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Biosafety Capacity-Building Activities – Czech Republic

Activities March 2011 – March 2012

By Milena Roudná, 

Former National UNEP/GEF Project Coordinator
During the evaluating period, the Czech Republic capacity-building activities followed up actions developed within the UNEP/GEF Biosafety Implementation Project and were focused mainly to the following areas, related to the updated version of the Action Plan for Building Capacities for the Effective Implementation of the Cartagena Protocol on Biosafety adopted during COP/MOP 3 (Decision BS-III/3):

· Integration of biosafety issues into national broader strategies, programmes and legislation amendments.

· Training of administrative officials within workshops organized in cooperastion with specialized society groups (such as Scientific-technical Society).

· Training of inspection personnel (once a year within the Czech Environmental Inspectorate.)

· Instruction meeting with applicants on request procedure regarding the use of genetically modified organisms (once a year, on the basis of experience and problems met during the preceding year, through the Czech Commission on the Use of Genetically Modified Organisms and Genetic Products).
· Training of experts on topical biosafety issues (within workshops organized in cooperation with universities, research institutions or Scientific-technical Society).

· Awareness and information sharing within workshops – focused groups: teachers, local authorities, public.

· Publicizing experience through website of the Ministry of the Environment, BCH and issue focused publications.

More detailed information is available in the following publications:

· Genetic Modifications and Biosafety Measures – Czech Republic. Ministry of the Environment, Prague, 2011, ISBN 978-80-7212-567-8, 44 pp.

· Genetic Modifications in the Czech Republic and Biosafety Measures (in Czech, English Summary). Ministry of the Environment, Prague, 2011, ISBN 978-80-7212-566-1, 84 pp. (Including list of publications and list of workshops on biosafety issues.)
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ON-GOING BIOSAFETY CAPACITY BUILDING ACTIVITIES in MOLDOVA

By Dr. Angela Lozan 

Ministry of Environment, Biosafety Office  

Since the Moldovan Parliament ratifyied the Cartagena Protocol on Biosafety in 2002, the biosafety issues become a national priority in the field of the environmental protection actions.  
Moldova adopted the National Law on Biosafety no. 755-XV of 21 December 2001 (published in Monitorul official al Republicii Moldova no. 75 of 13 June 2003) – the country’s main law in the field of biosafety, which regulates all activities regarding creation, testing, production, use and marketing of genetically modified organisms (GMOs). Any activities of that kind are subject to authorization by the National Biosafety Committee (NBC). The National Biosafety Committee was set up by Government Resolution no. 603 of 20 May 2003 (published in Monitorul official al Republicii Moldova no. 91-96 of 30 May 2003).  Regulation on authorization of the activities regarding of testing, production, use or marketing of GMOs was approved by the Government Decision no. 1153 of 25 September 2003.  

During the period of 2002-2012 Moldova has been actively involved in strengthening the national capacities to build an efficient biosafety framework to meet provisions of the Cartagena Protocol on Biosafety. Moldova has benefited from the technical support provided by the UNEP-GEF and FAO to consolidate its national capacities and establish a workable institutional biosafety system being involved in a series of global, sub-regional and national projects. 

The UNEP-GEF Project “Development of the National Biosafety Framework (NBF) for the Republic of Moldova” has been implemented under the Moldovan Ministry of Ecology and Natural Resources during the 2002-2004.    

On the base of surveys of the existing national regulatory and institutional setting up, the Draft National Biosafety Framework was elaborated and published. It provides with a combination of policies and legal, administrative and technical tools, which has to be developed to ensure an adequate level of protection in the field of safe transfer, handling manipulation and use of GMOs resulting from modern biotechnologies, which may have adverse effect impact upon conservation and sustainable use of biological diversity, and to prevent risks for human health. 

Moldova has also implemented the UNEP-GEF project “Capacity Building for Effective Participation in the BCH” (2004-2005) by establishing their national node for the BCH and also by training decision-makers and stakeholders to use and benefit from the BCH.

The UNEP/GEF BCH Capacity Building Project has the following outcomes:

· Strengthen capacity through training of key stakeholders. The trainings  covered (i) data entry and management; (ii) identification and access to information required for decision-making under the Protocol and (iii) access to, and registration of, information in the BCH;

·  Moldova had been provided with computer hardware and software for data storage and exchange (with the BCH) over the Internet;
· Supported further capacity building through the development and dissemination of an interactive computer-based training package, which includes the BCH toolkit. The package will be developed at the global level in close collaboration with Regional UNEP-BCH advisers to ensure that input from national BCH components is consistent with the BCH central portal.
The main purpose of the UNEP-GEF project “Support for the Implementation of the draft National Biosafety Framework for the Republic of Moldova” (2006-2010) is finished successful and contributed to help Moldova to strengthen the existing institutional and technical structures and infrastructures needed to meet the obligations of the Protocol and have a National Biosafety Framework fully operational by:

· Enforced a comprehensive   National Biosafety  policy as the basis for the development of  the adequate national regulatory regime and institutional framework;

· Strengthened  the national regulatory regime in line with Cartagena Protocol, NBF, and biosafety policy;
· Strengthened  capacity building of the administrative system   for adequate handling of notifications and authorization issuing complying with the Cartagena Protocol requirements;

· Enhanced  national capacities for public awareness and participation into decision making  process;

· Consolidated a fully functional system for monitoring and enforcement.
The following capacity building activities were undertaken under the Implementation project:
National Biosafety Action Plan. 

· A broad number of various stakeholders were involved into the preparation work of the National Biosafety Action Plan for years 2009-2015, which promoted to the improvements in their professional capacities, and awareness related to the identification of gaps, needs and future steps to be undertaken fro establishing of the national biosafety framework in Moldova. This document was largely consulted with governmental divisions, farmers, NGOs, academia, etc. Socio-economical survey provided argumentation in the consultation process of the NBAP. 

· A series of workshops and trainings organized in Chisinau as well as in the regions of the Republic, involving large number of stakeholders from parliamentarians, decision-makers to farmers and local communities. These events included information, discussing of details and components of the Action Plan. 

National Biosafety Law and branch legislation. 

· Due to the deep comparative analysis between the national legislation and requirements of the Cartagena Protocol on Biosafety, a number of gaps and lacks have been identified in the National Biosafety Law  (2001) as well as in the branch legislation in the field of environmental protection, agriculture and food industry, healthcare, custom control, research and development and education. The Draft amendments to the National Biosafety Law related to the confidential information, monitoring, inspection and control, emergency  cases, traceability, BCH, etc.  was submitted for approval. As the result, the amendment related to the licensing requirements to GMO uses was approved in 2007. The new Draft amendment to the Biosafety Law is published on the Ministerial website www.mediu.gov.md.   

· Draft amendments for branch legislation in the field of environmental protection are related to the Law on Environmental Protection, Law on Natural Protected Areas Fund, Law on Vegetation, Law on Wildlife, Law on Protection of Animals used for Experimental or Research Scopes and in the process of approval. 

· Draft amendment in the field of agriculture has been prepared and   it has been approved in 2008 by the Government Decision and passed through the first reading in the Parliament. This Draft is related to the Law on Fruit Tree Growing (1996), Law on Seeds (1999), Law on Wine and Viticulture (2006), Law on Ecologically Pure Agricultural Products (2005), Law on Sanitary-Veterinary Activities (2007), Law on Tobacco and Tobacco Products (2007), Law on Walnuts (1999). The Law on Plant Varieties Protection have been amended with the provisions on biosafety and intellectual property rights and approved by the Parliamentary Decision in 2008.   

GMO Testing Laboratory. 

· A 7300 real-time PCR-machine have been procured from ABI Intl. (Agrobiotech) Company. Additionally, laboratory reagent kits and markers for maize and soy bean necessary to detect GMOs.   The laboratory of Seed Certification within the Center of Seed Control and Certification of the Ministry of Agriculture and Food Ministry was reinforced with this equipment and materials in order to strengthen capacities for GMOs seed testing and other agricultural planting materials. To be mentioned that this laboratory passed the National Accreditation to the ISO 17025 and is in the process of upgrading the methodologies related to GMO testing. 

· A joint Biosafety laboratory within the State University and Academic University of Moldova is available to provide GMO testing for fruit and vegetables, at the moment for a certain number of samples. Using the capacities of this laboratory, in common with the Ecological Inspectorate and National Biosafety Committee, a number of GMO tests of vegetables were performed in 2008-2010. 

· A Manual on Methodological Aspects in Testing of GM Plants in the national language was prepared and published in 2008 (1000 copies). It includes modern methods and techniques, testing protocols along with the theoretical chapters regarding the modern biotechnology and genetics, and Moldavian experience in research and development in molecular biology, genetics, biotechnology and laboratory testing.     

· A Manual on Techniques and Requirements in Biological Safety involving requirements for biosecurity in laboratory, was published in 2008 (500 copies) and is available for laboratory managers and operating personnel in the laboratories for GMO detection, as well as the laboratories of the Institute of Genetics, Institute of Botany, Institute of Microbiology, Institute of Zoology, Institute of Plants Protection and Ecological Agriculture, Research Institute of Agrotechnology and many others. 
· Trainings related to the GMO detection and risk assessment were organized, involving the laboratory operators and personnel, students, teachers, members of Biosafety Committee, NGOs, etc. which ensured the fundamental knowledge and skills regarding the laboratory GMO detection methods, and also of the practical experience of European laboratories JRC and laboratories from Russia and other countries.  The trainings have been held on the base of laboratories of the State University of Moldova and Institute of Genetics ASM.  

Handling of  requests.

· The Technical Committees on Biosafety within the ministries and Academy of Sciences were established with the advisory functions to the National Biosafety Committee and participate in the Risk Assessment review of notifications in the specific fields of activities, such as contained use, or effects on environment, effects on the healthcare and agriculture. 

· The Capacities of National Biosafety Committee were strengthened with special manual prepared and described the track of procedural steps of the notifications examination, risk assessment procedures, consultation with public and final decision-making. In the same context , national BCH website has been  updated and also provides new templates on GMO Register, biosafety databases, Register of interested public and NGO as well as network of national laboratories and research institutions, are available and provides the advisory support to the national Biosafety Committee and National biosafety authorities. 

· During the project implementation, biosafety databases were created and established via BCH website. These include institutional setting-up,  national authorities and decision-making bodies, Biosafety National Focal points, biosafety and branch regulations, research institutions and testing laboratories, GMO Register, Roster of RA experts, Register of interested public and NGOs, research laboratories, templates for decisions on contained use, deliberate   release, food, feed and processing (article 11), transboundery movement, books and publications.

· Trainings on notification handling and decision-making in compliance with international obligations were held and improved the knowledge on administrative procedures, databases and protection of confidential information during the decision-making. 

Risk Assessment

· The National Biosafety Committee, as well as the involved related research institutions and academia have benefited from the project activities to develop their ability to provide GMO-related risk assessment procedures. For this scope, two regulations have been elaborated, including on study realization of risk assessment on environment and monitoring plan elaboration (for experts), and guidelines on risk assessment on human health, biodiversity and environment, provoked by the GMO deliberate release in environment and placing to the market. The regulations were approved and available. 

· Check-list for RA has been prepared and available and provides the guidance to the members of National Biosafety Committee for requesting information on RA during examination of notifications. 

· Roster of nominated national experts in Risk Assessment was established on the base of proposals from the Academic institutions and universities and involves 8 researchers in different fields of science, for example botany, genetics, molecular biology, microbiology, agricultural biotechnology, zoology, medicine, etc. 

· Guidelines book on Risk Assessment and Risk Management of GMO published in 2010 and available to the researchers, nominated experts, members of Biosafety Committee, operators from ministries and departments, students, NGOs, etc. This book provides the requirements for information on possible adverse effects in accordance with the Roadmap on RA-RM, proposed by the expert group of the Cartagena Protocol on Biosafety. The book is focused to risk assessment practices and experience, related mainly to agricultural crops, as for example, soy beans, maize, sugar beet, potato, which are specific for agriculture of the Republic of Moldova.    
· A five-day Training Workshop has been organized on Risk Assessment and Risk Management with the invited external expert and broad participation of experts, authorities, teachers, students, etc. (in total 102 participants) with the scope to familiarize the stakeholders with modern requirements, procedures, experience of Russia and other countries to provide RA, research data, available international links and resources on these issues.  The training was organized on the base of the Ministry of Environment, Institute of Genetics, State University of Moldova and State Agricultural University. Lot of materials in hard copies and electronic versions has been disseminated to the participants. 

Monitoring and enforcement

· Technical guidelines in monitoring, inspection and control which clarify the roles and responsibilities of branch inspection bodies drafted and submitted to the ministry of Environment and Ministry of Agriculture for approval.  

· Guidelines on ensuring the process of monitoring, inspection and control on GMOs deliberate release in environment and placing to the market drafted. 

· Technical Instruction on application of Annex Nr.52 “Monitoring Plan” to the Governmental Decision Nr.1153 approved and available.    

· Regulation on packaging, labeling, stocking and transportation of GMOs and transit drafted. 

· Regulation on traceability and labeling of GMOs and traceability of food and feed for animals obtained from GMOs drafted.  

· Trainings organized on the monitoring, inspection and control  for Ecological Inspectorate, Customs Service, Standard and Metrology Department, Inspectorates of the Ministry of Agriculture and Ministry of Healthcare involved and trained with the specific requirements and methods. 

Emergency response 

· The Emergency response procedures were established. Contact person and Focal Point for Emergency response to the CPB was nominated and in duty to monitor situations with accidental release of GMO or their unintentional use, and made known to public. The TORs for responsible persons along with the defined emergency response procedures have been elaborated. 

· Emergency procedures are in place and stipulated in the special regulation regarding the application of emergency actions in accidental situations and risks management resulted from the use of GMOs. 

· The training workshop for emergency operations have been organized for the authorities, officials in risk management, inspectors, other stakeholders with the scope to train the personnel, to familiarize with the emergency accidents, unintentional GMO release and remediation procedures.         

Import/export, transit and Custom Control

· The National Biosafety Commission, Custom Control Department, Ministry of Environment, Ministry of Agriculture, Department for Standard and Metrology and Ministry of Healthcare upgraded their capacities due to the drafting of mechanisms and tools for import, export, transit and custom control of GMOs in accordance with Cartagena Protocol requirements and Law on Biosafety.

The following Regulations have been drafted, consulted and submitted for approval:  

· Regulation on activities authorization connected with the obtaining, testing, using and commercialization of GMOs Nr. 1153 of 25.09.2003 has been amended with the provision to introduce in Custom Declaration  information whether the imported product/seeds, etc.  is GMO or not (approved);  Regulation concerning the procedure of control of GMOs import, export and transportation;  Regulation on transboundery movement  and application of customs procedures in the field of import, export, transit of GMOs at the boundary checkpoints; Regulation on transboundery transportation of GMOs and 

· Regulation on packaging, labeling, stacking and transportation of GMOs, as well as their transit. 

· The main stakeholders, specifically officials, custom service, inspections, risk management, business, farmers, researchers, NGOs and public, were trained on the topics of transportation, labeling and packaging requirements. 

Public Awareness, Education and Participation

· A mechanism of public information, education and participation has been established through the regulatory documents: Regulation on information and public  participation in decision-making concerning the authorization of activities related to GMOs (approved By the Decision Nr.36 of 10.09.2009). This mechanism envisages the responsibility of the Government and Biosafety Committee to provide information to the interested public during the examination of notification process; it stipulates the list of interested public groups, namely: NGOs, associations of consumers, mass-media, scientific community, academy, farmers, etc.  

· A number of 20 workshops and trainings have been organized with the involvement of interested public in Chisinau and other localities in Moldova and provided awareness and training on how to proceed with public consultation and information exchange with governmental officials, public, scientists, etc. 

· BCH website www.biosafety.md involves the register of interested public and templates for obtaining the feedback from the public, which give opportunities to National Biosafety Committee to take into consideration the public’s reaction during the decision-making. The website also gives new information regarding biosafety in the country, databases related to administrative setting up, legal procedures for notification and authorization, as well as regulations in progress.  

Publications

· A number of books, manuals, brochures, reporting materials, outreach materials were published and broadly disseminated. These publications serve for broad information and education of interested public as well as provide the specific information regarding the fundamental knowledge on modern biotechnology and biosafety, technical manuals on GMOs testing and identification, techniques for the laboratory biosecurity, risk assessment guidelines, regulatory and institutional framework on biosafety, public information and participation in decision-making, etc.  

UNEP-DELC-GEF Project for Continued Enhancement of Building Capacity for Effective Participation in the BCH (BCH –II) (20011-2012).   
The project is aimed to enhance local capacities to exchange information through BCH. Three national workshops will be held to train stakeholders and provide participants with a clear understanding of the format of BCH records as well as the procedures for registering and publishing biosafety-related decisions. The project will contribute to achieving   strategic objective 5 enunciated in the strategic plan for the Cartagena Protocol on Biosafety, 2011–2020, which aims at enhancing the availability and exchange of relevant information through the Biosafety Clearing-House.

The main outcomes  are the following: (i) definition of roles, responsibilities and job descriptions of national BCH focal points, relevant national authorities and government institutions are clearly spell out and the organizational procedures for BCH registration. (ii) Biosafety Clearing House National Records are continuously up to date and utilized by different stakeholders to make country decisions.

There are three training workshop organized:

i) A workshop organized for key Government representatives with responsibilities for implementing the BSP. The workshop will provide participants with a clear understanding of the format of BCH records as well as the procedures for registering and publishing biosafety-related decisions. 

ii) A workshop held for key stakeholders and potential users of the BCH including: universities and research institutions, custom officers, phytosanitary regulators and inspectors, media, civil society and marginalized groups. The workshop will publicize the BCH and ensure that stakeholders are familiar with the modalities in place to enable their contribution to the BCH.

iii)  A workshop held for all key stakeholders on how the information available in the BCH can best be utilized. This workshop will introduce BCH training materials and will demonstrate how the BCH know-how can be utilized by national educational institutions and other key stakeholders.

FAO project TCP/RER/3207 D “Capacity building in agricultural biotechnologies and biosafety” for Armenia, Georgia and Republic of Moldova (2009-20011)

The project contributed to the following:

· To develop a regional strategy for practical applications of biotechnologies in agriculture and their regulation;

· To build research and decision making capacity in agricultural biotechnology and biosafety (training on academic, technical, farm and government level);  

· To raise public awareness for useful biotechnologies in agriculture;

· To create a regional programme for postgraduate training in agricultural biotechnology and its regulation. 

A series of training workshops were organized during the project executing, specifically in the field of Biotechnology and biosafety university and graduate education, biotechnology and biosafety strategy development, rise public awareness and information, risk assessment & risk management etc. involving decision makers, academia, farmers and farmers associations, NGOs, media, civil society etc.
Moldova hosted the following international meetings in the field of biosafety:
· The 4th  meeting of the NPCs of the ongoing implementation projects was held in Moldova in December 2010.
· Seventh Coordination Meeting for Governments and Organizations Implementing and/or Funding Biosafety Capacity-Building Activities, 4-6 April 2011;

· Eight Meeting of the Liaison Group on Capacity-Building for Biosafety, 7-8 April 2011
· The fourth session of the Meeting of the Parties to the Convention on Access to Information, Public Participation in Decision-making and Access to Justice in Environmental Matters (Aarhus Convention) took place in the Palace of the Republic in Chisinau, Republic of Moldova, from 29 June 2011 to 1 July 2011, at the kind invitation of the Government of the Republic of Moldova. The Secretariats of the Convention on Biological Diversity (CBD) and the Aarhus Convention organized their joint side event on: “Enhancing synergies between the Cartagena Protocol on Biosafety and the Aarhus Convention at the national level”, 30 June 2011.
SUBMISSIONS FROM ORGANIZATIONS
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ICGEB Biosafety Activities 2010 to date (incl.)

ICGEB is continuing in its endeavour aimed at putting in place a unique resource in the area of GMO biosafety, including several web-based public-access databases, and both theoretical and practical training. Outlined below are the activities undertaken during 2010 to date.

Capacity-Building Initiatives – Projects
Grant Aimed to Help sub-Saharan African Regulatory Bodies Ensure Safety of Crop Biotechnology

In 2009, ICGEB received a grant of USD 3 million from the Bill & Melinda Gates Foundation to help support the development of effective safety and regulatory systems for biotechnology in sub-Saharan Africa. The 3-year project has been assisting governments and scientists in the Region, to support the implementation of reliable regulatory systems that follow recognised international guidelines to protect consumers and the environment. The ICGEB, working primarily out of its Cape Town facility, has used the funds to: create a regional focal point on biosafety, organise 8 practical training workshops attended by approximately 250 scientists and regulators providing essential services to their respective National Competent Authorities, offer 16 1-year academic fellowships in a MSc course especially developed for the project by Aberystwyth University (UK) in Risk Assessment of GM Crops, and funding delegations to regional and international conferences focusing on biotechnology and biosafety.

BioProtech Project, a “Support Action” under the Seventh Framework Programme of the European Community

A 30-month project, started in 2010, helping to build the capacity of the Centre de Biotechnologie de Sfax (CBS), Sfax, Tunisia, in the area of fermentation technology, micro-arrays and biosafety. ICGEB has organised a biosafety training workshop at CBS for their staff and interested individuals in the local area (e.g. universities, hospitals, SMEs) who are involved in biotechnology, as well as funding the attendance of core Tunisian personnel at biosafety training workshops in Italy.

The Unit provides tailored support of local biosafety capacity building initiatives, through direct commissions from respective government ministries. For example, collaborations with the Italian Ministry for the Environment have resulted in the elaboration of Italy’s Biosafety Clearing House portal (http://bch.minambiente.it) as required of Parties to the Cartagena Protocol on Biosafety, and the training of specialised personnel for its operation. This collaboration has also made possible the development of RASM (below), and the publication of the Collection of Biosafety Reviews series (below).

Biosafety Training workshops

Since 1991, the ICGEB has been offering annual biosafety workshops, based primarily at its premises in Italy, as well as at accredited centres in other Member States, which have been attended by more than 1200 participants from over 80 different countries (principally developing countries). The workshops have centred on the general principles of GMO risk assessment (RA) and, more recently, on providing experience in the examination of the scientific data compiled, submitted and evaluated in an RA report. These national/regional short-term training workshops are assisting the increase in local awareness, knowledge and expertise in biosafety. Participants in these workshops are mainly senior academics and government officials directly involved in national biosafety regulation:

· Theoretical Approaches and their Practical Application in the Risk Assessment for the Deliberate Release of Genetically Modified Plants, Hermanus, South Africa, 22-26 March, 2010;

· Confined Field Trial (CFT) for Genetically Modified Crops: A Theoretical and Practical Course for Regulators, Applicants, Reviewers and Inspectors of CFTs, Accra, Ghana, 30 August – 3 September, 2010;

· An Introduction to the Risk Analysis of Current Genetically Modified Organisms (GMOs) and their Products, and to Possible Issues Raised by Novel GMOs in the Future, Trieste, Italy, 27 September - 1 October, 2010;

· Introduction to Risk Analysis of GMO, Safat, Kuwait, 3 - 7 October, 2010;

· Risk Analysis for the General Release of Genetically Modified Crops, Nairobi, Kenya, 14 – 18 December 2010;

· Biosafety of GM Crops: Emerging Issues and Challenges in Regulatory Decision-Making, Pretoria, South Africa, 7-11 March 2011;

· Stakeholder Workshop on Biosafety Risk Communication, Quatre Bornes, Mauritius, 8-10 June 2011;

· Atelier sur la Biosécurité des Cultures Génétiquement Modifiées lors d’essais au Champ en Milieu Confiné (CFT), Bobo-Dioulasso, Burkina Faso, 5-9 September 2011;

· First International Workshop on the Food and Environmental Safety Assessment of Genetically Modified Animals, Buenos Aires, Argentina, 5 - 9 September 2011;

· Problem Formulation: A Strategic Approach to Risk Assessment of GMOs, Trieste, Italy, 19 - 23 September, 2011;

· A Discussion of the Key Elements in Effective GMO Regulation, Kigali, Rwanda, 30 November - 2 December, 2011;

·  Atelier International de Biosécurité au Laboratoire, Sfax, Tunisia, 20-24 February, 2012.

Delegations

Assisting the participation of approx. 40 scientists and technical officers to important international and regional conferences is helping to develop and foster links with the international scientific community, ensuring that their voices are heard and their concerns are raised. Delegations supported during the review period:

1) FAO International Technical Conference on “Agricultural Biotechnologies in Developing Countries: Options and opportunities in crops, forestry, livestock, fisheries and agro-industry to face the challenges of food insecurity and climate change (ABDC-10)”, Guadalajara, Mexico, 1-4 March 2010;

2) Delegation to Nagoya, Japan, 5-16 October 2010 - incorporating a delegation to the Fifth Conference of Parties to the Convention on Biological Diversity, meeting as Parties to the Cartagena Protocol on Biosafety (COP-MOP5), Nagoya, Japan, 11-16 October 2010, and including attendance at formative pre-meetings for a limited number of delegates;

3) 11th International Symposium on the Biosafety of Genetically Modified Organisms (11th ISBGMO), Buenos Aires, Argentina, 15-20 November 2010;

4) International Conference On Agricultural Biotechnology: Fostering Innovation, Addis Ababa, Ethiopia, 13-14 May 2011

Dissemination of information

The Unit underpins the above capacity-building activities via its Biosafety webpages (www.icgeb.org/biosafety), facilitating full, unrestricted access to a number of tools and documentation. The website also provides access to official documents issued by major international organisations operating in this field, as well as to national and international websites related to biosafety. In addition, specific information is compiled in the following freely-accessible in-house on-line databases:

· Bi[bli]osafety Database (http://bibliosafety.icgeb.org) - a searchable collection of scientific publications dedicated to biosafety and risk assessment in biotechnology, which has recently been redesigned in order to be even more user-friendly. Monthly updates are distributed to freely-subscribed members. It contains over 10,000 records of articles published since 1990 and is interoperable with the central portal of the CBD’s Biosafety Clearing House. This database has also become an invaluable inhouse tool for biosafety instruction.

· Risk Assessment Searching Mechanism (RASM; http://rasm.icgeb.org) - providing access to over 900 risk assessment documents related to official government decisions concerning the commercial release of GMOs. This tool has also undergone recent restructuring, and the newly improved version was launched in March, 2010.

· BiosafeRes Database (http://biosaferes.icgeb.org) – a compilation of descriptions and results of over 100 past and current projects in GMO biosafety research. Funded under the EU framework 6 BIOSAFENET programme, this database is expected to be an extremely useful tool for assisting stakeholders of all types (e.g. regulators, scientists, journalists and the general public alike) in finding scientific expertise in GMO biosafety research.

Further, the Biosafety Unit publishes the “Collection of Biosafety Reviews” (http://www.icgeb.org/biosafety/publications/collections.html) series, which are volumes of commissioned scientific reviews of major areas of interest for biosafety and risk assessment, and which underpin workshop training activities.

Publications

The Biosafety Unit is also actively involved in disseminating the outcomes of its various surveys and reviews to a wider audience, especially via the peer-reviewed scientific literature. The full articles can be provided upon request:

Anon, 2012 (in press). Guidance for a Fit-for-Purpose Regulatory Framework for GMOs. Consensus document, ICGEB, Italy, Trieste.

Craig, W., Reddy, V.S., Medaglia, J.C. (in press). A comparison of selected regulatory frameworks from around the world regarding the commercialisation of GM crops. Encyclopedia of Sustainability Science and Technology.

Devos, Y., Craig, W., Schiemann, J., 2012 (in press). Transgenic crops, risk assessment and regulatory framework in the European Union. Encyclopedia of Sustainability Science and Technology.

Araya-Quesada, M., Craig, W., Ripandelli, D. (submitted). Biosafety of genetically modified organisms in the Latin American and the Caribbean region: Main needs and opportunities for strategic capacity building. AgBioForum.

Obonyo, D.N., Nfor, L.M., Uzochukwu, S., Araya-Quesada, M., Farolfi, F., Ripandelli, D., Craig, W., 2011. Identified gaps in biosafety knowledge and expertise in sub-Saharan Africa. AgBioForum, 14(2): 71-82.

Araya-Quesada, M.,  Degrassi, G.,  Ripandelli, D.,  Craig, W., 2010. Key elements in a strategic approach to capacity building in the biosafety of genetically modified organisms. Environmental Biosafety Research, 9: 1–7.

Araya-Quesada, M., Craig, W., Ripandelli, D., 2010. The importance of biosafety capacity building: The International Centre for Genetic Engineering and Biotechnology’s experience. International Journal of Biosafety and Biosecurity, 1(2): 1-3.

Craig, W., Araya-Quesada, M., Lewandowski, R., Degrassi, G., Ripandelli, D., 2010. An overview of online databases and web-based resources related to the biosafety of genetically modified crops. Collection of Biosafety Reviews 5: 112-142.

	International Food Policy Research Institute 
	March 8, 2012
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The Program for Biosafety Systems (PBS)

John Komen, PBS assistant director

URL: http://pbs.ifpri.info/

The Program for Biosafety Systems (PBS) contributes to the implementation of the Cartagena Protocol by supporting partner countries as they develop the policy and legal framework, administrative procedures, technically qualified personnel and outreach mechanisms vital to their national biosafety systems. PBS work emphasizes sound science-based decision making and research, while also addressing socioeconomic considerations. PBS works with partner countries in Africa (Nigeria, Kenya, Uganda, Malawi, Mozambique) and Asia (the Philippines, Indonesia, Vietnam) to develop and implement a program of activities tailored to biosafety needs identified by local collaborators. In addition, PBS works with regional policy-making bodies such as COMESA
 on subjects of common interest, such as LMO commodity trade and the development of regional technical guidelines. 

Project activities 
The scope of PBS activities generally includes the following: 

(a) Policy and regulatory development: The PBS policy component analyzes the implications of different country and regional regulatory approaches for genetically modified organisms. Choices regarding biosafety policies and objectives are evaluated for their implications for agricultural growth, trade, and food security. Legal expert advice is provided to countries drafting legal instruments and implementing regulations. 

(b) Grants for scientific research on environmental risk issues: The focus of the Biotechnology-Biodiversity Interface (BBI) grant program, managed by PBS, is on the need to better understand the interaction between genetically engineered crops, agriculture, and the environment. Through BBI, 11 competitive grants aimed at addressing the effects of agricultural biotechnology, particularly genetically engineered crops, on natural biodiversity as it occurs in developing countries. 

(c) Assistance with regulatory documentation for proposed field testing and general releases: This component of PBS provides public sector R&D institutions with the support they need to incorporate biosafety considerations into their product development efforts and to comply with regulatory requirements. It also aims to help regulatory agencies to effectively carry out their roles in the review, approval, and inspection processes. 

(d) Technical training in environmental and food risk assessment: PBS maintains an active program of training and outreach activities. The overall aim of such activities is to ensure that the people involved in biosafety decision-making are competent and confident to assess planned releases of GMOs and GM food products using the best available science. 

PBS’s main achievements 
Examples of recent PBS achievements include: 

(a) Contributing to (regional) policy making: A number of governments are in the process of drafting, or revising overall guiding policies on biotechnology and biosafety, usually backed by laws or decrees stipulating the specific procedures for GM applications and products. PBS supports national policy development where needed, notably in countries who are in the process of defining their national biosafety systems. In countries such as Malawi and Uganda, PBS-supported consultations contributed to the adoption of government policies on biotechnology and biosafety.

(b) Policy consultations at the national, regional and international level are informed by IFPRI-led PBS policy analysis and publications on emerging issues (e.g., socioeconomic assessments, labeling, liability and redress) related to biosafety implementation. This growing body of literature is available through policy briefs and discussion papers posted on the PBS website (http://pbs.ifpri.info/). In collaboration with RAEIN-Africa and the University of Pretoria, in March 2010 PBS co-organized a training program on socioeconomic assessment of GMOs for SADC countries. This was followed by a well attended side event during COP10-MOP5 on socioeconomics, jointly organized with RAEIN-Africa.

(c) The Regional Approach to Biotechnology and Biosafety Policy in Eastern and Southern Africa (RABESA) initiative, supported by the COMESA Secretariat, in its first phase analyzed the likely trade implications and farm-level impacts of planting GM crops for selected countries in East and Southern Africa. Based on the outcomes of the study, the COMESA Secretariat drafted a set of guiding principles on regional trade flows of GM commodities, which were elaborated by a team of regional experts in a follow-up phase of the initiative. In 2009 and 2010, COMESA member countries reviewed draft regional guidelines and policies regarding GMO releases and trade, which were subsequently reviewed through a series of national consultations in member countries. The revised, proposed guidelines and policies will be presented at COMESA Ministerial meetings in 2012.

(d) National biosafety framework implementation:  Detailed legal analysis and review is being done on (drafts of) laws and regulations, and recommendations made to ensure such documents establish workable, understandable and transparent regulatory systems that are consistent with international obligations such as the Cartagena Protocol. For example, in recent years, technical support was provided to the government of Kenya’s review and finalization of a proposed Biosafety Bill, which was signed into law in 2009, in partnership with the National Council for Science and Technology. Similar support is currently provided to Uganda, in collaboration with the Uganda National Council for Science and Technology, where a proposed biosafety bill is under consideration by Cabinet. In Nigeria, where a draft bill has been under development since 2006, PBS established collaboration with the Ministry of Environment and the National Biotechnology Development Authority, and co-organized public hearings and stakeholder reviews regarding the proposed biosafety bill. Following adoption by the country’s National Assembly and Senate, the bill now awaits Presidential assent.
(e) Establishing the BBI competitive grants program: Scientific data are essential for assessing environmental risks and benefits of GMOs, particularly in centers of diversity. Impacts will differ from one ecological region to another and should be evaluated on a case-by-case basis, in and by developing countries. The focus of the Biotechnology-Biodiversity Interface (BBI) grants mechanism, managed by PBS since 2003, is on the need to better understand the interaction among GM crops and animals, agriculture, and biodiversity. To date, 11 projects (see for details: http://pbs.ifpri.info/files/2011/09/bbioverview.pdf) have been awarded and completed, with scientific leadership by developing-country research institutes. A growing number of outputs from BBI projects are available as peer-reviewed publications.
(f) Integrated Confinement System for GM plants: Confined field trials (CFTs) play a critical role in the evaluation and development of new technologies intended to improve agricultural productivity. General guidelines for assessing and deciding on CFTs have been adopted in most partner countries. However, their implementation must be carefully managed in order to assure that the experimental material remains confined, so that no effect on the environment and human or animal health occurs. Aware of the need for a comprehensive and encompassing approach —comprising the development of detailed guidelines, tailored training and technical assistance— in the critical area of biosafety for confined field trials, PBS and partners in developing countries have developed an “Integrated Confinement System” applicable to confined field trials as well as contained glasshouse experiments. The system has been developed through collaborative work in East Africa, and has the following elements: (a) CFT Guideline; (b) Containment Manual; (c) Confinement Manual; (d) Regulatory Procedures; (e) Trial Managers handbook; and, (f) Inspectors‘ handbook. ICS materials are available in English, French and Portuguese, and are used in a wide range of countries for a variety of crops.
(g)  In collaboration with the Uganda National Council for Science and Technology, PBS developed detailed guidelines and standard operating procedures (SOPs) for confined field trials, adopted by the government of Uganda under existing legal authority. This work enabled the Uganda National Biosafety Committee to review and approve field trial applications for GM fungal-resistant banana, bacterial wilt-resistant banana, virus-resistant cassava, nutrition-enhanced banana, and Bt cotton. Using the ICS handbooks as a starting point, Malawi’s NBRC recently adopted detailed SOPs for planned field trials for Bt cotton. The ICS is also adopted for sound field trial management in countries such as Nigeria (Bt cowpea, nutrition-enhanced cassava) and Vietnam (Bt maize).
(h) An integrated approach to biosafety training and education: PBS continues to provide targeted training interventions supporting a clearly defined goal, addressing a concrete biosafety challenge. Recent training events focused on, for example, reviewing and managing actual field trial applications; and, preparing for developing national GM food safety regulations in line with international (Codex) standards; developing training curriculum and materials by African universities. A case from the Philippines serves to illustrate this point, and how policy development went hand in hand with technical training. Over the last several years, PBS is collaborating with the Philippines Bureau of Plant Industry (BPI) in providing technical assistance and training to build insect- and weed resistance management policies for GM maize varieties that are commercially available in the country. PBS-supported activities ranged from internship programs in the US and Canada, aimed at drafting and updating IRM guidelines and training materials, to implementing local training programs on insect- and weed resistance management, targeting crop protection officers of the different regions in the Philippines. Knowledge gained in insect-resistance management (IRM) schemes is currently applied in developing IRM guidelines for the planned introduction of insect-resistant eggplant.
(i) An important advantage of a global program such as PBS is the possibility to encourage South-South collaboration and exchanges. This has included, for example, the organization of internship programs for Vietnamese regulatory officials in the Philippines, as one country with extensive experience in environmental risk assessment and GMO decision making. The Philippines also hosted, in 2011, a delegation from Kenya’s National Biosafety Authority for a 5-day training and fact-finding program.
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An Update on RAEIN-Africa’s on-going and Planned Biosafety Capacity Building Initiatives

Prepared by Phumzile Zanele Dlamini 
The Regional Agricultural and Environmental Initiatives Network-Africa (RAEIN-Africa) is a Southern African network that facilitates and promotes interfacing of science, technology, policy and society for sustainable livelihoods using innovation systems approaches. Since her launch in 2005, RAEIN-Africa, with support from DGIS, Netherlands has worked towards supporting countries in southern Africa in efforts to domesticate the Cartagena Protocol through a number of biosafety capacity building interventions.  

1. Establishment and support of the Southern African Network of GM detection Laboratories (SANGL): SANGL is a network of 17 GM detection laboratories in nine southern African countries i.e. Botswana, Malawi, Namibia, Mozambique, South Africa, Swaziland, Tanzania, Zambia and Zimbabwe that was established in 2009 to address identified gaps and needs that exist in GM detection in Southern Africa. Participation in the network is endorsed by the National Competent Authority in each country. Amongst other issues,  SANGL seeks:
· To build and strengthen capacities for GM detection in southern Africa

· To establish guidelines and harmonised methods for sampling and GM detection in the region

· To facilitate training in GM detection to help Network laboratories achieve minimum standards

· To establish links with other international GM detection laboratories and networks as well as other institutions.

Examples of capacity building initiatives that RAEIN-Africa has supported under SANGL include a training of trainers in GM detections techniques held in August, 2010 and an annual general meeting in September, 2011. SANGL is currently implementing a proficiency testing exercise led by the GM testing unit of the University of Free State. 

2. Unpacking Socio-economic Considerations (SECs) in Biosafety Decision Making: In partnership with University of Pretoria and with technical backstopping from the International Food Policy Research Institute (IFPRI), RAEIN-Africa ran the first ever training workshop on biosafety socio-economic considerations in southern Africa in 2010. A multi-disciplinary team was also established to carry out a project aimed at developing a guideline for socio-economic impact assessment. This was in recognition of a gap that exists in the region with regards to clear aspirations to consider SECs expressed through statements in NBFs against a background of lack of guidance on how this can be actualised. The guideline was developed, pretested and is now under peer review.

3. Risk Assessment and Risk Management (RA&RM): as a follow-up to a regional training on RA&RM, in-country training workshops were facilitated in three countries i.e. Malawi, Zambia and Zimbabwe. A total of 45 participants were trained. The workshops were conducted in collaboration with the Geobotanical Institute ETH, Zurich, Switzerland and Biosafety South Africa, Cape Town, South Africa.  In addition to providing skills and knowledge on RA&RM, these trainings also facilitated dialogue between stakeholder groups in-country thus contributing to improved coordination of biosafety issues at national level.
4. Public Awareness and Public Participation in Biosafety Decision-Making: RAEIN-Africa is continuing to support public awareness and public participation innovation platforms in Botswana and Swaziland with an additional platform in Zambia. The main goal of these platforms is to enhance public awareness and participation of stakeholders in Biosafety decision making processes using the innovation systems approach. These platforms are further stimulating towards national debate and dialogue on biotechnology and biosafety and it is envisaged that this will also contribute towards finalization of NBFs.
5. Negotiation skills training: RAEIN-Africa strives to ensure that countries in southern Africa are adequately prepared for negotiations ahead of COP-MOP. In this regard, RAEIN-Africa facilitated the first training in 2006 in preparation for COP-MOP 3. Another training was implemented in 2010. A further negotiation skills and techniques training is planned for May, 2012. The focus of this training will be on the substantive issues on the agenda to the COP-MOP 6. Participants of the training are also expected to contribute in national dialogues and position preparation processes in-country.

6. Regional High Level Dialogue on Biosafety: In 2010, RAEIN-Africa, in collaboration with SADC facilitated a regional high level dialogue on biosafety. The initiative brought together technocrats and high level officials from 12 SADC states. One of the main recommendations from this activity was a need for more dialogue at national level to ensure coordination of biotechnology and biosafety amongst stakeholder ministries. 

7. National High level Dialogues on Biosafety: Following recommendations from the Regional High Level Dialogue, RAEIN-Africa will be supporting National dialogues on Biosafety in eight SADC countries. Among the objective of these high-level dialogues facilitating a forum where national and regional issues relating to biosafety can be tabled and discussed with a view to developing a shared understanding amongst stakeholders. These dialogues will further facilitate opportunities for identifying potential areas of collaboration at regional level.
8. Capacity building on the Nagoya-Kuala Lumpur Supplementary Protocol on Liability and Redress (L&R) and Nagoya Protocol on Access and Benefit Sharing (ABS): RAEIN-Africa with support from VROM, Netherlands, is implementing a project aimed at enhancing levels of awareness and capacity on the ABS and L&R Protocols with a view to stimulating and supporting in-country processes of consultation that are an essential first step towards to ratification and implementation of the protocols in the region. Amongst the expected outcomes of the project are:
a. A core group of lawyers and scientists who are capacitated and able to provide training and support in the areas of ABS and L&R in biosafety in the region

b. A capacitated group of stakeholders who are able to contribute to national debates in ABS and L&R and ultimately support implementation at national level

-----
�: COMESA: Common Market for East and Southern Africa
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