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Comments on the Technical Series on Synthetic Biology


	Page #
	Line #
	Comment

	0
	0
	[bookmark: _GoBack]General comments on the document: 
We consider that given that there is no agreed definition of synthetic biology, the draft describes all biotechnological developments, rather than synthetic biology applications. 
We disagree with the inclusion of several of the applications that are presented as synthetic biology in this document. In particular, we consider that genome editing does not qualify as synthetic biology. This document includes genome editing and describes an example containing a point mutation, a change that could be achieved using conventional breeding. In this regard, this case should not be considered as something completely new that deserves a new approach or particular consideration. 
We consider that examples including applications of genome editing resulting in changes comparable to those achieved by conventional methods should be excluded from this document. 

	8-15
	
	General comments on the executive summary:
It should reflect that “synthetic biology” has not been defined yet.
We disagree with the statements about the existence of gaps in the current regulation and in the use and impact of the technologies. 
It is not clear why the draft includes genome editing applications. These applications are not considered LMOs in many countries.

	8
	10-12
	This statement is exaggerated and focused on genome editing,
We propose to replace this sentence “The emergence of several sophisticated technologies has greatly impacted the sector in the last years. As a consequence, the number of applications, especially those that make use of genome editing technology, has increased exponentially and has led to…” with: “The emergence of increasingly sophisticated technologies and tools has greatly expanded the potential range of applications and facilitated advances in plant and animal engineering, personalised medicine, and clinical therapeutics " 
We think the original phrases is misleading and it is not necessary to focus on genome editing.

	8
	13-15
	“Particularly, CRISPR-Cas technology is having impacts”
We do not agree to mention one particular tool. Besides, we believe that is too early to state the whether or not there are impacts.

	8
	21
	Synthetic biology is not a single discipline.

	8
	32-33
	“classical genetic engineering” is not defined yet.

	9
	27
	(“… whether and how...”), the text suggests that some products are not regulated, which is not true. All developments are regulated under particular regulations (for seeds, chemicals, etc.) 

	9
	34-35
	 “have an impact in an unprecedented manner”
“…the potential of synthetic biology toolbox is bondless…”
These phrases are speculative and do not properly describe the situation of many countries address technologies with robust regulatory frameworks in order to guarantee biosafety.

	10
	6
	Products “produced in containment e.g. synthetic DNA, synthetic RNA, and oligonucleotides across various industries” are not considered as "synthetic biology".

	10
	44-45
	Genome editing crops and self-limiting insects are not examples of synthetic biology.

	11
	14-15
	The text suggests that products of synthetic biology “could also disrupt in situ conservation projects” – What is the evidence about this?

	12
	37-38
	“In his sense, a new paradigm for regulating synthetic biology applications is needed”. We do not find evidence to justify that a new paradigm is needed.

	13
	4
	What is a “conventional LMO”? 
The term is confusing. We can refer to LMO or modern biotechnology as a broad term that includes LMO and New Breeding Techniques, or even conventional (traditional) biotechnology to refer to past techniques, but we cannot speak of “conventional LMOs”

	13
	33-34
	“there is a growing urgency to discuss the evolution of a more cohesive international regulatory environment” – there is no evidence to sustain this statement.  
Most countries already have regulatory systems capable of addressing synthetic biology.

	14
	table
	We request to remove the following applications from the table since they are not synthetic biology:
· Transient modification of agricultural plants through RNAi spray or nanomaterials
· Genome edited crop plants and farm animals
· Engineered gene drive for an agricultural pest
· Genetically engineered sorghum to produce a new synthetic protein to improve the digestibility in food and feed
· Genetically engineered oilseed rape to enhance resource use efficiency of existing cropland
· Genome edited soyabean and oilseed rape
· Self-limiting insects

	18
	4-25
	These two sections (point 1.2 and 1.3) should be revised, since it should include only those applications and outcomes relevant for synthetic biology.

	19
	18
	Targeted point mutations are not synthetic biology. 

	23-29
	-
	The section “Areas of Synthetic Biology research” (whole point 2.) contains what authors consider as Synthetic Biology, but as we mentioned before there is no definition for synthetic biology. Besides, some of these areas mentioned are tools and others are applications.

	25
	14
	“with classic genetic engineering techniques.” – what is classic genetic engineering? As it is not clear, we recommend eliminating this term. 

	29
	12-15
	We consider that synthetic biology does not offer an “unprecedented toolbox” and several examples presented are not synthetic biology, as we mentioned before. 

	31
	14-32
	We consider that none of the examples presented are synthetic biology applications (point 3.2.1)

	34
	8
	(d) “Transient modification of agricultural plants through RNAi spray or nanomaterials” – this is not synthetic biology.

	40
	25-29
	In everything mentioned in the paragraph there are no examples of synthetic biology.

	44
	30-31
	“and that provide alternative weed control (e.g. Cibus’ oilseed rape resistant to CLEARFIELD® herbicides” – these examples are not synthetic biology.

	46
	41-46
	Consider delete “off target modifications”, since scientific publications consider that off target mutations are fewer in edited organisms that in conventionally bred organisms.

	44
	41-48
	Genome edited plants are not examples of synthetic biology, they should be deleted (p. 44, lines 47- 48; p. 45, lines 1-4).
See comment above on off targets
Delete the paragraph on p. 45, 5-19, since it is not relevant to synthetic biology.

	45
	1-19
	

	58
	45-49
	The discussion about regulation of genome editing should not be part of the discussions on synthetic biology. 

	59
	13
	Delete the reference to the Court of Justice of the European Union, 2018

	60
	11-12
	Delete: “However, it has also been noted that the risk assessment of RNAi based plants presents some peculiarities compared with that of currently commercialised GM crops.”
Many regulatory agencies have already assessed RNAi-based crops, and some of them are already in the field. 

	67
	12
	“…and that therefore there is no point in having them regulated”, replace by “that because such products are similar to those obtained with conventional methods, the risks are also similar and therefore regulating them as GMOs may be disproportionate”.

	108
	12-15
	“Currently, intentional environmental release of organisms resulting from synthetic biology techniques seem to be limited to a few instances such as commercially available soya bean engineered to obtain a high-oleic oil and engineered insects which contain a self-limiting gene resulting in either a reduction in the pest insect population that spread disease”
Delete the whole phrase since there are not examples of synthetic biology.

	133
	8
	The self-limiting insects referred to are considered LMOs that are assessed under existing regulatory frameworks – it is not synthetic biology 
(field trials were performed before the 2015 synthetic biology technical series).





Please submit your comments to secretariat@cbd.int.
