Response to Ossama’s comments on the Roadmap, line designations from his document

Lines 105-106: Agree that this may be confusing or of little help to the reader.

Lines 376-377: Recommendation here?
Response to Piet’s comments
Piet makes a number of highly useful comments to streamline the text without changing the spirit of what we have developed so far. Recommendations of this sort should certainly be considered.

A few points:

· I think we would need “confined release” better defined to be useful.

· The inclusion of the “Related Issues” section was agreed to at AHTEG1 as reported in UNEP/CBD/BS/AHTEG-RA&RM/1/3 30 April 2009 and should be preserved.
Response to Tom Nickson’s comments, line designations from his document:

There are numerous good suggestions here, but also many oversimplifications and nuanced qualifiers. I have to insist that to undertake the large-scale changes/deletions suggested here would undo much of the hard work that we have already undertaken and would leave us with less than practical document. Please see my comments for specific endorsements. A few particular comments below.

Line33: It is difficult to boil down the results of an RA to “likely adverse” or not. We should consider more catagories of risk that this.

Line 58: “reconstructability”? Never heard of it in relation to data quality. The widely accepted term is “reproducibility”.

The elaborations data quality and uncertainty, and all in the overaching issues  and context and scoping elements should be preserved. Please see my comments in the draft for specifics.

Lines 209-210: Is this risk assessment or decision-making? 

The inclusion of the “related issues” section was agreed to at AHTEG1 as reported in UNEP/CBD/BS/AHTEG-RA&RM/1/3 30 April 2009. I think it is useful to help describe the process of risk assessment, management and decisonmaking that the RA is a part of.
Response to Sol’s comments on the Roadmap, line designations from her document:

Lines 54-58: This really depends case by case. Where the level of detail applies might be specified, but to suggest “much less” is perhaps not useful here. I do not support the inclusion here.

Line 72: Sol rightly points out the inherent contradiction in upholding case by case while recommending information from other RAs or other LMO assessments may be useful. Should we more carefully define “case by case”?

Line 97: As pointed out, the word “the” here suggest one all accepted standard. It should be removed to reflect an indefinite article.

Lines 103 and 104: “required” and “verified” should be maintained from the previous version, no justification is given for their removal.

Lines 129-133. I think there is confusion here. The uncertainty assessment is not specifically used to evaluate the uncertainties that risks are not attributable to the non-modified recipient but to the LMO. Rather, the uncertainty assessment is more comprehensive, to detect the likelihood that the information, or methods used to make an observation, are reliable.

Line 139: The utilizing the precautionary approach is not limited to decisionmaking, but all areas under the Protocol, including RA.

Lines 163-164: This really depends case by case. Where the level of detail applies might be specified, but to suggest “much less” is perhaps not useful here. I do not support the inclusion here.

Footnote 8: Yes, agree. Including the statement from the Rio Declaration might be of value here.

Line 225: “Combinatorial” is the correct expression

Line 231: The deleted text should be maintained. I see no reason why not and no justification is given for their removal.

Line 268: Having “plausible pathways” to adverse effects is not an a priori requirment for observations or action. There are innumerable examples of adverse effects (particularly from the field of medicine) where plausible pathways are entirely unknown but adverse effects, even causal agents, are identifiable. The proposed text should not be included.

Line 287: Not just inbreeding, we cannot exclude other forms of gene transfere, including HGT into introduced environments.

Line 386: The inclusion of the “related issues” section was agreed to at AHTEG1 as reported in UNEP/CBD/BS/AHTEG-RA&RM/1/3 30 April 2009. I think it is useful to help describe the process of risk assessment, management and decisonmaking that the RA is a part of.

Response to Sol’s comments on the flowchart

1) For the section of setting the context in the roadmap the different issues are presented in bullets. Keep the bullets for consistency and clarity also in the flowchart (Phase I and in Phase II) (bullets are easy to related with bullets). The roadmap does not use check marks, those may have another implications.

DQ: This is a good point on consistency. For example, the Protocol itself does not use bullet points, we should consider using numbers and letters in the Roadmap, as in the protocol. The flowchart could adopt this as well.

2) The word requirements or required gives the impression of something that is mandatory (requisitos in Spanish), and these are points to be considered, also on a case by case basis, so I suggest to change Setting criteria and requirements within the conduct of the risk assessment to: Setting criteria and considerations for conducting a risk assessment. The phrase “within the conduct” sounds confusing to me, and is not part of the text in the roadmap, better to eliminate it for consistency.

DQ: There seems to be some confusion of what is being stated. The word “requirements” here does not refer to specific provisions in the Roadmap, but rather, this refers to setting the terms and conditions under which a risk assessment would be conducted. This is an essential feature of planning a risk assessment, so the wording seems appropriate as it is.
3) Many arrows in the flowchart (particularly the ones that I marked under number 3) give the impression of a never ending process. Eliminating some arrows and changing remaining arrows to arrows with dotted lines will be helpful to illustrate that those reiterations are not always needed.

DQ: The depiction is consistent with the text of the Roadmap: Re-examination of the RA is subject to new information duringa and after the RA. The text accompanying the boxes with arrows explains when the reiterations is needed.

4) Eliminate the box that contains other related issues for the decision making process inside the phase IV. These are articles that are not part of the risk assessment process; hence the flowchart for risk assessment should not include them, neither the roadmap. To leave them in the box generates a lot of confusion, especially because there is an arrow (5) directly to that box that could be interpreted as “now before decision making go to all this articles”. Consider eliminate the whole box and the arrow or re-direct it to the top of Phase IV (see also comment number 8).

DQ: I disagree that the related issues should be struck from the roadmap, or the flowchart. That is, It seems to me we would be doing a disservice to bringing greater understanding of the process of a risk assessment if we are to present it as existing in a vacuum—unconnected and unrelated to other elements in a risk analysis that leads to decisionmaking. This text was agreed to earlier, and I don’t think we can just dismiss it here as suggested. The box in section IV, related to the risk assessment clearly states that some of these issues can be considered in decision-making, but not that they must. What we are aiming here is providing guidance, and I think this shows the process as intended in the Protocol. I suggest the box should be kept as it is.
6) Eliminate Uncertainly analysis. The roadmap refers to uncertainty analysis in a way that is not described, explained or universally agreed. The term as stated in the flowchart is also confusing because it gives the impression that refers to another additional analysis unrelated to the risk assessment. It would be clearer if we just leave the explanation of what we need to do with uncertainty, as: Identification of types and sources of uncertainty at each step of the risk assessment.

DQ: It is clear that we should provide guidance in the text on what kinds of uncertainty analysis may be of value. Of course the methods to be applied are often context specific, so we need good guidance here. What is universally agreed is that uncertainty analysis are a critical element of getting a risk assessment right. Identifying the types of uncertainty is not enough, as suggested here, for the same reasons that just merely identifying “hazards” is not enough: One must analyze just how siginifcant it is in order to achieve a reliable estimate of risk. Uncertainty analysis is an essential component of a robust risk assessment and therefore should be treated explicitly.

To eliminate uncertainty analysis would be to promote a risk assessment that lacks scientific rigor, and as a scientist I cannot support that.

7) The reference to new data that send us steps back, in the form of arrows, is repetitive; I do not think that we need it in two places. With a reference on top of Phase III will be enough.

DQ: The evaluation of the usefulness of the RA is one place that new information might be considered, the other is after a RA is complete (and might include RM options). It seems logical to put it in both places.

8) The roadmap refers in several places to the principles of risk assessment stated in Annex III. These principles are taken into account during the whole risk assessment in all its steps.  Hence they should be included in the flowchart sideways to the steps described in phase III. In my experience as a risk evaluator, I have found very useful to recall these principles when conducting risk assessments. This change will be very easy to do by using the place of the box of other issues (not related to risks assessment, that I suggested to eliminate in my comment 4) and list there the principles. 

DQ: It seems to me presenting this way would wholly disrupt the flow in the roadmap. A better way of integrating your suggestion might be to include it into the legend, or perhaps in as reminders in the overarching issues.
Response to Phil MacDonald’s comments, line designations from his document:
General comments:

The elaborations data quality and uncertainty, and all in the overaching issues  and context and scoping elements should be preserved. Please see my comments in the draft for specifics.
I have to insist that to undertake the large-scale changes/deletions suggested here would undo much of the hard work that we have already undertaken and would leave us with less than practical document. Please see my comments for specific endorsements. A few particular comments below.
Line 104: The purpose of the scoping phase is simple. This provides the risk assessment with a frame to ensure that the needs of the risk managers and decisionmakers are clearly articulated so that the RAer is actually producing something of value and desired. This avoids costly and burdensome delays having to do everything over again after the fact if the needs have not been met. This is the value here and should be preserved.

Please see my previous discussions on uncertainty. This is of essential value for a scientifically robust RA.

Lines 162-163: The framing here suggests that uncertainties are effectively dealt with in risk management by monitoring and isolation distances. This is part, but not all of the general uncertainty under discussion.

Lines 189-191: These sections should be maintained please see the discussion in my comments to the draft.

Line 343: The inclusion of the “related issues” section was agreed to at AHTEG1 as reported in UNEP/CBD/BS/AHTEG-RA&RM/1/3 30 April 2009. I think it is useful to help describe the process of risk assessment, management and decisonmaking that the RA is a part of. We should honor the agreements previously made.
