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29 May 2015
Submission by the EU and its Member States
in reply to the CBD Notification 2015-013 of 6 February 2015 on Synthetic Biology
The EU and its Member States are pleased to share their overall views on the issues addressed in this notification. Additional and more specific information on different issues is provided by individual EU Member States in subsequent sections of this submission.

The EU and its Member States support the establishment of the Ad Hoc Technical Expert Group (AHTEG) on Synthetic Biology (SynBio) and the open-ended online forum to support the work of the AHTEG; and we will constructively participate in their work. 

The EU and its Member States find it important to focus on potential effects of synthetic biology on biological diversity, in order to identify potential risks and benefits in this regard. Therefore, the EU and its Member States recommend pursuing a coordinated approach between the CBD and its protocols, in particular, but not exclusively, ensuring strong synergy between the Risk Assessment and Risk Management AHTEG under the Cartagena Protocol and the SynBio AHTEG under the CBD. With regard to the Nagoya Protocol, it should also be taken into account that it applies to conducting research and development on the genetic and/or biochemical composition of genetic resources, including using biotechnology as defined in Article 2 of the Convention.
Taking into account the mandate of the SynBio AHTEG towards an operational definition and work to this regard, the EU and its Member States emphasise that the elaboration of an operational definition of synthetic biology should be scientifically sound and based on the present scientific knowledge and on quantifiable and measurable criteria. As such this definition must be kept under review and reflect both the evidence and the context in which it is being used and moreover, the rapid development of the field.
To assist the work of the SynBio AHTEG the EU and its Member States would like to share the following information. In line with the principles listed above, three EU Scientific Committees 
 have developed the following operational definition for synthetic biology 
: “SynBio is the application of science, technology and engineering to facilitate and accelerate the design, manufacture and/or modification of genetic materials in living organisms” (which is, as well as other definitions, noted also in UNEP/CBD/COP/12/INF/11). It should be noted that this definition excludes some developments of synthetic biology e.g. protocells. 
When it comes to addressing the potential risks of significant reduction or loss of biological diversity posed by organisms, components and products resulting from synthetic biology, the EU and its Member States highlight the importance of taking a precautionary approach in line with existing COP decisions (and, in particular, in accordance with paragraph 4 of Decision XI/11), as well as by carrying out risk assessment on a case-by-case basis taking into account the domain concerned.
Potential benefits should be considered in an evidence-based manner.
�	The Scientific Committee on Health and Environmental Risks (SCHER), the Scientific Committee on Emerging and Newly Identified Health Risks (SCENIHR) and the Scientific Committee on Consumer Safety (SCCS)


�	� HYPERLINK "http://ec.europa.eu/health/scientific_committees/emerging/docs/scenihr_o_044.pdf" �http://ec.europa.eu/health/scientific_committees/emerging/docs/scenihr_o_044.pdf� 





