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report OF THE Central and Eastern Europe Regional Workshop on Capacity-building and Exchange of Experiences on Risk Assessment and Risk Management of Living Modified Organisms
INTRODUCTION

1. The Central and Eastern Europe Regional Workshop on Capacity-building and Exchange of Experiences on Risk Assessment and Risk Management of Living Modified Organisms (LMOs) was held in Chisinau, Republic of Moldova, from 26 to 28 November 2007.

2. The Workshop was attended by 21 participants from 13 countries and 4 organizations involved in risk assessment and risk management of living modified organisms. 

3. The following countries were represented: Armenia, Belarus, Bosnia and Herzegovina, Bulgaria, Croatia, Georgia, Hungary, Republic of Moldova, Romania, Serbia, Slovenia, Tajikistan, The former Yugoslav Republic of Macedonia and Ukraine.

4. The following organizations were represented: Black Sea Biotechnology Association, Ecospectrum-Bender, Eco-Tiras International Environmental Association and Global Industry Coalition. 

5. Five resource persons from the following organizations facilitated the Workshop: Austrian Federal Environment Agency, The Netherlands National Institute of Public Health and Environment, Norwegian Institute of Gene Ecology, Swiss Federal Institute of Technology Zurich and United Nations Environment Programme-Global Environment Facility (UNEP-GEF).

6. The objectives of the Workshop were to enable participants:

(a) To learn more about risk assessment and risk management in the context of the Biosafety Protocol and to review the general concepts, principles and methodologies;

(b) To exchange practical experiences and lessons learned in conducting/reviewing risk assessments and implementing risk management measures in Central and Eastern Europe; 

(c) To review existing guidance materials on risk assessment and risk management and consider the need for further guidance;

(d) To review the format and key elements of risk assessment reports/dossiers and summaries for living modified organisms;

(e) To identify mechanisms for promoting cooperation and networking in risk assessment and risk management at the regional level, including the exchange of information, expertise, training materials and risk assessment tools.

ITEM I.
OPENING OF THE WORKSHOP

7. The Workshop was officially opened by Hon. Constantin Mihailescu, Minister of Ecology and Natural Resources. Mr. Charles Gbedemah, Head of the Biosafety Division at the Secretariat of the Convention on Biological Diversity (CBD) also made opening remarks on behalf of Mr. Ahmed Djoghlaf, Executive Secretary of the Convention on Biological Diversity.

8. In his remarks, Hon. Mihailescu underscored the importance of capacity-building and sharing of experiences in the areas of risk assessment and risk management. He noted that the Biosafety Protocol requires Parties to make decisions regarding the import of living modified organisms for intentional introduction into the environment in accordance with scientifically sound risk assessments. It also requires Parties to establish and maintain appropriate mechanisms, measures and strategies to manage and control risks identified in the risk assessment.  Hon. Mihailescu reported that Republic of Moldova ratified the Protocol in 2002 and has taken numerous steps to implement it. In particular, the Government developed a National Biosafety Framework and adopted a Law on Biosafety as well as regulations on the authorization of testing, production, use or marketing of LMOs. It also established National Biosafety Testing Center for the detection and testing of LMOs. With support from UNEP-GEF, the Government is also currently implementing projects to strengthen national capacities to implement the national biosafety framework, raise public awareness and to access and effectively use the Biosafety Clearing-House. On 8 November 2007, the Parliament of the Republic of Moldova approved the law on ratification of amendments to the Article 6 of the Aarhus Convention with respect to public participation in decisions on the deliberate release into the environment and placing on the market of genetically modified organisms. This amendment was strongly supported by Moldavian delegates at the COP-2 in Almaty, in May 2005. In conclusion, Hon. Mihailescu emphasized the need for scientific and technical cooperation at regional and sub-regional levels in the area of risk assessment and risk management, especially in light of limited experience and capacities in the region.  He expressed hope that the workshop would identify opportunities and ways of strengthening such cooperation.
9. In his statement, Mr. Gbedemah thanked the Governments of Switzerland and Norway for the funding for the workshop and the Government of the Republic of Moldova for hosting it. He reported that this was the second in the series of the regional workshops to be held prior to the fourth meeting of the Conference of Parties serving as the meeting of the Parties to the Protocol which will be held in May 2008 in Bonn. The first one was held in Africa in August 2007. Mr. Gbedemah noted that a lack of capacity, particularly with respect to limited expertise in the field of risk assessment and risk management, continued to be a major challenge facing many developing countries and countries with economies in transition in the implementation of the Protocol. He noted that workshops were intended, among other things, to contribute to capacity-building in this field, promote the sharing of experiences, review existing guidance materials on risk assessment and risk management and identify gaps that need to be addressed.  The outcomes of the workshops would contribute to the discussions at the fourth meeting of the Parties which is expected, inter alia, to consider the need for developing further guidance on specific aspects of risk assessment and risk management and consider the appropriate modalities for developing such guidance.  In conclusion, Mr. Gbedemah urged participants to discuss freely and make concrete recommendations to enhance the capacity for undertaking and/or reviewing risk assessment in the region and to facilitate the discussions at the next meeting of the Parties. He thanked Hon. Mihailescu for his support in the organization of the workshop and for his personally opening it. He also recognized the contribution made by Dr. Angela Lozan and her team in handling the logistical arrangements for the Workshop. Finally, he expressed the Secretariat’s gratitude to the resource persons who offered to facilitate the Workshop. 
ITEM 2.
ORGANIZATIONAL MATTERS
10. Participants elected Dr. Angela Lozan (Republic of Moldova) to serve as Chairperson of the Workshop and Ms. Anastasia Idrisova (Tajikistan) as Rapporteur.
11. The Workshop adopted its agenda on the basis of the provisional agenda that was proposed by the Executive Secretary (UNEP/CBD/BS/RW-RA&RM/CEE/1/1).  The proposed programme of work for the Workshop (UNEP/CBD/BS/RW-RA&RM/CEE./1/1/Add.1) was also adopted (see annex I below).
12. The following substantive items were addressed:

(a) Introduction to risk assessment and risk management of living modified organisms;

(b) National and regional experiences and lessons learned in the implementation of the risk assessment and risk management provisions of the Protocol;

(c) Guidance materials for risk assessment and risk management;

(d) Key considerations in the preparation and/or review of risk assessments; and

(e) Regional cooperation and sharing of information and expertise on risk assessment and risk management.

Item 3.
Introduction to risk assessment and risk management of living modified organisms

13. Under this item, two presentations were made. The first one, entitled “Introduction to risk assessment and risk management of living modified organisms in the context of the Cartagena Protocol” was made by Mr. Erie Tamale from the Secretariat of the Convention on Biological Diversity. The second one entitled: “Risk assessment and risk management concepts, general principles, steps and methodologies: An overview”, was presented by Mr. Jan Husby of the Norwegian Institute of Gene Ecology.

14. Mr. Tamale described the Cartagena Protocol’s provisions on risk assessment (i.e. Article 15 and Annex III) and risk management (Article 16). He underlined the central role of risk assessment in decision-making regarding the import or release of living modified organisms into the environment. He noted that the Protocol provides that risk assessments should be carried out in a scientifically sound and transparent manner and on a case-by-case basis, taking into account recognized risk assessment techniques and guidelines developed by relevant international organizations. He also observed that Annex III of the Protocol provides a general harmonized framework for risk assessment agreed to by the Parties to the Convention on Biological Diversity during the negotiation of the Protocol and describes the objective and use of risk assessments under the Protocol, the general principles and methodology of risk assessment and the key points to consider in carrying out a risk assessment. Furthermore, Mr. Tamale noted that risk assessment and risk management are closely interlinked noting that the latter encompasses mechanisms, measures and strategies for regulating, managing and/or controlling risks identified in the risk assessment. Finally, he outlined the programme of work and decisions of the Conference of the Parties serving as the meeting of the Parties to the Cartagena Protocol on Biosafety with respect to risk assessment and risk management and the issues to be addressed at its next meeting.

15. Mr. Husby gave a brief historical account of the evolution of biosafety regulation and risk assessment in the United States and other OECD countries. He reported that in 1983, OECD member countries established an Ad hoc Group of governmental experts on “Safety and Regulations in Biotechnology" to review the country positions regarding the safety in use of genetically engineered organisms and identify the criteria adopted to monitor or authorize their production and use. In 1986, the OECD published the report of the Ad Hoc Committee, referred to as the “Blue Book” which became in many respects the basis for biosafety regulations of LMOs and gene technology in the western world. Mr. Husby described the general the principles and methodology of risk assessment specified in the Protocol (Article 15 and Annex III) with illustrations from the experiences in the European Union and Norway in conducting risk assessments. He also gave an overview of risk management systems and methodologies. He gave examples of risk management measures commonly applied to plant LMOs that are plants, including: isolation distances or “buffer zones”, border rows with non-transgenic plants (to catch pollen), after release treatment (e.g. inactivation of remaining plants and seeds and specific soil treatment after harvest), after release control (e.g. removal of volunteers) and partial or full restrictions preventing planting in specified areas (e.g. to prevent horizontal gene flow).
Item 4.
National and regional experiences and lessons learned in the implementation of the risk assessment and risk management provisions of the Protocol

16. Under this item, Workshop participants shared information on the current status, experiences and lessons learned in the implementation of risk assessment and risk management provisions of the Biosafety Protocol. They discussed the challenges encountered and capacity-building needs. The following participants made sub-regional case study presentations: Dr. Boris Anoshenko of Belarus (Baltic States), Dr. Maria-Mihaela Antofie of Romania (Black Sea sub-region), Ms. Anastasia Idrisova of Tajikistan (the Caucasus and Central Asian countries), Prof. Branka Javornik of Slovenia (Central Europe) and Dr. Aleksej Tarasjev of Serbia (the West Balkan countries).  Copies of these presentations were posted on the web page of the workshop: http://www.cbd.int/doc/meeting.asp?mtg=RWCBCEE-01. In addition, brief country presentations were made by participants from: Armenia, Bulgaria, Hungary, Republic of Moldova and Ukraine. Participants from the Black Sea Biotechnology Association and Eco-Tiras International Environmental Association also made short presentations on the activities and experiences of their organizations in the area of risk assessment and risk management. 
17. In his presentation, Dr. Anoshenko described the situation in Belarus, Estonia, Latvia and Lithuania. He reported that Estonia and Latvia had not received any application for LMO field release or placing on the market. Belarus received a notification from AgrEvo (Bayer CropScience) in 1999 for field trial of the GM sugar beet Edda with tolerance to herbicide (Glufosinate). The risk assessment was done by experts from Academy of Sciences. The Ministry of Environment allowed the field trials to proceed for a period of three years. Lithuania received two notifications in 2007 for field trials from Monsanto for the GM maize MON-00603-6 and from BASF for GM oilseed rape, which were assessed by the GMO Experts committee. He noted that there is limited risk assessment and risk management (RARM) experience in the Baltic region. He outlined the main challenges faced, which include: a lack of good and experienced RARM experts, absence of legally approved risk assessment system (methodology, steps, rules, etc.), difficulties in finding information to support risk assessments and difficulties in organizing  constructive public participation in risk assessment and decision making. He made a number of recommendations for improving risk assessment and risk management in the sub-region, including the need to establish risk assessment and risk management systems and LMO monitoring and inspection (surveillance) systems and training in statistical methods for risk assessment, estimation of long term effects of LMOs and LMO identification. 
18. Dr. Antofie described the situation in Romania and some of the other countries in the Black Sea sub-region (Bulgaria, Ukraine, Russian Federation and Turkey).  She reported that in Romania a Biosafety Commission established in 2002 has reviewed more than 14 applications for field testing of GM maize, soybean, sugar beet, potato and plum tree and one application for placement on the market of GM maize (MON810). She noted that Bulgaria, Ukraine and Turkey had not yet approved any LMO for placing on the market. Dr. Antofie highlighted the need for cooperation among countries in the region so as to maximize the use of available institutional, financial, technical, and human resources. She noted that for small countries capitalizing on the expertise and information available in the region may in the short-term be imperative for implementing the Protocol. In a supplementary presentation, Dr. Nevena Alexandrova of Bulgaria described the procedure for biosafety risk assessment in Bulgaria and outlined existing biosafety related research projects. She reported that the Council for Biosafety of GM higher plants had authorized a number of small scale field trials for GM potato, sunflower, tobacco, maize, vine, and oil rose but had not granted approval for commercialization of any GM crop. Dr. Boris Sorochynskyi of Ukraine also gave a short country presentation. He described the status of Ukrainian agriculture and the existing research capacity and described the national biotechnology policy and regulatory framework. He reported that reported that in 1998 the Ukrainian government authorized field trials of a few GM Crops, including GM potato, sugar beet, corn and rapeseed. However none of them has received final approval for commercial release. He also reported that a National Law on Biosafety and LMO regulation was adopted by the Ukrainian Parliament in 2007. 
19. Ms. Idrisova described the situation in Azerbaijan, Armenia, Georgia, Kyrgyzstan, Kazakhstan, Tajikistan, Turkmenistan and Uzbekistan. She reported that all countries in the sub-region, except Turkmenistan and Uzbekistan, had developed draft national biosafety frameworks (NBF), with assistance from the UNEP-GEF project. Kyrgyzstan and Tajikistan had adopted their national biosafety law. However, there was limited practical experience in conducting risk assessment and risk management. Ms. Idrisova described the procedures and institutional mechanisms specified in the different NBFs with regard to the future conduct of risk assessment and risk management. She noted that most countries in the sub-region lack experts with relevant knowledge and skills and the necessary infrastructure (including laboratory equipment and chemical agents). She highlighted the need for regional cooperation to promote the sharing of experience and available expertise, development of joint risk assessment guidelines and training of specialists.
20. Prof. Javornik described the situation in the following Central European countries: Czech Republic, Hungary, Slovakia and Slovenia. She noted that as new members of the European Union (EU), those countries have to carry out risk assessments in accordance with the EU legislation and guidance on GMOs, including Directive 2001/18/EC on the deliberate release into the environment of genetically modified organisms, Regulation EC/1829/2003 on genetically modified food and feed and Regulation EC/1946/2003 on transboundary movements of genetically modified organisms. She reported that currently there is limited experience in risk assessment and risk management in the sub-region. In a supplementary presentation, Ms. Lippai Kitti of Hungary described the national experience in the risk assessment and outlined the roles of different institutional bodies. She reported that in 2005 the Hungarian Government commissioned an independent environment risk assessment of GM maize MON810 and plans to embark on new investigations for other LMOs authorized for cultivation in the EC, e.g. MON 88017.
21. Dr. Tarasjev described the situation in the West Balkan countries (Albania, Bosnia and Herzegovina, Croatia, Montenegro, The FYR of Macedonia and Serbia). He outlined the biosafety regulatory regimes and administrative systems in those countries and noted that as potential future members of the EU most of them were working towards aligning their systems with the EU legislation and risk assessment approaches and guidelines. Dr. Tarasjev noted that was limited risk assessment and risk management experience in the sub-region. So far only Croatia and Serbia have authorized field trials for GM maize. In 2007, Serbia also authorized field trials for GM Arabidopsis to be used for landmine detection. He outlined some of the constraints encountered and the priority needs. These include a need for: stable regulatory and administrative systems, capacity to implement existing systems, harmonization of regulatory systems of different countries in the sub-region, efficient systems for sharing of information and experiences, and regional approaches on capacity building in biosafety and training of specialists in risk assessment and risk management fields, including LMO detection and sampling methods. 
22. As a follow up to this agenda item, three discussion groups were established on the second day of the workshop to deliberate on the following questions and make recommendations:
(a) What are the main capacity-building needs in the area of risk assessment and risk management in the sub-region (at the individual, institutional and systemic levels)?

(b) What measures should be taken to address the identified needs at the national and sub-regional levels and by who and when?

(c) What are the existing and potential opportunities and mechanisms for sub-regional and regional cooperation and how should they be maximized/ developed?

23. The following were identified as the main limitations/challenges faced by most countries in the region:
(a) A lack of procedures and criteria for LMO risk assessment;
(b) A lack of methods and national standards for LMO detection and quantification;
(c) A lack of accredited laboratories for LMO detection and analysis;
(d) Insufficiency of the existing laws in facilitating effective risk assessment and risk management. There is a need for supplementary regulations;
(e) Limited access to existing risk assessment and risk management guidance materials;
(f) Poor or lack of infrastructure (including laboratory facilities, equipment and consumables) for risk assessment and risk management;

(g) A scarcity of financial resources;
(h) Absence of good and experienced risk assessment and risk management experts;
(i) Absence of legally approved risk assessment and risk management systems (procedures and standards, etc.);
(j) Difficulties in finding and accessing relevant data and information for risk assessment and risk management (scientific publications, databases etc);
(k) Difficulties in organizing constructive public participation in risk assessment and risk management and decision making; and
(l) Unstable regulatory and administrative systems, partly due to changes in agencies' responsibilities and structure.
24. The following were identified as the main priority needs:
(a) Development of  regulations and guidelines on risk assessment and risk management;

(b) Training of experts/specialists;
(c) Opportunities for gaining hands-on” experience on risk assessment and risk management;
(d) Strengthening of the regulatory and administrative systems to effectively facilitate risk assessment and risk management;
(e) Acquisition of laboratory equipment and consumables;
(f) Exchange of experience, available capacity and development of joint documents and decisions;
(g) Establishment of sustainable risk assessment and risk management systems;
(h) Establishment of LMO monitoring and inspection (surveillance) systems;
(i) Regular education, training and experience sharing in risk assessment and risk management particularly in statistical methods for risk assessment, monitoring of long term effects of LMOs, and parameters for LMO identification.

(j) Development of guidelines for risk assessment and management of LMOs;

25. The recommendations of the workshop regarding are presented under item 8 of this report (Conclusion and recommendations).

Item 5.
Guidance materials for risk assessment and risk management of living modified organisms

26. Under this item, two presentations were made. The first was by Dr. Helmut Gaugitsch from the Austrian Federal Environment Agency on the “Outcomes of the Canada-Norway Expert Workshop on Risk Assessment for Future Applications of Modern Biotechnology”, which was held in Montreal from 4 to 6 June 2007.  The second was by Dr. Hans Bergmans, from the Netherlands National Institute of Public Health and Environment, entitled “Overview of the nature, scope and applicability of existing guidance materials for risk assessment and risk management of living modified organisms”.
27. Dr. Gaugitsch presented the main outcomes (observations and recommendations) of the Canada‑Norway expert workshop which focused on the following emerging applications of living modified organisms: transgenic fish, trees, pharmaplants and viruses for the management of animal populations. The workshop, inter alia, considered the available risk assessment guidance for these applications and identified gaps in information and science that could have an impact on the risk assessments. It further considered the appropriateness of using the current models for risk assessment with respect to these applications.  The workshop observed that the general principles and methodologies for risk assessment contained in Annex III of the Protocol also apply to transgenic fish, trees, viruses and pharmaplants. However it was noted that there is a need to develop specific methodologies and specific protocols for conducting risk assessments for transgenic fish, trees and viruses. It was also noted that there is insufficient guidance on how to perform risk assessment for transgenic fish and viruses.  Furthermore, the workshop observed that there are major gaps in knowledge on several elements necessary to conduct risk assessments for all the above applications, including a lack of baseline data and the empirical data needed for modeling purposes. Accordingly, it was recommended that further research should be undertaken to fill the knowledge gaps, including the specific gaps identified during the workshop. The workshop also recommended that the new information and existing guidance, methodologies, baseline information and risk assessments should be made readily available through the Biosafety Clearing-House and other relevant international databases. 

28. Dr. Bergmans highlighted some of the existing guidance materials, which range from specific scientific articles to national-level guidelines to generic guidance documents agreed to in international fora. He provided examples of possible sources where they can be obtained, including: the Biosafety Information Resource Centre (BIRC) in the Biosafety Clearing House (BCH), international organizations (e.g. FAO, OECD, ICGEB CGIAR centres, etc.,) websites of national regulatory agencies (e.g. EU, USA, etc.,) and reliable bibliographic databases and search engines (e.g. Google scholar). He indicated that the BCH also contains guidance materials and links to relevant databases, websites and bibliographic information provided by governments and relevant organizations. He advised that users need to take into account the following general considerations in deciding which existing guidance materials and information to use: (i) the type of resource (scientific paper, book, conference report, interpretative report); (ii) the author of the material/information (scientific expert, regulator, NGO activist, etc.,); (iii) the purpose for which they were compiled (scientific discussion, regulatory underpinning, NGO dissident view, etc), (iv) the ‘endpoints’ of the process (environmental safety, food/feed safety, etc); and (v) when it was published. Furthermore, Dr. Bergmans described the basic information needed to support risk assessments, including: characteristics of the recipient, characteristics of the insert, characteristics of the LMO, conditions of the release and characteristics of the environment.  

29. The participants welcomed the two presentations and noted that although a number of risk assessment guidance materials have been developed, many institutions and individuals in the region to not have easy access to them. They took note of the outcomes of the Canada-Norway workshop and underscored the need to address the gaps identified by the workshop and to implement its recommendations. 
30. Following the presentations three focus discussion groups were established to deliberate on the following questions and make recommendations:

(a) On what specific aspects of risk assessment and risk management might additional guidance be required?

(b) What would be the most appropriate modalities for development of any such guidance?

31. The working groups discussed the above questions from the regional perspective and also in the context of the decision BS-III/11, paragraph 9, regarding the need for further guidance on specific aspects of risk assessment and risk management, and the appropriate modalities for development of any such guidance. The focus group reports were discussed in the plenary and integrated into one set of recommendations for transmission to the fourth meeting of the Parties to the Protocol. The recommendations are presented under item 8 of this report (Conclusion and recommendations).
Item 6.
Key considerations in the preparation and/or review of risk assessments 

32. Under this item, two presentations were made. The first was by Dr. Angelika Hilbeck on the “Key Elements of Environmental Risk Assessment for LMOs and the Required Scientific Capacities.” The second was by Dr. Hans Bergmans on the “Format for risk assessment summaries submitted to the Biosafety Clearing-House in accordance with paragraph 3 (c) of Article 20 of the Protocol”. 

33. Dr. Hilbeck described the basic elements of an environmental risk assessment, including: problem formulation/hazard identification, exposure characterization, effects characterization and risk characterization using a concrete case study .  She also described elements of risk management, including: risk management strategies and field monitoring and evaluation. She gave a distinction between the narrow (exclusive) and broad (inclusive) approach to risk assessment, depending on what ‘adverse effects’ are considered and which are excluded.  Furthermore, Dr. Hilbeck described and made a comparison between the ecotoxicology model and the functional model for LMO risk assessment. The latter model was developed by the GMO Environmental Risk Assessment (ERA) project. She noted that the ecotoxicology model uses the surrogate species concept while the functional model uses selected functional indicator species. Using a risk assessment case study for assessing potential risks to non-target organisms, she illustrated the key considerations that need to be taken into account in the risk assessment process. In conclusion,  Dr. Hilbeck urged participants involved in risk assessment to think on their own and endeavour to know how and where to get the right experts. She also advised them to familiarize themselves with the different the RA models out there and to determine the desired level of robustness in the risk assessment.  Most importantly, participants were advised to make informed decisions regarding which RA models fit their specific situations best.
34. Dr. Bergmans highlighted the recommendations of the Ad Hoc Technical Expert Group on Risk Assessment which met in Rome, from 15 to 18 November 2005.  One of these recommendations encouraged governments to submit risk assessment summaries to the BCH in the standardized format and setting out, as appropriate, how risk assessment problems have been solved (in particular the extent to which existing information has been used to support risk assessments).  Dr. Bergmans noted that the current BCH common format for risk assessment summaries lacks certain elements/fields that would enable countries to submit key useful factual information. In this regard, he made a number of recommendations for additional elements/fields or sub-headings to the current common format and gave the rationale for the different additions. In summary, the main proposed changes included the following:

(a) Under the section, “general information, add the following fields:

(i) Name and contact details of the applicant,

(ii) Scope of the risk assessment; and

(iii) Methodology of the risk assessment (to provide information on the methodology used, including the endpoints and links to applicable legislation, guidance materials and other relevant documents).

(b) Under the section, “LMO information”:

(i) Add a new field, “Characteristics of the recipient organism” – to describe the characteristics that are relevant to the risk assessment

(c) Under the section “Characteristics of modification” 

(i) Add a new field “Method of transformation” – to describe the method of transformation and the vector/DNA sequences used in the transformation process

(ii) Expand the field entitled "Insert or inserts" to add the following elements/sub-headings:

· Molecular characterization of DNA inserted into the genome of the recipient

· Functional characterization of the coding sequences inserted into the genome of the recipient

(d) Modify the section “further information” to highlight, inter alia: issues taken into consideration, the potential risk scenarios, the point in the risk assessment at which the conclusion is drawn that the scenario poses no risk and how and on what grounds was it decided that the information provided is sufficient.

35. Following the presentations and brief discussions in the plenary, participants reviewed and proposed amendments to the common format for risk assessment summaries submitted to the Biosafety Clearing-House, taking into account the proposals by the resource persons and those made by the African workshop. An expanded format for risk assessment summaries, contained in annex II to this report, was adopted at the end of the plenary discussions. Participants agreed to submit the revised common format for consideration, as appropriate, by the CBD Secretariat and the Conference of the Parties serving as the meeting of the Parties to the Protocol at its fourth meeting.

Item 7.
Regional cooperation and sharing of information and expertise on risk assessment and risk management

36. Under this item, Mr. David Duthie of the UNEP-GEF Biosafety Programme gave a presentation entitled “Mechanisms, opportunities and challenges for regional cooperation and sharing of information and expertise in risk assessment and risk management in Central & Eastern Europe”. This was followed by discussions in the plenary and working groups. 

37. In his presentation, Mr. Duthie noted that mechanisms for cooperation in biosafety can be formal or informal, and physical or virtual.  He outlined examples of possible mechanisms for cooperation. These include formal-physical such as: Inter-governmental regional meetings (e.g. meetings of the EFSA), meetings organized by UN and intergovernmental agencies in the region (e.g. FAO, ICGEB), meetings organized under the Cartagena Protocol (e.g. COP-MOP, Expert Group meetings and regional workshops) as well as mechanisms under regional projects (e.g. UNEP biosafety projects). Formal-virtual mechanisms for cooperation include websites, portals or clearing-house mechanisms maintained by different organizations (EU, OECD, FAO, UNEP, UNIDO and IPPC web-pages), internet-based networks and discussion fora. Other mechanisms include rosters of experts, virtual libraries, institutional exchanges and secondments and other tools. He also noted the importance of "informal” mechanisms for cooperation, including scientific collaborative initiatives, professional association meetings, annual conferences and symposia, and side events at margins of formal meetings. Mr. Duthie outlined some of the main Challenges for regional cooperation in the CEE. These include lack of experience in risk assessment and risk management since many countries in the region have not received any notifications/dossiers.  Another challenge is the controversy surrounding biotechnology and the difficulties in balancing the science-based risk assessment and the socio-economic considerations in decision-making.
Item 8.
conclusions and recommendations

38. In general, participants noted that scientific risk assessment is the cornerstone of regulatory systems and decision-making regarding the safety and acceptability of LMOs. It was also observed that for small countries, where the national science community is small, it may be necessary to capitalize on external expertise and information. Furthermore, it was observed that harmonization of risk analysis principles, information requirements, and standards of assessment can be instrumental to maximizing the use of institutional, financial, technical, and human resources within a region.

39. Participants made a number of general observations/conclusions and recommendations on the different issues.  The main issues raised and discussed during the Workshop related: human resources and institutional capacity-building, data and information to support risk assessments, risk assessment and risk management guidance materials, a common format for risk assessment summaries submitted to the BCH and regional and technical cooperation on biosafety in general and risk assessment in particular.

A.
Observations and conclusions

40. The following general observations were made:

(a) Most countries in Central and Eastern Europe have limited practical experience in risk assessment and risk management of LMOs. Many have not received or approved any applications for import or release of LMOs.  A few have authorized field trials of GM crops.
(b) Almost all countries in the region have developed national biosafety frameworks and some have enacted national laws on biosafety. However, most of them have not yet established systems (including administrative structures, procedures and guidelines) LMO risk assessment and risk management.
(c) Some countries such as Bulgaria, Slovenia, Romania and Ukraine have institutions and infrastructure (including laboratories, greenhouses, etc) which can support risk assessment and risk management and scientific research on LMOs. However, many other countries lack or have poorly equipped infrastructure for risk assessment and risk management.  Some of the existing laboratories have only capabilities for LMO detection. 
(d) Most of the countries in the region lack of trained specialists in various fields relevant to risk assessment and risk management.
B.
Recommendations

1.
Measures for enhancing risk assessment and risk management
41. The participants recommended the following measures for improving risk assessment and risk management in the region and addressing the capacity-building needs:

(a) Development of regulations and national guidelines (including operational manuals) on risk assessment and risk management, taking into account guidelines developed by other countries and relevant international organizations;
(b) Development of projects and activities for implementation of existing or planned regulatory and administrative systems needed for risk assessment/ risk assessment evaluation and risk management;
(c) Establishment of mechanisms for regional cooperation and sharing of experiences in risk assessment and risk management, including:

(i) Organization of additional regional and sub-regional workshops to share experiences and discuss issues, challenges and opportunities;
(ii) Establishment of sub-regional networks of experts on risk assessment and risk management;
(iii) Organization of e-forums to discuss topical issues and challenges.

(d) Organization of training workshops on risk assessment and risk management for experts and government officials;
(e) Organization of training courses for specialists in different risk assessment and risk management fields, including detection and sampling methods for different LMOs;
(f) Encouraging universities offering training courses on biosafety to integrate risk assessment and risk management topics in their curriculum;
(g) Mobilizing financial and technical resources from different sources;
(h) Promoting the exchange of information and experience with regard to risk assessment including results of risk assessments, final decisions and results of inspections and monitoring;
(i) Establishment of Interdisciplinary Biosafety Advisory Panels on risk assessment and risk management;
(j) Harmonization, as appropriate, of the national systems for implementation of the Protocol with EU directives, regulations, risk assessment guidance and regulatory practices;
(k) Harmonization of tools for monitoring of long term effects of LMOs in the region;
(l) Making use of information available on the websites of relevant organizations, such as the Black Sea Biotechnology Association (BSBA).

42. In addition, UNEP-GEF and the CBD Secretariat were invited to:

(a) Organize regular training workshops to facilitate exchange of knowledge and experience in risk assessment and risk management;
(b) Publish and distribute educational materials, guidelines for risk assessment and risk management and materials about global experience in these fields;

(c) Organize electronic mailing and on-line discussion forums to facilitate exchange of information and news on biosafety and biotechnology and clarification of emerging issues. 
2.
Additional guidance on specific aspects of risk assessment and risk management
43. The participants recommended that additional guidance may be required on the following specific aspects of risk assessment and risk management: 

(a) Types of LMOs: GM trees (mostly on fruit trees, e.g. plums) and GM viruses and may be GM fish and GM pharmaplants;
(b) Specific traits: (i) abiotic stress tolerance (in particular drought resistance), (ii) pathogen and disease resistance; (iii) reproductive alteration/ genetic containment;

(c) Particular intended uses – LMOs intended for biofuels, bioremediation and GM trees intended for paper production;
(d) Types of the risk: need for guidance expressing communication of uncertainty, instead of unexpected effects;
(e) Particular receiving environments – guidelines for specific centres of origin as well as forest and soil environments. Guidelines are also need on how to identify and characterize a receiving environment;
(f) Long term monitoring of LMOs released into the environment – specific guidance (including cost-effective protocols) to enable competent national authorities to gather, utilize and share relevant data.
44. Regarding appropriate modalities for development of further guidance on specific aspects of risk assessment and risk management, it was recommended that an Ad-hoc technical group be established first with the mandate to set up the agenda and then the issues to be discussed in an open-ended expert group. The participants also noted that regional consultative workshops would be very valuable.
ITEM 9.
OTHER MATTERS

45. There were no other matters raised.
ITEM 10.
Adoption of the report

46. During the last session, participants considered the draft report prepared by the Rapporteur with the assistance of the Secretariat. The draft report included preliminary conclusions and recommendations directed to governments, and other relevant organizations and to the fourth meeting of the Conference of the Parties serving as the meeting of the Parties to the Protocol. Participants adopted the draft report and requested Secretariat to incorporate the proceedings of the last day and send the final draft to all participants for comments. The present report has been finalized on that basis.
ITEM 11.
CLOSURE OF THE MEETING

47. The Workshop was closed at 4.30 pm on Wednesday, 28 November 2007.
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* 	UNEP/CBD/BS/COP-MOP/4/1


�/	The procedure for risk assessments is further elaborated in Annex III of the Biosafety Protocol. Summaries of risk assessments or environmental reviews generated by a government’s regulatory process are made available to the BCH in accordance with Article 20, paragraph 3 (c) of the Protocol.


�/	The BCH Controlled Vocabulary for Countries is available at: � HYPERLINK "http://bch.biodiv.org/thesaurus/domain.aspx?domainid=1" ��http://bch.biodiv.org/thesaurus/domain.aspx?domainid=1�


�/	The complete title of the risk assessment and/or the reference number used to identify it.


�/	Please provide a BCH record number for previously registered information, or complete the Competent National Authority common format, available under the “National Contacts” heading at: � HYPERLINK "http://bch.biodiv.org/resources/commonformats.shtml" ��http://bch.biodiv.org/resources/commonformats.shtml�.


�/	This field can be used as an alternative to, or in addition to, the information under the subcategory “Characteristics of modification” (i.e. fields 5 and 6).


�/	The List of LMOs includes all living modified organisms currently in the LMO Registry, available at https://bch.biodiv.org/organisms/lmoregistry.shtml 


�/	If the LMO is not already in the database (i.e. included in the controlled vocabulary), please complete the living modified organism (LMO) common format available under the “Organisms” heading at: � HYPERLINK "http://bch.biodiv.org/resources/commonformats.shtml" ��http://bch.biodiv.org/resources/commonformats.shtml�.


�/	Provide relevant information on the characteristics of the recipient organism used to value the outcome of the risk assessment.


�/	The fields in this subcategory can be used as an alternative to, or in addition to, the “LMO information” field above.


�/	Characteristics of the vector, should include its identity, if any, and its source or origin, and its host range, as elaborated in Annex III paragraph 9 (c) of the Protocol.


�/	Genetic characteristics of the inserted nucleic acid and the function it specifies, and/or characteristics of the modification introduced, as elaborated in Annex III paragraph 9 (d) of the Protocol.


�/	Describe, as appropriate: a) the criteria used to check the completeness and validity of the data supplied by the notifier; b) the type of data (e.g. hybridization and sequence data) used, inter alia, for determining the overall structure and for detailed characterization of the insert; c) an interpretation of the characterization data, in terms of genes and relevant ORFs that are expected to be expressed; and d) the explicit conclusion drawn from the data, and the list of items stemming from the molecular characterization that are relevant for the risk assessment.


�/	Describe: a) the criteria used to check the completeness and validity of the data supplied by the notifier; b) the function of the genes and ORFs identified as relevant for the risk assessment in the molecular characterization; the level of expression in absolute terms and/or in relative terms, e.g. as percentage of total dry weight; c) the explicit conclusion drawn from the data, and the list of items stemming from the functional characterization that are relevant for the risk assessment.


�/	An identification of any novel genotypic and phenotypic characteristics associated with the living modified organism that may have adverse effects on biological diversity in the likely potential receiving environment, taking also into account risks to human health, as elaborated in Annex III paragraph 8 (a) of the Protocol.


�/	Suggested detection and identification methods and their specificity, sensitivity and reliability, as elaborated in Annex III, paragraph 9 (f) of the Protocol.


�/	Information relating to the intended use of the living modified organism, including new or changed use compared to the recipient organism or parental organisms, as elaborated in Annex III paragraph 9 (g) of the Protocol.


�/	Information on the location, geographical, climatic and ecological characteristics, including relevant information on biological diversity and centres of origin of the likely potential receiving environment, as elaborated in Annex III paragraph 9 (h) of the Protocol. Also provide a general discussion on the expected impact of the intended use of the LMO on the receiving environment, and how this is taken into account within the scope of the risk assessment.


�/	Provide a summary of the risk assessment information in accordance with paragraphs 8 (a) to 8 (f) of Annex III to the Protocol.


�/	An identification of any novel genotypic and phenotypic characteristics associated with the living modified organism that may have adverse effects on biological diversity in the likely potential receiving environment, taking also into account risks to human health, as elaborated in Annex III paragraph 8 (a) of the Protocol.


�/	An evaluation of the likelihood of these adverse effects being realized, taking into account the level and kind of exposure of the likely potential receiving environment to the living modified organism, as elaborated in Annex III paragraph 8 (b) of the Protocol.


�/	An evaluation of the likelihood of these adverse effects being realized, taking into account the level and kind of exposure of the likely potential receiving environment to the living modified organism, as elaborated in Annex III paragraph 8 (b) of the Protocol.


�/	An evaluation of the consequences should these adverse effects be realized, as elaborated in Annex III paragraph 8 (c) of the Protocol.


�/	An estimation of the overall risk posed by the living modified organism based on the evaluation of the likelihood and consequences of the identified adverse effects being realized, as elaborated in Annex III paragraph 8 (d) of the Protocol.


�/	A recommendation as to whether or not the risks are acceptable or manageable, including, where necessary, identification of strategies to manage these risks, as elaborated in Annex III paragraph 8 (e) of the Protocol.


�/	Where there is uncertainty regarding the level of risk, it may be addressed by requesting further information on the specific issues of concern or by implementing appropriate risk management strategies and/or monitoring the living modified organism in the receiving environment, as elaborated in Annex III paragraph 8 (f) of the Protocol.


�/	Provide an overall executive summary of the risk assessment.


�/	Please indicate whether more details on the risk assessment are available and how they can be accessed.


�/	Please use this field to provide any other relevant information that may not have been addressed elsewhere in the record, e.g. names of the risk assessors involved, etc.


�/	Please provide website addresses containing relevant information, and/or attach one or more relevant documents that will be stored in the database for users to download.


�/	The notes field is for your personal use only: you can see it when you edit the record, but it is not visible to others when the record is viewed through search pages.
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