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: 
	Finland


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

The guidance could consider e.g. the specific life cycle characteristics of fish species, different uses of fish, different modification techniques and breeding strategies, data and research needs, and possible cumulative long-term effects (this list is not exhaustive). 
	Developing risk assessment guidance for LM fish is important as different LM fish are developed for many different purposes (for e.g. enhanced growth, aquaculture, aquariums).  Fish species are not domesticated, they are highly mobile, have a long lifespan, may act both as predators and prey in the environment, and can easily come into contact with related wild species. This can affect wild populations in many ways (genetic diversity, changes in population dynamics and life cycle characteristics). In addition, Finland has endemic fish populations that are protected and are especially vulnerable to changes in their habitats. Thus understanding possible risks of LM fish escapees is vital. Risk assessment guidance that focuses on possible cumulative long-term effects is much needed. Moreover, risk assessment guidance should also consider specific breeding strategies for fish that e.g. can affect the sex ratio of populations. 

	2
	LMOs produced through synthetic biology
The guidance could consider e.g. technical development in synthetic biology, gene drives in synthetic biology applications, specific cases of LMOs produced through synthetic biology and how to carry out risk assessment when it may be difficult or impossible to find a suitable comparator (this list is not exhaustive). 
	Even if most LMOs produced today with synthetic biology can be assessed with existing guidance the development of techniques is very rapid. There are a few major issues that need to be urgently considered: synthetic biology may be used to develop novel types of LMOs with new metabolic pathways and it can be difficult or impossible to find suitable comparators for risk assessment. Also gene drives may and can be used in synthetic biology applications. This technique can alter very rapidly whole populations. These are just a few of the reasons why specific guidance is needed for LMOs produced through synthetic biology. Possible environmental effects on biodiversity can be indirect, long-term and cumulative. LMOs that differ very much of any organisms that have been introduced to the environment (deliberately or accidentally) may have unpredicted effects and need thus specific risk assessment guidance. 

	3
	LM soil dwelling organisms
The guidance could consider e.g.  soil biodiversity, soil fertility and plant health. In addition, new approaches are probably needed for assessing possible effects in ecosystems which are highly variable both spatially and temporally due to several abiotic factors (this list is not exhaustive). 
	Soil habitats have several different taxa that can be utilized for improving the performance of crop plants either through better nutrient uptake or by protecting them from plant pathogens, such as nematodes. Soil ecosystems can vary nationally and locally in even a very small area and organism density in soil is extremely high. Like other soil organisms, LMOs may also become in contact with various agrochemicals affecting their biodiversity. This background sets special challenges for the risk assessment of soil dwelling LM organisms.  

	4
	LM birds
The guidance could consider e.g. specific life cycle characteristics of birds, modification methods that are used for preserving birds and possible adverse effects to the ecosystem from such approaches, zoonosis issues, especially in relation to migratory bird species (this list is not exhaustive).  
	Attempts to develop LM birds unable to transmit bird flu have already been developed, and surrogate LM hens are being developed to be used as a tool to preserve rare bird varieties. The mobility of birds, their migratory, courting and nesting behaviors as well as their important role as zoonosis carriers sets special challenges for their risk assessment. 


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

	
	In addition to the submission by the EU and its MS, Finland is suggesting the following additions to the selection criteria:

	1
	Gaps identified in the current Guidance
	Any gaps identified by Parties in the current Guidance need to be considered and prioritized based on the needs of the Parties. Identify how to proceed (updating the Guidance or developing further guidance) keeping in mind the objectives of the Protocol. 

	2
	Gaps identified in the risk assessment methodology/framework
	This may be the case when new techniques are used and/or new organisms are introduced into the environment.

	3
	Urgent need to protect specific aspects of biodiversity
	This may be the case when an endemic/rare species, a unique habitat or an ecosystem may be affected by LMOs.

	
	
	

	
	
	


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

	
	Perceived gaps
	Views

	1
	Guidance on specific LMOs listed in part B and possible gaps listed in part C of this form
	See part B and C of this form

	2
	How to perform a “per se” risk assessment? This refers to a situation where a comparator is not available
	There are already cases (LM mosquitoes) when a comparator as defined by the present LMO risk assessment framework is not available. Per se risk assessment is used when e.g. environmental risk assessment of chemicals is performed. This approach is not adequately assessed in the existing LMO risk assessment guidance materials.

	3
	How to implement the concept of “limits of concern” in risk assessment
	There is a need to clarify and harmonize this concept and its use in risk assessment.
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Continued…


