DRAFT SUBMISSION BY EU AND ITS MEMBER STATES 
INFORMATION REQUESTED IN DECISION BS/VIII/12 ON RISK ASSESSMENT AND RISK MANAGEMENT
A.
Country information
	Country name: 
	Austria


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
	LM fish
	Worldwide different LM fish are developed for many different purposes. Those developments which are targeted towards fresh water aquaculture or fisheries are particularly relevant for Austrian ecosystems. Fish species are not domesticated, they are highly mobile, have a long lifespan and can easily come into contact with related wild species, therefore risk assessment guidance that focuses on possible long-term and cumulative effects is very much needed.

	2
	LM algae
	Algae are an important class of production organisms, e.g. for production of biofuels, and in the recent years significant progress on development of LM algae was made up to the product phase. Therefore appropriate guidance for assessment will be needed. Scaled up production of LM algae will typically not be within contained systems, thus a risk assessment of effects due to exposure of the environment to LM algae will be required.

	3
	LMOs developed new molecular techniques including synthetic biology techniques
	Major developments in new molecular (breeding) techniques provide challenges for risk assessment and appropriate guidance. Existing guidance documents for current LMOs are an appropriate basis but may need further specifications taking into account the characteristics of the new molecular techniques and the resulting products. Synthetic biology techniques may even provide further challenges: even if most LMOs produced today with synthetic biology can be assessed with existing guidance, the development of techniques is very rapid and it can be difficult or impossible to find suitable comparators. Also gene drives may and can be used in synthetic biology applications. This technique can alter very rapidly whole populations. Gaps in existing guidance for addressing these challenges need to be taken care of by developing further Guidance. In this context it may be necessary to differentiate between new molecular techniques and synthetic biology.

	4
	LMOs involving the technique paratransgenesis
	Paratransgenic organisms (e.g. insects infected with/containing LM microorganisms, like gut bacteria) are considered a promising approach for the control of pathogens for relevant human diseases. Many candidate microorganisms for modification were identified during the last years and paratransgenesis may represent a viable alternative to other approaches, like the development and use of GM insects. For the indicated purpose paratransgenic organisms need to be released to the environment in substantial numbers, the animal host organisms are mobile, cannot be recalled easily and will interact with the environment in many ways. Exposure of the environment to LM microorganisms associated with insects or other host organisms, may lead to risks for biodiversity and human health, the respective risk assessment will require specific considerations and is not adequately covered by existing guidance.  


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

	
	Complementing the submission by the EU and its MS, Austria is suggesting the following additional selection criteria:

	1
	New challenges concerning risk assessment frameworks and methodologies
	This may be the case when new scientific developments in risk assessment methods emerge or new techniques are used and/or new organisms are introduced into the environment.

	2
	New challenges concerning conservation and sustainable use of biological diversity
	This may be the case when an endemic or rare species, a unique habitat or an ecosystem may be affected by LMOs.

	
	New and relevant ways of exposure of the environment and human beings to the respective LMOs
	In some cases the LMOs considered can lead to environmental exposure via routes different from the exposure scenarios covered by existing guidance

	
	
	

	
	
	


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

	
	Perceived gaps
	Views

	1
	Guidance on specific LMOs listed in part B of this form
	See part B of this form

	2
	How to perform a “per se” risk assessment? This refers to a situation where a comparator is not available
	Available guidance for RA of LMOs is typically based on a comparative approach (LMO vs. appropriate non-modified comparator). However for the assessment of certain LMOs no appropriate comparators exist, or may be used for testing (e.g. pathogenic organisms, comparators which will not survive in the receiving environments). In such sitations “per se” risk assessment approaches have to be developed and implemented.

	3
	How to implement the concept of “limits of concern” in risk assessment
	The implementation of “limits of concern” is considered relevant for the evaluation of the adversity of measured effects. However the concept of “limits of concern” is not very well developed and specific “limits of concern” still need to be further elaborated for different areas of risks and measurement endpoints.
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Continued…


