Summary report on the experiences of the Slovak Republic with Directive 90/219/EEC as amended by Directive 98/81/EC
1.An overview of activities and installations, particularly new ones and 
   those involving GMOs (animals, fish and plants) as well as GMMs 


The Act on use of genetic technologies and genetically modified organisms and its Decree have been in force since 2002. Both documents were amended in 2005.

The Act No. 151/2002 Coll. shall lay down rules on contained use, deliberate release for trials and placing on the market of all GMOs.

The Decree shall lay down the details on the content of emergency response plan, application, an environmental risk assessment, the content of a dossier and the manner of its keeping and recording.


In behaviour of contained use, in Slovakia, there has been issued consents for 19 users, of it 5 in risk class 2 others in risk class 1. In two facilities there are carrying out plant modifications whereas in others mainly genetically modified micro-organisms (hereinafter referred to as “GMM” only) and animal tissues are used. Two of the facilities are commercial production companies which are using GMMs. Animals have not been modified yet in Slovakia.

2. Risk assessment and classification of contained uses (including 
    effectiveness of the risk assessment guidelines) 


Risk assessment and classification of contained uses is conducted in accordance with Directive 90/219/EEC as amended by Directive 98/81/EC and in accordance with Commission Decision 2000/608/EC before commencing of every contained use, for every use of genetic technologies and GMOs and is regularly reviewed.

For securing of accuracy of risk assessment the Ministry of the environment (hereinafter referred to as “the Ministry” only) published handbook „Procedure of risk assessment when using GMOs“.

Ministry of the environment of the Slovak Republic reviewed 66 risk assessments, of it 60 in risk class 1 and 6 in risk class 2 by 26 May 2006.

3. Notification and approval systems  (and relevant changes) 


The Ministry is the only administration body in matters related to the use of genetic technologies and GMOs with venue for the whole area of Slovakia. Powers of state administrative bodies according to other legislation are not affected by this Act.


Commission for biological safety and its board of experts was established by the Minister as an expert advisory body of the Ministry. Its members are representatives from Ministries of Agriculture, Health and Education, but also scientists, representatives of NGOs and business sector.


The system of assessment of applications and notifications is conducted in accordance with Directive 90/219/EEC as amended by Directive 98/81/EC. This kind of applications and notifications shall be submitted at the Ministry:

The application for facility recording in the register of facilities shall be submitted for every facility and its aim is to discard such facilities which are not satisfactory under the rule of other laws. The Ministry shall record the facility in the register of facilities within 15 days as of the application submission or completeness. It shall notify the applicant in writing of the facility recording in the register of facilities by three days as of the record entry in the register.


Application for consent for first use of the facility for genetic technologies and genetically modified organisms shall be submitted for every registered facility.
In the application the Ministry examines level of construction and technical layout, material and  technical equipment, whether it allows keep principles of good laboratory and  microbiological practice of contained facilities and exercised particular protective measures, data on the waste management in the facility, data on safety committee and a head of a  project, code of practice in the facility. The Ministry shall make publicly available data on submitted application via Internet together with a call for submission of comments and a period for their submission.   

The professional basis for the decision on the consent shall be the recommendation of the Commission for biological safety. The period for the decision on the consent is 90 days.


After the consent for first use of the facility for genetic technologies and genetically modified organisms is given the notifier shall be obliged to notify Ministry on the commencement of activities assigned to risk class 1 and 2; and submit the application for activities: a) assigned to risk class 3 and 4; 
              b) activities assigned to risk class 2, if the consent has been issued only for activities assigned to risk class 1 or if all conditions laid down in issued consent have not been met; 
             c) the change of the assignment  from risk class 3 or 4 to a lower risk class;
             d) the continuation of the activities, which have been suspended upon the inspection of the facility.


After first notification assigned to risk class 2 the further use of facility for the activities assigned to risk class 1 need not be notified.


The content of required data in applications and in notifications, as well as period for its assessment is in accordance with Directive 90/219/EEC as amended by Directive 98/81/EC.

The Ministry has entered on register 299 facilities, has issued 41 consents for the first use of genetic technologies in facilities, and has assessed 60 notifications on commencement of the activity assigned to risk class 1 and 6 notifications to risk class 2 since April 1 2002.

4. Accidents 


Up to now no accidents have been reported to the competent authority under the requirements of the Directive.

5. Inspection and enforcement issues (including requests by competent 
    authorities for assessments of class 1 contained uses) 


The inspection for the biosafety, founded in 2003, as the body of state supervision over the use of genetic technologies and genetically modified organisms shall

(a) perform the state supervision and

(b) impose the fines for procedural offences and resolve the infringements 


Contained use in all four risk classes is under supervision of the inspection. Should the inspection detect any violation of responsibilities or other shortcomings in user’s activities or her facility, it notifies thereupon and impose a duty to remedy it in an adequate period. Should an activity of the user present an imminent danger of accident threatening the human health outside of contained facility, the inspection shall prohibit the further use of genetic technologies or genetically modified organisms.


When assessing the notifications, the Ministry may impose upon the inspection an obligation to perform, within a required period and in a required extent, state supervision at the notifier. 


Till now have been imposed three fines for procedural offences.

6. Problems with interpretation of the provisions (possibly with conflict in 
   defining work use with respect to Directive 2001/18/EC) 

1.At contemporary state of national legislation we do not have serious problems with interpretation of the provisions in Directive 90/219/EEC, but following: 

Users do not take advantage of possibility mentioned in article 9 paragraph 2 of Directive (highlighted sentence). 

Directive:
If the premises have been the subject of a previous notification to carry out class 2 or a higher class of contained use and any associated consent requirements have been satisfied, the class 2 contained use may proceed immediately following the new notification.

The applicant can, however, himself request a decision on a formal authorisation from the competent authority. The decision must be made within a maximum of 45 days from the notification.

Reason: To submit an application for issue of the consent for activities assigned to risk class               2 is  not required in this case, a notification shall be sufficient for further use for               activities, there is no need to wait 45 days (a maximum) for a decision from               competent authority.

2.Other problems, which had more often occurred, were eliminated by amendment of The Act    No. 151/2002 Coll. on use of genetic technologies and genetically modified organisms and    its Decree last year.

3.Authorities from scientific field have different opinion on self-cloning definition, it differ     from the definition stated in Directive.

Practically has not occurred situation, when it would be a question which Directive to apply, Directive 90/219/EEC as amended by Directive 98/81/EC or Directive 2001/18/EC in the Slovak republic until now.

7. Clinical trials using the provisions of the Directive 


Until now, there has not been carried out any clinical trials in Slovakia.

8. Public consultation and information 


Public consultation according to Article 13 of Directive 90/219/EEC, as amended by Directive 98/81/EC, has been implemented in the national legislation in the following way.

Public consultation and information regarding GMOs are given by the Act on use of genetic technologies and genetically modified organisms No. 151/2002 Coll. amended by the Act No. 77/2005 Coll.  General conditions, procedures and scope of the rights of public to free access to information stipulate the Act of The National Council of the Slovak Republic No. 211/2000 Coll.


Biosafety department of the Ministry as national competent authority in matters related to the use of genetic technologies and genetically modified organisms has the obligation of providing general information and information on request. There are several articles dealing with obligation to provide information and possibility to participate in decision making-process.

In case of a notification assigned to risk class 2, within the required period the Ministry may call upon the notifier to create simplified notification for purposes of publication and informing the public of prepared contained use.


In case of a consent for contained use the civic association, of which aim according to its provisions is environmental or consumer protection may be also the participant of the proceedings according to the condition that are given by the Act.


The Ministry shall make publicly available without delay data on submitted application via Internet, and if appropriate in daily press together with a call for submission of comments and a period for their submission   


Central portal was created at the Ministry official WEB site http://www.enviro.gov.sk. It contains the basic information on Slovak legislative acts, competent authorities and decisions. Other information regarding GMOs are available on the web site http://www.gmo.sk.

The web contains:

· Slovak and English text of the Act No. 151/2002 Coll. amended by the Act 
      No. 77/2005 Coll. on use of genetic technologies and genetically modified organisms  
      and Decree No. 399/2005 Coll.

· register of GMOs users
· information on received applications

· the news 

· links to the web sites, where is possible to send comments by public


During the 4 year existence of Biosafety Department there were organized several workshops and seminars for general public, consumer association, school teachers, environmental inspectors, researches and scientists. The workshops took place in different parts of the Slovak Republic.

The Ministry has published several publications: – 2 for general public and 4 specialized publications. 

9. Accident and emergency plan


The problem of working-out of emergency response plan for using of genetic technologies and genetically modified organisms adjust the Act No.151/2002 Coll. on use of genetic technologies and genetically modified organisms and the Decree No. 399/2005 Coll. in the Slovak Republic.


In accordance with the Act No. 151/2002 Coll., emergency response plan shall be a document in writing wherein the measures designated for elimination of emergency effects upon humans and environment are laid down for case of emergency (for risk class 2 and higher).


The user shall be obligated to:

- prior to the beginning of any contained use to draw up the emergency response plan and make the measures for protection of humans and environment set out therein available via internet, or in other appropriate manner,


- to provide the substantial information on the content of the emergency response plan to persons likely to be affected in case of accident, and in case of activities assigned to risk class 3 or 4, also to district authority and municipality.


Information on the content of emergency response plan must be updated by the user when changing the contained use, emergency response plan and if issued consent with contained use is being changed. Information provided for persons likely to be affected by accident shall be provided also for the Ministry of the Slovak Republic and in case of activities assigned to risk class 3 or 4, also to district authority and municipality. 


The content of emergency response plan is adjusted in detail in the Decree No. 399/2005 Coll.

The Slovak Republic has not recorded any case of accident.

10. Protection of confidential information 


In the Act there is delimitated the object of secrecy and the persons who shall be obliged to keep the secrecy. There are the persons who are listed there.

The obligation of secrecy may be lifted by the notifier and in case of data and information are needed for clarification and investigation of a criminal act also the Minister of Environment of the Slovak Republic. 


Only those facts, data, information and knowledge are subject of protection, which are the subject of intellectual property or trade secret of that who is participant in accordance with this Act, particularly notifier or controlled subject.


The notifier may mark the data or information made available during the performance of state inspection or set out in notification or in application for consent as the subject to intellectual property or trade secret and require that they not be published. The content of the proposal shall be judged by the Ministry, which shall inform the notifier upon the result of the judging. The right to ask for not publishing of information is mainly used by production companies


Confidential information is archived separately to ensure access only of those who are in charge of the dossier. 


On the behalf of peace, not suppression of information and data, which are profitable in general there are in the Act mentioned information, data and facts that can not be regarded as secrecy.

11. Waste disposal 


The rules for waste disposal Slovakia fully adopted from Directive 90/219/EEC as amended by Directive 98/81/EC into Decree No. 399/2005 Coll. in its Annexes. 


Inactivation of genetically modified micro-organisms in effluent from hand-washing sinks or drains and showers and similar effluents is not required at safety level 1 and 2, optional is at safety level 3 and required at safety level 4.

Inactivation of genetically modified micro-organisms in contaminated material and waste is optional at safety level 1 and required at safety level 2 and higher.


However, according to Biosafety department of the Ministry and The Slovak Environmental Inspection’s practical experience, users inactivate all waste prior to disposal.


The user shall be obliged to ensure that the facility in terms of its construction and technical layout, internal location, operation mode and material and technical equipment  inter alia is in compliance with requirements set out in special regulations upon disposal of waste, Act No. 223/2001 Coll. on Wastes and Amending Some Other Acts as amended,  and industrial waste water, Act No. 364/2004 Coll. on Waters and Amending Act of the Slovak National Council No. 372/1990 Coll. on Infringements as amended [Water Act].


The application for issuing of the consent with first use of genetic technologies shall include inter alia the date on the waste management and disposal of waste set out in special acts.


The inspection shall impose a fine from 50 thousand SKK to 5 million SKK upon the user that does not meet the requirements upon the facility, or the requirements set out in special regulations upon disposal of waste or industrial waste water.

Worked-out by Biosafety department of Ministry of Environment
29 May 2006
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