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	Module 1: Overview of Biosafety and the Cartagena Protocol on Biosafety 
1. Introduction to biosafety and the Cartagena Protocol on Biosafety 

1.1. History of the Protocol 

1.2. What is biosafety? 

1.3. What are living modified organisms? 

1.3.1. Examples of commercialized LMOs 

1.4. Objective and scope of the Protocol 

1.5. Living modified organisms for intentional introduction into the environment – Advanced Informed Agreement 

1.6. Living modified organisms for direct use as food or feed, or for processing (LMOs-FFP) 

1.7. Competent national authorities 

1.8. Risk assessment (Article 15 and Annex III) 

1.9. Biosafety Clearing-House 

1.10. Other provisions under the Protocol 

2. Other international biosafety-related bodies 

2.1. International Plant Protection Convention 

2.2. Codex Alimentarius Commission 

2.3. Food and Agriculture Organization 

2.4. World Organisation for Animal Health 

2.5. Organisation for Economic Co-operation and Development 

2.6. World Trade Organization 

2.7. Bilateral, regional and multilateral agreements 

3. References 

Module 2: Preparatory Work – Understanding the context in which a risk assessment will be carried out
1. Introduction 

2. The broad national context 

2.1. National protection goals and assessment endpoints 

2.2. Other national and international obligations 

3. National biosafety context 

3.1. National biosafety framework 

3.2. Competent national authorities 

3.3. Risk assessment practices and principles 

4. Expert advice and the roles of the risk assessor(s) 

4.1. Scientific advisory body 

4.2. Responsibilities of the risk assessor(s) 

4.3. Roster of Experts on Biosafety 

4.4. Stakeholder participation 

5. References 

Module 3: Conducting the Risk Assessment
1. Introduction 

2. Overview of techniques used in modern biotechnology 

2.1. Commonly used methods for genetic modification of plants 

3. Overview of the risk assessment methodology 

4. Context and scope of the risk assessment 

4.1. Selecting relevant assessment endpoints or representative species 

4.2. Establishing the baseline 

4.3. Establishing the appropriate comparator(s) 

5. Elements of a case-by-case risk assessment of LMOs 

5.1. Living modified organism 

5.1.1. Characterization of the recipient organism or parental organisms 

5.1.2. Description of the genetic modification 

5.1.3. Identification of the LMO 

5.2. Likely potential receiving environment(s) 

5.2.1. Physical characteristics 

5.2.2. Biological characteristics 

5.3. Intended use

6. Conducting the risk assessment
 Information needed

Consideration of uncertainties
6.1. Identification of any novel genotypic and phenotypic characteristics associated with the LMO that may have adverse effects 

6.2. Evaluation of the likelihood 

7.3. Evaluation of the consequences 

7.4. Estimation of the overall risk 

7.5. Identification of risk management and monitoring strategies 

7.5.1. Risk management 

7.5.2. Monitoring 

7. References 

Module 4: Preparing a Risk Assessment Report
1. Introduction 

2. Background, context and scope of the risk assessment 

3. Characterization and estimation of risks 

4. Description of risk management and monitoring strategies 

5. Consideration of remaining uncertainty 

6. Recommendations as to whether or not the risks are acceptable or manageable 

7. References 


	Preface 

Objective and Scope of this Guidance 

PART I: Roadmap for Risk Assessment of Living Modified Organisms 

Background 

Introduction 

Overarching issues in the risk assessment process 

Quality and relevance of information 

Identification and consideration of uncertainty 

Planning phase of the risk assessment 

Establishing the context and scope 

The choice of comparators 

Conducting the risk assessment 

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" 

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.” 

Step 3: “An evaluation of the consequences should these adverse effects be realized” 

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”

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” 

Related issues 

Annex: Flowchart for the risk assessment process 




