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Annex

template for comments on the report of the Ad Hoc Technical Expert Group on Synthetic Biology  
	Contact information: 

	Surname:
	Grubb

	
	

	Given Name:
	Jaime

	
	

	Government
	Australian Government

	(if applicable):
	

	
	

	Organization:
	Department of the Environment and Energy

	
	

	E-mail:
	CBDAustralia@environment.gov.au

	
	

	Title of document reviewed:
	Report of the Ad Hoc Technical Expert Group on Synthetic Biology


	Comments on the draft documentation for SBSTTA-22:

	Page #
	Para #
	Comment

	0
	0
	We note that a number of the issues raised in the Report of the Ad Hoc Technical Expert Group (AHTEG) on Synthetic Biology are currently being considered by the Third Review of Australia’s National Gene Technology Scheme.

	0
	0
	Note that the AHTEG appears to have discussed a variety of new developments in modern biotechnology without first assessing these ‘new developments’ against the definition of synthetic biology and confining comment only to those techniques and organisms which meet the definition.

	0
	0
	Given the extensive focus on gene drives the report would do well to reflect paragraph 2 of decision XIII/17, that synthetic biology considerations may only apply to some LMOs containing gene drives.

	1
	1
	We note and support the conclusion of the AHTEG that ‘living organisms developed through synthetic biology are similar to living modified organisms (LMOs) as defined in the Cartagena Protocol’. We note Australia’s gene technology risk assessment framework is deemed sufficient to consider the biosafety aspects of any existing organisms developed through synthetic biology.  

	3
	15
	References or links to relevant journal/research articles should be provided to enable readers to clearly understand the developments being referenced in the sub-paragraphs below.

	3
	15(a)
	Examples should be provided.

	3
	15(e)
	Starter or DIY kits available are still quite limited and only allow for very basic modifications. Going beyond the pre-prepared kits still requires significant technical knowledge. The magnitude of modification needed to transition from a traditional LMO to a synthetic biology organism may still be beyond the community at large.

	3
	15(f)
	Unclear as to whether this point is intended to imply more organisms will be coming to market needing to be assessed, or whether developments justify an accelerated assessment process.

	3
	15(k)
	Unclear how this would meet the definition of synthetic biology.

	3
	17
	We note that Australia’s gene technology legislation already has provisions to consider the effects of synthetic biology (including engineered gene drives) at the system level.

	3-4
	18
	We support the notion that risk mitigation strategies should be commensurate to the risk posed by synthetic biology.

	3-4
	18
	Report should acknowledge that the scientific, chemical, food & pharmaceutical industries already have well established containment practices with a long history of safe use.

	4
	19
	The concerns raised would be the same as already exist for LMOs. Biosecurity falls under remit of international Biological Weapons Convention.

	4
	21
	More discussion needed on how to balance concern over community access to synthetic biology as discussed in paragraph 15(e) verses this desire to facilitate, support and capacity build access for all, including for Indigenous Peoples and Local Communities.

	4
	24
	We support the view that experience gained through the management of pests and invasive alien species (including biological controls) may be useful in informing assessments on the impacts of some organisms resulting from synthetic biology.

	4-5
	25
	This section would benefit from a comparison between LMOs containing engineered gene drives and other biological control agents used to eliminate or eradicate an invasive pest species.

	5
	25
	We support the view that additional research and guidance should be undertaken to increase knowledge of organisms containing engineered gene drives.

	5-6
	25
	It is not clear what ‘significant and irreversible adverse effects to biodiversity’ are being considered in this section. 

We suggest seeking clarification of this text.

	6
	33
	Unclear how the production of an organism which is indistinguishable from a naturally occurring or conventionally bred counterpart would meet the definition of synthetic biology.

	6
	34
	Unclear why there is a need to detect and monitor a product which is indistinguishable from a naturally occurring or conventionally bred counterpart. It the product is identical, then it cannot pose any unique risks to biodiversity. If the risk is in the production, then monitoring/regulation would need to be on the production not the end product.

	7
	44
	Applicability of existing experience in risk assessment of non-GM biological control methods for the eradication of invasive species should be acknowledged.

	8
	52


	We note the reference to horizon scanning of biology to keep track of progress of the applicability of existing risk assessments and management frameworks. We further note the work of the Australian Office of the Chief Scientist in preparing a formal horizon scanning report (as previously reported to the AHTEG).

We note the previously articulated Australian position that the risks posed by synthetic biology do not currently pose a quantitatively different set of risks to modern biotechnology.

	8
	53
	Given the object of Australia’s gene technology legislation is the protection of the health and safety of people, and the environment, socio-economic considerations fall outside of Australia’s regulatory framework for gene technology and GMOs.

	8
	56
	Our position is that synthetic biology does not meet the criteria of a new and emerging issue.

We reinforce the importance of undertaking robust assessments of all proposals against the criteria set out in paragraph 12 of Decision IX/29, drawing on accompanied information, as outlined in paragraph 11 of Decision IX/29.

	8
	57
	Australia has a scientific risk-based regulatory scheme that does not consider socio-economic considerations to be relevant to risk assessments. As such, ‘addressing the potential socio-economic impacts of the commercialization of products of synthetic biology…’ is not currently consistent with Australia’s gene technology regulatory scheme.


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”
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