Roadmap for Risk Assessment of LMOs: Background Materials
General introduction
UNIDO Biosafety Manual 

UNIDO (2010)

The document is not yet available on the internet, but will be in the course of the next weeks (link needs to be updated)
https://bch.cbd.int/cms/ui/forums/attachment.aspx?id=256 

Public research in biotechnology, PRRI Briefing paper

Public Research and Regulation Initiative (PRRI) (2010)

http://pubresreg.org/index.php?option=com_docman&task=doc_download&gid=574 

Science and Decisions: Advancing Risk Assessment 
National Academy of Science, United States of America (2008)

http://bch.cbd.int/database/record.shtml?id=48516
Biosafety First - Holistic Approaches to Risk and Uncertainty in Genetic Engineering and Genetically Modified Organisms


Third World Network (TWN) (2007)

http://bch.cbd.int/database/record.shtml?id=48125
Genetically Engineered Organisms and the Environment: Current Status and Recommendations 

Ecological Society of America (2005)

http://bch.cbd.int/database/record.shtml?id=41549
Genetically Modified Organisms and Biosafety - A Background Paper for Decision-makers and others to Assist in Consideration of GMO Issues


World Conservation Union, IUCN Environmental Law Centre (2004)

http://bch.cbd.int/database/record.shtml?id=41537
Environmental Risk and the Precautionary Principle: A Bayesian View Applied to Genetically Modified Organisms


International Consortium on Agricultural Biotechnology Research (ICABR) (2003)

http://bch.cbd.int/database/record.shtml?id=41545
Environmental Effects of Transgenic Plants: The Scope and Adequacy of Regulation 

National Academies Press, United States of America (2003).
http://bch.cbd.int/database/record.shtml?id=44042
Genetically Engineered Organisms - Assessing Environmental and Human Health Effects 

Letourneau, DK, Burrows, BE. CRC Press (2002)
http://bch.cbd.int/database/record-v4.shtml?documentid=101038 

LMOs and the Environment Proceedings of an International Conference

Organisation for Economic Co-operation and Development (OECD) (2001)

http://bch.cbd.int/database/record.shtml?id=41986
Release of Genetically Modified Organisms in the Environment: is it a Health Hazard?
World Health Organization (WHO) and European Centre for Environment and Health (2000)

http://bch.cbd.int/database/record.shtml?id=41940
The Deliberate Release of Transgenic Plants - Biology, Hazards and Safety 

Zentrum für Biosicherheit und Nachhaltigkeit (BATS), Switzerland (1998)

http://bch.cbd.int/database/record.shtml?id=42031
Enabling the Safe Use of Biotechnology – Principles and Practice

The World Bank (1996)

http://bch.cbd.int/database/record.shtml?id=41670
UNEP International Technical Guidelines for Safety in Biotechnology 

United Nations Environment Programme (UNEP) (1995)
http://bch.cbd.int/database/record.shtml?id=41493
(also already on the present list)
Recombinant DNA Safety Considerations – Safety considerations for industrial, agricultural and environmental applications of organisms derived by recombinant DNA techniques

Organisation for Economic Co-operation and Development (OECD) (1986)
http://bch.cbd.int/database/record.shtml?id=48487
The Risk Assessment Searching Mechanism (RASM)

ICGEB

http://rasm.icgeb.org 

AROMMA - Análise de Riesgo para la Liberación de Organismos Genéticamente Modificados en el Medio Ambiente

Instituto Nacional de Ecología, Mexico.

http://bch.cbd.int/database/record.shtml?id=41615
Cumbre de la Tierra, Programa 21. 

Programa de Acción de las Naciones Unidas de Río. Capítulo 16. Gestión Ecológicamente Racional de la Biotecnología. 

http://www.un.org/esa/dsd/agenda21_spanish/res_agenda21_16.shtml
National or Regional Guidance (arranged by country and by year)
Asean Guidelines on Risk Assessment of Agriculture Related Genetically Modified Organisms (GMOs) 

Association of Southeast Asian Nations (ASEAN) Secretariat (1999)

http://bch.cbd.int/database/record.shtml?id=42215
Risk Assessment and Management of Genetically Modified Organisms under Australia’s Gene Technology Act

Linacre N., J. Falck-Zepeda, et al. (2006) International Food Policy Research Institute IFPRI 157: 1-21.

http://books.google.nl/books?hl=nl&lr=&id=0rapi5fQqHYC&oi=fnd&pg=PA1&dq=Risk+Assessment+and+Management+of+Genetically+Modified+Organisms+under+Australia%E2%80%99s+Gene+Technology+Act&ots=Xx8GXmw1nc&sig=KXRsji9jcecyNpx86RFC0oHzdrM
Biosafety Guidelines for Bangladesh 

Ministry of Science and Technology, Bangladesh (1999)
http://bch.cbd.int/database/record.shtml?id=42117
Elements of Precaution: Recommendations for the Regulation of Food Biotechnology in Canada

Health Canada; Canadian Food Inspection Agency (CFIA) and Environment Canada, Canada (2001)

http://bch.cbd.int/database/record.shtml?id=41802
Directive 94-08: Assessment Criteria for Determining Environmental Safety of Plants with Novel Traits 

Canadian Food Inspection Agency (CFIA), Canada (1994)
http://bch.cbd.int/database/record.shtml?id=42112

Biosafety Regulations of Agricultural Genetically Modified Organisms, 2002 

State Council, China (People's Republic of) (2001)

http://bch.cbd.int/database/record.shtml?id=42118
Organismos Vivos Modificados – Guía para la evaluación y Gestión de Riesgos  (Living Modified Organisms – Guide for risk assessment and management)

Centro Nacional de Seguridad Biológica, Cuba (2006)
http://bch.cbd.int/database/record.shtml?id=48165

Resource Book for Biosafety & Biotechnology in East Africa 

East African Regional Programme and Research Network for Biotechnology, Biosafety and Biotechnology Policy Development (BIO-EARN).
http://bch.cbd.int/database/record.shtml?id=42205
Directive 2001/18/EC on the Deliberate Release into the Environment of Genetically Modified Organisms

The European Parliament and the Council of the European Union, European Community (2001)
http://bch.cbd.int/database/record.shtml?id=42115
(also already on the present list, under the heading THE RISK ASSESSMENT)
The Indian Recombinant DNA Safety Guidelines and Regulations 

Ministry of Environment and Forests, India (1998)
http://bch.cbd.int/database/record.shtml?id=41966
The Guidance of Implementation of Assessment of Adverse Effect on Biological Diversity of Type 1 Use of Living Modified Organisms 
Ministry of the Environment, Japan.
http://bch.cbd.int/database/record.shtml?id=48486
Application for Approval of Type 1 Use Regulations with Regard to the Genetically Modified Plants

Ministry of the Environment, Japan 

http://bch.cbd.int/database/record.shtml?id=48518

National Guidelines for the Release of Genetically Modified Organisms (GMOs) into the Environment 

National Biosafety Office, Kenya (2004)
http://bch.cbd.int/database/record.shtml?id=41701
Guidelines for Inspection and Monitoring GMOs in Kenya 

National Biosafety Office, Kenya (2004)
http://bch.cbd.int/database/record.shtml?id=41696
Approach to Risk: Position Paper on the Approach to Risk, Methodologies for Dealing with this and the Technical and Community Information Required for Implementation

Environmental Risk Management Authority (ERMA), New Zealand (2002)
http://bch.cbd.int/database/record.shtml?id=41652
Preparing Information on Risks, Costs and Benefits for Applications under the Hazardous Substances and New Organisms Act 1996


Environmental Risk Management Authority (ERMA), New Zealand (2000)

http://bch.cbd.int/database/record.shtml?id=42092
Identifying Risks for Applications under the Hazardous Substances and New Organisms Act 1996 

Environmental Risk Management Authority (ERMA), New Zealand (1999)
http://bch.cbd.int/database/record.shtml?id=42104
Nigeria Biosafety Guidelines

Federal Ministry of Environment, Nigeria (2001)
http://bch.cbd.int/database/record.shtml?id=42105
Sustainability, benefit to the community and ethics in the assessment of genetically modified organisms: Implementation of the concepts set out in Sections 1 and 10 of the Norwegian Gene Technology Act

The Norwegian Biotechnology Advisory Board (2003)

http://bch.biodiv.org/database/attachedfile.aspx?id=417 

Guiding Principles for Development and Deployment of Genetically Engineered Organisms 

International Potato Center (CIP), Peru (2008)

http://bch.cbd.int/database/record.shtml?id=41590
The Singapore Biosafety Guidelines for Research on Genetically Modified Organisms (GMOs) 

Genetic Modification Advisory Committee Secretariat (GMAC), Singapore (2006)
http://bch.cbd.int/database/record.shtml?id=41955
Singapore Guidelines on the Release of Agriculture-Related Genetically Modified Organisms (GMOs) 

Genetic Modification Advisory Committee Secretariat (GMAC), Singapore.
http://bch.cbd.int/database/record.shtml?id=41954
Technical and Technological Aspects of Biosafety 

National Sub Committee on Technical and Technological Aspects, National Biosafety Framework, Sri Lanka (2004)
http://bch.cbd.int/database/record.shtml?id=44569
Biosafety Guidelines in Genetic Engineering and Biotechnology For Field Work and Planned Release 

National Biosafety Committee (NBC) Secretariat, Thailand (1996)
http://bch.cbd.int/database/record.shtml?id=42010
The SACGM Compendium of Guidance - Guidance from the Scientific Advisory Committee on Genetic Modification

Health and Safety Executive (HSE), United States of America (2007)

http://bch.cbd.int/database/record.shtml?id=47374
Guidelines for Ecological Risk Assessment 

Environmental Protection Agency (EPA), United States of America (1998)
http://bch.cbd.int/database/record.shtml?id=41647
(also already on the present list)
Overarching issues in the design/planning phase of the risk assessment process

- Identification of the types and sources of uncertainty
Reducing uncertainty in regulatory decision-making for transgenic crops. More ecological research or clearer environmental risk assessment?
Raybould, A. (2010). GM crops 1, 25-31. https://www.landesbioscience.com/journals/gmcrops/06RaybouldGMC1-1.pdf 

Uncertainty and Variability: The Recurring and Recalcitrant Elements of Risk Assessment 

Committee on Improving Risk Analysis Approaches Used by the U.S. EPA (2009) In: Science and Decisions: Advancing Risk Assessment. National Research Council, The National Academies Press, ISBN-10: 0-309-12046-2, chapter 4, pp 93-123. http://books.nap.edu/openbook.php?record_id=12209&page=93 

(also already on the present list)
Evaluating Critical Uncertainty Thresholds in a Spatial Model of Forest Pest Invasion Risk

Koch, H. F., D. Yemshanov, et al. (2009). Risk Analysis 29: 1227-1241.

http://ddr.nal.usda.gov/bitstream/10113/36122/1/IND44247727.pdf 

International Programme on Chemical Safety Uncertainty and Data Quality in Exposure Assessment. Part 2: Hallmarks of Data Quality in Chemical Exposure World 

Health Organization (WHO)(2008) 175 pp. 

Exploring the quality of evidence for complex and contested policy decision

Van der Sluijs, JP, A.C. Petersen, P.H.M. Janssen, James S Risbey and Jerome R. Ravetz (2008). Environmental Research Letters, 3 024008 (9pp) 

http://iopscience.iop.org/1748-9326/3/2/024008/pdf/1748-9326_3_2_024008.pdf 

http://dx.doi.org/10.1088/1748-9326/3/2/024008 

Uncertainty communication in environmental assessments: views from the Dutch science–policy interface 

Wardekker J A, van der Sluijs J P, Janssen P H M, Kloprogge P and Petersen A C (2008) Environ. Sci. Policy at press, doi:10.1016/j.envsci.2008.05.005 

http://igitur-archive.library.uu.nl/chem/2009-0306-202843/NWS-E-2008-56.pdf 

Long-term effects of genetically modified (GM) crops on health and the environment (including biodiversity): Prioritization of potential risks and delimitation of uncertainties 

In: BEETLE study, genetically modified (GM) crops with traits already on the market in the EU or possibly so in the near future were assessed with respect to potential long-term (10-20 years) (2007)

http://bch.cbd.int/database/record.shtml?documentid=101007 

Uncertainty communication: issues and good practice 

P. Kloprogge, J.P. van der Sluijs and A. Wardekker (2007) 

Rreport NWS-E-2007-199, Department of Science Technology and Society, Copernicus Institute, Utrecht University. 60 pp. 

http://www.nusap.net/download.php?op=getit&lid=46 

Biosafety First - Holistic Approaches to Risk and Uncertainty in Genetic Engineering and Genetically Modified Organisms 

Traavik, T. and Lim Li, C.(Editors in Chief) (2007) 612 pp. Tapir Academic Press, Trondheim, Norway (ISBN  978-82-519-2113-8)

http://bch.cbd.int/database/record-v4.shtml?documentid=48125 

Uncertainty and precaution in environmental management: insights from the UPEM conference 

Van der Sluijs J P (2007) Environ. Model. Softw. 22 590–98 

http://igitur-archive.library.uu.nl/chem/2008-0416-200938/NWS-E-2007-5.pdf 

Guidance of the Scientific Committee on a request from EFSA related to Uncertainties in Dietary Exposure Assessment 

European Food Safety Authority (EFSA) (2006) Request No EFSA-Q-2004-019, The EFSA Journal 438: 1-54. 

A guidance for assessing and communicating uncertainties 

Janssen P H M, Petersen A C, van der Sluijs J P, Risbey J S and Ravetz J R (2005) Water Sci. Technol. 52 125–131 http://74.125.155.132/scholar?q=cache:8eGetQBLJZUJ:scholar.google.com/++guidance+for+assessing+and+communicating+uncertainties&hl=nl&as_sdt=2000 

EU Regulation of Agri-biotechnology: Precautionary Links between Science and Policy

Levidow L., S. Carr, et al. (2005)  EU-level Report. P. E. f. G. Crops. U.K., Centre for Technology Strategy, Faculty of Technology, The Open University: 76pp. http://www.ingentaconnect.com/search/download;jsessionid=37dm1i53uka88.alexandra?pub=infobike%3a%2f%2fbeech%2fspp%2f2005%2f00000032%2f00000004%2fart00002&mimetype=application%2fpdf 

The Precautionary Principle in Biodiversity Conservation and Natural Resource Management 

Cooney R. (2004). IUCN Policy and Global Change Series No. 2, IUCN – The World Conservation Union.

http://pprinciple.net/publications/PrecautionaryPrincipleissuespaper.pdf 

Risk Assessment and Precaution in the Biosafety Protocol 

Hill R, Johnston S, Sendashonga C (2004) Review of European Community & International Environmental Law 13(3): 263–269. (Note: external link to publisher website. Restricted access to full article) 

RIVM/MNP Guidance for Uncertainty Assessment and Communication: Tool Catalogue for Uncertainty Assessment 

Van der Sluijs JP, Janssen PHM, Petersen AC, Kloprogge P, Risbey JS, Tuinstra W, van Asselt MBA, Ravetz JR (2004) Report No. NWS-E-2004-37, Copernicus Institute & RIVM, Utrecht/Bilthoven, 60 pp.

http://bch.cbd.int/database/record-v4.shtml?documentid=101030 

(also already on the present list)
Debating the Precautionary Principle: “Guilty until Proven Innocent” or “Innocent until Proven Guilty?

Belt H. (2003)  Plant Physiology 132: 1122-1126. http://www.plantphysiol.org/cgi/reprint/132/3/1122 

Genetically modified crops: Precautionary science and conflicts of interests 

Myhr, A.I., Traavik, T. (2003) Journal of Agricultural and Environmental Ethics 16, 227-247 http://www.pages.drexel.edu/~ls39/peer_review/Myhr.pdf 

RIVM/MNP Guidance for Uncertainty Assessment and Communication: Mini-Checklist & Quickscan Questionnaire (RIVM/MNP Guidance for Uncertainty Assessment and Communication Series, Volume 1)

Petersen, AC, Janssen, PHM, Van der Sluijs,JP, Risbey, JS, Ravetz, JR, (2003) http://www.chem.uu.nl/nws/www/publica/Publicaties2003/e2003-163.pdf 
Beyond the precautionary principle 

Sunstein C. (2003) University of Pennsylvania Law Review.

http://www.law.uchicago.edu/files/files/38.crs_.precautionary.pl-lt.pdf 

Defining uncertainty: a conceptual basis for uncertainty management in model-based decision support 

Walker WE, Harremoes P, Rotmans J, van der Sluijs JP, van Asselt MBA, Janssen P, von Krauss MPK (2003) Integrated Assessment 4(1): 5-17. http://journals.sfu.ca/int_assess/index.php/iaj/article/view/122/79 

(also already on the present list)

RIVM/MNP Guidance for Uncertainty Assessment and Communication Series, Volume 1

Van der Sluijs JP, Risbey JS, Kloprogge P, Ravetz JR, Funtowicz SO, Quintana SC, Pereira AG, Marchi BD, Petersen AC, Janssen PHM, Hoppe R, Huijs RWF (2003) Utrecht University, Utrecht, 15 pp. 

http://www.chem.uu.nl/nws/www/publica/Publicaties2003/e2003-163.pdf 

(also already on the present list)


RIVM/MNP Guidance for Uncertainty Assessment and Communication: Detailed Guidance 

Van der Sluijs JP, Risbey JS, Kloprogge P, Ravetz JR, Funtowicz SO, Quintana SC, Pereira AG, Marchi BD, Petersen AC, Janssen PHM, Hoppe R, Huijs RWF (2003) RIVM/MNP Guidance for Uncertainty Assessment and Communication Series, Volume 3, Utrecht University, Utrecht, 71 pp.

http://bch.cbd.int/database/record-v4.shtml?documentid=101029 

The Precautionary Principle in environmental science 

Kriebel, D, et al. (2001) Environmental Health Perspectives, 109, pages 871-876

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC1240435/pdf/ehp0109-000871.pdf 

On ‘Precautionary' and ‘Science based' Approaches to Risk Assessment and Environmental Appraisal 

A. Stirling (2000) in A. Klinke, O. Renn, A. Rip, A. Salo, A. Stirling (eds), ‘On science and precaution in the management of technological risk', Volume II: Case studies, European Science and Technology Observatory, Sevilla, 19056/EN/2, July 2000 http://ftp.jrc.es/EURdoc/EURdoc/eur19056IIen.pdf#page=38
Communication from the Commission on the Precautionary Principle

Commission of the European Communities (2000)
http://bch.cbd.int/database/record.shtml?id=41655
(also already on the present list)

On Science and Precaution in the Management of Technological Risk: a Synthesis Report of case studies

European Science and Technology Observatory (1999)

http://bch.cbd.int/database/record.shtml?id=41656
NSAP.net

http://www.nusap.net/sections.php?op=viewarticle&artid=17 
- Context and scoping of the risk assessment
Problem formulation in the environmental risk assessment for genetically modified plants 

Wolt, J.D., Keese, P. Raybould, A., Fitzpatrick, J.W., Burachik, M., Gray, A., Olin, S.S., Schiemann, J., Sears, M., Wu, F. (2010) Transgenic Research 19: 425–436. http://www.springerlink.com/content/0j4244057pl0731l/fulltext.pdf 

Improving the Utility of Risk Assessment 

Committee on Improving Risk Analysis Approaches Used by the U.S. EPA (2009) In: Science and Decisions: Advancing Risk Assessment. National Research Council, The National Academies Press, ISBN-10: 0-309-12046-2, chapter 8, pp 240-257. http://books.nap.edu/openbook.php?record_id=12209&page=240 

Beyond Risk. A more realistic risk–benefit analysis of agricultural biotechnologies

Melo-Martin, I. and Z. Meghani (2008) EMBO Reports 9(302-308)  http://www.nature.com/embor/journal/v9/n4/pdf/embor200839.pdf 

Planning Environmental Risk Assessment for Genetically Modified Crops: Problem Formulation for Stress-Tolerant Crops 

Nickson TE (2008) Approaching Environmental Risk Assessment for GM Crops 147: 494-502. http://www.plantphysiol.org/cgi/reprint/147/2/494 

Problem Formulation and Options Assessment Handbook

GMO Era Project (2007)
http://bch.cbd.int/database/record.shtml?id=48404
Problem Formulation and Hypothesis Testing for Environmental Risk Assessments of Genetically Modified Crops. Environ 

Raybould, A. (2006) Biosafety Res. 5: 119-125. 

http://www.ebr-journal.org/articles/ebr/pdf/2006/03/ebr0638.pdf 

Strategic Environmental Assessment: Assessing the Environmental Impact of Biotechnology

International Food Policy Research Institute (IFPRI) (2005)
http://bch.cbd.int/database/record.shtml?id=41554
Risk Analysis Framework 

Office of the Gene Technology Regulator (OGTR), Australia (2005)

http://bch.cbd.int/database/record.shtml?id=41956
(also already on the present list)
Amendment on public participation in decisions on deliberate release into the environment and placing on the market of genetically modified organisms (GMO amendment)

United Nations Economic Commission for Europe (2005) Aarhus Convention
http://www.unece.org/env/documents/2005/pp/ece/ece.mp.pp.2005.2.add.2.e.pdf 

(Text of the Aarhus Convention: http://www.unece.org/env/pp/documents/cep43e.pdf)

Robust Methodologies for Ecological Risk Assessment: Best Practice and Current Practice in Ecological Risk Assessment for Genetically Modified Organisms


Division of Marine Research, Commonwealth Scientific and Industrial Research Organisation (CSIRO) (2004)

http://bch.cbd.int/database/record.shtml?id=41646
United States National Research Council. 1996. Understanding risk - informing decisions in a democratic society 

U.S. National Research Council (1996)

http://www.nap.edu/openbook.php?isbn=030905396X 

Safety Considerations for Biotechnology

Organisation for Economic Co-operation and Development (OECD) (1992)

http://bch.cbd.int/database/record.shtml?id=42208
THE RISK ASSESSMENT
Risk assessment in general
Standardising the Environmental Risk Assessment of Genetically Modified Plants in the EU 

Dolezel, M; Miklau, M.; Eckerstorfer, M; Hilbeck, A; Heissenberger, A; and Gaugitsch, H, (2009)

Final Report for the Federal Agency for Nature Conservation (BfN) Germany pp. 299. http://www.neobiota.net/fileadmin/MDB/documents/service/Skript259.pdf 

Genetically Engineered Plants and Foods: A Scientist’s Analysis of the Issues (Part II)

Lemaux, PG. (2009). Annu. Rev. Plant Biol. 60:511-559. (Bt issues)

http://arjournals.annualreviews.org/doi/abs/10.1146/annurev.arplant.043008.092013 

The design if risk assessments

In: Science and Decisions: Advancing Risk Assessment (2009) National Research Council, The National Academies Press, ISBN-10: 0-309-12046-2, chapter 8, pp 65-92. http://books.nap.edu/openbook.php?record_id=12209&page=65
Science and Decisions: Advancing Risk Assessment 

National Academy of Science, United States of America (2008)

http://bch.cbd.int/database/record.shtml?id=48516
Introduction to the Safety/Risk Assessment of GM Crops 

Craig W, Tepfer, M (2007) ?? 36-42. 

http://www.aaaid.ae/pdf/magazine5/Risk%2036-42.pdf 

ISPM No. 2: Framework for pest risk analysis 

International Plant Protection Convention (2007) 15 pp. 

Points to Consider for Consensus Documents on the Biology of Cultivated Plants 

Organisation for Economic Co-operation and Development (OECD) (2006)
http://bch.cbd.int/database/record.shtml?id=41862
(also already on the present list)
Conceptualizing Risk Assessment Methodology for Genetically Modified Organisms

Hill, R. Environment Biosafety Research (2005)

http://bch.cbd.int/database/record.shtml?id=41660
(also already on the present list)

An Introduction to the Biosafety Consensus Documents of the OECD Working Group for Harmonisation in Biotechnology 

Organisation for Economic Co-operation and Development (OECD) (2005)
http://bch.cbd.int/database/record.shtml?id=41865
Draft: Guide for Notifications and Risk Assessments for Releases into the Environment of Genetically Modified Organisms. Module 1: Genetically Modified Crop Plants 

Public Research and Regulation Initiative (PRRI) (2005)
https://bch.cbd.int/database/record.shtml?id=48124
International Standards for Phytosanitary Measures: Pest Risk Analysis for Quarantine Pests, Including Analysis of Environmental Risks and Living Modified Organisms (ISPM No. 11)

Secretariat of the International Plant Protection Convention (IPPC), Food and Agriculture Organization of the United Nations (FAO) (2004)
http://bch.cbd.int/database/record.shtml?id=42137
(also already on the present list)
Biosafety & Risk Assessment in Agricultural Biotechnology: A Workbook for Technical Training

Agricultural Biotechnology Support Project (ABSP), Michigan State University (2003)

http://bch.cbd.int/database/record.shtml?id=41800)

Models of Risk Analysis in Relation to GMO ERA Project Methodologies


GMO ERA Project (2003)

http://bch.cbd.int/database/record-v4.shtml?documentid=41651
Guidance Document for the Risk Assessment of Genetically Modified Plants and Derived Food and Feed 

Health & Consumer Protection Directorate-General, European Commission (2003)

http://bch.cbd.int/database/record.shtml?id=42204
The ecological risks and benefits of genetically engineered plants 

Wolfenbarger L.L. & Phifer P.R. (2000) Science, 290, 2088-2093. http://www.sciencemag.org/cgi/content/full/290/5499/2088?ijkey=pIkSb3NPVJLbQ 

Guidelines for Pest Risk Analysis, International Standard for Phytosanitary Measures (ISPM No. 2)

Secretariat of the International Plant Protection Convention (IPPC), Food and Agriculture Organization of the United Nations (FAO) (1996)
http://bch.cbd.int/database/record.shtml?id=42123
Safety Considerations for Biotechnology: Scale-Up of Crop Plants

Organisation for Economic Co-operation and Development (OECD) (1993)
http://bch.cbd.int/database/record.shtml?id=42126
(also already on the present list)
Recombinant DNA Considerations ("OECD Blue Book") 

Organization for Economic Co-operation and Development (OECD)(1986) 74 pp. 

Non-target Environmental Risk Assessment Methodologies for GMOs

GMO ERA Project.

http://bch.cbd.int/database/record.shtml?id=41659
Documents containing guidance for all steps of risk assessment

Scientific Opinion on Guidance for the risk assessment of genetically modified plants used for non-food or non-feed purposes 

EFSA (2009) EFSA Journal: 1-42

http://www.efsa.europa.eu/en/scdocs/doc/1164.pdf 

Guidance document for the risk assessment of genetically modified plants and derived food and feed by the Scientific Panel on Genetically Modified Organisms (GMO) - including draft document updated in 2008 

European Food Safety Authority (2006) The EFSA Journal 374: 1-115. 

Draft: Guide for Notifications and Risk Assessments for Releases into the Environment of Genetically Modified Organisms. Module 1: Genetically Modified Crop Plants 

Public Research and Regulation Initiative (PRRI) (2005)
https://bch.cbd.int/database/record.shtml?id=48124
Commission Decision establishing guidance notes supplementing AnnexII to Directive 2001/18/EC on the deliberate release into the environment of genetically modified organisms

The European Parliament and the Council of the European Union, European Community (2002)
http://www.biosafety.be/PDF/2002_623.pdf 

Manual for Assessing Ecological and Human Health Effects of Genetically Engineered Organisms. Part One: Introductory Materials and Supporting Text for Flowcharts & Part Two: Flowcharts and Worksheets

The Edmonds Institute (1998)

http://bch.cbd.int/database/record.shtml?id=42199
Biosafety Assessment Tool (BAT)

GenØk – Centre for Biosafety, Sweden.

http://bch.cbd.int/database/record.shtml?id=48544
Case studies

Genetically Engineered Trees & Risk Assessment – An overview of Risk Assessment and Risk Management Issues

Federation of German Scientists (2008)

http://bch.cbd.int/database/record.shtml?id=48398
Genetically Engineered Forest Trees – Identifying Priorities for Ecological Risk Assessment 

Institute of Forest Biotechnology (IFB) (2008)
http://bch.cbd.int/database/record.shtml?id=48204
Environmental Risk Assessment of Genetically Modified Organisms. Volume 4: Challenges and Opportunities with Bt Cotton in Vietnam 

CAB International (2007)

http://bch.cbd.int/database/record.shtml?id=44303
Environmental Risk Assessment of Genetically Modified Organisms. Volume 2: Methodologies for Assessing Bt Cotton in Brazil 

CAB International (2006)

http://bch.cbd.int/database/record.shtml?id=41477
Advice on a Notification for Marketing of Herbicide Tolerant and Insect Resistant GM Hybrid Maize 

Secretariat of the Advisory Committee on Releases to the Environment (ACRE) (2006)

http://bch.cbd.int/database/record.shtml?id=42035
General Advice on Notifications for Import and Marketing of GM Maize Grain 

Secretariat of the Advisory Committee on Releases to the Environment (ACRE) (2006)

http://bch.cbd.int/database/record.shtml?id=42036
Genetically engineered trees: promise and concerns


Resources for the Future, United States of America (2004)

http://bch.cbd.int/database/record.shtml?id=47289).

Proceedings of a Workshop on: Ecological Effects of Pest Resistance Genes in Managed Ecosystems


Information Systems for Biotechnology (2002)

http://bch.cbd.int/database/record.shtml?id=41669
Environmental Risk Assessment of Genetically Modified Organisms. Volume 1: A Case Study of Bt Maize in Kenya 
CAB International (2001)
http://bch.cbd.int/database/record.shtml?id=41478
Draft Guidelines for Assessment of Ecological Hazards of Herbicide and Insect Resistant Crops 

Food and Agriculture Organization of the United Nations (FAO) (2001)
http://bch.cbd.int/database/record.shtml?id=41974
Report of the Workshop on the Environmental Considerations of Genetically Modified Trees

Organisation for Economic Co-operation and Development (OECD) (2001)

http://bch.cbd.int/database/record.shtml?id=41902
Genetically Modified Pest-Protected Plants: Science and Regulation 

National Academy of Sciences (2000)

http://bch.cbd.int/database/record.shtml?id=44043
MON 810 Environmental Risk Assessment Case Study 

Source:  Agriculture & Biotechnology Strategies (AGBIOS).

http://bch.cbd.int/database/record.shtml?id=42184
Step 1 - An identification of any novel genotypic and phenotypic characteristics associated with the living modified organism that may have adverse effects on biological diversity in the likely potential receiving environment, taking also into account risks to human health
(See also the list of Documents containing guidance for all steps of risk assessment, above)
· Point to consider (a) Relevant characteristics of the non-modified recipient

Consensus Document on the Biology of Bananas and Plantains (Musa spp.)

Organisation for Economic Co-operation and Development (OECD) (2009) http://bch.cbd.int/database/record-v4.shtml?documentid=101178 

Consensus Document on Information Used in the Assessment of Environmental Applications Involving Acinetobacter

Organisation for Economic Co-operation and Development (OECD) (2008)

http://bch.cbd.int/database/record-v4.shtml?documentid=101180 

Consensus Document on the Biology of Pseudotsuga menziesii (Douglas Fir)

Organisation for Economic Co-operation and Development (OECD) (2008) 

http://bch.cbd.int/database/record.shtml?documentid=101183 

Consensus Document on the Biology of Pinus contorta (Lodgepole Pine) 

Organisation for Economic Co-operation and Development (OECD) (2008)

http://bch.cbd.int/database/record-v4.shtml?documentid=101182 

Consensus Document on the Biology of Gossypium (Cotton)
Organisation for Economic Co-operation and Development (OECD) (2008)

http://bch.cbd.int/database/record.shtml?documentid=101181 
Biology Document BIO2007-01: The Biology of Brassica juncea (Canola/Mustard) 

Canadian Food Inspection Agency (CFIA) (2007)
http://bch.cbd.int/database/record.shtml?id=43903
Consensus Document on the Biology of the Native North American Larches: Subalpine Larch (Larix lyalli), Western Larch (Larix occidentalis) and Tamarack (Larix laricina)

Organisation for Economic Co-operation and Development (OECD) (2007)
http://bch.cbd.int/database/record.shtml?id=48524
Consensus Document on Information Used in the Assessment of Environmental Applications Involving Acidithiobacillus

Organisation for Economic Co-operation and Development (2006)

http://bch.cbd.int/database/record.shtml?id=41860
Consensus Document on the Biology of the Capsicum annuum Complex (Chili peppers, Hot peppers and Sweet peppers) 

Organisation for Economic Co-operation and Development (OECD) (2006)
http://bch.cbd.int/database/record.shtml?id=41861
Biology Document BIO2006-07: The Biology of Triticum turgidum ssp. durum (Durum Wheat) 

Canadian Food Inspection Agency (CFIA) (2006)
http://bch.cbd.int/database/record.shtml?id=43914
Consensus Document on the Biology of Pinus banksiana (Jack Pine)

Organisation for Economic Co-operation and Development (OECD) (2006)
http://bch.cbd.int/database/record.shtml?id=48525
Consensus Document on the Biology of Western White Pine (Pinus Monticola Dougl. ex D. Don)

Organisation for Economic Co-operation and Development (OECD) (2006)
http://bch.cbd.int/database/record.shtml?id=41859
Biology Document Bio2005-02: The Biology of Medicago sativa L. (Alfalfa) 

Canadian Food Inspection Agency (CFIA) (2005)
http://bch.cbd.int/database/record.shtml?id=43911
Consensus Document on the Biology of Papaya (Carica papaya) 

Organisation for Economic Co-operation and Development (OECD) (2005)
http://bch.cbd.int/database/record.shtml?id=41864
Consensus Document on the Biology of Pleurotus spp. (Oyster Mushroom)

Organisation for Economic Co-operation and Development (2005)
http://bch.cbd.int/database/record.shtml?id=41863
Biology Document BIO2005-01: The Biology of Helianthus annuus L. (Sunflower)

Canadian Food Inspection Agency (CFIA) (2005)
http://bch.cbd.int/database/record.shtml?id=43907
Consensus Document on the Biology of Helianthus annuus L. (Sunflower) 

Organisation for Economic Co-operation and Development (OECD) (2005)
http://bch.cbd.int/database/record.shtml?id=41866
Guidance Document on the Use of Taxonomy in Risk Assessment of Micro-organisms: Bacteria

Organisation for Economic Co-operation and Development (2004)
http://bch.cbd.int/database/record.shtml?id=41900
Consensus Document on the Biology of European White Birch (Betula pendula Roth) 

Organisation for Economic Co-operation and Development (OECD) (2003)

http://bch.cbd.int/database/record.shtml?id=41867
Biology Document BIO2003-12: The Biology of Lens culinaris Medikus (Lentil) 

Canadian Food Inspection Agency (CFIA) (2003)
http://bch.cbd.int/database/record.shtml?id=43908
Consensus Document on the Biology of Zea mays (Maize) 

Organisation for Economic Co-operation and Development (OECD) (2003)
http://bch.cbd.int/database/record.shtml?id=41868
(also already on the present list)
Consensus Document on Information Used in the Assessment of Environmental Applications Involving Baculoviruses

Organisation for Economic Co-operation and Development (2002)

http://bch.cbd.int/database/record.shtml?id=41873
Biology Document BIO2002-01: The Biology of Beta vulgaris L. (Sugar Beet) 

Canadian Food Inspection Agency (CFIA) (2002)
http://bch.cbd.int/database/record.shtml?id=43898
Consensus Document on the Biology of Pinus Strobus L. (Eastern White Pine) 

Organisation for Economic Co-operation and Development (OECD) (2002.
http://bch.cbd.int/database/record.shtml?id=41871
Consensus Document on the Biology of Picea Sitchensis (Bong.) Carr. (Sitka Spruce) 

Organisation for Economic Co-operation and Development (OECD) (2002)
http://bch.cbd.int/database/record.shtml?id=41872
Consensus Document on the Biology of Prunus Sp. (Stone Fruits) 

Organisation for Economic Co-operation and Development (OECD) (2002)
http://bch.cbd.int/database/record.shtml?id=41870
Consensus Document on the Biology of Populus L. (Poplars) 

Organisation for Economic Co-operation and Development (OECD) (2001)
http://bch.cbd.int/database/record.shtml?id=41875
Consensus Document on the Biology of Beta vulgaris L. (Sugar Beet) 

Organisation for Economic Co-operation and Development (OECD) (2001)
http://bch.cbd.int/database/record.shtml?id=41874
Consensus Document on the Biology of Glycine max (L.) Merr. (Soybean) 

Organisation for Economic Co-operation and Development (OECD) (2000)
http://bch.cbd.int/database/record.shtml?id=41876
Consensus Document on the Biology of Picea abies (L) Karst (Norway Spruce) 

Organisation for Economic Co-operation and Development (OECD) (1999)
http://bch.cbd.int/database/record.shtml?id=41879
Biology Document BIO1999-01: The Biology of Triticum aestivum L. (Wheat) 

Canadian Food Inspection Agency (CFIA) (1999)
http://bch.cbd.int/database/record.shtml?id=43913
Consensus Document on the Biology of Oryza Sativa (Rice) 

Organisation for Economic Co-operation and Development (OECD) (1999)
http://bch.cbd.int/database/record.shtml?id=41877
Consensus Document on the Biology of Picea glauca (Moench) Voss (White Spruce) 

Organisation for Economic Co-operation and Development (OECD) (1999)
http://bch.cbd.int/database/record.shtml?id=41878
Consensus Document on the Biology of Triticum Aestivum (Bread Wheat) 

Organisation for Economic Co-operation and Development (OECD) (1999)
http://bch.cbd.int/database/record.shtml?id=41882
Consensus Document on the Biology of Brassica napus L. (Oilseed rape)

Organisation for Economic Co-operation and Development (OECD) (1997)
http://bch.cbd.int/database/record.shtml?id=41884
Consensus Document on information Used in the Assessment of Environmental Applications Involving Pseudomonas

Organisation for Economic Co-operation and Development (1997)
http://bch.cbd.int/database/record.shtml?id=41885
Consensus Document on the Biology of Solanum tuberosum subsp. tuberosum (Potato) 

Organisation for Economic Co-operation and Development (OECD) (1997)
http://bch.cbd.int/database/record.shtml?id=41883
Biology Document BIO1996-09: The Biology of Solanum tuberosum (L.) (Potatoes) 

Canadian Food Inspection Agency (CFIA) (1996)
http://bch.cbd.int/database/record.shtml?id=43912
Biology Document BIO1996-10: The Biology of Glycine max (L.) Merr. (Soybean) 

Canadian Food Inspection Agency (CFIA) (1996)
http://bch.cbd.int/database/record.shtml?id=43906
Biology Document BIO1994-09: The Biology of Brassica napus L. (Canola/Rapeseed) 

Canadian Food Inspection Agency (CFIA) (1994)
http://bch.cbd.int/database/record.shtml?id=43904
Biology Document BIO1994-10: The Biology of Linum usitatissimum L. (Flax) 

Canadian Food Inspection Agency (CFIA) (1994)
http://bch.cbd.int/database/record.shtml?id=43909
Biology Document BIO1994-11: The Biology of Zea mays (L.) (Maize) 

Canadian Food Inspection Agency (CFIA) (1994)
http://bch.cbd.int/database/record.shtml?id=43915
Biology Document BIO1992-02: the Biology of Brassica rapa L. 

Canadian Food Inspection Agency (CFIA) (1992)

http://bch.cbd.int/database/record.shtml?id=43905
OECD Consensus Documents for the Work on Harmonisation of Regulatory Oversight in Biotechnology

 Organization for Economic Co-operation and Development (OECD).
http://bch.cbd.int/database/record.shtml?id=48496
(also already on the present list)
· Point to consider (b) Relevant characteristics of the genes and of other functional sequences
A Review of the Environmental Safety of the CP4 EPSPS Protein
Center for Environmental Risk Assessment, ILSI Research Foundation (2010)

http://cera-gmc.org/docs/cera_publications/pub_01_2010.pdf
A Review of the Environmental Safety of the Cry1Ac Protein 

Center for Environmental Risk Assessment, ILSI Research Foundation (2010)

http://cera-gmc.org/docs/cera_publications/pub_02_2010.pdf 

Risk assessment of toxins derived from Bacillus thuringiensis-synergism, efficacy, and selectivity 

Then, C (2009) Environ Sci Pollut Res DOI 10.1007/s11356-009-0208-3 http://www.ncbi.nlm.nih.gov/pmc/articles/PMC2822905/pdf/11356_2009_Article_208.pdf 

Evaluation of potential risks associated with recombination in transgenic plants expressing viral sequences Turturo, C., Friscina, A., Gaubert, S., Jacquemond, M., Thompson, J.R. & Tepfer, M. (2008) Journal of General Virology 89: 327-335

http://vir.sgmjournals.org/cgi/reprint/89/1/327 

Fitness and beyond: Preparing for the arrival of GM crops with ecologically important novel characters 

Wilkinson, M., & Tepfer, M. (2009) Environmental Biosafety Research 8, 1-14

http://www.ebr-journal.org/articles/ebr/pdf/2009/01/ebr0815.pdf 

Risk Assessment and Risk Management Plan for DIR 077/2007 Limited and controlled release of wheat and barley genetically modified for enhanced tolerance to abiotic stresses or increased beta glucan
Office of the Gene Technology Regulator (2007)

http://bch.cbd.int/database/record.shtml?documentid=48922   

Risk Assessment and Risk Management Plan for DIR 080/2007 - Limited and controlled release of wheat genetically modified for drought tolerance 

Office of the Gene Technology Regulator (2007) http://bch.cbd.int/database/record.shtml?documentid=48961 

Consensus Document of Safety Information on Transgenic Plants Expressing Bacillus thuringiensis-derived Control Proteins 

Organisation for Economic Co-operation and Development (OECD) (2007)
http://bch.cbd.int/database/record.shtml?id=48495
(also already on the present list)
Novel aspects of the environmental risk assessment of drought-tolerant genetically modified maize andomega-3 fatty acid genetically modified soybean

Schenkelaars Biotechnology Consultancy (2007)

http://bch.cbd.int/database/record.shtml?id=45858
(also already on the present list)
Risk Assessment and Risk Management Plan (DIR 053/2004) Field trial of genetically modified salt tolerant wheat on saline land 

Office of the Gene Technology Regulator (2004)

http://bch.cbd.int/database/record.shtml?documentid=48960 

Role of plant heat-shock proteins and molecular chaperones in the abiotic stress response 

Wang Wangxia, B. Vinocur, O. Shoseyov and A. Altman (2004) Trends in Plant Science 9: (5): 244-252 

http://thellungiella.org/papers/heatshock.pdf 

Procedures for Ecological Risk Assessment of Herbicide and Insect Resistant Crops 

Plant Production and Protection Division (FAO) (2003)
http://bch.cbd.int/database/record.shtml?documentid=101200 

The Environmental Effects of Genetically Modified Crops Resistant to Insects

Fontes, Eliana M.G.; Pires, Carmen S.S.; Sujii, Edison R. (2002) Neotropical Entomology 31 no.4 

http://bch.cbd.int/database/record.shtml?id=41643
Ecological Impacts of Insect-resistant Bt Maize on Various Insects and the European Corn Borer


GMO Safety (2002) Federal Ministry of Health and Women (Austria)
http://bch.cbd.int/database/record.shtml?id=41676
Module II: Herbicide Biochemistry, Herbicide Metabolism and the Residues in Glufosinate-Ammonium (Phosphinothricin)-Tolerant Transgenic Plants

Organisation for Economic Co-operation and Development (OECD) (2002)
http://bch.cbd.int/database/record.shtml?id=41869
Consensus Document on General Information Concerning the Genes and Their Enzymes that Confer Tolerance to Glyphosate Herbicide 

Organisation for Economic Co-operation and Development (OECD) (1999)
http://bch.cbd.int/database/record.shtml?id=41881
Consensus Document on General Information Concerning the Genes and Their Enzymes that Confer Tolerance to Phosphinothricin Herbicide 

Organisation for Economic Co-operation and Development (OECD) (1999)
http://bch.cbd.int/database/record.shtml?id=41880
Characterization of cry Genes in a Mexican Bacillus thuringiensis Strain Collection 

Bravo A. Sarabia S., Lopez L, Ontiveros E, Abarca C, Ortiz A., Ortiz M. Lina L., Villalobos F.J.  Peña G., Nuñez-Valdez M. E, Soberón M. & Quintero R. (1998). Applied and Environmental Microbiology, 64 (12): 4965–4972

http://aem.asm.org/cgi/reprint/64/12/4965 

Consensus Document on General Information concerning the Biosafety of Crop Plants Made Virus Resistant through Coat Protein Gene-Mediated Protection 

Organisation for Economic Co-operation and Development (OECD) (1996)
http://bch.cbd.int/database/record.shtml?id=41886
· Point to consider (c) Molecular characteristics of the LMO related to the modification

Transcriptome analysis reveals absence of unintended effects in drought-tolerant transgenic plants overexpressing the transcription factor ABF3

Abdeen et al. (2010) BMC Genomics 11:69 

http://www.biomedcentral.com/content/pdf/1471-2164-11-69.pdf 

Selectable marker genes and unintended changes to the plant transcriptome 

Miki et al. (2009). Plant Biotechnol J 7:1-8 

http://onlinelibrary.wiley.com/doi/10.1111/j.1467-7652.2009.00400.x/pdf 

Microarray analyses reveal that plant mutagenesis may induce more transcriptomic changes than transgene insertion 

Batista R., Saibo N., Lourenc T., and M. M. Oliveira (2008) PNAS 105 (9): 3640- 3645
http://www.pnas.org/content/105/9/3640.full.pdf+html
Proteomic analysis of a genetically modified maize flour carrying CRY1AB gene and comparison to the corresponding wild-type 

Albo et al. (2007) Maydica 52:443-455 

http://www.maiscoltura.it/maydica/articles/52_443.pdf 

The Mutational Consequences of Plant Transformation 

Latham JR, Wilson AK and Steinbrecher RA. (2006) Journal of Biomedicine and Biotechnology Volume 2006, Article ID 25376, Pages 1–7 http://bch.cbd.int/cms/ui/collaboration/download/download.aspx?id=323 

(also already on the present list)

Transformation-induced mutations in transgenic plants: Analysis and biosafety implications. 

Wilson AK, Latham JR and Steinbrecher RA. (2006) Biotechnology and Genetic Engineering Reviews – Vol. 23, December 2006. 26pp. http://bch.cbd.int/cms/ui/collaboration/download/download.aspx?id=321 

(also already on the present list)
A microarray-based comparative analysis of gene expression profiles during grain development in transgenic and wild type wheat 

Gregersen et al. (2005) Transgenic Res 14:887-905 http://www.biodinamica.org.br/Biosseguran%C3%A7a/Plantas_geneticam_modif/Files/PDFs/Gregersen%20et%20al,%202005,%20Trans%20Resh.pdf
The stability of the Arabidopsis transcriptome in transgenic plants expressing the marker genes nptII and uidA 

Souad El Ouakfaoui and Brian Miki.  (2005) The Plant Journal 41, 791–800. http://onlinelibrary.wiley.com/doi/10.1111/j.1365-313X.2005.02350.x/pdf 

Genome Scrambling - Myth or Reality? Transformation-Induced Mutations in Transgenic Crop Plants 

Wilson A, Latham J and Steinbrecher R. (2004) Technical Report published by Econexus, 2004, 40pp. 

http://bch.cbd.int/cms/ui/collaboration/download/download.aspx?id=322 

(also already on the present list)
Canada - United States of America Bilateral on Agricultural Biotechnology. Appendix II: Environmental Characterization Data for Transgenic Plants Intended for Unconfined Release 

Canadian Food Inspection Agency, Plant Biosafety Office (CFIA-PBO) and United States Department of Agriculture, Animal and Plant Health Inspection Service (USDA-APHIS) (2001)

http://bch.cbd.int/database/record.shtml?id=48485
Molecular Genetic Characterization Data (Appendix I) 

USDA-APHIS, Canadian Food Inspection Agency (1998) In: Canada and United States 1998 Bilateral Agreement on Agricultural Biotechnology, 9 pp. 

Baseline documents to Point to consider (c) Molecular characteristics of the LMO related to the modification

Recombination: an underappreciated factor in the evolution of plant genomes 

Gaut et al. (2007). Nature Rev Genet 8:77-84 http://www.kexue.com.cn/upload/blog/file/2008/8/200883011750312819.pdf 

Are Mutations in Genetically Modified Plants Dangerous?

Schouten, H.J and Evert Jacobsen (2007). Letter to the Editor. Journal of Biomedicine and Biotechnology. Volume 2007, Article ID 82612, 2 pages. doi:10.1155/2007/82612.  http://downloads.hindawi.com/journals/jbb/2007/082612.pdf 


Polyploidy and genome evolution in plants 

Adams and Wendel (2005) Curr Opin Plant Biol 8:135-141 http://sciencetimes.com.cn/upload/blog/file/2008/8/200882817352725790.pdf 

SNP frequency, haplotype structure and linkage disequilibrium in elite maize inbred lines 

Ching et al. (2002) BMC Genet 319
http://www.biomedcentral.com/content/pdf/1471-2156-3-19.pdf 

Intraspecific violation of genetic colinearity and its implications in maize. 

Fu and Dooner (2002) PNAS 99:9573-9578

http://www.pnas.org/content/99/14/9573.full.pdf+html 

Transposable element contributions to plant gene and genome evolution 

Bennetzen (2000) Plant Mol Biol 42:251-269 http://www.ndsu.nodak.edu/instruct/mcclean/plsc731/homework/papers/bennetzen%20-%20transposable%20element%20contribution%20to%20plant%20gene%20and%20genome%20evolution.pdf 
· Point to consider (d) genotypic and phenotypic comparison with the non-modifed recipient (including compostional considerations)
Transcriptome and metabolome profiling of fieldgrown transgenic barley lack induced differences but show cultivar-specific variances 

Karl-Heinz Kogel, Lars M. Voll, Patrick Schäfer, Carin Jansen, Yongchun Wu, Gregor Langen, Jafargholi Imani, Jörg (2010). | PNAS 107 (14) 6198–6203
http://www.pnas.org/content/107/14/6198.full.pdf+html 

Gene expression profiles of MON810 and comparable non-GM maize varieties cultured in the field are more similar than are those of conventional lines 
Coll, A., Nadal, A., Collado, R., Capellades, G., Messeguer, J., Mel E., Palaudelm M., & Pla, M. (2009) Transgenic Research, 18, 5, pp  801-808

http://www.springerlink.com/content/f5l108080521538u/fulltext.pdf 

Proteomic analysis of a genetically modified maize flour carrying CRY1AB gene and comparison to the corresponding wild-type 

Albo et al. (2007) Maydica 52:443-455 

http://www.maiscoltura.it/maydica/articles/52_443.pdf 

Are GM and conventionally bred cereals really different? 

Shewry, P.R., Baudo, M., Lovegrove, A., & Powers, S. (2007). Trends in Food Science & Technology, 18, 4, pp  201-209. 

http://www.botanischergarten.ch/Organic/Baudo-Impact-2006.pdf 

Transgenesis has less impact on the transcriptome of wheat grain than conventional breeding 

Baudo, M.M., Lyons, R., Powers, S., Pastori, G.M., Edwards, K.J., Holdsworth, M.J., & Shewry, P.R. (2006) Plant Biotechnology Journal, 4, 4, pp  369-380

http://onlinelibrary.wiley.com/doi/10.1111/j.1467-7652.2006.00193.x/pdf 
Hierarchical metabolomics demonstrates substantial compositional similarity between genetically modified and conventional potato crops 

Catchpole et al.( 2005) PNAS 102:14458-14462
http://www.pnas.org/content/102/40/14458.full.pdf+html 


A microarray-based comparative analysis of gene expression profiles during grain development in transgenic and wild type wheat 

Gregersen et al. (2005) Transgenic Res 14:887-905 http://www.biodinamica.org.br/Biosseguran%C3%A7a/Plantas_geneticam_modif/Files/PDFs/Gregersen%20et%20al,%202005,%20Trans%20Resh.pdf
Metabolic engineering of dhurrin in transgenic Arabidopsis plants with marginal inadvertent effects on the metabolome and transcriptome 

Kristensen et al. (2005) PNAS 102:1779-1784
http://www.pnas.org/content/102/5/1779.full.pdf+html 


Comparison of tuber proteomes of potato varieties, landraces, and genetically modified lines 

Lehesranta et al.( 2005) Plant Phys 138:1690-1699
http://www.plantphysiol.org/cgi/reprint/138/3/1690 


Proteomics as a tool to improve investigation of substantial equivalence in genetically modified organisms: The case of a virus-resistant tomato 

Corpillo et al. (2004) Proteomics 4:193-200
http://busto.dipbsf.uninsubria.it/cns/fasano/Reprints/2004proteomics.pdf 
Compostional considerations
Consensus Document on Compositional Considerations for New Varieties of Alfalfa and Other Temperate Forage Legumes: Key Feed Nutrients, Anti-Nutrients and Secondary Plant Metabolites

Organisation for Economic Co-operation and Development (OECD) (2005)
http://bch.cbd.int/database/record.shtml?id=41888
Consensus Document on Compositional Considerations for New Varieties of Cotton (Gossypium hirsutum and Gossypium barbadense): Key Food and Feed Nutrients and Anti-Nutrients 

Organisation for Economic Co-operation and Development (OECD) (2004)
http://bch.cbd.int/database/record.shtml?id=41890
Consensus Document on Compositional Considerations for New Varieties of Barley (Hordeum vulgare L.): Key Food and Feed Nutrients and Anti-Nutrients 

Organisation for Economic Co-operation and Development (OECD) (2004)
http://bch.cbd.int/database/record.shtml?id=41889
Consensus Document on Compositional Considerations for New Varieties of Rice (Oryza sativa): Key Food and Feed Nutrients and Anti-Nutrients 

Organisation for Economic Co-operation and Development (OECD) (2004)
http://bch.cbd.int/database/record.shtml?id=41891
Consensus Document on Compositional Considerations for New Varieties of Bread Wheat (Triticum aestivum): Key Food and Feed Nutrients, Anti-Nutrients and Toxicants 

Organisation for Economic Co-operation and Development (OECD) (2003)
http://bch.cbd.int/database/record.shtml?id=41893
Consensus Document on Compositional Considerations for New Varieties of Maize (Zea Mays): Key Food and Feed Nutrients, Anti-Nutrients and Secondary Plant Metabolites 

Organisation for Economic Co-operation and Development (OECD) (2002)
http://bch.cbd.int/database/record.shtml?id=41894
Consensus Document on Compositional Considerations for New Varieties of Potatoes: Key Food and Feed Nutrients, Anti-Nutrients and Toxicants 

Organisation for Economic Co-operation and Development (OECD) (2002)
http://bch.cbd.int/database/record.shtml?id=41895
Consensus Document on Compositional Considerations for New Varieties of Sugar Beet: Key Food and Feed Nutrients and Anti-Nutrients 

Organisation for Economic Co-operation and Development (OECD) (2002)
http://bch.cbd.int/database/record.shtml?id=41896
Consensus Document on Compositional Considerations for New Varieties of Soybean: Key Food and Feed Nutrients and Anti-Nutrients 

Organisation for Economic Co-operation and Development (OECD) (2001)
http://bch.cbd.int/database/record.shtml?id=41897
Consensus Document on Key Nutrients and Key Toxicants in Low Erucic Acid Rapeseed (Canola) 

Organisation for Economic Co-operation and Development (OECD) (2001)
http://bch.cbd.int/database/record.shtml?id=41898
· Point to consider (f) The intended scale and duration of the environmental release.

Safety Considerations for Biotechnology: Scale-Up of Crop Plants

Organisation for Economic Co-operation and Development (OECD) (1993)
http://bch.cbd.int/database/record.shtml?id=42126
· Point to consider (h) Considerations for unmanaged and managed ecosystems
Weeds in fields with contrasting conventional and genetically modified herbicide-tolerant crops. I. Effects on abundance and diversity 

Heard M.S., Hawes S., Champion G.T., Clark S.J., Firbank L.G., Haughton A.J. et al. (2003). Phil. Trans. R. Soc. Lond. B, 358, 1819-1832. http://rstb.royalsocietypublishing.org/content/358/1439/1819.full.pdf+html 

· Point to consider (i) Potential consequences of outcrossing and flow of transgenes
A typology of the effects of (trans)gene flow on the conservation and sustainable use of genetic resources 

Heinemann JA (2007) Commission on Genetic Resources for Food and Agriculture, Food and Agriculture Organization (FAO), 100 pp. 

http://bch.cbd.int/database/record-v4.shtml?documentid=48542 

(also already on the present list)
Estimating the Potential for Ecological Harm from Gene Flow to Crop Wild Relatives Wilkinson J. M. y S. C. Ford (2007) Collection of Biosafety Reviews 3: 42-63

http://www.ebr-journal.org/articles/ebr/pdf/2005/03/ebr0527.pdf 

Gene flow from tree plantations and implications for transgenic risk assessment

Research Signpost (2004)

http://bch.cbd.int/database/record.shtml?id=47286
Transgene introgression from Genetically modified crops to their wild relatives 

Stewart Jr C.Neal ,M. D.Halfhill* and S. I. Warwick. (2004) Nature Reviews. 4: 806-817

http://www.botanischergarten.ch/Monitoring/Stewart-Introgression-Review-2003.pdf  

Genetically modified organisms (GMOs)- The significance of gene flow through pollen transfer
Eastham, K, Sweet, J (2002) European Environment Agency (EEA), Copenhagen 

http://bch.cbd.int/database/record.shtml?documentid=101082 
Measuring and Modeling Gene Flow From Hybrid Poplar Plantations: Implications for Transgenic Risk Assessment

DiFazio, SP, West Virginia University, United States of America (2002)

http://bch.cbd.int/database/record.shtml?id=47373
· Point to consider (j) Effects on non-target organisms
Methods to study potential effects of genetically modified plants on soil microbial diversity and soil functioning 

Boersma, FGH, Van Elsas, JD, University of Groningen, the Netherlands (2009)

http://bch.cbd.int/database/record.shtml?documentid=100876 
Transgenic insecticidal crops and natural enemies: a detailed review of laboratory studies 

Lövei GL, Andow DA, Arpaia S (2009). Environ Entomol 38:293–30 http://www.bioone.org/doi/pdf/10.1603/022.038.0201 

Setting the record straight: a rebuttal to an erroneous analysis on transgenic insecticidal crops and natural enemies 

Shelton, M. A., S. E. Naranjo, et al. (2009) Transgenic Res 18: 317-322

http://www.springerlink.com/content/q7hk642137241733/fulltext.pdf 

A Meta-Analysis of Effects of Bt Crops on Honey Bees (Hymenoptera: Apidae)

Duan, J. J., M. Marvier, et al. (2008). PLOS ONE 2008; 3(1): e1415

 http://www.ncbi.nlm.nih.gov/pmc/articles/PMC2169303/pdf/pone.0001415.pdf 

Assessment of Toxic and Ecotoxic Properties of Novel Proteins in GMOs. Part 1: Report & Part 2: Supplement 

Federal Ministry for Health, Family and Youth, Austria (2008)

http://bch.cbd.int/database/record.shtml?id=48490
Assessment of risk of insect-resistant transgenic crops to nontarget arthropods Romeis J., D. Bartsch, D et al. (2008) Nature Biotechnology 26(2): 203-208

http://ddr.nal.usda.gov/bitstream/10113/28990/1/IND44078852.pdf 

(also already on the present list)
A Meta-Analysis of Effects of Bt Cotton and Maize on Nontarget Invertebrates 

Marvier, M., C. McCreedy, et al. (2007) Science 316: 1475-1477

http://agribiotech.free.fr/Marvier.etal.2007(Meta%20analysis%20NTO%20cotton%20and%20maize).pdf 

Non-target organism risk assessment of MIR604 maize expressing mCry3A for control of corn rootworm 

Raybould  A., D. Stacey, D. Vlachos, G. Graser, X. Li and R. Joseph. (2007).. J. Appl. Entomol. 131(6), 391–399

http://www.botanischergarten.ch/Bt/Raybould-non-target-Organism-MIR604-2007.pdf 

The impact of transgenic plants on natural enemies: a critical review of laboratory studies 

Lövei GL, Arpaia S (2005). Entomol Exp Appl 114:1–14 http://onlinelibrary.wiley.com/doi/10.1111/j.0013-8703.2005.00235.x/pdf 

Science-based risk assessment for non-target effects of transgenic crops

American Institute of Biological Sciences (2004)

http://bch.cbd.int/database/record.shtml?id=48402
Modeling effects of environment, insect damage, and Bt genotypes on fumonisin accumulation in maize in Argentina and the Philippines 

de la Campa, R, Hooker, DC, Miller, JD, Schaafsma, AW, Hammond, BG (2005). Mycopathologia 159: 539–552

http://www.maizar.org.ar/documentos/millerfumonisin.pdf 

Comparing methods to evaluate the effects of Bt maize and insecticide on spider assemblages 

Meissle M. y A. Lang (2005) Agriculture, Ecosystems and Environment 107: 359-370

http://www.botanischergarten.ch/Bt/Meissle-comparing-spiders-2005.pdf 

Environmental Risk Assessment of Transgenic Plants - Potential Secondary and Non-target Effects 

Direction Générale de l' Environnement et des Eaux et Forêts (ME/LCD), Niger.
http://bch.cbd.int/database/record.shtml?id=48483
· Point to consider (k) Cumulative effects
Suppression of Cotton Bollworm in Multiple Crops in China in Areas with Bt Toxin–Containing Cotton 

Kong-Ming Wu, Yan-Hui Lu, Hong-Qiang Feng, Yu-Ying Jiang, Jian-Zhou Zhao. (2008).. Science 321: 1676-1678
http://mail.ippcaas.cn/images/01/0809/03.pdf 

Interferences in the Agrisystem and Environmental Risks of Herbicide Tolerant and Insect Protected Transgenic Crops


Cadernos de Ciência & Tecnologia (2005)

http://bch.cbd.int/database/record.shtml?id=41642
· Point to consider (l) Effects of the incidental exposure of humans to (parts of) the LMO (e.g. exposure to pollen), and the toxic or allergenic effects that may ensue
Assessment of Toxic and Ecotoxic Properties of Novel Proteins in GMOs. Part 1: Report & Part 2: Supplement 

Federal Ministry for Health, Family and Youth, Austria (2008)

http://bch.cbd.int/database/record.shtml?id=48490
Evaluation of Allergenicity of Genetically Modified Foods


World Health Organization (WHO) and Food and Agriculture Organization of the United Nations (FAO) (2001)

http://bch.cbd.int/database/record.shtml?id=41976
· Point to consider (m) Potential adverse effects as a consequence of horizontal gene transfer

Risks from GMOs Due to Horizontal Gene Transfer 

Keese, P. (2008) Environ. Biosafety Res. 7: 123-149

http://www.ebr-journal.org/articles/ebr/pdf/2008/03/ebr0742.pdf 

Global extent of horizontal gene transfer 

Choi In-Geol  and Kim Sung-Hou. (2007)  PNAS 104 (11):  4489–4494
http://www.pnas.org/content/104/11/4489.full.pdf+html 

An assessment of factors affecting the likelihood of horizontal transfer of recombinant plant DNA to bacterial recipients in the soil and phytosphere 

Nielsen, K.. (2003) Collection of Biosafety Reviews 1, ICGEB. Trieste, Italy. http://bch.minambiente.it/EN/Documents/biosafety%20collection1/nielsen.pdf 

Horizontal gene transfer among genomes: The complexity hypothesis 

Ravi J.,  M. C. Rivera, & J. A. Lake (1999). PNAS.  96, pp. 3801–3806
http://www.pnas.org/content/96/7/3801.full.pdf+html 

Step 2 - An evaluation of the likelihood of adverse effects being realized, taking into account the level and kind of exposure of the likely potential receiving environment to the living modified organism

(See also the list of Documents containing guidance for all steps of risk assessment, above)

A mathematical model of exposure of non-target Lepidoptera to Bt-maize pollen expressing Cry1Ab within Europe 

Perry J.N., Devos Y., Arpaia S., Bartsch D., Gathmann A., Hails R.S., Kiss J., Lheureux, K., Manachini B., Mestdagh S., Neemann G., Ortego F., Schiemann J. & Sweet J.B. (2010) Proc. R. Soc. B published online 6 January 2010; doi: 0.1098/rspb.2009.2091

http://rspb.royalsocietypublishing.org/content/early/2010/01/05/rspb.2009.2091.full.pdf+html 

Field-Evolved Insect Resistance to Bt Crops: Definition, Theory, and Data 

Tabashnik B. E., J.B.J. Van Rensburg,  and Yves Carriere. (2009) J. Econ. Entomol. 102(6): 2011-2025

http://www.bioone.org/doi/pdf/10.1603/029.102.0601 

Gene flow, invasiveness, and ecological impact of genetically modified crops 

Warwick, S.I., Beckie, H.J., & Hall, L.M., (2009) Annals of the New York Academy of Sciences 1168, 72-99

http://onlinelibrary.wiley.com/doi/10.1111/j.1749-6632.2009.04576.x/pdf 

Assessment of Toxic and Ecotoxic Properties of Novel Proteins in GMOs. Part 1: Report & Part 2: Supplement 

Federal Ministry for Health, Family and Youth, Austria (2008)
http://bch.cbd.int/database/record.shtml?id=48490
A Topology of the Effects of (Trans)Gene Flow on the Conservation and Sustainable Use of Genetic Resources

Food and Agriculture Organization of the United Nations (FAO) (2007) 

http://bch.cbd.int/database/record.shtml?id=48542
Safety assessment of transgenic plums and grapevines expressing viral coat protein genes: new insights into real environmental impact of perennial plants engineered for virus resistance 

Fuchs, M., Cambra, M., Capote, N., Jelkmann, W., Kundu, J., Laval, V., Martelli, G.P., Minafra, A., Petrovic, N., Pfeiffer, P., Pompe-Novak, M., Ravelonandro, M., Saldarelli, P., Stussi-Garaud, C., Vigne, E. & Zagrai, I. (2007). Journal of Plant Pathology 89: 5-12

http://www.dirittigenetici.org/vitevita/documenti/71_11_Fuchs%20et%20al%202007.pdf 

Genetically Engineered Plants, Endangered Species, and Risk: A Temporal and Spatial Exposure Assessment for Karner Blue Butterfly Larvae and Bt Maize Pollen 

Peterson, R., et al. (2006) Risk Analysis 26(3): 845-858
http://entomology.montana.edu/People/RKDPeterson/Peterson_et_al._2006_(Karner_blue).pdf 

Transgene Introgression from Genetically Modified Crops to Their Wild Relatives 

Stewart Jr, C.N., Halfhill, M.D., Warwick, S.I. (2003) Nature Reviews Genetics. 4: 806-817
http://entomology.montana.edu/People/RKDPeterson/Peterson_et_al._2006_(Karner_blue).pdf 

Step 3: An evaluation of the consequences should these adverse effects be realized
(See also the list of Documents containing guidance for all steps of risk assessment, above)

Biopesticides registration action document Bacillus thuringiensis Vip3Aa20 Insecticidal Protein and the Genetic Material Necessary for Its Production (via Elements of Vector pNOV1300) in Event MIR162 Maize (OECD Unique Identifier: SYN-IR162-4) 

USEPA (2009)

http://www.epa.gov/pesticides/biopesticides/ingredients/tech_docs/brad_006599.pdf
Safety of Virus-Resistant Transgenic Plants Two Decades after Their Introduction – Lessons from Realistic Field Risk Assessment Studies

Fuchs, M., & Gonsalves, D. (2007) Annual Review of Phytopathology 45: 173-202

http://ddr.nal.usda.gov/dspace/bitstream/10113/9299/1/IND44003787.pdf 

Safety assessment of transgenic plums and grapevines expressing viral coat protein genes: new insights into real environmental impact of perennial plants engineered for virus resistance 

Fuchs, M., Cambra, M., Capote, N., Jelkmann, W., Kundu, J., Laval, V., Martelli, G.P., Minafra, A., Petrovic, N., Pfeiffer, P., Pompe-Novak, M., Ravelonandro, M., Saldarelli, P., Stussi-Garaud, C., Vigne, E. & Zagrai, I. (2007) Journal of Plant Pathology 89: 5-12

http://www.dirittigenetici.org/vitevita/documenti/71_11_Fuchs%20et%20al%202007.pdf 

A typology of the effects of (trans)gene flow on the conservation and sustainable use of genetic resources 

Heinemann JA (2007) Commission on Genetic Resources for Food and Agriculture, Food and Agriculture Organization (FAO), 100 pp
http://bch.cbd.int/database/record-v4.shtml?documentid=48542 

A Meta-analysis of Effects of Bt Cotton and Maize on Nontarget Invertebrates

Marvier M., McCreedy, C., Regetz, J. & Kareiva, P. (2007) Science 316: 1475-1477

http://agribiotech.free.fr/Marvier.etal.2007(Meta%20analysis%20NTO%20cotton%20and%20maize).pdf 

White paper on tier-based testing for the effects of proteinaceous insecticidal plant-incorporated protectants on non-target invertebrates for regulatory risk assessment 

Rose, R.I. (2007) USDA-APHIS and US Environmental Protection Agency, Washington, DC, USA

http://www.epa.gov/pesticides/biopesticides/pips/non-target-arthropods.pdf 

The Current Status and Environmental Impacts of Glyphosate-resistant Crops: A review

Cerdeira, A., & Duke, S. (2006) J. Environ. Qual. 35: 1633-1658

http://ddr.nal.usda.gov/dspace/bitstream/10113/7373/1/IND43835166.pdf 

Effects of Plants Genetically Modified for Insect Resistance on Nontarget Organisms

Romeis J., Meissle M., & Bigler F. (2006). Transgenic Crops Expressing Bacillus thuringiensis Toxins and Biological Control. Nature Biotechnol. 24(1): 63-71

http://www.botanischergarten.ch/Bt/Romeisetal2006-NB.pdf  

Effects of plants geneticallymodified for insect resistance on nontarget organisms

O'Callaghan M., Glare T.R., Burgess E.P.J. & Malone L.A. (2005)
Annual review of Entomology 50: 271-292

http://www.botanischergarten.ch/Bt/OCallaghan-Effects-Plants-Genetically-2005.pdf 

Bacillus thuringiensis Cry3Bb1 protein and the genetic material necessary for its production (Vector ZMIR39) in Event MON 88017 corn (OECD Unique Identifier: MON-88Ø17-3) (006502) and Bacillus thuringiensis Cry1Ab Delta-Endotoxin and the Genetic Material Necessary for its Production in Corn (006430)
Fact Sheet
USEPA (2005)

http://www.epa.gov/pesticides/biopesticides/ingredients/factsheets/factsheet_006430-006502.htm  

Biopesticide Registration Action Document: Bacillus Thuringiensis Cry1F Corn

USEPA (2004)

http://www.epa.gov/pesticides/biopesticides/ingredients/tech_docs/brad_006481.pdf
GMOs, Pesticide Use, and Alternatives. Lessons from the U.S. Experience 

Benbrook, C. (2003) Conference on GMOs and Agriculture
http://www.legrenelle-environnement.gouv.fr/grenelle-environnement/IMG/pdf/Benbrook_Argentina_2002.pdf 

Impact of Bt corn pollen on monarch butterfly populations: a risk assessment

Sears, M.K., Hellmich, R.L., Stanley-Horn, D.E., Oberhauser, K.S., Pleasants, J.M., Mattila, H.R., Siegfried, B.D., & Dively, G.P. (2001) PNAS USA 2001, 98:11937-11942
http://www.pnas.org/content/98/21/11937.full.pdf+html 

Biopesticides Registration Action Document - Bacillus thuringiensis Plant-Incorporated Protectants

USEPA (2001)

 http://www.epa.gov/pesticides/biopesticides/pips/bt_brad.htm
Guidelines for Ecological Risk Assessment.  United States Environmental

USEPA (1998) Protection Agency (USEPA)(1998) EPA/630/R-95/002F, 188 pp.

http://oaspub.epa.gov/eims/eimscomm.getfile?p_download_id=36512
Assessing environmental risks of transgenic plants 

Andow DA, Zwahlen C (2006) Ecology Letters 9: 196–214. (Note: external link to publisher website) 

Step 4: An estimation of the overall risk posed by the living modified organism based on the evaluation of the likelihood and consequences of the identified adverse effects being realized

(See also the list of Documents containing guidance for all steps of risk assessment, above)

The ethics of uncertainty. EMBO reports 8:10 p. 892-896

Tannert, C; Elvers, HD; Jandrig, B (2007)

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC2002561/pdf/7401072.pdf 

The impact of transgenic plants on natural

enemies: a critical review of laboratory studies 

Lovei GL, Arpaia S (2005) Entomol Exp Applic 114:1–14 
http://onlinelibrary.wiley.com/doi/10.1111/j.0013-8703.2005.00235.x/pdf 

Improving risk assessment for nontarget safety of transgenic crops 

Marvier, M. (2002) Ecological Applications 12: 1119-1124
http://www.scu.edu/cas/environmentalstudies/upload/Marvier%20Ecol%20Appl.pdf 

Step 5: A recommendation as to whether or not the risks are acceptable or manageable, including, where necessary, identification of strategies to manage these risks
(See also the list of Documents containing guidance for all steps of risk assessment, above)

Integrated Confinement System for Genetically Engineered Plants: A Comprehensive Approach to Biosafety for Confined Field Trials


International Food Policy Research Institute (IFPRI) (2007)

http://bch.cbd.int/database/record.shtml?id=46584
Rethinking the risk management process for genetically engineered crop varieties in small-scale, traditionally based agriculture 

Cleveland, D. A., and D. Soleri.( 2005). Ecology and Society 10(1): 9. [online] URL: ah http://www.ecologyandsociety.org/vol10/iss1/art9/
Technologies for Biological Containment of GM and Non-GM Crops


Department for Environment, Food and Rural Affairs (DEFRA), UK (2005)

http://bch.cbd.int/database/record.shtml?id=41592
Rethinking the Risk Management Process for Genetically Engineered Crop Varieties in Small-scale, Traditionally Based Agriculture


Resilience Alliance Publications (2005)

http://bch.cbd.int/database/record.shtml?id=41575
Risk Management Guidelines - Companion to AS/NZS 4360:2004 

Standards Australia/Standards New Zealand (2005) 11 pp. 

Biological Confinement of Genetically Engineered Organisms

National Academy of Sciences, United States of America (2004)
http://bch.cbd.int/database/record.shtml?id=44040
Monitoring

Monitoring Protocol in accordance with the Gene Technology Act 2000

Australian Office of the Gene Technology Regulator (OGTR) (2007)

http://bch.cbd.int/database/record.shtml?id=48513
Genetically Engineered Corn and the Monarch Butterfly Controversy


The Pew Initiative on Food and Biotechnology (2006)

http://bch.cbd.int/database/record.shtml?id=41682
Maize and biodiversity- the effects of transgenic maize in Mexico, key findings and recommendations 

The Commission for Environmental Cooperation (CEC) (2004) North American Agreement on Environmental Cooperation (NAAEC)

http://bch.cbd.int/database/record.shtml?documentid=101079 
Problems in monitoring horizontal gene transfer in field trials of transgenic plants 

Heinemann JA, Traavik T (2004) Nature Biotechnology 22: 1105-1109.

http://www.ask-force.org/web/HorizontalGT/Heinemann-Problems-NB-2004.pdf 

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

Organisation for Economic Co-operation and Development (2004)
http://bch.cbd.int/database/record.shtml?id=41899
(also already on the present list)
Maize and Biodiversity: The Effects of Transgenic Maize in Mexico. Chapter 3 - Assessment of Effects on Genetic Diversity


Secretariat of the Commission for Environmental Cooperation (CEC) of North America (2004)

http://bch.cbd.int/database/record.shtml?id=47565
Maize and Biodiversity: The Effects of Transgenic Maize in Mexico. Chapter 10 - Managing Potential Risks and Enhancing Potential Benefits: Identification and Analysis of Management Tools and Policy Options


Secretariat of the Commission for Environmental Cooperation (CEC) of North America (2004)

http://bch.cbd.int/database/record.shtml?id=41595
Farm Scale Evaluations of GM Crops: Monitoring Gene Flow from GM Crops to Non-GM Equivalent Crops in the Vicinity 

Department for Environment, Food and Rural Affairs (DEFRA), UK (2003)

http://bch.cbd.int/database/record.shtml?id=41981
Farm Scale Evaluations. Managing GM Crops with Herbicides: Effects on Farmland Wildlife 

Farm Scale Evaluations Research Consortium and the Scientific Steering Committee (2003)
http://bch.cbd.int/database/record.shtml?id=44304
Monitoring the Environmental Consequences of Gene Flow from Transgenic Sugar Beet

Ohio State University (2002)

http://bch.cbd.int/database/record.shtml?id=41806
Annex VII to Directive 2001/18/EC on the Deliberate Release into the Environment of Genetically Modified Organisms: Monitoring Plan 

The European Parliament and the Council of the European Union (2001)
http://bch.cbd.int/database/record.shtml?id=42116
GMO Detection Methods and Validation 

National Veterinary Institute, Norway (2001)

http://bch.cbd.int/database/record.shtml?id=41960
Ottawa '92: The OECD Workshop on Methods for Monitoring Organisms in the Environment 

Organisation for Economic Co-operation and Development (OECD) (1994)
http://bch.cbd.int/database/record.shtml?id=41906
Report of the OECD Workshop on Monitoring of Organisms Introduced into the Environment 

Organisation for Economic Co-operation and Development (OECD) (1992)
http://bch.cbd.int/database/record.shtml?id=41907
Related issues

Risk management

A Risk Management Standard 

The Institute of Risk Management (IRM) (2002)

http://bch.cbd.int/database/record.shtml?id=44305
Guide 73, Risk Management Vocabulary Guidelines for Use in Standards (2002) 

International Organization for Standardization (ISO) (2002)
http://bch.cbd.int/database/record.shtml?id=42121
Decision making

Decision Making: A Technical Guide to Identifying, Assessing and Evaluating Risks, Costs and Benefits 

ERMA (Environmental Risk Management Authority) (2009) ER-TG-05-02 03/09, New Zealand

http://www.google.nl/url?sa=t&source=web&cd=1&ved=0CBwQFjAA&url=http%3A%2F%2Fwww.ermanz.govt.nz%2Fresources%2Fpublications%2Fpdfs%2FER-TG-05-02%252003%252009.pdf&rct=j&q=ERMA%20Decision%20Making%3A%20A%20Technical%20Guide%20to%20Identifying%2C%20Assessing%20and%20Evaluating%20Risks%2C%20Costs%20and%20Benefits&ei=F4VyTLLxD4z-OZ-I9bAL&usg=AFQjCNFTrHUtYtXqhjmG_3hWjKhd5rMtaQ&sig2=u5e_DgwH7LpX57fC6kJuzw&cad=rja 

The Risks and Benefits of Genetically Modified Crops: A Multidisciplinary Perspective

Resilience Alliance Publications, Canada (2000)

http://bch.cbd.int/database/record.shtml?id=41938
Post market Monitoring
Maintaining product integrity in the Australian seed and grain supply chain – the role of sampling and testing for GM events 
Osman Mewett, Kerry R Emslie, Hilary Johnson, Jacqueline Lizzio, Kim L Dibley, E John Murby and Paul Hattersley (2008) Bureau of Rural Sciences
http://bch.cbd.int/database/record.shtml?documentid=100972 

Guiding Principles for the Development of Future Harvest Centres's Policies to Address the Possibility of Unintentional Presence of Transgenes in Ex Situ Collections 

International Plant Genetic Resources Institute (IPGRI) (2006)
http://bch.cbd.int/database/record.shtml?id=41547
A Conceptual Framework for the Design of Environmental Post-market Monitoring of Genetically Modified Plants


Environmental Biosafety Research (2005)
http://bch.cbd.int/database/record.shtml?id=41636
Output on the Questionnaire on National Approaches to Monitoring, Detection, Identification of Transgenic Products

Organisation for Economic Co-operation and Development (OECD) (2003)
http://bch.cbd.int/database/record.shtml?id=41901
Co-existence

Genetically Modified Maize: Pollen Movement and Crop Coexistence


PG Economics (2004)

http://bch.cbd.int/database/record.shtml?id=41980
Commission Recommendation on Guidelines for the Development of National Strategies and Best Practices to Ensure the Co-existence of Genetically Modified Crops with Conventional and Organic Farming


European Commission (2003)

http://bch.cbd.int/database/record.shtml?id=42013
Miscellaneous subjects

International Assessment of Agricultural Knowledge, Science

International Assessment of Agricultural Knowledge, Science and Technology for Development (IAASTD) (2008)

http://bch.cbd.int/database/record.shtml?id=48489
Approaches of Risk: an Introduction 

Réseau Interdisciplinaire Biosécurité (RIBios) & Institut Universitaire d'Etudes du Développement (IUED) (2004)
http://bch.cbd.int/database/record.shtml?id=41999
Introduction to GMO: Technique and Safety 

Réseau Interdisciplinaire Biosécurité (RIBios) & Institut Universitaire d'Etudes du Développement (IUED) (2004)
http://bch.cbd.int/database/record.shtml?id=41998
Environment Management - The ISO 14000 Family of International Standards (2002) 

International Organization for Standardization (ISO) (2002)

http://bch.cbd.int/database/record.shtml?id=42119
Safety Considerations for Biotechnology: Scale & Up of Microorganisms as Biofertilizers 

Organisation for Economic Co-operation and Development (OECD) (1995)

http://bch.cbd.int/database/record.shtml?id=41908
