Annex 

FORM FOR THE SUBMISSION OF INFORMATION REQUESTED IN DECISION VIII/12 ON RISK ASSESSMENT AND RISK MANAGEMENT
A.
Country information
	Country name:
	SOUTH AFRICA


B.
Please indicate your country’s needs and priorities for further guidance on specific topics of risk assessment of living modified organisms (LMOs)
	
	Needs and priorities for further guidance on risk assessment of LMOs
	Notes

	1
	Risk assessment of living modified fish  


	Living modified fish are being produced for a variety of purposes, including growth-enhancement, infection resistance or cold tolerance. Some have already reached commercial production stage. There are potential risks linked to LM fish, including impact on wild species resulting from intentional release or escape into the natural environment. 
South Africa is implementing a comprehensive ocean economy programme that includes aquaculture as a key area for further development.
The base work undertaken to develop the broad framework for GM fish provides sufficient basis for further guidance to be developed.

	2
	Risk assessment of living modified organisms produced through synthetic biology
	The application of synthetic biology is evolving rapidly, and while existing risk assessment methodologies for GMO may be applicable, several developments pose new risk assessment challenges that may require different approaches from existing risk assessment framework. These include protocells, genetic parts libraries and gene drives. 

	3
	Risk assessment of living modified organisms created using RNAi technology
	RNAi technologies are being used in crop improvement by producing crops with pest resistance, disease resistance or improved nutritional value. Such crops produce novel small RNAs that can alter gene expression in crops or silence essential genes in target organisms. In assessing potential adverse effects linked to RNAi-derived LMOs intended for release into the environment, risk assessment guidance is needed on characterizing potential exposure pathways and hazards, including off-target gene silencing, target gene silencing in non-target organisms, environmental persistence of small RNAs. In addition the iRNA techniques have entered the regulatory system and Parties may need such capacity to be able to regulate the organisms developed through such technique.


C.
Please propose possible criteria that may facilitate the selection of topics for the development of further guidance on specific topics of risk assessment of LMOs, including a technical justification for each of the criterion proposed* 

	
	Criteria for the selection of topics
	Notes and technical justification

	1
	Relevance to the CPB
	Topics should relate to LMOs that may have adverse effects on the conservation and sustainable use of biological diversity, taking also into account risks to human health, within the scope of the Protocol. 

	2
	Unavailability of appropriate risk assessment guidance
	It must be deemed that existing risk assessment guidance documents will not be sufficient in providing guidance on the topic. 

	3
	Availability of technical expertise
	Experts with vast knowledge and experience on the specific topic should participate in the development of risk assessment guidance documents. 

	4
	Alignment to the global Sustainable development agenda and Aichi targets 
	SDG agenda has many developmental approaches that require a sound scientific basis for further deployment. (poverty relief, food security, human health, life on water, life on land, climate change)


D.
Please share your views on perceived gaps in existing guidance materials

	
	Perceived gaps
	Views

	1
	Existing risk assessment guidance may not adequately cover the above-mentioned topics
	The development of risk assessment guidance on synthetic biology and the LM fish is supported.


	2
	Practical examples for complex traits uncertainty 

	There is a need to further provide examples for assessing uncertainties of complex traits. 


___________

