UNEP/CBD/SYNBIO/AHTEG/2015/1/1/Add.1
Page 2
UNEP/CBD/SYNBIO/AHTEG/2015/1/1/Add.1
Page 9

	[image: image2.png]



	[image: image3.png]



	CBD



	[image: image1.png]Convention on
Biological Diversity




	
	Distr. 

GENERAL

UNEP/CBD/SYNBIO/AHTEG/2015/1/1/Add.1
3 September 2015
ENGLISH ONLY


AD HOC TECHNICAL EXPERT GROUP on SYNTHETIC BIOLOGY
Montreal, Canada, 21-25 September 2015
ORGANIZATION OF WORK

Annotations to the provisional agenda

Introduction

1. In paragraph 4 of decision XII/24,
 the Conference of the Parties to the Convention on Biological Diversity decided to establish an Ad Hoc Technical Expert Group (AHTEG) on Synthetic Biology, with terms of reference contained in the annex to the decision and attached below for ease of reference.
2. In paragraphs 5 and 6 of the same decision, the Conference of the Parties invited Parties, other Governments, relevant organizations, indigenous and local communities and relevant stakeholders to submit information to the Executive Secretary relevant to the work of the AHTEG, as well as on measures undertaken in accordance with paragraph 3 of decision XII/24, including the identification of needs for guidance, and further information in response to paragraph 3(a) of decision XI/11.
3. Further, in paragraph 7 of the same decision, the Conference of the Parties requested the Executive Secretary:


(a)
To make available the information submitted by Parties, other Governments, relevant organizations, indigenous and local communities and relevant stakeholders through the clearing-house mechanism of the Convention and other means;

(b)
To convene a moderated open-ended online forum
 to support the work of the AHTEG in meeting its terms of reference;

(c)
To prepare an updated report on the work specified in paragraphs 3(a), 3(b) and 3(c) of decision XI/11, taking into account information submitted in paragraph 2 above and a synthesis of the outcomes of the process mentioned in (b) above and to submit these for consideration by the AHTEG;
(d)
To submit for consideration by a meeting of the Subsidiary Body on Scientific, Technical and Technological Advice (SBSTTA) prior to the thirteenth meeting of the Conference of the Parties, the peer‑reviewed reports of the outcomes of the process mentioned in paragraphs (b) and (c) above;
4. In response to paragraphs 5, 6 and 7(a) of the decision, the Executive Secretary sent out a notification inviting Parties, other Governments, relevant international organizations, indigenous and local communities and other relevant stakeholders to submit information on synthetic biology. A total of 30 submissions were received, among which were eighteen from Parties, one from a non-Party and eleven from organizations. The submissions were made available through the Biosafety-Clearing House.

5. Further, in response to paragraph 7(b) of the decision, the Executive Secretary invited the nomination of experts from Parties, other Governments, indigenous and local communities and relevant organizations to participate in the Open-ended Online Forum on Synthetic Biology and organized a series of moderated discussions from April to July 2015 in support of the work of the AHTEG.

6. The Executive Secretary, also in response to paragraph 7(c) of the decision, prepared document UNEP/CBD/SYNBIO/AHTEG/2015/1/2 containing a report of the work done to date and analysis of the views expressed through the submissions in response to his notifications and to interventions made in Open-ended Online Forum.
7. In accordance with the elements of the decision, a face-to-face meeting of the AHTEG on Synthetic Biology is scheduled to take place in Montreal, Canada, from 21 to 25 September 2015. 
8. Members of the AHTEG were selected in accordance with the consolidated modus operandi of SBSTTA
 and decision XII/24, from among the nominations submitted by Parties taking into consideration geographical distribution and gender; and on the basis of their active participation in the Open-ended Online Forum and the approval of the SBSTTA Bureau. A limited number of experts nominated by other Governments and relevant organizations were also selected using the same criteria and approval process.
9. A report containing the results of the work of the AHTEG will be submitted for consideration by SBSTTA at its twentieth meeting, scheduled to be held in Montreal, Canada, from 25 to 29 April 2016 and made available through the CBD website and Biosafety Clearing House.

Item 1.
Opening of the meeting

10. The Executive Secretary of the Convention on Biological Diversity will open the meeting of the AHTEG on Synthetic Biology at 9:30 a.m. on Monday, 21 September 2015, followed by self‑introductions by the members of the AHTEG.
Item 2.
Organizational Matters

2.1.
Election of officers

11. The members of the AHTEG will be invited to elect a Chairperson, or Chairpersons, and a Rapporteur for the meeting.

2.2.
Adoption of the agenda

12. The AHTEG will be invited to consider and adopt its agenda on the basis of the provisional agenda prepared by the Executive Secretary (UNEP/CBD/SYNBIO/AHTEG/2015/1/1).

2.3.
Organization of work

13. The AHTEG will be invited to consider and adopt the proposed organization of its work as contained in annex II to this document. The work will be conducted in plenary, with the establishment of working groups, as appropriate.
14. The meeting will be conducted in English only.
15. The working document and information documents prepared for the meeting are listed in annex III to this document.
Item 3.
SUBSTANTIVE ISSUES

16. Under item 3, the issues set out in the terms of reference for the AHTEG will be considered.
17. After an introduction of the details of intersessional work to date by the Secretariat in support of the work of the AHTEG, the Group will be invited to consider the background document UNEP/CBD/SYNBIO/AHTEG/2015/1/2, as well as the submissions and interventions of the online discussions to assist it in its deliberations on each of the substantive items.
18. To support a common understanding and facilitate its deliberations on substantive issues, the AHTEG will be invited to refer to the term “components” (e.g. a naked DNA molecule) as parts used in a synthetic process, and that of “products” (e.g. a chemical fragrance) as the resulting output of a synthetic biology process, and to consider “components” and “products” as non-living.
3.1.
Relationship between synthetic biology and biological diversity 

19. In accordance with paragraph (a) of its terms of reference, the AHTEG will take note of the exchange of views on how to address the relationship between synthetic biology and biological diversity.
20. Synthetic biology falls within the scope of the broad definition of biotechnology under the Convention: “any technological application that uses biological systems, living organisms, or derivatives thereof, to make or modify products or processes for specific use”.

21. There are several applications where organisms, components and products of synthetic biology such as bioenergy, agriculture, pharmaceuticals and chemical production may interact with biological diversity. Such organisms, components and products of synthetic biology may have both positive and negative impacts on biological diversity at different levels, including genetic, species and ecosystems.
22. The AHTEG will be invited to structure its discussion on the relationship between synthetic biology and biological diversity in the context of the three objectives of the Convention, namely:

(a) The conservation of biological diversity;
(b) The sustainable use of the components of biological diversity;
(c) The fair and equitable sharing of the benefits arising out of the utilization of genetic resources.
3.2.
Similarities and differences between living modified organisms (as defined in the Cartagena Protocol) and organisms, components and products of synthetic biology techniques

23. In accordance with paragraph (b) of its terms of reference, the AHTEG will identify the similarities and differences between living modified organisms (LMOs; as defined in the Cartagena Protocol) and organisms, components and products of synthetic biology techniques to determine if living modified organisms derived from synthetic biology fall under the scope of the Cartagena Protocol.
24. Under the Cartagena Protocol on Biosafety, LMOs are defined as “any living organism that possesses a novel combination of genetic material obtained through the use of modern biotechnology”.

25. Furthermore, as per the Protocol, “modern biotechnology means the application of:
(a) In vitro nucleic acid techniques, including recombinant deoxyribonucleic acid (DNA) and direct injection of nucleic acid into cells or organelles, or

(b) Fusion of cells beyond the taxonomic family,


that overcome natural physiological reproductive or recombination barriers and that are not techniques used in traditional breeding and selection.”

26. In its deliberations, the AHTEG will be invited to consider, on the basis of the definitions of the Cartagena Protocol, the similarities and differences between LMOs and the living organisms developed through current and predictable applications of synthetic biology, and between modern biotechnology and the different areas of synthetic biology, including DNA-based circuits, synthetic metabolic pathway engineering, genome-level engineering, protocell construction and xenobiology, with a view to identifying the extent to which organisms, components and products of synthetic biology techniques fall within the scope of the Cartagena Protocol.
3.3.
Adequacy of other existing national, regional and/or international instruments to regulate the organisms, components or products derived from synthetic biology techniques

27. As per paragraph (c) of its terms of reference, the AHTEG will identify if other national, regional and/or international instruments adequately regulate the organisms, components or products derived from synthetic biology techniques in so far as they impact on the objectives of the Convention and its Protocols.
28. Building upon the discussion on item 3.2, the AHTEG will be invited to consider the existing national, regional and international instruments that regulate the organisms, components or products derived from synthetic biology techniques, and whether these instruments provide an adequate and comprehensive regulatory framework.
3.4.
Towards an operational definition of synthetic biology comprising inclusion and exclusion criteria

29. As per paragraph (d) of its terms of reference, the AHTEG was mandated to work towards an operational definition of synthetic biology, comprising inclusion and exclusion criteria, using all relevant information, based on scientific and peer-reviewed studies.

30. Taking into account the elements set out in its terms of reference, as well as the views expressed in the submissions and online forum, the AHTEG will be invited to deliberate on the steps needed to move forward towards an operational definition of synthetic biology with a view to recommending a process to SBSTTA at its twentieth meeting. 

31. In its deliberations on a process towards an operational definition that could assist Parties in their scientific assessments and decision-making, the AHTEG may wish to consider the following elements as a basis for the definition:

(a) Be based on scientific concepts;
(b) Be applicable to components, organisms and products of synthetic biology;
(c) Comprise measurable inclusion and exclusion criteria;
(d) Account for current and foreseeable technological developments of synthetic biology.

3.5.
Potential benefits and risks of organisms, components and products arising from synthetic biology techniques to the conservation and sustainable use of biodiversity and related human health and socioeconomic impacts relevant to the mandate of the Convention and its Protocols

32. In accordance with paragraph (e) of its terms of reference, the AHTEG will identify the potential benefits and risks of organisms, components and products arising from synthetic biology techniques to the conservation and sustainable use of biodiversity and related human health and socioeconomic impacts relevant to the mandate of the Convention and its Protocols.
33. The AHTEG will be invited to consider, within the mandate of the Convention and its Protocols, the potential benefits and risks of synthetic biology techniques that were identified in the background documents, as well as in the submissions and interventions in the online discussions, and recommend whether or not they provide a comprehensive overview of the current state of knowledge.

3.6.
Best practices on risk assessment and monitoring regimes currently used by Parties to the Convention and other Governments

34. As per paragraph (f) of its terms of reference, building on the work on risk assessment and risk management undertaken by the Cartagena Protocol, the AHTEG shall compile information on best practices on risk assessment and monitoring regimes currently used by Parties to the Convention and other Governments, including transboundary movement, to inform those who do not have national risk assessment or monitoring regimes, or are in the process of reviewing their current risk assessment or monitoring regimes and to help those Parties and other Governments to regulate organisms, components and products from synthetic biology techniques appropriately.

35. Taking into account the text and work on risk assessment and risk management of LMOs under the Cartagena Protocol, including its Articles 15 and 16 and annex III, as well as the “Guidance on Risk Assessment of Living Modified Organisms” and “Training Manual on Risk Assessment of Living Modified Organisms, in addition to the examples and considerations of best practices on risk assessment and monitoring regimes that were submitted by Parties to the Convention and other Governments, the AHTEG will be invited to consider if additional efforts to compile information on best practices are needed, and to recommend a way forward with regard to facilitating the sharing, dissemination and use of this information by Parties and other Governments.
3.7.
Degree to which the existing arrangements constitute a comprehensive framework in order to address impacts of organisms, components and products resulting from synthetic biology, in particular threats of significant reduction or loss of biological diversity

36. As per paragraph (g) of its terms of reference, the AHTEG will identify if the existing arrangements constitute a comprehensive framework in order to address impacts of organisms, components and products resulting from synthetic biology relevant to the objectives of the Convention on Biological Diversity and its Protocols, in particular threats of significant reduction or loss of biological diversity.
37. Taking into account the objectives of the Convention and its Protocols, and its deliberations on the other substantive items of the agenda, the AHTEG will be invited to discuss the extent to which arrangements that are currently in place, including but not limited to risk assessment principles and methodologies, provide an effective and comprehensive framework to evaluate, address and/or mitigate the potential negative impacts of synthetic biology on biological diversity.
Item4.
conclusions and ways forward, including elements to facilitate future discussions and actions on synthetic biology under the Convention
38. In the light of the discussions under agenda item 3 above and taking into account the suggestions contained in document UNEP/CBD/SYNBIO/AHTEG/2015/1/2 regarding possible elements of a way forward, the members of the AHTEG will be invited to consider the general conclusions of their work and identify the core elements which they consider to be relevant to facilitate future discussions and actions on synthetic biology under the Convention.
Item 5.
Other matters

39. Under this item, participants will be invited to raise other matters relevant to the subject matter of the meeting.

Item 6.
Adoption of the report
40. The Group will be invited to consider and adopt its report, on the basis of a draft to be presented by the Rapporteur with the support of the Secretariat.

Item 7.
Closure of the meeting
41. It is expected that the meeting of the Ad Hoc Technical Expert Group on Synthetic Biology will be closed by its Chairperson(s) in the afternoon of Friday, 25 September 2015.
Annex I
TERMS OF REFERENCE FOR THE AD HOC TECHNICAL EXPERT GROUP
ON SYNTHETIC BIOLOGY

The Ad Hoc Technical Expert Group will include balanced representation of Parties from all regions and include representation of indigenous and local communities and all relevant stakeholders, including other Governments, with knowledge of the Convention and its Protocols,
 and will report on its work to a meeting of the Subsidiary Body on Scientific, Technical and Technological Advice prior to the thirteenth meeting of the Conference of the Parties.
The Ad Hoc Technical Expert Group will:
(a)
Take note of the exchange of views on how to address the relationship between synthetic biology and biological diversity;

(b)
Identify the similarities and differences between living modified organisms (as defined in the Cartagena Protocol) and organisms, components and products of synthetic biology techniques to determine if living modified organisms derived from synthetic biology fall under the scope of the Cartagena Protocol;
(c)
Identify if other national, regional and/or international instruments adequately regulate the organisms, components or products derived from synthetic biology techniques in so far as they impact on the objectives of the Convention and its Protocols;
(d)
Work towards an operational definition of synthetic biology, comprising inclusion and exclusion criteria, using all relevant information, based on scientific and peer-reviewed studies;

(e)
Identify the potential benefits and risks of organisms, components and products arising from synthetic biology techniques to the conservation and sustainable use of biodiversity and related human health and socioeconomic impacts relevant to the mandate of the Convention and its Protocols;

(f)
Building on the work on risk assessment and risk management undertaken by the Cartagena Protocol, compile information on best practices on risk assessment and monitoring regimes currently used by Parties to the Convention and other Governments, including transboundary movement, to inform those who do not have national risk assessment or monitoring regimes, or are in the process of reviewing their current risk assessment or monitoring regimes and to help those Parties and other Governments to regulate organisms, components and products from synthetic biology techniques appropriately;

(g)
Identify if the existing arrangements constitute a comprehensive framework in order to address impacts of organisms, components and products resulting from synthetic biology relevant to the objectives of the Convention on Biological Diversity and its Protocols, in particular threats of significant reduction or loss of biological diversity.

Annex II

Provisional Programme of Work 

Monday, 21 September 2015
9.30 a.m.
Opening of the meeting (agenda item 1)

Morning
Organizational matters (agenda item 2)

Substantive issues (agenda item 3)

Afternoon
Relationship between synthetic biology and biological diversity (agenda item 3.1)
Tuesday, 22 September 2015
Morning 
Similarities and differences between living modified organisms (as defined in the Cartagena Protocol) and organisms, components and products of synthetic biology techniques (agenda item 3.2)
Afternoon
Adequacy of other existing national, regional and/or international instruments to regulate the organisms, components or products derived from synthetic biology techniques (agenda item 3.3)

Wednesday, 23 September 2015
Morning
Towards an operational definition of synthetic biology comprising inclusion and exclusion criteria (agenda item 3.4)

Afternoon
Potential benefits and risks of organisms, components and products arising from synthetic biology techniques to the conservation and sustainable use of biodiversity and related human health and socioeconomic impacts relevant to the mandate of the Convention and its Protocols (agenda item 3.5)

Best practices on risk assessment and monitoring regimes currently used by Parties to the Convention and other Governments (agenda item 3.6)
Thursday, 24 September 2015
Morning
Degree to which the existing arrangements constitute a comprehensive framework in order to address impacts of organisms, components and products resulting from synthetic biology, in particular threats of significant reduction or loss of biological diversity (agenda item 3.7)

Afternoon
Conclusions and ways forward, including elements to facilitate future discussions and actions on synthetic biology under the Convention (agenda item 4)
Friday, 25 September 2015
Morning 
Conclusions and ways forward, including elements to facilitate future discussions and actions on synthetic biology under the Convention (agenda item 4) (continued)
Afternoon
Adoption of the report (agenda item 5)


Other matters (agenda item 6)


5 p.m.
Closure of the meeting (agenda item 7)

Annex III

List of documents for the Meeting of the Ad Hoc Technical Expert Group on SYNTHETIC BIOLOGY
Working documents

UNEP/CBD/SYNBIO/AHTEG/2015/1/1
Provisional agenda

UNEP/CBD/SYNBIO/AHTEG/2015/1/1/Add.1
Annotations to the provisional agenda

UNEP/CBD/SYNBIO/AHTEG/2015/1/2
Updated report and analysis of views in response to paragraph 7(b) of decision XII/24 on new and emerging issues: synthetic biology
Information and other background documents
http://bch.cbd.int/synbio/submissions
Submissions of views on synthetic biology by Parties, other Governments and organisations
http://bch.cbd.int/synbio/open-ended/discussion.shtml 
Discussions under the Open-ended Online Forum on Synthetic Biology

https://www.cbd.int/doc/publications/cbd-ts-82-en.pdf  
CBD Technical Series No. 82: Synthetic Biology
http://bch.cbd.int/protocol/text/ 
Text of the Cartagena Protocol on Biosafety
UNEP/CBD/BS/COP-MOP/6/13/Add.1
Guidance on Risk Assessment of Living Modified Organisms
UNEP/CBD/BS/COP-MOP/6/INF/12
Training Manual on Risk Assessment of Living Modified Organisms
__________
� Full text of the decision can be found at �HYPERLINK "http://www.cbd.int/doc/decisions/cop-12/cop-12-dec-24-en.pdf"��http://www.cbd.int/doc/decisions/cop-12/cop-12-dec-24-en.pdf�.


� The open-ended online forum will be open to all interested participants and continue for a finite period of time.


� The submissions of information on synthetic biology are available online at � HYPERLINK "http://bch.cbd.int/synbio/notifications/" ��http://bch.cbd.int/synbio/notifications/�.


� The discussions under the Open-ended Online Forum on Synthetic Biology are available at � HYPERLINK "http://bch.cbd.int/synbio/open-ended/discussion.shtml" �http://bch.cbd.int/synbio/open-ended/discussion.shtml�.


� Annex III to decision VIII/10 of the Conference of the Parties, paragraph 18.


� Article 2 of the Convention on Biological Diversity.


� The Ad Hoc Technical Expert Group will be convened in accordance with the modus operandi of the Subsidiary Body on Scientific, Technical and Technological Advice, except that there will be 5 to 8 experts nominated by each of the five regions.






