoya Protocol
I.
Background

39. Pursuant to decision XI/1, paragraph 6, of the Conference of the Parties, the third meeting of the Open-ended Ad Hoc Intergovernmental Committee for the Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable Sharing of Benefits Arising from their Utilization held an exchange of views on the state of implementation of the Nagoya Protocol, at the 2nd and 3rd sessions of the meeting, on 24 and 25 February 2014, under agenda item 4.3. Prior to the meeting, the Executive Secretary had invited the submission of information on national or regional developments of relevance to the ratification and implementation of the Protocol, which had then been made available on the website of the Convention on Biological Diversity.

II.
Panel presentations
40. The exchange began with presentations from a panel of speakers representing a range of perspectives.
Mr. Hem Pande, national focal point for the Convention on Biological Diversity and Additional Secretary, Ministry of Environment and Forests, Government of India
41. Mr. Hem Pande said that his country was one of the world’s oldest and largest repositories of diverse biological and genetic resources, and of associated traditional knowledge. It had ratified the Nagoya Protocol in October 2012, though had already proven its commitment to protect biodiversity by enacting a Biological Diversity Act in 2003. The purpose of the Act was to conserve biological diversity, ensure sustainable use of its components, and guarantee fair and equitable sharing of benefits arising out of the use of biological resources.
42. A three-tiered structure had been established under the Ministry of Environment and Forests to implement the Act at the national, state and local levels. Heading that structure was the National Biodiversity Authority, which regulated and issued guidelines for access to biological resources within Indian territory, and the granting of intellectual property rights over those resources or associated knowledge, for non-Indian citizens and foreign companies. The Authority also played an advisory role to the central Government and state governments.
43. The Authority was responsible for determining equitable benefit-sharing arising out of the use of accessed biological resources and their by-products, and out of innovations, practices and knowledge associated with their use. That was done in accordance with mutually agreed terms and conditions between the person applying for approval, local bodies concerned and the “benefit claimers”, in other words the conservers of the biological resources and by-products, inter alia.
44. The criteria and time frame for benefit-sharing were decided on a case-by-case basis. The quantity of benefits was mutually agreed upon by the accessors and the National Biodiversity Authority, in consultation with the local bodies and benefit claimers, keeping in mind the extent of use, sustainability and expected impact and outcome. Where biological resources or traditional knowledge were accessed from a specific individual or group, the agreed amount would be paid directly to them.
45. In addition to monetary benefits, joint ownership of intellectual property rights was granted to the accessors and the Authority, or to benefit claimers, if identified. Areas from which biological resources were accessed also benefited from technology transfer and the establishment of research and development units, which helped to improve living standards.
46. Between 2003 and 2013, a total of 117 agreements had been concluded under the Act, relating to access to biological resources for research or commercial purposes, and third-party transfer, among others. Monetary benefits totalling INR 4.3 million had been shared in seven cases. Among the cases concerned were the export of seaweed by PepsiCo and the application for a no-objection certificate by an Ayurvedic doctor in order to obtain a patent for a herbal snake venom antidote.
47. Mr. Pande concluded by highlighting that the task ahead was to raise awareness among all stakeholders of the provisions of the Act, to strengthen institutional structures at the local level and to closely monitor all access and benefit-sharing (ABS) agreements.
Mr. Hugo-Maria Schally, Head of International Agreements and Trade, Directorate-General for the Environment, European Commission
48. Mr. Hugo-Maria Schally said that soon after the adoption of the Nagoya Protocol, the European Union (EU) had begun considering the measures necessary to enable ratification of the Protocol by the EU and by its individual Member States. An extensive impact assessment was conducted, including a broad stakeholder consultation, to examine the main elements of the Protocol and decide which would need to be addressed at EU level and which would be left to individual Member States to consider at the national level.

49. It was quickly concluded that access requirements would be left for individual Member States to determine, since that element of the Protocol was not mandatory. Only if access requirements established by individual Member States damaged the functioning of the EU internal market would the EU consider harmonization as a way of guaranteeing compliance with that principle. In line with the Protocol, it was decided that benefit-sharing would be handled through mutually agreed terms. With regard to compliance measures, the conclusion was that harmonized implementation across the EU would be necessary; a measure for which stakeholders consulted had also expressed a preference.

50. In a further study, the EU sought to identify solutions that would allow for the obligations under the Protocol to be fulfilled, while putting the least possible burden on users. The result was a proposal for an EU regulation based on the principle of “due diligence”. That proposal, together with the proposal to ratify the Protocol, was presented to the European Parliament and the Council of Ministers in October 2012.

51. An intensive period of discussions ensued between the three different institutions of the EU concerned. That process was now very close to completion, as both co-legislators had reached a political agreement on the text of a draft EU regulation, which would allow for ratification of the Protocol by both the EU and its individual Member States. The last steps would be a vote in the Plenary of the European Parliament in March and a decision in the Council of Ministers in April. At the same time, the Parliament would give its consent to the ratification of the Protocol by the EU. Finally, the Council of Ministers would adopt the regulation and authorize the deposit of the instrument of ratification, in time for holding the first meeting of the Conference of the Parties serving as the Meeting of the Parties to the Nagoya Protocol in October 2014.

52. The time schedule for ratification by individual Member States may vary according to their internal procedures. Nevertheless, individual Member States and their citizens would already be bound by the mandatory aspects of the Protocol with the entry into force of the regulation and the Protocol itself within the EU.

53. The EU regulation would also require Member States to establish sanctions and penalties at the national level, designate national entities to serve as checkpoints, and conduct checks of operators active at the national level. It would also establish important compliance facilitation tools such as “EU registered collections” and “recognized best practices”. With that regulation, therefore, the EU and its Member States would be well equipped to begin implementing the Protocol once it entered into force.
Mr. Preston Hardison, Tulalip Tribes

54. Mr. Preston Hardison said that the internal ecology of the rights and interests of indigenous peoples and local communities was made up of customary law, ancestral teachings, traditional beliefs, knowledge and practices, both sacred and secret and not secret, and stewardship obligations. Those rights were inherent, pre-existing, inalienable, based on cultural heritage and self-determination and universal in nature. The external ecology of those rights and interests was represented by treaties, agreements, laws, conventions and contracts at the State and international levels, including the Vienna Convention on the Law of Treaties and the United Nations Declaration on the Rights of Indigenous Peoples.

55. The standard Access and Benefit-sharing regime mostly took the external approach. It was decision-focused and limited to genetic resources and associated traditional knowledge, minimized considerations of conflicts of law and risks and focused on benefit-sharing and legal and procedural requirements, with a limited temporal and spatial horizon. Indigenous peoples and local communities, on the other hand, sought holistic, long-term solutions consistent with customary law, the inalienability of rights and guardianship and custodianship obligations. In that context, access and benefit-sharing solutions must be balanced against prior informed consent requirements for broad assessment of risks and benefits. 

56. Indigenous peoples and local communities faced a range of challenges linked to climate change, habitat loss, marginalization and threat to cultural survival, among others. Surrounded by a non‑indigenous society in which misappropriation was common, contracts were insufficient to protect those communities from cultural harm, unless biocultural community protocols were recognized. Indigenous and local communities needed procedural safeguards, restrictions on the uses of biodiversity based on respect for customary law and collective ownership, restrictions on transfers of traditional knowledge and checkpoints for changes in use. They must be guaranteed full participation in consultations, negotiations, monitoring and reporting and systems must be flexible to meet different aspirations and contexts. Community protocols could only function if close attention was paid to the ecology of each situation and outcomes were long term.

57. With the creation of national access and benefit-sharing mechanisms gaining momentum, prior informed consent and mutually agreed terms had become widely recognized concepts. The guiding principles of such regimes must be non-maleficence, progressive realization, non-regression, holism, resolution of conflict and most beneficial interpretation of law, and resource-based solutions.
Mr. Selim Louafi, French Agricultural Research Centre for International Development (CIRAD), France

58. Mr. Selim Louafi said that the research community was one of the most crucial stakeholder groups for legislation on access and benefit-sharing (ABS). The current narrative on ABS was built around direct access to genetic resources by private companies and monetary benefit-sharing. However, the research sector often played an intermediary role in situations where genetic resources are exchanged several times before reaching commercial use and it was also one of the main users of genetic resources. The benefits from such use extended beyond monetary gains to encompass broader returns, such as enhanced reputation.

59. Implementation of a protocol was not merely a legal or administrative step; rather, it involved a process of social experimentation and interactive learning. Existing practices in the research community should be documented, analysed and built upon with a view to facilitating implementation of the Nagoya Protocol. Efforts should be made to exploit opportunities provided for in the Protocol, such as those contained in Articles 8(a), 19 and 20, to accommodate the needs of research communities. Possible areas where current norms, values and practices in the research sector could contribute to the implementation of the Protocol should be identified with a view to improving mutual compatibility. For example, the documentation and monitoring practices of the research sector could contribute to the Access and Benefit‑sharing Clearing‑House and to monitoring of the utilization of genetic resources (Articles 14 and 17).
60. Some efforts had already been made to explore how existing practices in the research community could be best developed to facilitate implementation of the Protocol. It had emerged that the distinction between commercial and non-commercial research was not helpful; rather, the research community preferred a distinction to be drawn between “one-shot” and “long-term” collaboration, to reflect whether the exchange of genetic resources was a transaction or a partnership. Access and benefit-sharing agreements could pave the way for long-term partnerships that allowed for the sharing of non-monetary benefits, for example access to shared laboratories, without precluding the possibility of monetary benefits.
61. Further work was needed to determine what was of value to each partner in the exchange of genetic resources. It was also necessary to better account for the whole range of benefits generated by the research sector, in order to develop instruments able to capture and share those benefits.
Ms. Maria Julia Oliva, Union for Ethical BioTrade
62. Ms. Maria Julia Oliva said that her organization worked with the private sector to promote ethical sourcing of biodiversity. Companies attached great significance to the Nagoya Protocol and business engagement with access and benefit-sharing issues had increased significantly after its adoption. Awareness had grown, in particular, in the cosmetics sector, which had seen increased consumer interest in and demand for natural ingredients and ethical sourcing. The Biodiversity Barometer 2013 showed that a growing number of companies reported on sustainable development, biodiversity and biodiversity sourcing practices and made reference to related issues such as traditional knowledge and intellectual property rights. Those developments illustrated that companies had begun to build an understanding of access and benefit-sharing issues and integrate that knowledge into their practices. Companies had pointed out some obstacles to implementation, including difficulties in obtaining information on compliance, the absence of mechanisms to regularize operations and practices, and policy inconsistencies within the same country. 
63. Publicly available, transparent information on content and operation of access and benefit-sharing requirements was crucial to implementation which, in turn, must be monitored and enforced. It would also be useful to link access and benefit-sharing with broader sustainability practices and provide support for pioneering companies. The implementation of the Protocol was a key opportunity to engage with business to discuss and find answers to putting access and benefit-sharing in practice in the context of a mutual learning process and engagement with stakeholders. 
III.
question-and-answer session 

64. Following the presentations, the representatives of Brazil, China, Colombia, Nigeria and Peru addressed questions to the panellists.
Response by Mr. Hugo-Maria Schally
65. In response to a question about checkpoints, Mr. Schally said that the European Union had established checkpoints both at the initial and the final stage of the value-chain. Once granted funding, researchers were requested to declare that they would exercise due diligence to ascertain that the genetic resources and associated traditional knowledge used were accessed in accordance with applicable legal requirements. Information on genetic resources covered by access permits would be entered into the Access and Benefit-sharing Clearing-House mechanism and providers could verify whether the permit granted in the country of origin was consistent with their own requirements. Users along the value chain could thus obtain evidence that prior informed consent, mutually agreed terms and other relevant arrangements were adhered to. The due diligence declaration was requested again at the final stage of the value-chain, feeding back into the clearing-house mechanism. In the event that a user along the value-chain had failed to exercise due diligence or in a situation where a user had been aware that the information provided on the genetic resource in question had been incomplete or missing and had failed to discontinue utilization, penalties would be applied. It would then be up to Member States to decide whether the applicable sanctions should be of an administrative or criminal nature. 

66. In response to a question about ratification of the Protocol by individual European Union Member States, he said that the European regulation was mandatory for all Member States. Member States that had not ratified the Protocol would be covered through the European instrument and thus fully compliant with the Protocol. He was unable to provide specific information on the time frame for ratification by individual Member States as that depended on the internal processes of Member States and their policy decisions.
Response by Mr. Selim Louafi
67. Mr. Louafi acknowledged that some sectors of the research community showed reluctance towards the Protocol and highlighted the importance of gaining a deeper understanding of the nature and scope of such resistance. Drawing a distinction between commercial and non-commercial use of genetic resources, for example, had caused implementation problems. Understanding research practices and involving researchers in discussions at the national level was crucial. The research community would respond more favourably to information sharing and collaboration, including through tracing systems similar to the one currently piloted by the French Agricultural Research Centre for International Development, than to the establishment of checkpoints. Establishing a trusted relationship would be the way forward.
Response by Mr. Hem Pande
68. Mr. Pande said that India had set up a three-tiered structure for dealing with access and benefit-sharing issues: the National Biodiversity Authority was responsible for access requests from foreign users; the State Biodiversity Boards processed requests from domestic users at the state level; and the Biodiversity Management Committees dealt with local issues. India had had national legislation on access and benefit-sharing for over a decade. However, thus far there was no mechanism in place to track outside users and ensure prior informed consent had been obtained and/or that mutually agreed terms had been established. Therefore, an international regime such as the Nagoya Protocol was vital.
Response by Ms. Maria Julia Oliva
69. Ms. Oliva said that cosmetic companies were very concerned about their reputation and extremely careful about generating criticism. If the slightest doubt was cast on a supplier they were likely to seek alternative providers, which could sometimes work to the detriment of developing countries. Heightened awareness of the access and benefit-sharing regime among indigenous and local communities, the business community and the scientific sector had helped address such difficulties. Nevertheless, the scientific sector remained resistant to the Protocol. Good cooperation between the different competent authorities was important to overcome those challenges and greater interaction among international organizations might help achieve positive synergies.

IV.
GENERAL DISCUSSION 

70. Following the question-and-answer session, interventions were made by the representatives of Argentina, Australia, Benin, Brazil, Burkina Faso, Colombia, Costa Rica, Cote d’Ivoire, Egypt, Ethiopia, France, Germany, Guinea, Guinea-Bissau, Indonesia, Japan, Malaysia, Morocco, Namibia, Niger, Norway, Pakistan, Peru, Philippines, Republic of Korea, Samoa, Saudi Arabia, Senegal, South Africa, Switzerland, Thailand, Timor-Leste, the United Kingdom of Great Britain and Northern Ireland, Uruguay, and the representatives of the African Union and the United Nations Environment Programme.
71. Several Parties that had already ratified the Nagoya Protocol shared their experiences in regard to steps taken towards developing new or updating existing legislative, administrative and policy and other issues of relevance to the ratification and implementation of the Protocol Most of them reported that the ratification process had involved broad consultations with indigenous and local communities and commercial and non-commercial users of genetic resources and other stakeholders. Various Parties that had not yet ratified or acceded to the Protocol reiterated their commitment to doing so and described the nature of the steps taken towards that goal. Many Parties had embarked on legislative processes to prepare for ratification. While regulations had been, in some cases, drafted and were awaiting adoption other Parties were still at the consultation stage. Some Parties were working on the establishment of a national database of genetic resources and some had established or were considering establishing databases and registers for traditional knowledge. Others had developed or were in the process of developing national strategies on access and benefit-sharing. A number of countries had made great strides and expected to ratify the Protocol in time for the first meeting of the Conference of the Parties to the Convention on Biological Diversity serving as the meeting of the Parties to the Nagoya Protocol planned for October 2014. 

72. In the European region, the Andean region and the African region, simultaneous national and regional processes had been engaged. At the European level, a draft regulation establishing rules governing access and benefit-sharing for genetic resources and associated traditional knowledge had been proposed to enable the European Union to ratify the Protocol and formally become a Party. Some Parties stated that regional processes had delayed steps towards ratification at the national level. The Andean States were also cooperating on the establishment of regional regulations. The African Commission had developed guidelines to ensure the coordinated implementation of the Protocol; the draft guidelines had been submitted to the competent African Union bodies for adoption.

73. In several countries, national legislation already contained provisions concerning access to genetic resources and associated traditional knowledge and the sharing of benefits arising from their utilization. Elements such as mutually agreed terms, prior informed consent, sanctions and remedies for misappropriation, disclosure of source requirements, user country measures and due diligence requirements were enshrined in existing legislation of many Parties. Some Parties had adopted special provisions to protect the rights of their indigenous and local communities. However, in most cases existing provisions required updating to ensure full consistency with the Protocol and several Parties were undertaking assessments of current access and benefit-sharing laws and policies to that end. One Party described the difficulties of convincing stakeholders of the added value of the Protocol, given the existence of apparently adequate domestic provisions. Several parties noted heightened awareness of the Protocol among stakeholders as one positive development resulting from the drive for ratification.

74. Several Parties shared the lessons drawn from the implementation of domestic regulations on access and benefit-sharing that predated the adoption of the Nagoya Protocol. Parties had found it useful to draw a distinction between commercial and non-commercial utilization of genetic resources when issuing permits. They also concurred on the need to simplify and streamline existing systems to save time and resources, provide certainty, and encourage biodiversity research. In several cases, experience had shown that overly bureaucratic requirements were too costly and time-consuming. Some Parties had found it useful to centralize responsibility for issues relating to access and benefit-sharing, while others had opted for designating several competent authorities at different levels of government and in different sectors. Most Parties agreed on the value of cooperation between different sectors, stakeholders and Governments. Parties called for further debate on the interaction between the Protocol and other international instruments, especially those containing provisions on intellectual property rights and free trade. Several Parties also drew attention to the pending issues of the treatment of ex-situ collections.
75. Although many of the challenges arising in the context of ratification of the Protocol were country-specific, there were certain common denominators. Parties with federal structures of government had experienced difficulties arising from national versus provincial responsibilities, competencies, interests and ownership. Complex consultation processes had proven to be an obstacle to expeditious ratification in some cases. Some Parties mentioned considerable resistance against the Protocol in the scientific community. Geography and cultural diversity, and thus diversity of interests, were also mentioned as potential complexities in ratification. Developing Parties, in particular, had highlighted the need for assistance, both technical and financial, in the area of capacity-building, awareness-raising, drafting of legislation and other ratification-related processes. Some Parties made specific requests for assistance. Parties concluded that capacity-building should be based on the needs identified by through national assessments.  Some Parties shared their experiences in relation to providing financial and technical support for capacity-building towards ratification in developing countries, including assistance with the development of national access and benefit-sharing frameworks. Recipients of such support also described their experiences and mentioned the Global Environment Facility and the United Nations Development Programme as key partners. Several Parties deemed the allocation of adequate and timely financing through the Global Environment Facility as crucial.
-----
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