AHTEG Sub-group – Organization of work (August – September 2015) 
During previous exercises, the Sub-group identified the following general issues to be prioritized during the revision of the Guidance, including the need to:

•
Better explain the intended audience of the Guidance

•
Better define the scope of application (i.e. for field trial and/or full release of LMO)

•
Clarify when the ‘points to consider’ are relevant and why 

•
Link between the five steps of risk assessment and among the sections of the Guidance

•
Clarify that risk assessors can draw on knowledge and experience gained from non-LMO risk assessments

•
Improve the language of the Guidance

•
Clarify consistency with the Protocol if needed 

•
Describe the role of the different actors in a risk assessment and mechanisms of communication

•
Provide “real-life” examples of LMO risk assessment and/or effects

•
Further elaborate on issues related to human health during environmental risk assessments

Guided by the above and working on the basis of the comments provided through the testing of the Guidance (category E) and an assessment of the comments done by the Sub-group, the current task aims at drafting concrete text proposals to address substantive changes to the Guidance, as appropriate.

To facilitate the current task, the Sub-group agreed to organize its work in the following manner:

1. The Secretariat will divide the Guidance into five sections to be distributed as Word files;
2. Each member of the Sub-group will work on one of the five sections of the Guidance within each given cycle in accordance with the schedule proposed by the Secretariat in a separate document. The sections will be rotated amongst each member, in such a manner that at the end of the 5 review cycles all members will have worked on the entire Guidance;
3. During the first review cycle, members of the Sub-group will take into account (i) the general issues prioritized by the Sub-group for the improvement of the Guidance (see above), (ii) the comments provided through the testing of the Guidance relevant to his/her assigned section, and (iii) the assessment done by the Sub-group during the previous exercise. Where possible/appropriate each Sub-group member will make concrete text proposals to the relevant section of the guidance; 

4. During review cycles 2 to 5, members of the Sub-group will build upon the work done by other members of the Sub-group, while taking into account the elements in paragraph 3(i)-(iii) above;
5. After the 5 review cycles are concluded, the Sub-group will work together and review the entire document (details about this step will be provided later). 

The following background documents are being provided by the Secretariat as a basis for this exercise:

	Word documents containing text of Guidance divided into 5 sections
	Excel documents containing comments from the testing which are relevant to the sections of the Guidance and assessments the Sub-group

	Section1(pages5-11)_text.doc
	Section1(pages5-11)_comments.xls

	Section2(pages11-15)_text.doc
	Section2(pages11-15)_comments.xls

	Section3(pages16-20)_text.doc
	Section3(pages16-20)_comments.xls

	Section4(pages22-32)_text.doc
	Section4(pages22-32)_comments.xls

	Section5(pages33-60)_text.doc
	Section5(pages33-60)_comments.xls


Practical information:
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 When working on a section of the Guidance:

· In order to maintain the original formatting and line numbers, all Word documents contain the entire text of the Guidance, however, only the text within each of the relevant section is visible. To see the text of each section, please go to the pages indicated in the title of the document.

· Make sure you use the corresponding excel file containing the comments relevant to that section.
· Remember to turn on “Track Changes” in the text document by clicking on “Track Changes” under the Review tab (see image below)
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In the first cycle of reviews please remember:





· Whenever possible, and taking into account the comments by other members of the Sub-group, please make concrete text proposals directly to the text of the Guidance. Your changes to the text should appear like this in the “track changes” mode (see image below):
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Criteria for the quality of scientific information:

Information, including raw data, of acceptable scientific quality should be used in the risk
assessment. Data quality should be consistent with the accepted practices of scientific
evidence-gathering and reporting and may include independent review of the methods and
designs of studies;

Appropriate statistical methods should be used where appropriate, to strengthen the scientific
conclusions of a risk assessment and be described in the risk assessment report. Risk
assessments frequently use data generated from multiple scientific fields;

Reporting of data and methods should be sufficiently detailed and transparent to allow
independent verification and reproduction. This would include ensuring the-accessibility-of
data-used- [This text is suggested as a replacement for the deleted text, based on suggested
way forward by sub by the risk assessors (e.g., the availability of relevant data or
information and, if requested and as appropriate, sample material), taking into account the
provisions of Article 21 of the Protocol on the confidentiality of information.

The relevance of information for the risk assessment:

Information, including data, may be considered relevant if they are linked to protection goals
or assessment endpoints, contribute to the identification and evaluation of potential adverse
effects of the LMO, or if they can affect the outcome of the risk assessment or the decision;

Relevant information may be derived from a variety of sources such as new experimental
data, data from relevant peer reviewed scientific literature, as well as data, experience and
outcomes from previous risk assessments if regarded as of acceptable scientific quality, in
particular for the same or similar LMOs introduced in similar receiving environments;12

Information from national and international standards and guidelines may be used in the risk
assessment, as well as knowledge and experience of, for example, farmers, growers,
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· If making direct proposals to the text of the Guidance is not feasible, or where you feel it is necessary to provide more clarification to other members of the Sub-group, please use the “Comment” function of Word. To make a comment, please highlight the relevant text, click on the icon marked as “New Comment”…
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… and type your comment in the balloon (see below).

[image: image5.png]Wds-a|- mop-06-13-add1-en (1).doc [Compatibility Mode] - Microsoft Word o 52
- Home Insert Pagelayout References Mailings | Review | View Developer @
ABC 05 Final: Show Markup ~ ~ A Previous i
V 4B s % @t D] o ] 5
2 Show Markup ~ jNext -
Spelling & Research Thesaurus Word | Translate Language  New  Delete Previous Next Accept Reject Compare Restrict
Grammar Count - - Comment  ~ [BlReviewing Pane - - - - Editing
Proofing Language Comments Tracking Changes Compare Protect
L RN [EECENIR VRN 12\\13\1\4\15\\15117)\w1aw19 =
B - ~N
= 272 ¢ Criteria for the quality of scientific information:
g 273 o Information, including raw data, of acceptable scientific quality should be used in the risk
N 274 assessment. Data quality should be consistent with the accepted practices of scientific
o 275 evidence-gathering and reporting and may include independent review of the methods and [=]
- 276 designs of studies;
9 277 o Appropriate statistical methods should be used where appropriate, to strengthen the scientific
- 278 conclusions of a risk assessment and be described in the risk assessment report. Risk
= 279 assessments frequently use data generated from multiple scientific fields;
; 280 o Reporting of data and methods should be sufficiently detailed and transparent to allow
- 281 independent verification and reproduction. [This would include ensuring the accessibility of
- 282 data used by the risk assessors (e.g., the availability of relevant data or information and, if Comment [DA1]: This a comment about
= 283 requested and as appropriate, sample material), taking into account the provisions of Article e
- 284 21 of the Protocol on the confidentiality of information.
& 285 ® The relevance of information for the risk assessment:
N 286 o Information, including data, may be considered relevant if they are linked to protection goals
B 287 or assessment endpoints, contribute to the identification and evaluation of potential adverse
2 288 effects of the LMO, or if they can affect the outcome of the risk assessment or the decision;
z 289 o Relevant information may be derived from a variety of sources such as new experimental
& 290 data, data from relevant peer reviewed scientific literature, as well as data, experience and
B 291 outcomes from previous risk assessments if regarded as of acceptable scientific quality, in
2 292 particular for the same or similar LMOs introduced in similar receiving environments;? =
z 293 o Information from national and international standards and guidelines may be used in the risk =
o 294 assessment, as well as knowledge and experience of, for example, farmers, growers, o
295 scientists, regulatory officials, and indigenous and local communities depending on the type ¥






[image: image6.jpg]


 When you finish working on a section of the Guidance:
· Please save the file of the section you worked on in the online forum by adding your initials (the first letters of his/her names). After each review cycle, a set of initials will be added to the file name. For example:


Original File: Section1_text.doc 


 
First review cycle: Section1_text_FA.doc 

Second review cycle: Section1_text_FA_AL.doc

Third review cycle: Section1_text_FA_AL_AM.doc 


…
Good luck and keep up the excellent work!

