8 May 2009

Message to the participants of the Sub-working Group (SWG) on the Roadmap for Risk Assessment

from the Chair of the SWG, Hans Bergmans

Last week the secretariat has provided us with the draft version of the roadmap, as we finished it in the AHTEG. Based on that version I have prepared a new draft of the Roadmap, attached at the end of this document. 

As has been discussed during the AHTEG, the road map will be up for discussion in an Online Forum that will be held from 22 June till 6 July 2009. 
In the AHTEG we decided that before we make the roadmap available for this discussion, it would be good if the SWG has a look at the present text to check whether its meaning is clear and understandable also for people that have not participated in our discussions. I think this is very important as making the draft as clear as possible might help to prevent confusion and to keep the discussions in the Online Forum focused.

For that purpose, I have prepared a new draft of the roadmap in which I have indicated those parts of the text that I think need further clarification or elaboration. I have also tried to indicate which specific persons might be most eligible (e.g. because the person has already shown interest during the discussions in the AHTEG) to prepare text proposals for these parts of the Road Map. 

In terms of procedure, it was agreed that my draft for the discussion paper would first be reviewed for procedural issues by the ‘core group’, to comment on it from a procedural point of view. 
Meanwhile, this has been done, and I have incorporated a few comments from the core group. 

The draft can now be distributed to all participants of the sub-working group.
Time table:

· Today, 8 May, I am circulating the new draft of the Roadmap among all participants of the SWG, for comments and discussion; see below on further background for this discussion. The period for comments will run until 27 May.
· At 28 May I will start to revise the draft based on your comments. The time for revision is very short, so I really need you to be punctual and send in your comments by 27 May.

· According to the action plan, we will then have till 8 June to agree upon the following documents to be posted on the internet, for the Online Forum: 
· an introductory text to the work of the sub-working group, 
· the advance draft of the roadmap, and 
· questions to be put forward to the participants of the Online Forum. 
· The Online Forum will then take place from 22 June till 6 July. 

As a background for the present discussion, let me repeat some important points:

· The aim of the roadmap is to help people that have little or no experience with risk assessment, to do a risk assessment, in accordance with the principles of Annex III of the Cartagena Protocol on Biosafety.

· What I am asking you to do now is to see whether an inexperienced person, and in general everybody that has not taken part in our discussions in the first AHTEG, can understand the roadmap. The discussions at this moment are meant ONLY for further clarification of the roadmap, in terms of what we have been discussing in the AHTEG. If you have comments that go beyond those discussions, this is not yet the time to make them; the Online Forum would be the appropriate place to make those comments. 

· I have indicated in the present draft the places where I think more explanation and information is needed. In several places I have also indicated who I would like to react. This is meant as a ´minimum but not limited reaction group’: anybody else who wants to react should feel free to do so, but by assigning the task to definite people I hope that I maximize the chance of getting reactions.

· When you preparing your input, please remember that we need short texts that still cover the issues. If you think that longer explanations are needed, please draft some explanatory text, that we then could offer in an annex to the roadmap.

· I would invite you to post your comments on the site on the BCH of our sub/working group.
If you have any questions about the site (that is not yet available as far as I am aware), please contact Giovanni (e-mail address below).
About the BCH site: the secretariat has indicated that for the work of all the SWGs a site will be made available on the BCH, that is only accessible to  participants of the AHTEG. In order to keep the discussions structured there will be separate sites for the different SWGs, but all AHTEG members can visit all sites. I propose that for transparency we post our contributions to our discussions on the site dedicated to the SWG on the Roadmap. 

The SWG on the road map: List of Participants
Chair: Hans Bergmans.

Core-group (Parties): Ossama Abdel-kawy, Michael DeShield, Rufus Ebegba, Mahaman Gado Zaki, Angela Lozan, Sol Ortiz, Leticia Pastor Chirino, David Quist, Beatrix Tappeser and Wei Wei.

Non-Parties and Observers: David Heron, Paul Keese, Phil McDonald, Piet van der Meer and Thomas Nickson.

E-mail addresses:

Sub-working group participants:

Core group:

hans.bergmans@rivm.nl, elkawyo@gmail.com, foodsafety@btl.net, rebegba@hotmail.com, mahamane_gado@yahoo.fr, angelalozan@yahoo.com, sortiz@conacyt.mx, lpch06@yahoo.es, david.quist@fagmed.uit.no, TappeserB@bfn.de, weiwei@ibcas.ac.cn, 
Non-parties and observers:

David.S.Heron@aphis.usda.gov, paul.keese@health.gov.au, philip.macdonald@inspection.gc.ca, PietvanderMeer@cs.com, thomas.nickson@monsanto.com
All e-mail correspondence goes cc. to the chair of the AHTEG and to the secretariat:

helmut.gaugitsch@umweltbundesamt.at, manoela.miranda@cbd.int, giovanni.ferraiolo@cbd.int, charles.gbedemah@cbd.int
Initial draft of the roadmap for risk assessment
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Some explanatory comments:
I want to point out once more that texts should be helpful for people with little experience in risk assessment, and concise. If more explanation is necessary, please put it in the form of a comment – we may need explanatory comments, but I would like the text of the roadmap itself to be as concise as possible, much in the style that we have been working on till now.

In the text of the roadmap:
Highlighted text: on some occasions I have highlighted text; further down you will find a question or comment that refers to this text.
Text in bold and another font (Arial): these are comments from me.

As discussed in the meeting of the sub-working group on the road map,  I have indicated on several occasions that I would like specific people to contribute texts.  This is not to mean that others who want to react are excluded. Everybody should feel free to react to any of the points raised if she or he wants to do so, and everybody’s reactions are appreciated. It just means that that these are issues that I need input on, and that I want to make sure that at least some of you react to the point. 
In the first round of comments from the core group Beatrix has indicated that she will probably not be able to work on all the items where I had put her name down, as she also has her duties as chair of the ‘stacked genes’ document. Therefore, on a number of occasions I have put her name in parenthesis, indicating that she could skip these, but this is purely my idea; she might indicate that she’d rather skip other (or more) issues.
Initial draft of the roadmap for risk assessment
Introduction elements

· The task of developing this roadmap is at the request of the COP-MOP in its decision BS-IV/11. The general principles and methodology 
We discussed that the general principles laid down in Annex III would be reflected in the introduction or in the Chapeau, to make this document  “readable on its own”. Question: should we quote the actual text of paragraphs 2 –6 of Annex III or summarize?

set out in Annex III of the Cartagena Protocol on Biosafety (CPB) constitute the basis of this roadmap.
· The purpose of this roadmap is to complement and improve the utility of Annex III of the Protocol and assist risk assessors in conducting risk assessment of living modified organisms (LMOs) in accordance with Annex III of the Protocol. This roadmap may be useful in developing capacity in countries where a risk assessment framework is not yet available.
· This roadmap on risk assessment applies to all types of LMOs and applications within the scope of the Protocol.

General considerations/Chapeau

· Risk assessment as outlined in Annex III of the CPB is a structured process that enables an identification and evaluation of risks of an LMO as one of the prerequisites for decision making on a case-by-case basis. While the steps are distinct, they are also interlinked. 
Identification: added to stay as much as possible in line with Annex III, see the objective of risk assessment. 

Therefore, the process as such is based on the interdependence of various steps and will require an iterative and recursive rather than linear approach. In case new information arises, steps in the process may need to be re-visited.
Highlighted terms: since the work in the AHTEG is conducted in English, I would like the road map to use as much as possible simple language for the non-native English speakers – Beatrix, you addressed this point, could you help find simpler terms that are understandable for non native English speakers?
On the other hand, it has been pointed out that the original wording could be kept, to preserve terms that are of specific conceptual usage, despite their size or rarity in common English speech. In that case still, some explanation might be useful, while keeping the original language.
· Some overarching issues are relevant to the process as a whole, such as relevance and quality of information and data, as well as use of data generated by field trials in specific ecological situations and taking into account that risk assessment is done in a comparative manner. Data should meet standards of transparency, accessibility and reproducibility. 
I found this paragraph very difficult to read, as it mixes a number of issues. I propose to split it into several sub-paragraphs:

· Some overarching issues that are relevant to the process as a whole, are:
· relevance and quality of information and data, as well as use of data generated by field trials in specific ecological situations; Data should meet standards of transparency, accessibility and reproducibility.
This highlighted sentence was added upon suggestions made by Jack and Piet – can they elaborate on the terms “accessibility” and “reproducibility”?
· Risk assessment is done in a comparative manner, meaning that identified risks should be considered in the context of the risks posed by the non-modified recipients or parental organisms (see Annex III, paragraph 5).
I would propose that we explain a number of terms, and maybe add a ‘glossary of terms’ that for instance explains the difference between recipient and parental organisms, since these terms are used throughout Annex III – Piet you explained that this difference refers to the different techniques mentioned in the definition of LMO – could you elaborate on that?
· The type and source of uncertainty (e.g. knowledge, information, interpretation, linguistic, technological, etc) should be identified at the various steps of the risk assessment process.
Paul, in this context you raised the point of “significance of uncertainty” please clarify what you meant.
· Where there is uncertainty, it may be addressed by requesting further information on the specific issues of concern or by implementing appropriate risk management strategies and/or monitoring the living modified organism in the receiving environment. 

Two paragraphs were deleted here, and moved to the overarching issues. 

· Mechanisms should be identified for dialogue involving stakeholders, in particular for communication between risk assessors and risk managers and to promote public awareness.

Context of the risk assessment process

Points to consider:

General: 

(a) Scope/context (e.g. environment, ecology and human health), existing policies, strategies and regulations; 

(b) International obligations and mandates of competent authorities;

(c) Identification of protection goals, end-points and management strategies (e.g. provisions under Article 8(g) of the Convention);

(d) Relevant questions to be asked in order to frame the subsequent risk assessment process;

Specific:

(e) Type of request (e.g. field trial, commercial release) and intended use of the LMO;
We need some examples to show what the difference is between ‘type of request” and “intended use”; or can we just turn this into ‘Intended use of the LMO (field trial, commercial release; we could also include: for use as pharmaplants, for production of biofuel, etc.)
(f) Earlier risk assessments conducted for the same LMO;

(g) Experience and history of use, taking also into account the ecological function of the recipient organism;
The term ‘ecological function of the recipient organism’ needs some explanation; I think this point was raised, in particular by Beatrix, could you provide some short explanation?
(h) Methodological and analytical needs to achieve the goal of the risk assessment; including means of reviewing  if the risk assessment achieved its goals.
This paragraph was included upon suggestions by David Q. and Tom. Can they elaborate in as simple language as possible.
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

Rationale: This step involves a comparison of the LMO with the recipient organism. It establishes a link between the genotypic and phenotypic changes in the LMO and the potential resulting adverse effects that the LMO may have in the potential receiving environment. 
Points to consider regarding the characterization of the LMO: 
(a) Characteristics of the recipient organism (e.g. biological characteristics, its taxonomic status, its origin, centres of origin and centres of genetic diversity) (paragraph 9 (a));

(b) Relevant characteristics of the donor organism (e.g. biological characteristics) (paragraph 9 (b)); 
The point was made that ‘relevant’ maybe also is an overarching issue: in all cases only information that has relevance to the risk assessment should be taken into consideration. In the previous subparagraph (a) for instance we could also mention that ‘relevant’ characteristics of the recipient are taken into consideration. Would you agree that we in any case add a bullet on ‘relevance’ in the overarching issues? 
(c) Characteristics of the LMO (e.g. transformation method; characteristics of the vector, including its identity, source/origin and host range; characteristics of the insert(s), including gene products, expression level and function) (paragraph 9 (c-e);

Point to consider regarding the receiving environment: 
(d) Characteristics of the receiving environment (paragraph 9 (h));
This is not helpful to the reader; Beatrix, as you have been raising this point a few times, could you propose some text here, guiding the reader to what kind of information about the environment is relevant in this particular step?
Points to consider regarding the potential adverse effects resulting from the interaction between the LMO and the receiving environment: 
(e) Phenotypic characteristics of the LMO in relation to the receiving environment (e.g. information on phenotypic traits that are relevant for its interaction with the likely receiving environment);
The highlighted term ‘phenotypic characterization’ is not clear; maybe the term ‘phenotypic characteristics’ is better.   
(f) Differences between the LMO and the recipient organism (e.g. identification of relevant differences in biological, genotypic and phenotypic characteristics);
I think that this item belongs to the section Points to consider regarding the characterization of the LMO; I propose to add this paragraph there after item (c)
(g) Ecological and agricultural considerations; including the potential for dispersion of the LMO in the likely receiving environment (e.g. description of the habitat where the organisms may persist or proliferate).

Examples of supporting material: [document titles to be added]
I will do this at the final editing of the document.
http://www.oecd.org/document/51/0,3343,en_2649_34387_1889395_1_1_1_1,00.html http://www.olis.oecd.org/olis/2003doc.nsf/LinkTo/env-jm-mono(2003)11  http://www.olis.oecd.org/olis/2006doc.nsf/LinkTo/NT00000B8E/$FILE/JT03206674.pdf
http://www.olis.oecd.org/olis/2007doc.nsf/LinkTo/NT00002DF6/
http://bch.cbd.int/database/attachedfile.aspx?id=1904  http://www.aphis.usda.gov/brs/canadian/usda03e.pdf
http://www.efsa.europa.eu/cs/BlobServer/Scientific_Document/gmo_guidance_gm_plants_en,0.pdf
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

[Rationale to be added, including, for instance, the notion that this step focuses on relevant species that are likely to be exposed]
I think that this is a crucial rationale in the document, so I would like to have broad input here; I would anyhow like reactions from David Q., Rufus, Michael, Ossama, Wei, Angela, as well as from Piet, David H., Phil, Paul; I will try to make a synthesis from the comments 
Points consider:

(a) Information relating to the intended use of the LMO (e.g. confined field trial, or unconfined large scale cultivation) (Annex III, 9 (g)); 

(b) Information on the relevant characteristics of the likely potential receiving environment (e.g. geographical, climatic and ecological characteristics) (Annex III, 9 (h)); 

(c) Regional information (e.g. maps of release site in case of field trials, biogeographical information, latitude and longitude);
I think that different things are being captured here: the localization, in terms of a map of the release site (Rufus made that point), and the specific properties of the (‘biogeographic information’, this came from Beatrix, I think). Could Rufus and Beatrix try to make this more clear, and for instance split this into two points to consider?
(d) Exposure and pathway analyses;
Tom, this was mentioned by you, in the context, I think, of plant protection regulations. Could you propose language that does not send me thinking about metabolic pathways.
(e) Level of likelihood (e.g. highly likely, likely, unlikely, highly unlikely).
This is not a point to consider, but a conclusion. We may rephrase this, for instance : ‘Scalar terms for the level of likelihood (e.g. highly likely, likely, unlikely, highly unlikely).’ Does the term ‘scalar’ need further explanation, or is there a better term? The scalar terms used here and in Step 3 (c) and Step 4 (b) are the ones that we use in our risk assessments, and that are generally used as far as I’m aware. Are there any comments to these.
Step 3: An evaluation of the consequences should these adverse effects be realized

[Rationale to be added, including, for instance, the concepts of comparison and baseline]
As this rationale is interlinked with the rationale of Step 2, I would like to have input from the same group, David Q., Rufus, Michael, Ossama, Wei, Angela, as well as from Piet, David H., Phil, Paul; again I will try to make a synthesis from the comments.
Points to consider:

(a) Consequences in the likely potential receiving environment (Annex III, 9 (h)); 
(b) Experience with consequences of comparable existing practices (e.g. agricultural practices, pest management);
We need some concrete examples here, I would like to invite Sol, Leticia, Wei, (Beatrix) and David H. and Phil to provide some. 
(c) Level of consequence (e.g. major, intermediate, minor, marginal).
This is not a point to consider, but a conclusion. We may rephrase this, for instance: ‘Scalar terms for the level of consequence (e.g. major, intermediate, minor, marginal).’ 
Example of supporting material:

http://www.efsa.europa.eu/cs/BlobServer/Scientific_Document/gmo_guidance_gm_plants_en,0.pdf
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

Rationale: This step estimates the combined level of risks based on the likelihood (step 2) and consequences (step 3) of all identified adverse effects (step 1) and taking into consideration the remaining uncertainty. 

Points to consider:

(a) Matrix for qualifying the risk estimation (e.g. likelihood vs. consequences);
Here we should provide an example of such a matrix. Suggestions for matrices that have proven to be useful are welcome.
(b) Level of the overall risk (e.g. negligible, low, medium, high); 
This is not a point to consider, but a conclusion. We may rephrase this, for instance: ‘Scalar terms for the level of overall risk (e.g. negligible, low, medium, high).’
(c) Cumulative (e.g. multiple LMOs) and synergistic/combinatorial effects (e.g. effects from using multiple DNA sequences, traits that may interact);
Beatrix, do you want to refer to ‘stacked genes’ here? 

(d) Risks to biodiversity, ecosystem and human health;
It looks to me that this is too late to be introduced here. This should be taken on board in the first step, explaining what type of adverse effects should be taken into account. Maybe (Beatrix), Wei and David Q. could help here?
(e) Uncertainty analysis. 
This is too short to be helpful, David Q. and Paul, could you elaborate?
Example of supporting material:

http://www.efsa.europa.eu/cs/BlobServer/Scientific_Document/gmo_guidance_gm_plants_en,0.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 

[Rationale to be added, including, for instance, the notion of (i) interdependence between steps, particularly 4 and 5, (ii) monitoring and its purposes, (iii) a method to indentify the LMO once it has been released into the environment, and (iv) that the terms acceptability and manageability are conceptually different issues]
This rationale repeats a number of concepts that come up in other places. I will try to make a synthesis from the comments.
Points consider:

(a) Existing management practices that are in use for the non-modified recipients, or for other organisms that require comparable risk management;
Here we need some examples from practice: could Sol, (Beatrix), Ossama, Rufus, Wei, and Phil supply examples here.  

(b) Relevant methods for detection and identification of the LMO and their specificity, sensitivity and reliability (Annex III, 9 (f));
Again, we need some examples here. Could Rufus and Gado supply text here.
(c) Relevant methods for environmental monitoring strategies (e.g. short- and long-term, specific monitoring on the basis of scientific hypothesis and cause/effect relationship as well as general monitoring);
This raises the question of defining ‘case specific’ and general monitoring; may I ask Beatrix to provide a short explanation of the differences between different types of monitoring? (This may be a little bit of a challenge; if Beatrix does not have enough time to help here, I will draft a text indicating the difference between these forms of monitoring; general monitoring is monitoring for unexpected effects, without a specific hypothesis or cause effect relationship.)
(d) Relevant emergency contingency measures; 

(e) Co-existence in the context of management strategies;
We have discussed that the term ‘co-existence’ could be confusing here, as it is also used in other contexts than risk assessment. If we use it here, it should be defined in terms of risk assessment, and it should in that case also be mentioned under the ‘related issues’. Angela, you have mainly spoken about this, could you make some proposals? 

(f) Intended use in the context of management strategies.

Examples of supporting material:

http://www.olis.oecd.org/olis/2004doc.nsf/LinkTo/NT0000A48A/$FILE/JT00166030.PDF,
http://www.unep.org/biosafety/Documents/Techguidelines.pdf
Related issues 

These issues include, inter alia, decision procedure (Article 10, paragraphs 3 and 4), unintentional transboundary movement (Article 17), capacity building (Article 22), public awareness and participation (Article 22), socio-economic considerations (Article 26) and liability and redress (Article 27) in the context of the Protocol.
