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	Comments on the draft documentation for SBSTTA-21:

	Page #
	Para #
	Comment

	3
	15
	In this paragraph the recent technological developments  in synthetic biology are listed by the AHTEG. This paragraph suggests that all listed examples are related to synthetic biology. However, many of the examples are developments in genetic modification. A good example is the development of engineered gene drives - mentioned many times in this report- which is clearly an application of genetic modification. The examples listed in this paragraph do indeed indicate that developments in the field of modern biotechnology (genetic modification/synthetic biology) go fast. 

	3
	15 (f)
	It is stated that ‘some recent developments in synthetic biology have advanced to the point at which organisms might be considered for introduction into the environment at an accelerated rate’. What developments are meant here? We do not know any.

	3
	17
	We do not see a reason why developments in synthetic biology would need a more thorough consideration of potential benefits and potential adverse effects on the ecosystem level. The example mentioned is for organisms containing engineered drives, which are LMOs. Under the Cartagena protocol potential adverse effects on biodiversity, especially on the ecosystem level, of all LMOs are assessed. This is done according to Annex 3 of this protocol. In other words, all LMOs (including organisms with engineered gene drives) should be considered equally thorough with respect to their potential benefits and potential adverse effects on the ecosystem level.

	3
	18
	It is mentioned in the report that ‘there is a need for development and implementation of well-designed strategies to prevent exposure of organisms, components and products obtained by synthetic biology under contained use’. We do not see the reason why this is especially needed for synthetic biology. There are many biosafety systems in place like those for LMOs, pathogens, plant pests, insects and chemicals that serve the same purpose and can also be used for synthetic biology.

	4
	20
	As stated by the AHTEG, we also see the need for regular horizon scanning, monitoring and assessing new developments in the field of modern biotechnology (LMOs and synthetic biology). This in order to ‘flag’ developments that no longer fall under the Cartagena protocol, but may pose potential risks to human health and the environment.

	4-5
	25
	We refer to our comments on paragraph 17. All aspects that are described in paragraph 25 for engineered gene drives with respect to benefits and risks on biodiversity, on containment,  transboundary movement and a precautionary approach are aspects that are mandatory for LMOs under the Cartagena protocol and thus for organisms with engineered gene drives. 

	5-6
	32-38
	This section is about tools to detect and monitor organisms, components and products of synthetic biology. We miss the reason why monitoring is needed. In our opinion monitoring is only needed in case potential risks are identified. 

	7
	43
	We are wondering why synthetic biology seems to be related to ’continuing loss of biodiversity, including species extinction and degradation of ecosystems’. What is the rationale to mention this specifically in relation to synthetic biology?  What is the scientific rationale to bring this up in this AHTEG report? 

	7
	41
	We do not agree with the statement that risk assessment methodologies might need to be updated and adapted for the examples mentioned under 41(a). For example a lack of suitable comparators is not new in the risk assessment, given the example of salt/drought tolerant LM plants that cannot be grown (and compared) in the same field with their non-GM counterpart.  Another example is the application of LM mosquitoes (such as Aedes aegypti) to supress local mosquito populations. In this case it is even unwise to use the non-LM mosquitoe as a comparator.  The use of a non-LM comparator is not a prerequisite in risk assessment; there are always other comparators that can be used, depending on the specific risk assessment question.  Also knowledge gaps and lack of experience, mentioned in paragraph 41(b-d) are no reason to adapt the current risk assessment methodologies. The current risk assessment methodologies are still applicable to assess the mentioned examples.  However, additional knowledge or expertise can help in reducing uncertainties. 

	7
	44
	In this paragraph there is mentioning of (further) development of guidelines on risk assessment of organisms containing engineered gene drives. This links to the recent discussion of the online forum Risk Assessment and Risk Management on criteria to decide whether additional guidance is necessary for certain types of LMOs, such as for LMOs with an engineered gene drive. Given the recommendation in decision BS-VII/12 of the COP-MOP 7 on a coordinated approach between the COP and the COP-MOP on the topic of synthetic biology, it seems appropriate to await the outcome of this discussion under the Cartagena Protocol before further decisions are taken on further guidance on organisms containing engineered gene drives.


1. Completed forms can be sent to Secretariat via e-mail at synbio@cbd.int or submitted online at http://bch.cbd.int/managementcentre/edit/submission.shtml
2. Additional rows can be added to this table by selecting “Table” followed by “insert” and “rows below”

[image: image1][image: image2.png]@ 20M-200

United Nations Decade on Biodiversity



