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	Republic of Bulgaria
Ministry of Environment and Water



20 April 2016
Dr Braulio Ferreira de Souza Dias
Executive Secretary
Secretariat of the Convention on Biological Diversity
United Nations Environment Programme
413 Saint-Jacques Street, Suite 800
Montreal, QC, H2Y 1N9 Canada
Subject: Reply of Bulgarian Ministry of Environment and Water to Notification 2016-041
Ref.: SCBD/BS/CG/MPM/DA/85327
Dear Dr Ferreira de Souza Dias,
Contained use of Living Modified Organisms in Bulgaria is regulated by Bulgarian Law on Genetically Modified Organisms (GMOs) and Regulation on the contained use of GMOs. There are three cases depending on GMOs used:
1. Contained use of Genetically Modified Microorganisms (GMMs)

In this case Bulgarian legislation implements Directive 2009/41/EC on the contained use of genetically modified micro-organisms (http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32009L0041). Accordingly, user of GMMs should carry out an assessment of the contained uses as regards the risks to human health and the environment that those uses may pose, using the principles outlined in Annex III of the Directive. Depending on the outcome of the assessment, activities to be performed are classified in one of four classes:

Class 1: no or negligible risk for which level 1 containment is appropriate to protect human health and the environment;

Class 2: low risk for which level 2 containment is appropriate;

Class 3: moderate risk for which level 3 containment is appropriate;

Class 4: high risk for which level 4 containment is appropriate.

Appropriate containment measures for each level are listed in Annex IV of Directive 2009/41/EC.
All procedures related to notification and contained uses of GMMs stipulated in Bulgarian legislation follow the requirements of Directive 2009/41/EC.

2. Contained use of GMOs different from GMMs
There is no harmonised European legislation for contained uses of GMOs different from GMMs. Requirements for such uses are set by individual EU member states. Bulgarian legislation requires user of such GMOs to carry out an assessment of the contained uses as regards the risks to human health and the environment based on principle similar to the ones used for GMMs. Depending on the outcome of the assessment, activities to be performed are classified in one of two classes:
Class A: the risk is not increased in comparison with non-genetically modified organism and level 1 containment is appropriate to protect human health and the environment;
Class B: the risk is increased in comparison with non-genetically modified organism and level 2 or higher containment is appropriate.
Procedural requirements for notification and use of Class A GMOs are similar to those for Class 1 GMMs and for Class B GMOs are similar to those for Class 3 and 4 GMMs.

It should be noted that such classification is not optimal as it does not distinguish within Class B between GMOs that pose low, moderate or high risk. Because of that the appropriate containment measures will have to be adjusted on case by case basis. Harmonisation of the requirements for contained use of GMOs different from GMMs at EU level is desirable. We expect that to increase the safety due to use by all operators of common procedures for risk assessment and containment measures.
3. It is possible to exclude a GMO from the above requirements for contained use if it is proven to be safe, based on the criteria listed in Annex II of Directive 2009/41/EC, for human health and the environment. Such exclusion is authorised with an Executive Order issued by the Minister of Environment and Water, but no GMOs have been excluded at present in Bulgaria.

As of April 2016, five Bulgarian facilities have been registered for contained use of Class 1 GMMs. Three of them are also registered for contained use of Class A GM plants. All facilities belong to scientific research institutes and universities. It was noted during the process of registration that some research institutions and individual scientists were of the opinion that routine scientific work, such as ordinary cloning procedures and use of laboratory strains of E. coli, had been exempted from the requirements of Bulgarian legislation for contained use of GMOs.
Another issue related to contained use of GMOs is raise by clinical trials of human medicinal products. Those trials are regulated by Bulgarian Law on Medicinal Products in Human Medicine and are excluded from the field of Law on GMOs. It is not always clear whether a clinical trial should be treated as contained use of GMO or release into the environment. In general Bulgarian Ministry of Environment and Water considers clinical trials as closer to the release into the environment as patients are not kept in isolation and maintain their contacts with other people. For that reason sponsors should carry out risk assessment as regards the risks to human health and the environment, using the principles outlined in Annex II of Directive 2001/18/EC on the deliberate release into the environment of GMOs. In addition in hospitals where trials are performed appropriate containment measures should be in place. For the trials authorised so far in Bulgaria, containment measures similar to those for Class 1 GMMs activities were considered sufficient.
For any further inquiries please refer to Mr Nikolay Tzvetkov, principal expert on Genetically Modified Organisms, Biodiversity Unit, NNPS Directorate, Ministry of Environment and Water, tel. ++359-29406123 fax ++359-29406127 ntsvetkov@moew.government.bg
Yours sincerely,

BoYko Malinov
Deputy Minister of Environment and Water
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