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Risk assessment of contained use of genetically modified micro-organisms (GMMs)
The principles for the risk assessment of contained use of GMMs are laid down in Decree 1053/2005 of the Ministry of Social Affairs and Health. The Board for Gene Technology and the National Product Control Agency for Welfare and Health have drawn up a risk assessment form pursuant to the Decree to facilitate the risk assessment. The risk assessment can also be made as a free form document following the principles referred to in the Decree. It should be noted that the provisions of the Decree are always valid regardless of which of the two ways is used.  
The risk assessment documents should be included in the operator’s records on the contained use of GMMs so that the documents can easily be sent for inspection to the Board for Gene Technology or the supervisory authority. The risk assessment should be reviewed regularly, and if the activities or information of the risks change significantly, the risk assessment shall be revised.  In class 3-4 contained use the whole risk assessment document shall be enclosed with the application which is submitted to the Board.

Note in the risk assessment:

(1) This form is intended for work carried out with micro-organisms (cell cultures are also classified as micro-organisms in the Gene Technology Act). GMMs can be used in many ways, so all the fields of the form do not necessarily pertain equally to all cases. Sometimes it may be necessary to cover matters referred to in certain sections in more detail than what is outlined in the form. The given information should be detailed enough to enable evaluation on whether the chosen class of use is appropriate. On the right-hand side of the form there are instructions for what kind of information is required in the section.
(2) Risk assessment is a process during which the purpose is to observe and become aware of what kinds of risks are related to the planned work. When making the risk assessment, the stages of work and premises of use should be reviewed step-by-step preferably so that several people participating in the planned use would take part in the observation of the risks. In this way all the risks of the planned use would become identified.
(3) Estimation of the severity of the risks shall be performed independently of the possibility of the risk occurring, so that the estimation is not based on whether the harmful effect is likely to occur in the particular case. In evaluating hazards and their consequences the worst case scenario should be followed. 
(4) A risk assessment must also be drawn up concerning GMMs in storage because storage is also included in the definition of contained use pursuant to the Gene Technology Act (377/1995).

(5) If there is only very little information or previous experience available on the used organism, the new genetic material inserted into it, or the effects of the microbe in contained use, the properties of the recipient organism should be thoroughly explored, already in the beginning of the assessment, and the risk assessment as a whole should be carried out particularly carefully. On the other hand, if the used recipient organism and its properties are known and considered safe, the risk assessment can focus on genetic modification and the modified traits (the reasons for this streamlined procedure should always be stated in the risk assessment).
(6) If vectors defined as GMOs, such as agrobacterial or viral vectors, are used for DNA transfer, the vectors are considered to be GMMs as such, and a separate risk assessment should be carried out concerning them.

(7) The statements made in the assessment should always be justified. The use of references is recommended. 
All comments and suggestions related to the form are requested to be sent to the e-mail address gmovalvonta@valvira.fi


