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	Line
	Comment

	“Gaps and Overlaps” Paper

	0
	0
	It would be useful to have a summary table where all the issues raised are tabulated and it is possible to see at a glance if/how they are addressed through the CBD/CPB etc and thus where any gaps lie or where there are ‘open questions’ that genuinely need to be resolved. 
As it stands the paper requires the reader to go back during the reading process to extract for themselves the issues that seem to be outstanding. 


	4
	23-28
	Schei and Tvedt’s interpretation is only one interpretation. It seems unlikely that the definition of genetic resources could/would extend to virtual/digital information because it does not contain FUH and because it is not plant/animal or microbial material. But this would need to be resolved ultimately by Parties.



	5
	42
	
Whilst LMO/SMOs can be developed through sophisticate SB approaches and delivering sophisticated new biological function, the end result is essentially the same – i.e. new and perhaps unnatural function; the difference may be a simple matter of scale of change in function.



	5
	48
	How is “modern” biotechnology defined here?



	6
	2
	
Presumably this is true only if it has the innate ability to form a functional biological unit and self-replicate.



	6
	8-9
	Metabolic pathway engineering is a novel technique, but the main point is that  Synthetic biology techniques are creating possibilities for engineering more and more complex pathways with larger numbers of introduced genes



	6
	12
	
Organelles are not cells, they are subcellular components



	6
	17-18
	In reality protocells  should be outwith consideration-  Research is at a very fundamental stage; not only are they not living but they are unable to survive outside of very carefully controlled laboratory conditions




	6
	19-20
	As above, xenobiology  should be outwith consideration-  Research is at a very fundamental stage; not only are they not living but they are unable to survive outside of very carefully controlled laboratory conditions. But even if research is at an early stage, it is unlikely that any outputs would meet the definition of LMOs.




	6
	26-27
	For the vast majority of SB research there is sufficient knowledge to fully characterise associated risks


	6
	29
	There is the potential for new types of risk that ‘could’ have wider range of impact/effect. For example simply modifying a basic function of an organism may be relatively limited in its risk compared to a wholly re-engineered organism that might represent a completely new class/phylum of organism. 

The key issue is that containment and risk need to be very carefully managed.



	6
	37-39
	Has this quote from Dana et al. been substantiated?


	6
	40
	Risk research into how microbes could alter habitats, food webs, and biodiversity is an interesting area. However, current legislation in the EU is adequate to regulate the vast majority of products envisaged. Whether the same is true on an international scale is worthy of consideration


	6-7
	51-1
	Risk management scenarios should be proportionate and take into account benefits


	7
	7
	Why should this be limited? Appropriately licensed companies should be able to work with LMO/SMOs (whether by genetic modification or more sophisticated SB) if appropriately licensed or governed


	8
	13
	It is difficult to discern the relevance of this reference.


	8-10
	44-5
	While this is indeed the intention of the legislation, the value of intellectual property often means that the interests of businesses have greater weight. However, this would appear to be a broadly legal issue rather than one where there is a true link between SB and biodiversity.



	10
	8
	The report of the Ad Hoc Technical Expert Group to the Cartagena Protocol in 2012 was not endorsed at the 6th Conference of the Parties serving as the Meeting of the Parties (COPMOP6) so is irrelevant.  In their decision BS-VI/12, the Parties decided to establish a new AHTEG on Risk Assessment and Risk Management that would “Consider the development of guidance on new topics of risk assessment and risk management, selected on the basis of the Parties’ needs and their experiences and knowledge concerning risk assessment.” 

It will be for the new AHTEG to decide if further guidance is required on SynBio. The second half of this first paragraph should therefore be deleted.



	10
	47-50
	new would note that nucleic acids are not hazardous. Many SB products whilst not fulfilling any of the 3 CPB criteria would have to be included simply because they have some DNA in them. DNA is a ubiquitous harmless chemical. 



	11
	23
	We would propose inserting the word “some” before  “civil society groups” here – the responses received have understandably tended to be from groups who are concerned.


	13
	18-19
	Why would containment facilities that Parties consider to effectively contain LMOs be unsuitable to contain SMOs? This needs further explanation.


	14
	11
	What is the definition of “adverse effect”?


	15
	16
	How does this issue relate to Intellectual Property and the Law?


	15
	43-44
	It should be noted that this is just the view of two authors. 
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