List of documents not to be added to the list of background documents

The “List of guidance materials available in the biosafety information resource centre of the biosafety clearing house”
 that was made available as information document for the first session of the AHTEG, contains a large number of documents that can serve as background documents for the Roadmap.

Previously I have circulated a list of documents
 taken from the information document, that fit the criteria for background documents for the Roadmap; a slightly revised version of this list is posted together with this document.

The present list presents the documents that were not taken over from the “List of guidance materials available in the biosafety information resource centre of the biosafety clearing house”, because they do not seem fit the criteria for background documents for the Roadmap.

For each document I have indicated the (main) reason not to take them on board, because the documents deal with:
· Food Safety

· Contained use

· Enforcement

· Types of LMOs for which specific guidance has been made, or is likely to be made: LMOs with stacked genes or traits, Pharmaplants, Animals, and Micro-organisms, fungi and viruses

· International agreements, Codes of conduct or practice, Trade related standards and WTO issues

· Procedures
· Databases containing risk assessment summaries
· General planning
The list:

Numbers refer to the numbers in the “List of guidance materials available in the biosafety information resource centre of the biosafety clearing house”
6 Safety Evaluation of Foods Derived by Modern Biotechnology: Concepts and Principles 

(Food Safety) 

Source / Year: Organisation for Economic Co-operation and Development (OECD) / 1993.

Description: This report is intended for the use of those involved in carrying out safety evaluations of new foods or food components derived by means of modern biotechnology, including microorganisms, plants and animals. It elaborates scientific principles to be considered in making such evaluations, based on a comparison with traditional foods that have a safe history of use.
BIRC Record ID: 48488 (http://bch.cbd.int/database/record.shtml?id=48488).
8 Food Safety Risk Analysis – A Guide for National Food Safety Authorities

(Food Safety)
Source / Year: Food and Agriculture Organization of the United Nations (FAO) and World Health Organization / 2006.

Description: This guide was developed to improve food safety regulators’ understanding and use of risk analysis in national food safety frameworks. The primary audience is food safety officials at the national government level. This guide provides essential background information, guidance and practical examples of ways to apply food safety risk analysis. It presents internationally agreed principles, a generic framework for application of the different components of risk analysis, and wide-ranging examples rather than prescriptive instructions on how to implement risk analysis.

BIRC Record ID: 48517 (http://bch.cbd.int/database/record.shtml?id=48517).
9 Strategies for Assessing the Safety of Foods Produced by Biotechnology 

(Food Safety)
Source / Year: Food and Agriculture Organization of the United Nations (FAO) & World Health Organization (WHO) / 1991. 
Description: This is the report of a joint FAO/WHO consultation on strategies for assessing the safety of foods produced by biotechnology, including bacteria, fungi, plants and animals. The aim was to outline appropriate strategies and procedures to assist those responsible for assessing the safety of specific applications of biotechnology in food production and processing.
BIRC Record ID: 41977 (http://bch.cbd.int/database/record.shtml?id=41977).
12 Principles for the Risk Analysis of Foods Derived from Modern Biotechnology

(Food Safety)
Source / Year: Codex Alimentarius Commission, Food and Agriculture Organization (FAO) / 2003.

Description: The purpose of these principles is to provide a framework for undertaking risk analysis on the safety and nutritional aspects of foods derived from modern biotechnology. This document does not address environmental, ethical, moral and socio-economic aspects of the research, development, production and marketing of these foods. 

BIRC Record ID: 42048 (http://bch.cbd.int/database/record.shtml?id=42048).

13 Agreement on the Application of Sanitary and Phytosanitary Measures (SPS Agreement) 

(WTO issues, international agreement)

Source / Year: World Trade Organization (WTO) / 1995.

Description: The WTO SPS Agreement applies to all sanitary and phytosanitary measures, which may, directly or indirectly, affect international trade. Such measures shall be developed and applied in accordance with the provisions of this agreement.

BIRC Record ID: 44011 (http://bch.cbd.int/database/record.shtml?id=44011).
16 Voluntary Code of Conduct for the Release of Organisms into the Environment 

(Code of conduct)

Source / Year: United Nations Industrial Development Organization (UNIDO) / 1991. 


Description: The scope of this document covers GMOs at all stages of research, development, use and disposal, while focusing on release to the environment. It covers, but is not limited to, genetically modified plants, animals (including for example, insects, molluscs and fish), and microorganisms and their products and by-products. It contains the elements of a code of conduct for the release of genetically modified organisms (GMOs) into the environment and aims to set forth the minimum acceptable components necessary for international cooperation.
20 Domestic Import Regulations for Genetically Modified Organisms and their Compatibility with WTO Rule: Some Key Issues


(WTO issues)

Source / Year: International Institute for Sustainable Development (IISD) / 2003.

Description: The first part of this paper outlines regulations affecting the import of GMOs and GM products in selected countries, including import restrictions, risk assessment provisions and labelling requirements. The second part looks at possible conflicts between national import regulations and WTO rules, in particular regarding the current and proposed EU regulations. 

BIRC Record ID: 41540 (http://bch.cbd.int/database/record.shtml?id=41540).
41 The GMO Risk Assessment Process at EFSA 
(Procedures)
Source: European Food Safety Authority (EFSA), European Community.

Description: This document shows the process through which the European Food Safety Authority (EFSA) is required to either provide the initial risk assessment or give scientific advice on each application for approval of a GM plant in the EU territory.

BIRC Record ID: 43698 (http://bch.cbd.int/database/record.shtml?id=43698).
46 Checklist for Field trials of Genetically Modified Organisms (GMOs) in Kenya. Guideline for Inspections 
(Enforcement)
Source / Year: National Biosafety Office, Kenya / 2004.

Description: Checklist for inspection of field trials of GMOs.


BIRC Record ID: 41700 (http://bch.cbd.int/database/record.shtml?id=41700).
55 The Thai Draft Guidelines on Contained Uses of GMOs 

(Contained use)
Source: National Biosafety Committee (NBC) Secretariat, Thailand.
Description: These guidelines apply to any experiment carried out in laboratories of government, state enterprises, private organizations, or companies and involving the construction and/or propagation of viroids, viruses, cells or organisms of novel genotypes produced by genetic manipulation which are either unlikely to occur in nature or likely to pose a hazard to public health or to the environment.

BIRC Record ID: 42009 (http://bch.cbd.int/database/record.shtml?id=42009).
58 NIH Guidelines for Research Involving Recombinant DNA Molecules

(Contained use)
Source / Year: National Institutes of Health, United States of America / 2002.

Description: The purpose of the NIH Guidelines is to specify practices for constructing and handling: (i) recombinant deoxyribonucleic acid (DNA) molecules, and (ii) organisms and viruses containing recombinant DNA molecules.


BIRC Record ID: 41856 (http://bch.cbd.int/database/record.shtml?id=41856).

64 An Introduction to the Food/Feed Safety Consensus Documents of the Task Force 

(Food safety)
Source / Year: Organisation for Economic Co-operation and Development (OECD) / 2006.
Description: This document provides an introduction and describes the purpose of OECD's consensus documents and their use as a practical contribution to the risk/safety assessment of foods and feeds derived from transgenic organisms. The resulting “Consensus Documents” provide a “snapshot” of current information on selected topics that may be relevant in a regulatory risk assessment.
BIRC Record ID: 41887 (http://bch.cbd.int/database/record.shtml?id=41887).

67 A Practical Guide to Containment: Greenhouse Research with Transgenic Plants and Microbes 

(Contained use)
Source / Year: Information Systems for Biotechnology (ISB) / 2001.

Description: Reference on appropriate biosafety and containment levels for GMO research conducted in greenhouses. It helps clarify what level of containment is needed and what measures are sufficient to achieve the various biosafety levels by providing information on the purpose of containment, the variety of methods used to achieve it, and the facilities and practices that satisfy the requirements of established guidelines and regulations. 

BIRC Record ID: 41671 (http://bch.cbd.int/database/record.shtml?id=41671).

68 Biosafety Guidelines in Genetic Engineering and Biotechnology for Laboratory Work 

(Contained use)
Source / Year: National Biosafety Committee (NBC) Secretariat, Thailand / 1992.

Description: These guidelines are applicable for research work involved in the construction and/or propagation of viroids, viruses, cells or other organisms carrying novel genetic material, including transgenic plants and animals, which are either improbable to arise naturally or are potentially detrimental towards public safety and environmental health.


BIRC Record ID: 42011 (http://bch.cbd.int/database/record.shtml?id=42011).

69 Checklist for Contained Use (Laboratory Activities) of Genetically Modified Organisms (GMOs) in Kenya. Guideline for Inspections 

(Contained use)
Source / Year: National Biosafety Office, Kenya / 2004.

Description: This document contains a checklist for inspection of laboratory facilities used for GMOs.

BIRC Record ID: 41697 (http://bch.cbd.int/database/record.shtml?id=41697).
70 Checklist for Contained Use (Animal Units) of Genetically Modified Organisms (GMOs) in Kenya. Biosafety Level 1 - 3. Guideline for Inspections 

(Contained use)
Source / Year: National Biosafety Office, Kenya / 2004.

Description: Checklist for inspection of animal facilities used for contained use of GMOs.

BIRC Record ID: 41698 (http://bch.cbd.int/database/record.shtml?id=41698).
71 Checklist for Contained Use (Glasshouses and Growth-rooms) of Genetically Modified Organisms (GMOs) in Kenya. Biosafety Level 1 - 3. Guidelines for Inspections 

(Contained use)
Source / Year: National Biosafety Office, Kenya / 2004.

Description: Checklist for inspection of greenhouses and growth-rooms used for contained use of GMOs.


BIRC Record ID: 41699 (http://bch.cbd.int/database/record.shtml?id=41699).

72 User Guide to Making An Application for Rapid Assessment to Develop in Containment a Project of Low-Risk GMOs 

(Contained use)
Source / Year: Environmental Risk Management Authority (ERMA), New Zealand / 2005.

Description: This guide is particularly helpful for those who are reviewing applications, but it may also be useful for applicants and those people interested in HSNO (Hazardous Substances and New Organisms) related risks more generally.

BIRC Record ID: 42026 (http://bch.cbd.int/database/record.shtml?id=42026).
73 User Guide to Making An Application for Rapid Assessment to Import into Containment Low-Risk GMOs 

(Contained use)
Source / Year: Environmental Risk Management Authority (ERMA), New Zealand / 2003.

Description: This guide is particularly helpful for those who are reviewing applications, but it may also be useful for applicants and those people interested in HSNO (Hazardous Substances and New Organisms) related risks more generally.

BIRC Record ID: 42027 (http://bch.cbd.int/database/record.shtml?id=42027).
74 Biosafety in the Laboratory


(Contained use)
Source / Year: Flanders Interuniversity Institute for Biotechnology / 2004.


Description: This booklet gives a brief overview of the basic principles that are important for the safe use of pathogenic and/or genetically modified organisms. Safety measures discussed those to protect humans and the environment. 

BIRC Record ID: 41589 (http://bch.cbd.int/database/record.shtml?id=41589). 
88 Office of the Gene Technology Regulator – List of Intentional Release Licence Applications under Evaluation
(Databases containing risk assessment summaries)

Source: Office of the Gene Technology Regulator (OGTR), Australia

Description: This database contains the status of licence applications received by the Office of the Gene Technology Regulator (OGTR), Australia and includes links to the relevant documents.

BIRC Record ID: 42109 (http://bch.cbd.int/database/record.shtml?id=42109).

89 Release Permits for Pharmaceuticals, Industrials, Value Added Proteins for Human Consumption, or for Phytoremediation Granted or Pending by APHIS 
(Databases containing risk assessment summaries)

Source: Animal and Plant Health Inspection Service (APHIS), United States Department of Agriculture (USDA), United States of America
Description: This database contains a list of release permits for organisms intended for use as pharmaceuticals, industrials, and value added proteins or for phytoremediation received by APHIS including those still pending and otherwise not approved. The list is automatically updated daily and organized by year. The decision summary for each permit is also available.

BIRC Record ID: 48494 (http://bch.cbd.int/database/record.shtml?id=48494).

90 Petitions of Nonregulated Status Granted or Pending by APHIS
(Databases containing risk assessment summaries)

Source: Animal and Plant Health Inspection Service (APHIS), United States Department of Agriculture (USDA)
Description: This database contains a list of petitions for “nonregulated status” of LMOs received by the U.S. Department of Agriculture's (USDA) Animal and Plant Health Inspection Service (APHIS). The lists of approved and pending petitions are automatically updated daily. Preliminary and final environmental assessment documents are also available.

BIRC Record ID: 48509 (http://bch.cbd.int/database/record.shtml?id=48509).

91 Permits with Environmental Assessments
(Databases containing risk assessment summaries)

Source: Animal and Plant Health Inspection Service (APHIS), U.S. Department of Agriculture (USDA)
Description: This database contains a list of Field Release Permits by the United States Department of Agriculture's (USDA) Animal and Plant Health Inspection Service (APHIS). This list automatically updated daily and contains current and outstanding permits with environmental assessments only, and may not contain permits with environmental assessments that are more then three years old. 

BIRC Record ID: 48510 (http://bch.cbd.int/database/record.shtml?id=48510).

92 Deliberate release into the environment of GMOs for any other purposes than placing on the market
(Databases containing risk assessment summaries)

Source: Joint Research Centre, European Commission
Description: The EU database of deliberate environmental releases of LMOs includes documents that provide a discussion of potential environmental impacts as well as any measures taken for the mitigation of risks. These documents provide insight and examples of the issues addressed during risk assessments for particular LMOs on a case-by-case basis. 

BIRC Record ID: 48511 (http://bch.cbd.int/database/record.shtml?id=48511).

93 Japan Biosafety Clearing House (J-BCH) – Approved LMOs
(Databases containing risk assessment summaries)

Source: Ministry of the Environment, Japan.
Description: The Japanese BCH database contains a list of LMOs approved under the Type 1 Use Regulation. The database is organized by year of approval and risk assessment reports are available for the majority of LMOs.

BIRC Record ID: 48522 (http://bch.cbd.int/database/record.shtml?id=48522).
94 Biotechnology and Biosafety at CIP Internal Guidelines 

(General planning)

Source / Year: International Potato Center (CIP), Peru / 1993.

Description: This paper outlines future plans for biosafety activities at the International Potato Center (CIP). It was developed in close cooperation with experts in the field and with representatives from the Ministry of Agriculture of Peru.


BIRC Record ID: 42043 (http://bch.cbd.int/database/record.shtml?id=42043).

95 Code of Practice on the Introduction of Genetically Modified Crops 

(Code of practice)
Source / Year: Supply Chain Initiative on Modified Agricultural Crops (SCIMAC), United States of America / 1999.

Description: This Code of Practice was developed to establish a consistent, industry-wide approach to the supply of information relating to genetically modified (GM) crops from seed to primary end-product, and to promote practical guidelines for the management of specific aspects of GM crops.


BIRC Record ID: 41982 (http://bch.cbd.int/database/record.shtml?id=41982).

1
63 MON 810 Food Safety Assessment Case Study 

(Food Safety)
Source: Agriculture & Biotechnology Strategies (AGBIOS).


Description: This document is a case study using genetically engineered maize (Zea mays) event MON 810 and its progeny. It has been developed as a teaching module to serve as a tool for providing regulators with practical training in the safety assessment of transgenic plants.

BIRC Record ID: 42183 (http://bch.cbd.int/database/record.shtml?id=42183).

164 GTS 40-3-2 Food Safety Assessment Case Study 

(Food Safety)
Source: Agriculture & Biotechnology Strategies (AGBIOS).


Description: This document is a case study using genetically engineered soybean (Glycine max) event GTS 40-3-2 and its progeny. It has been developed as a teaching module to serve as a tool for providing regulators with practical training in the safety assessment of transgenic plants.


BIRC Record ID: 42182 (http://bch.cbd.int/database/record.shtml?id=42182).
177 Considerations for the Safety Assessment of Animal Feedstuffs derived from Genetically Modified Plants 

(Food Safety)
Source / Year:  Organisation for Economic Co-operation and Development (OECD) / 2003.

Description: This document addresses considerations in the safety assessment of GM foodstuffs, including the fate of DNA and protein in animal feeding, animal feeding studies, and future GM feedstuffs. As well, there is background material on the various organisms and traits constituting GM plants used as animal feeds.


BIRC Record ID: 41892 (http://bch.cbd.int/database/record.shtml?id=41892).

178 Guideline for the Conduct of Food Safety Assessment of Foods Derived from Recombinant-DNA Plants 

(Food Safety)
Source / Year: Codex Alimentarius Commission, Food and Agriculture Organization of the United Nations (FAO) / 2003.

Description: The document addresses safety and nutritional aspects of foods consisting of, or derived from, plants that have been modified by modern biotechnology to exhibit new or altered expression of traits. It does not address environmental risks.

BIRC Record ID: 42122 (http://bch.cbd.int/database/record.shtml?id=42122).

179 Revised Guidelines for Research in Transgenic Plants. Guidelines for Toxicity and Allergenicity Evaluation of Transgenic Seeds, Plants and Plant Parts 

(Food Safety)
Source / Year: Ministry of Science and Technology, India / 1998.

Description: These guidelines cover areas of recombinant DNA research on plants including the development of transgenic plants and their growth in soil for molecular and field evaluation. The guidelines also deal with import and shipment of genetically modified plants for research use only.

BIRC Record ID: 41965 (http://bch.cbd.int/database/record.shtml?id=41965).
180 Risk Assessment of GMO Products in the European Union: Toxicity Assessment, Allergenicity Assessment and Substantial Equivalence in Practice and Proposals for Improvement and Standardisation 

(Food Safety)
Source / Year: Austrian Federal Environment Agency, Austria / 2004.

Description: This study focuses on toxicity and allergenicity assessment, on how the concept of substantial equivalence was being put into practice but it also included some general aspects of risk assessments regarding genetically modified organisms.

BIRC Record ID: 41675 (http://bch.cbd.int/database/record.shtml?id=41675).
181 Risk Assessment of Genetically Modified Organisms 

(Food Safety)
Source / Year: Associação Brasileira de Pós-Graduação em Saúde Coletiva (ABRASCO) / 2007.

Description: This work presents approaches for the risk assessment of GM food and reviews the various types of potential risks to the environment and human health. It also covers some of the problems related with the genetic construction or with the expression of the inserted gene.

BIRC Record ID: 43917 (http://bch.cbd.int/database/record.shtml?id=43917).

182 Working Principles for Risk Analysis for Application in the Framework of the Codex Alimentarius 

(Food Safety)
Source: Codex Alimentarius Commission, Food and Agriculture Organization of the United Nations (FAO).

Description: Includes general principles and key elements of risk assessment and risk management in the context of food safety and human health, covering many aspects of Annex III of the Protocol.
BIRC Record ID: 42127 (http://bch.cbd.int/database/record.shtml?id=42127).
183 GM Food Safety Assessment - Tools for Trainers (Pre-publication) 
(Food Safety)
Source / Year: Food and Agriculture Organization of the United Nations (FAO) / 2009

Description: This document contains a standardized training package to assist countries in implementing relevant Codex texts related to the safety assessment of foods derived from recombinant-DNA plants. This training package contains both theory and practical examples of risk assessments of foods derived from modern biotechnology and a guide for training regulators. This is a “pre-publication” and a final version of this document is expected in the coming months. 

BIRC Record ID: 48514 (http://bch.cbd.int/database/record.shtml?id=48514).
184 International Comparison of Regulatory Frameworks for Food Products of Biotechnology


(Food Safety)
Source / Year: Canadian Biotechnology Advisory Committee (CBAC) / 2000.

Description: This document provides a comparison of the regulatory frameworks in Argentina, Australia, Japan, the United Kingdom and the United States. The objective is to situate Canada internationally with respect to the regulation of agricultural biotechnology products and highlight best practices in a manner that will help CBAC identify issues related to the governance and organization of Canada’s regulatory system. 

BIRC Record ID: 41805 (http://bch.cbd.int/database/record.shtml?id=41805).

186 Safety aspects of genetically modified foods of plant origin


(Food Safety)
Source / Year: World Health Organization (WHO) / 2000.
Description: This report addresses food safety and nutritional questions regarding foods and food ingredients derived from plants that have been genetically modified using recombinant DNA techniques. 

BIRC Record ID: 41625 (http://bch.cbd.int/database/record.shtml?id=41625).
187 Compliance Management of Confined Field Trials of Genetically Engineered Plants 

(Enforcement)

Source / Year: CropLife International / 2005.

Description: This document provides information that may be used for the development of quality assurance programs designed to ensure compliance with the terms and conditions of authorisation for confined field trials.


BIRC Record ID: 41544 (http://bch.cbd.int/database/record.shtml?id=41544).
205 Risk Assessment of Plants Containing Genetic Modification Events Combined by Crossing

(LMOs with stacked genes or traits)
Source / Year: European Food Safety Authority (EFSA) / 2006.

Description: This document considers the risk assessment for the commercialization of crop plants containing genetic modification events combined by crossing. The cases likely to be presented for risk assessment will vary according to the type of crop or plant species on a case-by-case basis.
BIRC Record ID: 41973 (http://bch.cbd.int/database/record.shtml?id=41973).
206 Guidance document of the Scientific Panel on Genetically Modified Organisms for the Risk Assessment of Genetically Modified Plants Containing Stacked Transformation Events

(LMOs with stacked genes or traits)
Source / Year: European Food Safety Authority (EFSA) / 2007.

Description: This document provides guidelines with respect to the risk assessment under Regulation (EC) No 1829/2003 and Directive 2001/18/EC of genetically modified plants containing stacked transformation events. For the purpose of this document “stacked” events are defined as those combined by conventional breeding. 

BIRC Record ID: 48484 (http://bch.cbd.int/database/record.shtml?id=48484)

207 Risk Assessment of “Stacked Events”
(LMOs with stacked genes or traits)
Source / Year:  Federal Ministry for Health, Family and Youth, Austria / 2007.
Description: This document provides a brief overview of the risk assessment requirements for “stacked events” proposed in guidance documents and in the scientific literature available at the time when this document was written. It provides a comparison of the proposals and approaches described in these documents was undertaken to identify potential areas of consent and dissent.

BIRC Record ID: 48492 (http://bch.cbd.int/database/record.shtml?id=48492).

208 Assessment Criteria for the Evaluation of Environmental Safety of Plants with Novel Traits Intended for Commercial Plant Molecular Farming – DRAFT
(Pharmaplants)
Source / Year: Canadian Food and Agriculture Agency (CFIA) / 2005.
Description: This draft directive is the Canadian Food and Agriculture Agency’s starting point in developing an appropriate, science-based regulatory framework for the environmental release of LMOs intended for plant molecular farming in Canada.

BIRC Record ID: 47317 (http://bch.cbd.int/database/record.shtml?id=47317).

209 Guidance for APHIS Permits for Field Testing or Movement of Organisms Intended for Pharmaceutical or Industrial Use
(Pharmaplants)
Source / Year: Animal and Plant Protection Service (APHIS), United States Department of Agriculture (USDA) / 2008.
Description: This guidance document is intended to provide guidance for field testing and movement of organisms engineered to produce compounds intended for industrial or pharmaceutical use.

BIRC Record ID: 48493 (http://bch.cbd.int/database/record.shtml?id=48493).

210 A Growing Concern. Protecting the Food Supply in an Era of Pharmaceutical and Industrial Crops

(Pharmaplants)
Source / Year: Union of Concerned Scientists / 2004.
Description: This document addresses the challenge of protecting the U.S. food supply from contamination by crops genetically engineered to produce drugs and industrial substances ("pharma" crops). 

BIRC Record ID: 41854 (http://bch.cbd.int/database/record.shtml?id=41854).
211 A Framework for the Animal Health Risk Analysis of Biotechnology-Derived Animals a Canadian Perspective

(Animals)
Source / Year: World Organisation for Animal Health (OIE) / 2005.

Description: This paper describes the framework used by the Canadian Food Inspection Agency to assess the risks to animal health associated with biotechnology-derived animals and their products. In Canada the risks to animal health associated with biotechnology-derived animals are one consideration among several other regulatory concerns (e.g. human health, the environment). The risk analysis process begins with hazard identification, includes a risk assessment for each hazard, and concludes with risk management and risk communication.

BIRC Record ID: 44036 (http://bch.cbd.int/database/record.shtml?id=44036).

212 Handbook on Import Risk Analysis for Animals and Animal Products. Volume 1: Introduction and Qualitative Risk Analysis; & Volume 2: Quantitative Risk Assessment

(Animals)
Source / Year: World Organisation for Animal Health (OIE) / 2004.


Description: This handbook provides practical guidance to Veterinary Services confronted with the need to analyse the risks posed by animal imports to ensure that stakeholders, risk analysts and decision-makers can be confident that the disease risks posed have been identified and can be managed effectively. It is also a good resource for capacity building in this.

BIRC Record ID: 44010 (http://bch.cbd.int/database/record.shtml?id=44010).

213 The Cartagena Protocol on Biosafety: Interaction between the Convention on Biological Diversity and the World Organisation for Animal Health

(Animals)
Source / Year: World Organisation for Animal Health (OIE) / 2005.

Description: This paper reviews the key provisions of the Cartagena Protocol on Biosafety and attempts to highlight areas of the agreement which are also of interest to various international bodies, particularly the World Organization for Animal Health (OIE). 

BIRC Record ID: 41693 (http://bch.cbd.int/database/record.shtml?id=41693).
214 The Safety Assessment of Foods from Transgenic and Cloned Animals Using the Comparative Approach

(Animals)
Source / Year: World Organisation for Animal Health (OIE) / 2005.

Description: This article outlines the basic principles behind the comparative approach, discusses some of the potential food safety concerns associated with transgenic and cloned animals and describes important elements of the comparative approach and how these might be applied to assessing the safety of food from animals.
BIRC Record ID: 44037 (http://bch.cbd.int/database/record.shtml?id=44037).
215 Animal Biotechnology: Science-Based Concerns

(Animals)
Source / Year: National Research Council, United States of America / 2002.

Description: This report identifies potential risks associated with advances in animal biotechnology, including the possibility that genetically engineered fish, shellfish or insects might escape and introduce engineered genes into wild populations.

BIRC Record ID: 44041 (http://bch.cbd.int/database/record.shtml?id=44041).
216 Animal Health Risk Analysis Framework for Biotechnology-Derived Animals

(Animals)
Source / Year: Canadian Food Inspection Agency (CFIA) / 2004.

Description: This framework is intended for the assessment of biotechnology-derived animal from the animal health perspective. It is anticipated that the regulated animals will principally include terrestrial mammalian and avian livestock species intended for release outside of research and development facilities.


BIRC Record ID: 43887 (http://bch.cbd.int/database/record.shtml?id=43887).

217 FAO/WHO Expert Consultation on the Safety Assessment of Foods Derived from GM Animals, including Fish (FAO Food and Nutrition Paper 79)

(Animals)
Source / Year: Food and Agricultural Organization of the United Nations (FAO) and the World Health Organization (WHO) / 2003.

Description: Describes general principles and considerations relevant to risk/safety assessment of GM animals and derived foods, including fish. 

BIRC Record ID: 42120 (http://bch.cbd.int/database/record.shtml?id=42120).

218 Notification Guidelines for the Environmental Assessment of Biotechnology – Derived Livestock Animals

(Animals)
Source / Year: Canadian Food Inspection Agency (CFIA), Canada / 2004.

Description: This document outlines the general information requirements for the notification of biotechnology-derived animals including those that have been genetically engineered. 

BIRC Record ID: 43886 (http://bch.cbd.int/database/record.shtml?id=43886).
219 Guideline for the Conduct of Food Safety Assessment of Food Derived from Recombinant-DNA Animals (CAC/GL 68-2008)
(Animals)
Source / Year: Codex Alimentarius Commission, Food and Agriculture Organization (FAO) / 2008.
Description: The Guideline describes the recommended approach for the food safety assessment of foods derived from recombinant-DNA animals where a conventional counterpart exists, and identifies the data and information that are generally applicable to making such assessments. In assessing the safety of food from recombinant-DNA animals, this approach takes into account the following (a) the nature of the recombinant-DNA construct and its expression product(s), if any; (b) the health status of the recombinant-DNA animal; and (c) the composition of foods produced from recombinant-DNA animals, including key nutrients.

BIRC Record ID: 48526 (http://bch.cbd.int/database/record.shtml?id=48526).

220 Status and Risk Assessment of the Use of Transgenic Arthropods in Plant Protection

(Animals)
Source / Year: Food and Agriculture Organization of the United Nations (FAO) and International Atomic Energy Agency (IAEA) / 2006.

Description: This publication is the result of proceedings of a technical meeting organized by the Joint FAO/IAEA Programme of Nuclear Techniques in Food and Agriculture and the Secretariat of the International Plant Protection Convention. It compiles the results of working groups on: (a) the current status of transgenesis in pest arthropods; (b) identification of risks associated with a transgenic release and (c) development of risk assessment protocols. 

BIRC Record ID: 41909 (http://bch.cbd.int/database/record.shtml?id=41909).
221 Guidance for Industry – Regulation of Genetically Engineered Animals Containing Heritable rDNA Constructs
(Animals)
Source / Year: Food and Drug Administration (FDA), United States of America / 2009.
Description: This guidance explains the process by which FDA is regulating genetically engineered (GE) animals and provides a set of recommendations to producers of genetically engineered animals to help them meet their obligations and responsibilities under the law.  While the guidance is intended for industry, it may also help other stake holders gain a better understanding on genetically engineered animals.
BIRC Record ID: 48499 (http://bch.cbd.int/database/record.shtml?id=48499). 
222 The Use of Genetically Modified Animals
(Animals)
Source / Year: The Royal Society, United Kingdom / 2001.
Description: This report is primarily about the scientific issues involved in the genetic modification of animals. This report examines genetic modification of vertebrates such as mammals, birds, fish and amphibians, as well as invertebrates such as insects. Only these groups of animals that have been genetically modified were considered in this report.

BIRC Record ID: 48501 (http://bch.cbd.int/database/record.shtml?id=48501).  
223 Abstracts of the OECD Workshop on the Biology of Atlantic Salmon (Salmo salar)
(Animals; Fish and Other Aquatic Animals)

Source / Year: Organisation for Economic Co-operation and Development (OECD) / 2006.

Description: This document summarizes the discussions of a workshop on the biology of Atlantic salmon organized by the OECD with the objective of identifying and reviewing the kinds of (and availability of) baseline information of (non-transgenic) from traditional fish farming or breeding, and to determine what information might be relevant to risk/ safety assessment; and what information might be needed for the development of a biology document. The overall approach used by the workshop was similar to that done to first identify and circumscribe the issues about crop species that would inform a risk/safety assessment of the same species after it had been transformed.

BIRC Record ID: 47263 (http://bch.cbd.int/database/record.shtml?id=47263).
224 Environmental Risk Assessment of Genetically Modified Organisms. Volume 3: Methodologies for Transgenic Fish
(Animals; Fish and Other Aquatic Animals)

Source / Year: CAB International / 2007.

Description: With a focus on developing countries, this book is the third in the series and provides detailed information on environmental biosafety policy and regulation and presents methodologies for assessing ecological risks associated with transgenic fish.


BIRC Record ID: 44302 (http://bch.cbd.int/database/record.shtml?id=44302).

225 Current Scientific Understanding of the Environmental Biosafety of Transgenic Fish and Shellfish

(Animals; Fish and Other Aquatic Animals)

Source / Year: World Organisation for Animal Health (OIE) / 2005.
Description: This paper shows how assessing the environmental biosafety of an aquatic GEO requires integrating methods and knowledge from multiple fields, such as genetics, physiology, evolutionary biology, population biology and ecology, community ecology, ecosystem ecology, and system safety science.

BIRC Record ID: 44035 (http://bch.cbd.int/database/record.shtml?id=44035).
226 Environmental Impacts of Aquatic Biotechnology
(Animals; Fish and Other Aquatic Animals)

Source / Year: Organisation for Economic Co-operation and Development (OECD) / 1995.

Description: This publication presents scientific papers and includes two expert group reports on modern aquatic biotechnology and its potential environmental impacts. This publication is of interest for persons involved in policy-making aimed at the sustainable management of aquatic resources and preserving natural biological diversity.

BIRC Record ID: 44007 (http://bch.cbd.int/database/record.shtml?id=44007).
227 Performance Standards for Safely Conducting Research with Genetically Modified Fish and Shellfish 
(Animals; Fish and Other Aquatic Animals)

Source / Year: United States Department of Agriculture (USDA) / 1995.
Description: These performance standards were prepared by the USDA with the objective of guiding evaluations of the performance and environmental safety of aquatic GMOs in the United States and abroad. These standards addresses issues related to environmental safety with respect to genetic effects on natural populations of aquatic organisms and ecological effects on aquatic ecosystems.
BIRC Record ID: 48504 (http://bch.cbd.int/database/record.shtml?id=48504).
228 Genetically Engineered Fish and Seafood
(Animals; Fish and Other Aquatic Animals)

Source / Year: United States Congressional Research Service / 2005.
Description: This report provides an overview of the US Domestic regulation, environmental concerns, international developments, possible benefits and disadvantages of genetically modified fish and seafood.

BIRC Record ID: 48507 (http://bch.cbd.int/database/record.shtml?id=48507).
229 Genetically Modified Fish in Future Aquaculture: Technical, Environmental and Management Considerations


(Animals; Fish and Other Aquatic Animals)

Source / Year: International Service for National Agricultural Research (ISNAR) / 1996.
Description: The objectives of this paper are to discuss technical, environmental and management considerations regarding the use of GMOs in aquaculture. 

BIRC Record ID: 41804 (http://bch.cbd.int/database/record.shtml?id=41804).

230 Future Fish: Issues in Science and Regulation of Transgenic Fish


(Animals; Fish and Other Aquatic Animals)

Source / Year: Pew Initiative on Food and Biotechnology / 2003.
Description: This report provides an overview of the issues surrounding transgenic fish. The report reviews the development of aquaculture biotechnology, the status of current research, its potential economic, environmental, and other benefits, its possible food safety and environmental risks, and the application of current U.S. laws and regulations as it moves to commercial development. While the report does not contain specific policy recommendations, it highlights a number of key regulatory issues for policymakers. 

BIRC Record ID: 41551 (http://bch.cbd.int/database/record.shtml?id=41551).

231 Assessment of Genetically Modified Microorganisms and their Derived Products Intended for Food and Feed Use (Guidance Document of the Scientific Panel on Genetically Modified Organisms)

(Microorganisms, fungi and viruses)
Source / Year:  European Food Safety Authority (EFSA) / 2006.

Description: This document provides guidance for the scientific risk assessment of genetically modified microorganisms (GMMs) and their derived products intended for food and feed use. In particular, it provides detailed guidance to assist in the preparation and presentation of applications to market GMMs and their products for food and/or feed use.

BIRC Record ID: 41972 (http://bch.cbd.int/database/record.shtml?id=41972).
232 Consensus Document on Information Used in the Assessment of Environmental Applications Involving Acidithiobacillus

(Microorganisms, fungi and viruses)
Source / Year: Organisation for Economic Co-operation and Development / 2006.

Description: This document addresses information of environmental applications involving the genus Acidithiobacillus.

BIRC Record ID: 41860 (http://bch.cbd.int/database/record.shtml?id=41860).
233 Consensus Document on Information Used in the Assessment of Environmental Applications Involving Baculoviruses 
(Microorganisms, fungi and viruses)
Source / Year: Organisation for Economic Co-operation and Development / 2002.


Description: This document contains general information on baculoviruses such as organism characteristics, behaviour in the environment, their history of use and interactions as well as environmental safety considerations.

BIRC Record ID: 41873 (http://bch.cbd.int/database/record.shtml?id=41873).
234Consensus Document on information Used in the Assessment of Environmental Applications Involving Pseudomonas  

(Microorganisms, fungi and viruses)
Source / Year: Organisation for Economic Co-operation and Development / 1997.

Description: This document contains general information on Pseudomonas such as organism characteristics, behaviour in the environment, their history of use and interactions as well as environmental safety considerations.

BIRC Record ID: 41885 (http://bch.cbd.int/database/record.shtml?id=41885).
235 Consensus Document on the Biology of Pleurotus spp. (Oyster Mushroom)

(Microorganisms, fungi and viruses)
Source / Year: Organisation for Economic Co-operation and Development / 2005.

Description: This consensus document addresses the biology of Oyster Mushroom. Included are descriptions of general information; taxonomy and natural distribution; agronomic practices; lifecycle and growth; sexual reproduction and grosses; genetics of P. ostreatus; and pests and diseases.

BIRC Record ID: 41863 (http://bch.cbd.int/database/record.shtml?id=41863).

236 Guidance Document on Methods for Detection of Micro-organisms Introduced into the Environment: Bacteria  

(Microorganisms, fungi and viruses)
Source / Year: Organisation for Economic Co-operation and Development / 2004.

Description: This guidance document addresses the use of methods for the detection of micro-organisms (focusing on bacteria) introduced into the environment. It is primarily intended for use by risk assessors, but it may also be useful for applicants and other stakeholders in the regulatory process.

BIRC Record ID: 41899 (http://bch.cbd.int/database/record.shtml?id=41899).
237 Guidance Document on the Use of Taxonomy in Risk Assessment of Micro-organisms: Bacteria

(Microorganisms, fungi and viruses)
Source / Year: Organisation for Economic Co-operation and Development / 2004.

Description: This guidance document addresses the use of microbial taxonomy in assigning or confirming the identity of a subject micro-organism. It is primarily intended for use by risk assessors, but it may also be useful for applicants and other stakeholders in the regulatory process.

BIRC Record ID: 41900 (http://bch.cbd.int/database/record.shtml?id=41900).
238 Guideline for the Conduct of Food Safety Assessment of Foods Produced Using Recombinant-DNA Microorganisms

(Microorganisms, fungi and viruses)
Source / Year: Codex Alimentarius Commission, Food and Agriculture Organization (FAO) / 2003.

Description: This guideline describes approaches recommended for making safety assessments of foods produced using recombinant-DNA microorganisms, using comparison to a conventional counterpart. The safety assessments described here focus on the safety of the recombinant-DNA microorganisms used in food production, and, where appropriate, on metabolites produced by the action of recombinant-DNA microorganisms on food. The guideline identifies the data and information that are generally applicable to making such assessments.

BIRC Record ID: 42040 (http://bch.cbd.int/database/record.shtml?id=42040). 

239 International Classification Schemes for Micro-Organisms Based on their Biological Risks

(Microorganisms, fungi and viruses)
Source / Year: Scientific Institute of Public Health, Belgium / 2005.

Description: This document shows a list of international classification systems for pathogenic microorganisms including bacteria, viruses, fungi, protozoa and multi-cellular parasites.

BIRC Record ID: 44039 (http://bch.cbd.int/database/record.shtml?id=44039).
240 Safety Considerations for Biotechnology: Scale & Up of Microorganisms as Biofertilizers

(Microorganisms, fungi and viruses)
Source / Year: Organisation for Economic Co-operation and Development (OECD) / 1995.

Description: This publication addresses the question of the environmental safety of the scale-up of micro-organisms developed by biotechnology, specifically for use as biofertilizers. It describes how the concept of "familiarity", with micro-organisms as biofertilizers, the introduced trait, the environment, and with their interactions, will help facilitate risk/safety analysis and manage possible risks in the context of scaling up modified micro-organisms towards commercial release.

BIRC Record ID: 41908 (http://bch.cbd.int/database/record.shtml?id=41908).
241 The Laboratory Biosafety Guidelines

(Microorganisms, fungi and viruses)
Source / Year: Health Canada / 2004.

Description: The Laboratory Biosafety Guidelines were developed to guide government, industry, university, hospital, and other public health and microbiological laboratories in their development of biosafety policies and programs. The Guidelines also serve as a technical document providing information and recommendations on the design, construction and commissioning of containment facilities.

BIRC Record ID: 42045 (http://bch.cbd.int/database/record.shtml?id=42045).

242 Application for Approval of Type 1 Use Regulations with regard to the genetically modified live vaccines
(Microorganisms, fungi and viruses)
Source: Japan Ministry of the Environment, Japan
Description: This guidance sets the necessary steps to ensure that the risk assessments of transgenic microorganisms used as live vaccines are done in accordance with the Japanese Law concerning the Conservation and Sustainable Use of Biological Diversity. It is designed to enable an applicant who wishes to obtain approval for a genetically modified vaccine to perform a scientifically sound risk assessment and to properly prepare the Risk Assessment Report.
BIRC Record ID: 48161 (http://bch.cbd.int/database/record.shtml?id=48161).

243 Safety assessment of foods derived from genetically modified microorganisms

(Microorganisms, fungi and viruses)
Source / Year: World Health Organization (WHO) and Food and Agriculture Organization of the United Nations (FAO) / 2001.

Description: This is the report of a Joint FAO/WHO Expert Consultation on Foods Derived from Biotechnology on Safety assessment of foods derived from genetically modified microorganisms. It provides scientific advice in relation to the safety assessment of GMOs in food. 

BIRC Record ID: 41975 (http://bch.cbd.int/database/record.shtml?id=41975).
� � HYPERLINK "http://www.cbd.int/doc/meetings/bs/bsrarm-01/information/bsrarm-01-inf-02-en.doc" ��http://www.cbd.int/doc/meetings/bs/bsrarm-01/information/bsrarm-01-inf-02-en.doc� 


� backgr docs to the  roadmap for risk assessment version 100816-2.doc, see earlier contribution to this thread.






