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Information on the experiences of Slovenia regarding the contained use of living modified organisms 
In Slovenia the biosafety framework which includes also contained use of LMO is covered by horizontal legislation based on Management of Genetically Modified Organisms Act (OJ RS 23/2005 consolidated text and 21/2010). The Act implements the provisions from Directive 2009/41/EC and beside GMMs includes also GM plants and animals.

Accordingly, every facility used for work with LMOs has to be registered and the risk assessment of LMOs has to be carried out in concord with Regulation on risk assessment of use of genetically modified organisms in containment (OJ RS 45/2004). 
The classification of contained uses is based on four safety classes and has to be carried out in concord with Decree on classification of contained use of GMOs into the safety classes, containment measures and other safety provisions for safety classes (OJ RS 71/2011).

Ministry of the Environment and Spatial Planning of Slovenia (MESP), Dunajska 48, 1000 Ljubljana Slovenia, is a competent authority to decide upon registration of the premises for contained use of LMOs and upon approvals for the work with LMOs in containment. Registration of the installations for LM animals requires a consensus of the Veterinary authority which operates under the Ministry of agriculture and forestry.

The notification process in Slovenia is well established, however slight delays are caused in the notifications in which the external experts (Scientific Committee) or another CA (Veterinary authority) are involved.

In order to provide professional assistance to MESP responsible for deciding on LMO management, the government set up a Scientific committee for work with LMOs in containment. The committee for contained use consists of seven members who are experts from the field of microbiology, genetics, medicine, biochemistry and molecular biology, pharmacy, biotechnology and safety at work. 
Several training workshops for the notifiers had been organised over the last decade. Currently there are registered 64 premises for contained use of LMOs, 52 of them for Biosafety level 1, including three green houses, and 12 for Biosafety level 2. The legislation provides also that every activity of Biosafety level 2 or higher must be notified and a permit issued. Momentarily there are no premises or activities with LMOs/GMMs in containment classified in Biosafety level 3 or 4 in Slovenia.
Slovenia has two environmental inspectors specialised in LMOs, who cover contained use of GMMs under the Directive 2009/41, GM plants and GM animals under Slovenian MGMO act. 
In a procedure for issuing a permit pursuant to the MGMO act all notifications that concern work with GMOs in containment classified in class 3 or 4 are a subject of public debate. A scope of the notification, a risk assessment and an opinion of Scientific Comittee must be publicly available. A public announcement containing a statement of the place and time of public hearing must be also published in public media to give the public opportunity to raise objections prior to approval.
Pursuant to the Regulation on accident measures and emergency plan in contained use of GMOs (OJ  RS 69/2005) notifier must prepare a scheme of measures for every intended work with LMOs. The emergency plan is mandatory supplement to the notification. It must provide a detailed description of the measures and the human and the technical resources which are to be mobilised in the case of an accident. Notifier has to harmonise the scheme with Local community and public services such as Fire department, Police force and Local health service. The scheme must be updated at least every two years.
A notifier may in a notification referred to MGMO specify data which are business and intellectual property rights which should be treated in the procedure as confidential. A notifier may not in the notification determine as confidential data referred to the name and surname, business name, address and registered office of the notifier, the site of contained use, the general characteristics of the LMO, the class of the contained use, containment measures, and the data on possible adverse and other effects on the environment or human health. 

The ministry shall issue a decision within seven days after receiving a complete notification by which it decides which data from the notification will be protected as confidential in the procedure. 

Data which are identified as confidential shall remain protected as confidential even in a case in which the notifier withdraws his notification. 
In the risk assessment notifiers must elaborate a detailed plan for waste treatment, inactivation procedures and final disposal of the wastes and waste waters in concord with Regulation of risk assessment of work with genetically modified organisms in contained uses (OJ  RS 45/2004). The waste disposal included in the risk assessment is taken into consideration by the Scientific Committee before the premises for contained use of LMOs are registered or approval for work with LMOs in the contained system is issued.
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