Comparative alignment between Modules 1 & 2 of the “Training Manual on Risk Assessmnet of LMOs” and the “Guidance on Risk Assessment of LMOs”
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The schematic diagram above provides a comparative alignment between the contents of Modules 1 and 2 of the Training Manual and the Guidance, in particular the first sections of the Roadmap. Dashed arrows represent weak alignment between sections of the Manual and Guidance, whereas solid arrows represent a strong alignment. Below we provide a brief overview of the content of each Module in the Training manual and the corresponding sections of the Guidance. This is followed by a set of notes that summarise the similarities and differences between these sections of the two documents.

Module 1 of the Manual <-> Guidance

Summary of Contents of Module 1:

Module 1 of the Manual contains an introductory section explaining basic concepts in biosafety and an introduction to the Cartagena Protocol on Biosafety and provides an overview of other international biosafety-related bodies and organizations. Under the section on biosafety, is a brief iteration of biotechnology as is defined by the Cartagena Protocol on Biosafety. The section on the Cartagena Protocol on Biosafety explains the scope and objective of the Protocol, and provides an overview of Article 15, Annex III, the Biosafety Clearing-House and the precautionary approach. This module also includes a section on other international bodies involved in risk assessment in the context of biosafety.
 Corresponding Section(s) of the Guidance:

The Preface of the Guidance and the Introduction to the Roadmap reiterate the objective of a risk assessment in accordance with the Protocol. The Guidance does not explain other provisions of the Protocol nor does it make a reference to other international bodies dealing with biosafety.

Module 2 of the Manual <-> Guidance

Summary of Contents of Module 2:

Module 2 of the Manual aims to assist risk assessors to set the stage for carrying out a risk assessment in a scientifically sound, transparent manner and on a case-by-case basis. It highlights the importance of understanding how national policies and international obligations provide overarching guidance to the process, and describes the relationship between national policies that establish protection goals, regulatory requirements and risk assessment processes compliant with the Cartagena Protocol on Biosafety. It also discusses the mandate of risk assessors and the multidisciplinary nature of the risk assessment process. 

Corresponding Section(s) of the Guidance:

The section of the Guidance entitled “Establishing the context and scope” shares a strong alignment with the section “The broad national context” in the Manual in particular with respect to its discussion of “protection goals” and “assessment endpoints”. The section of the Guidance “Establishing the context and scope” also contains considerations about other national and international obligations, the national biosafety context and stakeholder participation.

Moreover, some sections of the Guidance align with Module 3. These sections will be the focus of an upcoming discussion. 

Concluding Remarks
Module 1 of the Manual provides a comprehensive introduction to basic concepts of Biosafety. Most of the concepts therein have no corresponding sections in the Guidance. Many of the concepts in Module 2 of the Manual are also found in the Guidance albeit at varying levels of depth and detail.
In spite of the differences, there are no conceptual inconsistencies between Modules 1 and 2 of the Manual and the Guidance.   
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