	Questionnaire on the draft Roadmap for Risk Assessment

under the Cartagena Protocol on Biosafety


The aim of the Roadmap for Risk Assessment is to provide risk assessors and others who are interested in the process of environmental risk assessment of living modified organisms (LMOs) with guidance which they may use when performing risk assessment in accordance with Annex III of the Cartagena Protocol on Biosafety.

The Roadmap focuses on risk assessment of LMOs carried out in a scientifically sound and transparent manner and on a case-by-case basis. The LMO decision-making process is not within the scope of the Roadmap for Risk Assessment.

The present questionnaire aims at testing the latest version of the draft Roadmap, with regard to its usefulness, completeness and user-friendliness when applying it to real cases of risk assessment. In reporting on your testing experience, you provide valuable input to the process of further improvement of the draft Roadmap. 
The questionnaire contains an overall evaluation of the draft Roadmap as well as specific questions for each of the sections of the draft Roadmap. 
The following materials and case-studies may assist you in this testing exercise:
· Draft of the Roadmap for Risk Assessment
· Article 15 of the Cartagena Protocol on Biosafety
· Annex III of the Cartagena Protocol on Biosafety
· Case-study: MON810 
· Case-study: LY038
· Case-study: MON15958
The above mentioned documents are available in the Discussion Group “Further drafting and testing of the Roadmap for risk assessment” under the Open-ended Online Expert Forum for Risk Assessment and Risk Management at: http://bch.cbd.int/onlineconferences/roadmap3_ra.shtml 
The case-studies above provide practical examples of the type of information a risk assessor may be presented when performing a risk assessment. Other case-studies of your choice may also be used in this testing exercise.
When you go through the Roadmap, side-by-side with a case-study, you are kindly requested to evaluate whether the Roadmap helps in structuring the risk assessment in accordance with Annex III of the Protocol. 
In testing the draft Roadmap, you may please also assess its use in identifying information that is needed for the risk assessment in the case-study and whether any relevant information is missing from the case-study.
The purpose of this testing exercise is to evaluate the draft Roadmap as a useful tool in facilitating a risk assessment but not to evaluate the case-studies themselves. 

In conclusion, the aim of the Roadmap is to have a useful, complete and user-friendly tool that helps risk assessors in performing the risk assessment of an LMO. 
The following questions are aimed at seeking your opinion on whether the draft Roadmap achieves the above.
	Overall evaluation of the draft Roadmap for Risk Assessment


In the table below, please indicate the level of agreement you attribute to each of the statements in the left column with regard to the draft Roadmap for Risk Assessment.

Please select one of the boxes for each statement
	Level of agreement
	Strongly disagree
	Slightly
disagree
	Neutral /
Indifferent
	Slightly

agree
	Strongly

agree

	Q1. 
The draft Roadmap is consistent with the Cartagena Protocol on Biosafety, particularly with its Art. 15 and Annex III
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Q2. 
The language is easy to understand 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Q3. 
The concepts and explanations that are simple to follow 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Q4. 
The draft Roadmap is useful for risk assessors with limited experience
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Q5. 
The draft Roadmap may be applied to living modified crop plants
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Q6. 
The draft Roadmap may be broadly applicable to other living modified organisms other than crops (e.g., animals, fungi, bacteria, viruses, etc)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Q7. 
The draft Roadmap is applicable to small-scale introductions into the environment (e.g., field trials)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Q8. 
The draft Roadmap is applicable to large-scale introductions into the environment (e.g., introduction for commercial purposes)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Section-by-section evaluation of the draft Roadmap for Risk Assessment


In the table below, under the appropriate section, please indicate whether you think there are issues that should be added or modified.

Please select one of the boxes for each question. 
	INTRODUCTION

	The introduction deals with a number of issues that are relevant for the risk assessment process, for instance in preparation of the risk assessment process described in Annex III, or as overarching issues in risk assessment and decision making.

	1.
General Introduction  (lines 22-43)

	The first two paragraphs the General Introduction provide a short background on the objective of the Protocol, and the role that environmental risk assessment of LMOs has in the Protocol. In the third paragraph it explains the purpose of the Roadmap.

	Q9.
Is there any other issue that should be included in this section?
	 FORMCHECKBOX 
 No.
 FORMCHECKBOX 
 Yes. Please explain: <Type here>

	Q10.
Is there any issue or concept in this section that should be modified or clarified?
	 FORMCHECKBOX 
 No. 
 FORMCHECKBOX 
 Yes. Please explain:  

	2.
General considerations

	a)
The process of LMO risk assessment (lines 45 – 61)

	This section describes risk assessment as a structured process. It describes a number of issues, such as the interrelatedness of steps in the risk assessment and the iterative approach.

	Q11.
Is there any other issue that should be included in this section?
	 FORMCHECKBOX 
 No.
 FORMCHECKBOX 
 Yes. Please explain:      . 

	Q12.
Is there any issue or concept in this section that should be modified or clarified?
	 FORMCHECKBOX 
 No. 
 FORMCHECKBOX 
 Yes. Please explain:  Reference to an interative process to increase adequacy is confusing without more clarification or an example. A flow diagram might help.

	b)
Overarching issues in the design/planning of the risk assessment (lines 62 – 99)

	The described in this section include: 

· quality and robustness of the information used in a risk assessment; 

· identification of uncertainty that remains in the steps of risk assessment; 

· use of information from previous experience with a same LMO; 

· comparative approach of risk assessment; 

· check-point as to whether the objectives and criteria of the risk assessment have been met at the end of a risk assessment. 

	Q13.
Is there any other issue that should be included in this section?
	 FORMCHECKBOX 
 No.
 FORMCHECKBOX 
 Yes. Please explain: <Type here>

	Q14.
Is there any issue or concept in this section that should be modified or clarified?
	 FORMCHECKBOX 
 No. 
 FORMCHECKBOX 
 Yes. Please explain: <  In general, the bullet points are too vague and would not help someone new to this process.  For example, what does 'establishment of robust scientific criteria for inclusion of scientific information' in line 65 mean? The section on uncertainty is unnecessarily dense and difficult to interpret. 

	3.
Context and scoping of the risk assessment (lines 100 – 123)

	This section mentions a number of aspects that have to be taken into consideration, because this is a requirement of the legislation of the Party, and because this is required for the specific case of risk assessment. 

	Q15.
Is there any other issue that should be included in this section?
	 FORMCHECKBOX 
 No.
 FORMCHECKBOX 
 Yes. Please explain: <Type here>

	Q16.
Is there any issue or concept in this section that should be modified or clarified?
	 FORMCHECKBOX 
 No. 
 FORMCHECKBOX 
 Yes. Please explain:  The fourth bullet point (from line 119) is also relevant to the 'identification of relevant questions to frame the risk assessment process' (bullet point 2).The scale of environmental exposure is crucial in contexting the assessment. Guidance that builds relevant questions into a schematic framework for approaching a risk assessment would be very useful. 

	STEPS IN THE RISK ASSESSMENT PROCESS

	This section deals with the risk assessment process, as described in Annex III of the CPB, in particular in paragraphs 8 and 9 of the Annex.

Each step follows the same structure:

· Title of the step, which is a direct quotation of the text in paragraph 8 of Annex III;

· Rationale, that describes the background for the methodology that is adopted for each step;

· Points to consider, that are relevant for dealing with the step;

· Links to other documents for further guidance (these are to be added at a later stage).

	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. (Lines 132- 190)

	Q17.
Is there any other issue that should be included in this section?
	 FORMCHECKBOX 
 No.
 FORMCHECKBOX 
 Yes. Please explain: <Type here>

	Q18. 
Is there any issue or concept in this section that should be modified or clarified?
	 FORMCHECKBOX 
 No. 
 FORMCHECKBOX 
 Yes. Please explain: It would be useful to include a schematic/ flow diagram representing the 5 steps described in Annex III. Points to consider could include (i) whether characteristics of the LMO are more likely to result in an adverse effect on 'non-target organisms' compared with their non-GM counterparts (ii) whether management regimes associated with the cultivation of a LMO are likely to result in a greater adverse effects as compared with practices used in association with their non-GM counterparts. There are no examples of considerations associated with human health.
Step 1 and 'points to consider' leads into establishing hypothetical links between characteristics specific to the LMO and  hazards/ potential adverse effects to the 'potential receiving environment'. Taking this approach involves considering the  'receiving environment' to a greater extent than the roadmap has done in framing the hazard identification exercise. For example, whether a LM crop will be cultivated or whether a medical product containing or consisting of a LMO is shed by the human carrier. Identifying key issues / a more systematic approach to formulating questions will result in a much more effective process. 
 It is worth considering whether the phrasing used should be altered to better reflect the process of hazard identification e.g. the consideration is whether there is a difference in the LMO that could lead to an adverse effect. For example, is there any characteristic of the LMO that would increase the likelihood of HGT to soil microorganisms? If HGT did occur, is this more likely to result in an adverse environmental effect compared to HGT from conventonal counterparts? Knowledge of whether the transgenes encode proteins that are already produced by soil microorganisms (e.g. PAT/BAR/ NPTII) would help rationalise this exercise. The problem is that Annex III deals with likelihood and consequence sequentially - when it is more useful to consider these in parallel. This reasoning/ informed approach is lacking in the roadmap. Without this insight, I'm not convinced that the roadmap is any more useful than Annex III.
Similarly, the need for a sense of proportion in the amount and detail of molecular data required is not emphasised enough. The text refers to availability of information. However, understanding what is necessary to inform a risk assessment (rather that what is nice to know) is what is important. For example, with small scale LM crop field trials (the LMO doesn't enter into the food/feed chain) information such as expression level, insertion site is unlikely to be necessary. As stated in  line 65 - there should be scientific criteria for inclusion of data paragraph c does not reflect this. The suggestion in the draft guidance for LM crops tolerant to abiotic stress that more molecular data might be required for these type of LMOs does not appear to meet this requirement for scientific relevance either. The sentence beginning 'characteristics may also include…' (line 157) needs clarification (and an example).



	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 (Lines 192 – 221)

	Q19.
Is there any other issue that should be included in this section?
	 FORMCHECKBOX 
 No.
 FORMCHECKBOX 
 Yes. Please explain: <Type here>but examples would help.

	Q20.
Is there any issue or concept in this section that should be modified or clarified?
	 FORMCHECKBOX 
 No. 
 FORMCHECKBOX 
 Yes. Please explain: <Type here>

	Step 3: 
An evaluation of the consequences should these adverse effects be realized (Lines 223 – 240)

	Q21.
Is there any other issue that should be included in this section?
	 FORMCHECKBOX 
 No.
 FORMCHECKBOX 
 Yes. Please explain:      

	Q22.
Is there any issue or concept in this section that should be modified or clarified?
	 FORMCHECKBOX 
 No. 
 FORMCHECKBOX 
 Yes. Please explain:  Points to consider (b) needs examples. How does an understanding of the frequency of geneflow and volunteer abundance help evaluate the consequences should adverse effects be realised? Surely this information helps establish exposure/ likelihood, which is combined with information on consequence to calculate the overall risk. As it stands, this example suggests that geneflow/ volunteers are adverse effects per se.  
 An understanding of what constitutes an adverse effect should be established from the outset. Line 104 in section 3 deals with this to some extent (by identifying the need to be consistent with policies and protection goals etc). However, in general, these criteria may be too vague to be helpful. Some reference in the roadmap for the need to establish criteria from the outset is important. It may not be sufficient to limit criteria to endpoints; the extent of the change/ difference in these endpoints may need to be established in defining an adverse effect  (The EU's Environmental Liability Directive is one legislative instrument that defines environmental harm - this refers to reversibiility/ natural variation etc.).  


	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 (242 – 259)

	Q23.
Is there any other issue that should be included in this section?
	 FORMCHECKBOX 
 No.
 FORMCHECKBOX 
 Yes. Please explain: <Type hereits unclear how assessors produce an estimation of overall risk from an evaluation of the likelihood and consequences of identified adverse effects occuring. 

	Q24.
Is there any issue or concept in this section that should be modified or clarified?
	 FORMCHECKBOX 
 No. 
 FORMCHECKBOX 
 Yes. Please explain: <Type here>

	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 (Lines 261 – 294)

	Q25.
Is there any other issue that should be included in this section?
	 FORMCHECKBOX 
 No.
 FORMCHECKBOX 
 Yes. Please explain: <Type here>

	Q26.
Is there any issue or concept in this section that should be modified or clarified?
	 FORMCHECKBOX 
 No. 
 FORMCHECKBOX 
 Yes. Please explain: <Type here>

	RELATED ISSUES (Lines 296 – 311)

	This section lists a number of issues that are mentioned in articles of the Cartagena Protocol on Biosafety or that are current in discussions of the decision making process on applications of LMOs, but that are not part of the risk assessment process as set out by Article 15 and Annex III of the Protocol.

	Q27.
Is there any other issue that should be included in this section?
	 FORMCHECKBOX 
 No.
 FORMCHECKBOX 
 Yes. Please explain: <Type here>

	Q28.
Is there any issue or concept in this section that should be modified or clarified?
	 FORMCHECKBOX 
 No. 
 FORMCHECKBOX 
 Yes. Please explain: <Type here>


	Additional Comments

	Your comments are important to us. Please let us know if you have comments on how we may improve the draft Roadmap for Risk Assessment. 

	Q29. 
 In its current state I'm not convinced the roadmap adds much to Annex III. In particular, I'm not sure it is helpful to those who are less experienced in risk assessment. However, this could be improved with schematics, examples and links to existing guidance (or a new guidance document that summarises this information). The roadmap is biased towards plant LMOs intended for cultivation  (unless these are crop plants that produce non-food/ feed products e.g. pharmaceuticals, where further consideration of how to carry out a comparative risk assessment is needed). The potential for environmental exposure is an important consideration as is the biology of the recipient organism - this is not emphasised enough. The importance of integrating information using a weight of evidence approach is also missing. 
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