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Regulations Regarding the Contained Use and Deliberate Release into the Environment and Placing on the Market of Genetically Modified Organisms, as well as Procedures for the Monitoring Thereof
Issued pursuant to

Section 9, Clause 14

of the Environmental Protection Law

I. General Provisions

1. These Regulations prescribe the procedures for the contained use, deliberate release into the environment and placing on the market of genetically modified organisms or components thereof and for the monitoring of genetically modified organisms distributed in trade.
2. Genetically modified organisms are biological objects, which are able to propagate and distribute the heritable information thereof (also micro-organisms, including viruses, viroids, animal and plant cell cultures), except a human, in whom the genetic material has been altered in another way than naturally – as a result of sexual reproduction or re-combination.
3. The contained use of genetically modified organisms is any activity, as a result of performance of which organisms are genetically modified and the genetically modified organisms are cultivated, stored, transported, destroyed, they are disposed of or are utilised in any other way using special containment measures in order to delay the contact of such organisms with the ecosystem and to protect human health and the environment.
4. Deliberate release of genetically modified organisms into the environment is the deliberate introduction of genetically modified organisms or the components thereof into the environment without utilising physical containment measures or combinations with chemical or biological limitations, which are utilised to limit the contact of genetically modified organisms with the ecosystem.
5. Placing on the market of genetically modified organisms is a making available of genetically modified organisms or the components thereof to the third parties in return for payment or free of charge.
6. Genetic modification of organisms shall occur if the following modification techniques are utilised:
6.1. recombinant nucleic acid techniques involving the formation of new combinations of genetic material by insertion of segments of nucleic acids into a virus, bacterial plasmid or another vector system by various means outside an organism, as well as involving the delivery of such nucleic acids into cells, in which such acids are not produced naturally, but they are capable of continued propagation;
6.2. techniques involving the direct introduction into an organism of genetic material formed outside the organism, including micro-injection, macro-injection, and micro-encapsulation;
6.3. cell and protoplast fusion or hybridisation techniques where cells with new genetic material combinations are formed through the fusion of two or more cells from systematically remote groups of organisms and utilising techniques that do not occur naturally.
7. Genetic modification of organisms shall not occur if the following techniques of modification are utilised:
7.1. in vitro fertilisation;
7.2. natural processes – conjugation, transduction, transformation;
7.3. polyploidy induction.
The referred to modification techniques shall not involve utilisation of recombinant nucleic acid molecules or genetically modified organisms that are created using the techniques referred to in Sub-paragraph 5.1.
8. These Regulations shall not apply to:
8.1. genetic modification that occurs when applying any of the following methods if recombinant nucleic acid molecules or genetically modified organisms are not utilised therein:
8.1.1. mutagenesis;
8.1.2. cell or protoplast fusion of various prokaryote species, as the result of which the exchange of genetic material occurs;
8.1.3. cell or protoplast fusion of various eucaryote species, including the acquisition of hybridoma and plant cell hybrids;
8.1.4. self-cloning, as a result of which organisms acquired are not dangerous to humans, animals or plants and cannot cause diseases thereof – separation of nucleic acid from cells of such organisms followed or not followed by all relevant nucleic acids, enzymatic or mechanical processing of parts thereof or synthetic equivalent thereof, in order to cause the modification of genetic material, and introduction of the acquired genetic material in the cells of organisms of the same species or phylogenetically closely related species, using which the exchange of genetic information is possible also in natural physiological conditions. Recombinant vectors may be utilised in self-cloning where there is sufficiently sustained experience regarding the safe utilisation thereof in the particular cell system;
8.2. the contained use of genetically modified organisms, which is related only to such types of genetically modified organisms that comply with the criteria referred to in Annex 1 to these Regulations, which determine the harmlessness of genetically modified organisms to human health and the environment;
8.3. transportation of genetically modified organisms by railway, motor roads, inland waterways, sea or air in so far as it is not related to safety measures and information for the prevention of any possible accident. Accident – any accident involving a significant and unintended release of genetically modified organisms in the course of their contained use and that could present an immediate or delayed hazard to human health or the environment;
8.4. placing on the market of medical treatment means, veterinary medicinal products and veterinary pharmaceutical products, except the risk assessment thereof in accordance with the requirements of these Regulations.
9. In order to operate with genetically modified organisms, a natural person or a legal person (hereinafter – a notifier) shall submit a notification to the competent authority – the Food and Veterinary Service.
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10. A notifier shall indicate in the notification:
10.1. the information regarding the risk assessment performed in accordance with the requirements referred to in Chapter II and Annexes 2, 3 and 4 to these Regulations. The risk assessment is the evaluation of such direct or indirect, immediate or delayed effects to human health and the environment, which may result from the contained use, the deliberate release into the environment or the placing on the market of genetically modified organisms;
10.2. the safety measures to be used for the contained use of genetically modified organisms that are referred to in Annex 5 to these Regulations;
10.3. the information in accordance with Annexes 6 and 7 to these Regulations for deliberate release into the environment and placing on the market of genetically modified organisms;
10.4. detailed information regarding each case of utilisation or release of genetically modified organisms, if it is necessary in accordance with these Regulations;
10.5. a summary of the information, which is drawn up in accordance with the requirements referred to in Annex 8 to these Regulations, if it is intended to deliberately release the genetically modified organisms into the environment or place them on the market;
10.6. the information, which is regarded restricted access information, justifying that disclosure of such information may impair the competitiveness of the manufacturer. The Food and Veterinary Service, when consulting with the notifier, shall come to an agreement regarding the particular information, to which the status of restricted access must be granted. The status of restricted access information shall not be granted to the following information:
10.6.1. the given name, surname, address of the notifier (for a legal person – the name and legal address);
10.6.2. the description of the genetically modified organism, which allows the identification thereof;
10.6.3. the purpose of distribution, location and the intended use of the genetically modified organism or location of restricted utilisation, safety class and containment means of the genetically modified organism;
10.6.4. the plan for the monitoring of the genetically modified organism and prevention of an accident; and
10.6.5. the opinion of the risk assessment.
11. If a notifier withdraws his or her notification, the Food and Veterinary Service shall ensure non-disclosure of the submitted information.
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12. The Food and Veterinary Service shall, within a time period of 90 days after the receipt of a notification, issue a written answer to the notifier, if another time period has not been specified in these Regulations. If the Food and Veterinary Service has requested the notifier to provide additional information or has provided additional consultations, the time period necessary for the provision of additional information or consultations shall not be included in the referred to time period. The time period for the examination of the notification for the performance of a public poll and public discussion may be extended for not more than 30 days.
13. The contained use of genetically modified organisms, the deliberate release of genetically modified organisms into the environment and the placing of genetically modified organisms and the components thereof on the market without receiving the relevant permit is prohibited, if they have not been previously placed on the market in European Union Member States.
14. Permits shall be issued:
14.1. by the Food and Veterinary Service – for the contained use of genetically modified organisms;
14.2. by the State Nature Protection Board – for the deliberate release of genetically modified organisms into the environment; and
14.3. by the Food and Veterinary Service – for placing on the market of genetically modified organisms not registered in European Union Member States.
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15. The Food and Veterinary Service shall ensure the exchange of information with the notifier, European Union Member States and the Commission of the European Union.
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16. If during the utilisation or release the genetically modified organisms or the components obtained therefrom have been changed so as the genetically modified organisms may have negative effects on human health or the environment, or if during the examination of a notification new information regarding such negative effects has been acquired, the notifier shall:
16.1. take additional measures to protect human health and the environment;
16.2. without delay (within a time period of a week) notify the Food and Veterinary Service regarding the changes of such organisms or the components thereof; and
16.3. prepare and submit to the Food and Veterinary Service a new notification.
17. If the Food and Veterinary Service receives information regarding hazards posed by genetically modified organisms placed on the market to human health or the environment:
17.1. prior to the issuance of a written permit the Food and Veterinary Service shall send such information to the Commission of the European Union and the competent authorities of other European Union Member States without delay. The Food and Veterinary Service may discuss the arisen problem with the competent authorities of European Union Member States within a time period of 75 days before the issuance of the written permit;
17.2. after the issuance of a written permit the Food and Veterinary Service shall, within a time period of 60 days after the receipt of the new information, send to the Commission an assessment thereof regarding the change of conditions of the permit, where necessary.
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18. Expenses related to the expert-examination of the documents referred to in Paragraph 9 of these Regulations shall be covered by the notifier, and the payment for such services shall be received by the Food and Veterinary Service;
18.1. for the contained use of genetically modified organisms according to the third and fourth class – LVL 1 051.30 (without VAT);
18.2. for the deliberate release of genetically modified organisms into the environment – LVL 1 469.40 (without VAT);
18.3. for placing of genetically modified organisms on the market – LVL 2 425.90 (without VAT);
18.4. for the expert-examination of the additional information requested by the Food and Veterinary Service referred to in Paragraph 12 of these Regulations – LVL 298.64 (without VAT).
18.1 The Food and Veterinary Service shall ensure the work remuneration of experts for expert-examinations that are necessary in order to prepare opinions and assessments according to the budget funds granted.
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19. The Food and Veterinary Service shall co-ordinate the supervision of the contained use, deliberate release into the environment and placing on the market of genetically modified organisms and inform consumers regarding the circulation of genetically modified organisms.
20. The Food and Veterinary Service shall ensure:
20.1. the establishment of a database, which includes the following information:
20.1.1. locations of the deliberate release of genetically modified organisms in accordance with Chapter IV of these Regulations;
20.1.2. the sites of cultivation of genetically modified organisms in accordance with Chapter V of these Regulations;
20.2. the publication of information regarding the permits issued in Latvia for the contained use, deliberate release into the environment and placing on the market of genetically modified organisms, as well as the list of genetically modified organisms or the products thereof placed on the market of European Union Member States, in the newspaper Latvijas Vēstnesis [the official Gazette of the government of Latvia]. The information shall indicate the person who has submitted the notification in order to receive a permit for activities involving genetically modified organisms, the name, the permitted utilisation of genetically modified organisms and the date of the permit issued. Information regarding genetically modified organisms recognised in Latvia shall be published within a time period of 2 weeks after the issuance of the permit. Such information shall also be placed on the Internet home page of the Food and Veterinary Service.
II. Assessment of Risk when Performing Activities with Modified Organisms
21. Prior to submitting a notification, a notifier shall assess the possible hazard of the genetically modified organisms to the ecosystem and take into account the following risk increasing basic factors:
21.1. the pathogenicity to humans, animals or plants including allergenic or toxic effects;
21.2. the ability to cause interference with the course of prophylactic or medical treatment activities;
21.3. the effect upon the dynamics of the population genetic type in the environment where the release of the genetically modified organism is intended;
21.4. the effect on geochemical processes;
21.5. the unlimited spread of genetically modified organisms;
21.6. consequences that arise if the genetic material transfers without limit to other organisms; and
21.7. the phenotypic and genetic instability of the genetically modified organisms.
22. The following activities shall be regarded the main stages of the risk assessment:
22.1. to specify the characteristics of the organism, which may cause negative effects;
22.2. assessment of the eventual negative consequences of the possible effects, where such effects exist;
22.3. assessment of the probability of implementation of the identified possible negative effects;
22.4. assessment of such risk, which is caused by a characteristic of each identified genetically modified organism;
22.5. adjustment of the management strategy to the risk, which may result from releasing into the environment or placing on the market of the genetically modified organisms; and
22.6. determination of total risk of the genetically modified organism.
23. When assessing the risk and providing the assessment thereof for the contained use of genetically modified organisms, the instructions referred to in Annex 4 to these Regulations shall be taken into account.
24. When assessing the risk and providing the assessment thereof for deliberate release into the environment and placing on the market of genetically modified organisms, the principles for the risk assessment referred to in Annex 2 to these Regulations and the instructions for the performance of the risk assessment referred to in Annex 3 to these Regulations shall be taken into account.
III. The Contained Use of Genetically Modified Organisms
25. For each case of the contained use of genetically modified organisms a notifier shall determine a containment level on the basis of the risk assessment performed in accordance with Chapter II of these Regulations, as well as Cabinet Regulations regarding the labour protection requirements when coming into contact with biological substances. Four safety classes shall comply with the containment levels of modified organisms:
25.1. activities, which do not cause any hazard at all or cause an insignificant hazard, shall comply with the first safety class. These shall be activities, to which restriction of the first level conforms in order to protect human health and the environment;
25.2. activities, which cause a small hazard, shall comply with the second safety class. These shall be activities, to which restriction of the second level conforms in order to protect human health and the environment;
25.3. activities, which cause a moderate hazard, shall comply with the third safety class. These shall be activities, to which restriction of the third level conforms in order to protect human health and the environment; and
25.4. activities, which cause a severe hazard, shall comply with the fourth safety class. These shall be activities, to which restriction of the fourth level conforms in order to protect human health and the environment.
26. A notifier shall indicate the expected safety class of the contained use of the genetically modified organism in the notification.
27. If reasonable doubts occur regarding which safety class of the contained use of genetically modified organisms is appropriate to the intended utilisation, restriction of the highest level shall be applied thereto if the Food and Veterinary Service has not specified in the recommendation referred to Paragraph 14 of these Regulations that a restriction of a lower level may be applied.
[10 January 2006]
28. Unto the first safety class contained use of genetically modified organisms shall be allocated the genetically modified organisms that are characterised in the following way:
28.1. negative effects of the genetically non-modified organism or modified organism cells on the environment has been prevented or reduced; or
28.2. the nature of a vector and re-introduced genetic material is such as does not cause such characteristics of the genetically modified organism, which may cause diseases of humans, animals and plants or have a negative impact on the environment.
29. The periodic evaluation of the applied control and safety measures shall be provided for in the notification in accordance with Annex 5 to these Regulations:
29.1. performing the first safety class contained use – not less than once every 3 years;
29.2. performing the second safety class contained use – not less than once every 2 years;
29.3. performing the third and the fourth safety class contained use – not less than once a year;
29.4. control and safety measures shall be evaluated without delay if:
29.4.1. they are no longer appropriate or the contained use of genetically modified organisms no longer conforms to the specified safety class; or
29.4.2. there is a reason to believe that the evaluation of the control and safety measures no longer conforms to the latest scientific or technological knowledge.
30. A notifier has the following duties:
30.1. before submitting a notification to determine the potential risk and the relevant containment level in accordance with Chapter two, Paragraph 3, Chapters two and three of Annex 2, Annex 4 of these Regulations and Cabinet Regulations regarding the labour protection requirements when coming into contact with biological substances;
30.2. to indicate general working procedures and control and safety measures in accordance with Annex 5 to these Regulations and the safety class of the contained use of genetically modified organisms in order to guarantee safety and the lowest feasible contamination level of the genetically modified organisms at the workplace and in the surrounding environment;
30.3. to inform the Food and Veterinary Service within a time period of 2 weeks if new information has been obtained, which is related to the control regime, or conditions of the contained use of genetically modified organisms have been significantly changed;
30.4. to develop an emergency plan for cases if violations of procedures of the contained use of genetically modified organisms have been determined. The plan shall be submitted to the Food and Veterinary Service and institutions, the operation of which may be affected by the accident;
30.5. to submit a new notification if the safety class of the contained use of genetically modified organisms has been changed;
30.6. to store the opinion documents of the risk assessment and to present them to the competent authority upon request;
30.7. if premises for the contained use of genetically modified organisms are used for the first time, the following information shall be indicated in the notification:
30.7.1. the name of the user and persons responsible for the supervision and safety measures (the given names; surnames);
30.7.2. information regarding the training and qualification of the persons responsible for the supervision and safety measures;
30.7.3. the address and general description of the premises;
30.7.4. description of the work to be performed;
30.7.5. the expected safety class of the contained use of genetically modified organisms; and
30.7.6. the opinion of the risk assessment in accordance with the requirements of these Regulations and information regarding the waste and wastewater management.
31. A notifier is allowed to commence activities involving genetically modified organisms in premises in accordance with the first safety level contained use after submitting a notification to the Food and Veterinary Service in accordance with Sub-paragraph 30.7 of these Regulations, taking full responsibility for the possible damage to human and animal health, biological diversity and the environment. The further contained use of genetically modified organisms of the first safety class shall be performed in such premises without supplementary notification, storing the opinion documents of the risk assessment for each genetically modified organism.
32. A notifier may use premises for activities involving genetically modified organisms in accordance with the second safety level contained use after submitting a notification to the Food and Veterinary Service in accordance with Sub-paragraph 30.7 of these Regulations and the following additional information:
32.1. the date when the notification was submitted;
32.2. the persons responsible for the supervision and safety measures (the given name, surname) and information regarding the training and qualification of such persons;
32.3. the recipient to be utilised, donor or parental organisms and the vector systems utilised;
32.4. the source of genetic material involved in the modification and the intended functions;
32.5. the identity and characterisation of genetically modified organisms;
32.6. the purpose of the contained use of the genetically modified organisms, including the expected results;
32.7. the volume of the culture intended for utilisation;
32.8. description of the control and protective equipment to be utilised, including the information regarding the waste collection, processing, final form and depositing;
32.9. the opinion of the risk assessment in accordance with the requirements of these Regulations; and
32.10. information necessary to assess any accidents and a plan for the prevention thereof.
33. If the contained use of genetically modified organisms of the second safety class is intended in premises where the contained use of genetically modified organisms of the second or higher safety class has not taken place yet, activities involving genetically modified organisms shall be initiated within 45 days after submitting a notification in accordance with Paragraph 32 of these Regulations or sooner, if the Food and Veterinary Service agrees to that.
34. A notifier may initiate activities involving genetically modified organisms in accordance with the contained use of the second safety class without delay after submitting a notification regarding premises where the contained use of the second or higher safety class has taken place in accordance with the previously submitted notifications and fulfilment of the relevant requirements is ensured. The notifier may request a decision regarding an official permit from the Food and Veterinary Service. The decision shall be taken within a time period of 45 days after the receipt of the notification.
35. A notifier is allowed to use premises for activities involving genetically modified organisms in accordance with the third and fourth safety level contained use, if a written permit has been received, after submitting a notification to the Food and Veterinary Service in accordance with Sub-paragraph 30.7 of these Regulations and the following additional information:
35.1. the date when the notification was submitted;
35.2. the persons responsible for the supervision and safety measures (the given name, surname) and information regarding the training and qualification of such persons;
35.3. the recipient to be utilised or parental organisms;
35.4. the systems of the recipient to be utilised – a vector (if necessary);
35.5. the sources of the genetic material involved in the modification and intended functions;
35.6. the identity and characterisation of the genetically modified organisms;
35.7. the volume of the culture intended for utilisation;
35.8. description of the control and protective equipment to be utilised, including the information regarding the waste collection, processing, final form and depositing;
35.9. the purpose of the contained use of genetically modified organisms, including the expected results;
35.10. description of the equipment and arrangement of the laboratory;
35.11. information regarding the plans for the prevention of accidents and emergency actions if such accident may occur:
35.11.1. any specific hazards related to the location of the equipment;
35.11.2. the applicable precautionary measures, for example, safety devices, alarm systems and restriction methods;
35.11.3. the procedures and plans for constant examinations of the efficiency of restriction measures;
35.11.4. description of such information, which is available to the employees;
35.11.5. information that is necessary to the Food and Veterinary Service in order to evaluate all plans of emergency actions, where necessary; and
35.12. the opinion of the risk assessment in accordance with the requirements of these Regulations.
36. The Food and Veterinary Service shall issue a written permit for the contained use of genetically modified organisms according to the third and fourth safety class:
36.1. not later than within 45 days after the receipt of a new notification regarding premises, for which it has already been notified in relation to the process of the contained use of genetically modified organisms of the third or higher safety class and if all requirements necessary for the permit are fulfilled; or
36.2. not later than within 90 days after the receipt of a notification according to Paragraph 12 of these Regulations – in other cases.
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37. A notifier for the contained use of genetically modified organisms shall ensure compliance with the following work safety and hygiene requirements:
37.1. ensure that the effect of the workplace and genetically modified organisms on the environment is at a permissible risk level;
37.2. by means of special devices physically demarcate the genetically modified organism from contact with the personnel utilising appropriate clothing and personal protective equipment specified in regulatory enactments;
37.3. verify and maintain in working order the means of control and equipment;
37.4. control the presence of viable organisms outside the premises, which physically demarcate the modified organisms;
37.5. ensure that the personnel are trained for work involving genetically modified organisms;
37.6. develop special work safety regulations to be complied with by the personnel working with genetically modified organisms;
37.7. place signs that indicate biological hazards;
37.8. organise disinfecting and shower rooms for the personnel;
37.9. register precisely and record activities, which are performed with the modified organisms;
37.10. prohibit the personnel from eating, drinking, smoking, using cosmetics or storing food at the workplace;
37.11. prohibit the personnel from using the mouth when working with a pipette;
37.12. develop written instructions to be complied with when performing individual most dangerous work operations with genetically modified organisms;
37.13. provide premises with effective means of disinfection and develop special disinfecting procedures in cases of local contamination with genetically modified organisms; and
37.14. take measures for the safe and isolated storage of contaminated laboratory equipment and materials.
IV. Deliberate Release of Genetically Modified Organisms into the Environment
38. In order to receive a permit for the release of genetically modified organisms into the environment, a notifier shall include the following information in the notification:
38.1. detailed information in accordance with Annex 6 to these Regulations; 
38.2. assessment of the possible risk related to the intended utilisation of the genetically modified organisms in accordance with the requirements referred to in these Regulations;
38.3. the opinion of the risk assessment in accordance with Chapter IV of Annex 2 to these Regulations, including bibliographical references and references regarding the methods used; and
38.4. additional information, which the notifier regards important, or information, which has previously been provided by other notifiers if they have given a written consent.
39. The Food and Veterinary Service may apply a differentiated procedure to the issuance of permits regarding the release of genetically modified organisms into the environment, specifying simplified procedures for the deliberate release of genetically modified plants into the environment. It shall be applied if sufficient experience has been acquired in the release of any genetically modified organisms and the relevant genetically modified organisms comply with the following criteria:
39.1. the taxonomic status and biology (for example, the mode of reproduction and pollination, ability to cross with related species) of the non-modified organism (recipient) is well known;
39.2. knowledge on safety of human health and the environment when releasing a genetically non-modified organism (recipient) has been acquired;
39.3. the genetically modified organisms in the conditions of experimental release as regards pathogenicity, allergenicity and toxicity were unable to cause more harm to human health or the environment than the relevant non-modified organisms. The capacity of genetically modified organisms to spread in the environment, invade other ecosystems and transfer the genetic material to other organisms shall not be a reason to forecast any type of adverse effects on human health and the environment;
39.4. such methods of release of genetically modified organisms shall be utilised in the intended type of release as are analogous to other types of release, for the utilisation of which a permit has already been issued, and the results acquired do not indicate that foreseeable harm to human health and the environment would be possible; and
39.5. complete information regarding the genetic structure of all vector systems and inserts, which may be used for the identification of genetically modified organisms and the progeny thereof, as well as the amount of deletions is known, if the genetic modification is related to deletions of genetic material.
40. If the Food and Veterinary Service takes a decision to apply the simplified procedure referred to in Paragraph 39 of these Regulations, it shall submit to the Commission of the European Union a substantiated proposal regarding the application of differentiated procedures to genetically modified organisms of such types.
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41. If release of the same genetically modified organism or the same combination of genetically modified organisms into the environment takes place in different locations, but in a limited period of time and with the same purpose, the notifier may submit one notification.
42. A notifier may commence the release into the environment only after he or she has received a written permit, which the State Nature Protection Board issues upon the recommendation of the Food and Veterinary Service. The notifier of the notification shall perform the release according to all conditions that are indicated in the permit.
43. In accordance with the permit regarding deliberate release of genetically modified organisms into the environment the notifier shall submit to the Food and Veterinary Service information regarding the results of the release, where necessary, indicating specifically any type of the product, regarding which the notifier plans to notify later. Such information shall be drawn up in accordance with the requirements specified in Annex 7 to these Regulations.
V. Placing on the Market of Genetically Modified Organisms and Products Containing Genetically Modified Organisms
44. A notifier, when placing genetically modified organisms on the market in a European Union Member State for the first time, shall indicate in the notification:
44.1. the information referred to in Annexes 6 and 9 to these Regulations and, where necessary, justification regarding non-application of Paragraph 2 of Annex 9;
44.2. the assessment of the possible risk of the intended use of genetically modified organisms in accordance with the requirements of these Regulations and the opinion in accordance with Chapter IV of Annex 2 to these Regulations;
44.3. the conditions for placing the products on the market, including special utilisation and storage conditions;
44.4. the planned term of validity of the permit;
44.5. the monitoring plan in accordance with Chapter VI, including proposals regarding the period of time for the implementation of the monitoring plan and taking into account the instructions referred to in Annex 10 to these Regulations:
44.6. proposals regarding the labelling and packaging in accordance with the requirements referred to in Annex 4 to these Regulations;
44.7. the summary of the information submitted in accordance with the requirements referred to in Annex 8 to these Regulations; and
44.8. information regarding analogous genetically modified organisms previously applied for in Latvia or European Union Member States, if the relevant notifiers of notifications have given a written consent.
45. If it is intended to use the genetically modified organisms or the combinations thereof for other purposes than indicated in the previous notification, a new notification shall be submitted.
46. The Food and Veterinary Service, according to the regulatory enactments regulating record-keeping, shall accept a notification, examine whether the notification complies with the requirements specified in Paragraph 44 of these Regulations and, where necessary, request additional information from the notifier of the notification.
47. If a notification complies with Paragraph 44 of these Regulations, the Food and Veterinary Service shall send the summary referred to in Sub-paragraph 44.7 of these Regulations to the Commission of the European Union and other institutions of the relevant competence of European Union Member States.
48. The Food and Veterinary Service shall prepare an evaluation within a time period of 90 days after the examination of the notification and shall send:
48.1. to the notifier. If the notifier withdraws the notification afterwards, the withdrawal shall not restrict the notification of  such notification to another competent authority of a European Union Member State;
48.2. to the Commission of the European Union:
48.2.1. all information, on which the evaluation is based, if it is proposed to issue a permit for placing of the relevant genetically modified organism on the market;
48.2.2. all information, on which the evaluation is based, if it is proposed not to issue a permit for placing of the relevant genetically modified organism on the market, shall be sent not earlier than 15 days after the sending of the evaluation to the notifier and not later than within 105 days after the receipt of the notification.
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49. The evaluation referred to in Paragraph 48 of these Regulations shall include the following information:
49.1. the identification of such indicators of the recipient organism, which are related to the evaluation of the relevant genetically modified organism. The identification of any such known hazard posed to human health and the environment by the release of genetically non-modified recipient organism into the environment;
49.2. description of the genetic modification of the genetically modified organism;
49.3. an assessment that reflects whether the genetic modification has been described sufficiently in order to assess any hazard to human health and the environment;
49.4. the identification of any such newly arisen hazard related to human health and the environment, which may result from the release of the relevant genetically modified organism in comparison to the release of the relevant genetically non-modified organism and which is based on the opinion of the risk assessment that is performed in accordance with Chapter II and Annex 2 of these Regulations;
49.5. a detailed opinion regarding whether and on what conditions the relevant genetically modified organism or the products thereof are to be placed on the market, or the relevant genetically modified organism shall not be placed on the market, or shall request the opinion of other competent authorities and the Commission regarding specific issues of the risk assessment. The opinion shall be applied to the proposed utilisation, the risk management and the proposed monitoring plan of genetically modified organisms. If according to the opinion the genetically modified organisms are not to be placed on the market, the Food and Veterinary Service shall substantiate the opinion thereof.
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50. If the Food and Veterinary Service decides that a product may be placed on the market and no substantiated objection has been received from any European Union Member State within a time period of 60 days after the sending of the evaluation referred to in Paragraph 48 or the received issues are solved within 105 days, the Food and Veterinary Service shall prepare a written permit for placing on the market, send it to the notifier of the notification and inform other European Union Member States about it within a time period of 30 days.
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51. A permit for the placing of genetically modified organisms or the products thereof on the market shall be issued for a period up to 10 years.
52. A written permit shall indicate:
52.1. the field, in which the permit is applicable, including the identity of the product to be placed on the market containing genetically modified organisms or consisting of them and the unique identifier thereof;
52.2. the term of validity of the permit;
52.3. the conditions for the placing of the product on the market, including all specific conditions for the use, handling and packaging of such products that contain genetically modified organisms or consist of them and conditions for the protection of a particular environment, ecosystem and/or geographical areas;
52.4. the procedures for the making available of control samples to competent authorities, providing the compliance with confidentiality requirements;
52.5. the requirements for the labelling in accordance with Annex 8 to these Regulations;
52.6. the monitoring requirements in accordance with Chapter VI of these Regulations and taking into account the instructions provided for in Annex 11, including:
52.6.1. the time period for the execution of the monitoring plan;
52.6.2. instructions, where such are necessary, to the vendors or users of the products of the genetically modified organisms; and
52.6.3. in case of growing of genetically modified organisms – the specific information regarded as necessary in the particular growing location.
53. In order to renew the permit, at least 9 months before the expiry of the term of validity of the permit a notifier shall submit to the Food and Veterinary Service (if the previous notification has been examined) a notification together with a copy of the previously issued permit, indicating:
53.1. the data of the performed monitoring that were acquired during the preceding placing period in accordance with the submitted monitoring plan pursuant to Chapter VI of these Regulations;
53.2. any other up-to-date information, which is available and is related to the potential harm of the products to human health or the environment; and
53.3. the conditions for amending or supplementing of the original permit, where such are provided for, as well as conditions that are related to the subsequent monitoring and the term of the permit.
[10 January 2006]
54. The Food and Veterinary Service, according to the regulatory enactments regulating record-keeping, shall accept a notification for the renewal of a permit, examine whether the notification complies with the requirements specified in Paragraph 53 of these Regulations and, where necessary, request additional information from the notifier of the notification.
55. If a notification complies with Paragraph 53 of these Regulations, the Food and Veterinary Service shall send a copy of the notification and the evaluation to the notifier and the Commission of the European Union without delay, indicating one of the following conditions:
55.1. the placing of the respective genetically modified organism on the market may be continued, and indicating particular conditions:
55.2. the placing of the respective genetically modified organism is to be discontinued.
56. If the Food and Veterinary Service decides that the placing of a product on the market may be continued and no substantiated objection has been received from any European Union Member State or the Commission of the European Union within a time period of 60 days after the sending of the evaluation referred to in Paragraph 55 of these Regulations or the received issues are solved within a time period of 75 days, the Food and Veterinary Service shall prepare a written permit for the subsequent placing on the market, send it to the notifier of the notification and inform the Commission of the European Union and other European Union Member States about it within a time period of 30 days.
[10 January 2006]
57. The term of validity of a repeated permit shall be 10 years. If there is a justified necessity, the term may be limited or extended. The Food and Veterinary Service shall evaluate the justification.
58. The making available of genetically modified organisms, including the culture collections, for such activities, in which the relevant measures of stringent containment are complied with in order to limit the contact thereof with the general population and the environment and to ensure the safety in accordance with Chapter III of these Regulations, shall not be regarded as the placing on the market.
VI. Monitoring of Genetically Modified Organisms Placed on the Market
59. A notifier shall ensure the monitoring after the placing on the market of such products, which contain genetically modified organisms or consist of them. Reports regarding the monitoring in accordance with the conditions specified in the permit shall be submitted to the Food and Veterinary Service, the Commission of the European Union and competent authorities of European Union Member States.
60. The Food and Veterinary Service, on the basis of reports regarding the monitoring, which is performed in accordance with the conditions of the issued permits, may approve the monitoring plan after the first monitoring period.
61. When drawing up a monitoring plan, the instructions referred to in Annex 10 to these Regulations shall be taken into account.
62. The objective of a monitoring plan shall be:
62.1. to confirm that all opinions of the risk assessment, which are related to the genetically modified organism or the possible adverse effect or impact of the utilisation thereof, are correct; and
62.2. to identify the genetically modified organism or the adverse effect of the utilisation thereof, which concerns human health or the environment and which are not provided for in the risk assessment.
63. The main principles for the preparation of a monitoring plan:
63.1. the monitoring shall be performed after the receipt of a permit for the placing of genetically modified organisms on the market;
63.2. the data acquired in the monitoring shall be interpreted, taking into account other environmental conditions and activities. If changes are observed in the environment, a subsequent assessment shall be necessary in order to specify:
63.2.1. whether they are the consequences of genetically modified organisms or the utilisation thereof;
63.2.2. whether they are other environmental factors, which are not placing of genetically modified organisms on the market; and
63.3. when developing the monitoring plan, which is necessary in order to place on the market products containing genetically modified organisms or consisting of them, experience and data, which is obtained from the experimental placing of genetically modified organisms in the monitoring, shall be used.
64. Instructions for the development of a monitoring plan:
64.1. the opinion of the risk assessment shall be thoroughly taken into account in each individual case;
64.2. all the characteristic scale and indicators of the intended use of the genetically modified organism and the relevant conditions for the environment, in which it is intended to release the modified organism, shall be taken into account;
64.3. the general monitoring of unanticipated adverse effects and, where necessary, the case-specific monitoring shall be included, focusing the latter on the adverse effects that are identified in the opinion of the risk assessment:
64.3.1. taking into account that the case-specific monitoring shall be implemented for a sufficiently long period of time in order to detect immediate and direct, as well as, where necessary, delayed and indirect effects that are identified in the opinion of the risk assessment;
64.3.2. taking into account that, when implementing the monitoring, standard monitoring measures already developed shall be used as appropriate, for example, the agricultural cultivars, plant protection or veterinary monitoring, or the monitoring of medicinal products, it shall be explained how the relevant information obtained during the standard monitoring measures will be available to the recipient of a permit;
64.4. shall plan the systematic observation of the release of genetically modified organisms in the ecosystem and interpretation of the observations in relation to the safety to human health or the environment;
64.5. shall determine who fulfils – the notifier or users – the different tasks that are specified in the monitoring plan and who is responsible for the development and correct implementation of the monitoring plan, as well as ensure that the recipient of the permit and the competent authority is informed about all the observed adverse effects on human health and the environment. The time and intervals for reports on the monitoring results shall be indicated;
64.6. mechanisms for the identification and approval of all the observed negative effects and the possibility for the owner of the permit or the competent authority, shall be provided for, where necessary, to take measures in order to protect human health and the environment.
65. The Food and Veterinary Service shall place the reports regarding the performed monitoring on the Internet home page.
VII. Control and Supervision
66. The State supervision and control of the compliance with these Regulations shall be ensured by the Food and Veterinary Service, the Environmental State Inspectorate, the State Plant Protection Service or the State Labour Inspectorate within the scope of their competence, if necessary, utilising the analyses carried out by competent testing laboratories.
67. If hazards to human life or health occur, a chief inspector of the controlling authority is entitled to specify restrictions or prohibitions for the release of modified organisms, informing the Food and Veterinary Service and the society about it.
VIII. Provision of Information
68. The Food and Veterinary Service shall provide the following information to the Commission of the European Union:
68.1. once every 3 years shall send to the Commission of the European Union a report regarding the measures that have been taken when implementing these Regulations. Such report shall include a short summary of the experience acquired in work involving the contained use of genetically modified organisms and the placing of modified organisms or the products thereof on the market in accordance with these Regulations. The first report shall be provided in June 2007;
68.2. at the end of each year shall send to the Commission of the European Union a summary report regarding the processes of Categories 3 and 4 of the contained use of genetically modified organisms, the utilisation of which is allowed during this year, including a description of such processes of the contained use, the purpose thereof and the hazards related thereto;
68.3. inform the Commission and other European Union Member States without delay regarding decisions taken in accordance with Paragraph 67 of these Regulations, if a food and veterinary inspector has prohibited any genetically modified organism or the placing of the product thereof on the market. It shall be indicated in the information whether and how the conditions of the placing permit could be amended or the placing could be terminated and the decision shall be justified by submitting opinions of the risk assessment, in which, where necessary, new or additional information, on which the decision is based, is provided;
68.4. send to the European Commission a summary of each notification within a time period of 30 days after the receipt of each notification in accordance with these Regulations regarding deliberate release of genetically modified organisms into the environment;
68.5. if the Food and Veterinary Service has received for assessment from the European Commission the summary of a notification of any European Union Member State regarding the deliberate release of genetically modified organisms into the environment, it may submit the opinion of the Food and Veterinary Service through the intermediation of the European Commission or directly to the Member State within a time period of 30 days. The Food and Veterinary Service may request the respective competent authority of the European Union Member State to send a complete copy of the notification, if it is necessary for the assessment of the notification;
68.6. references or substantiated objections within a time period of 60 days, if assessments of other European Union Member States regarding the placing of a new genetically modified organism on the market have been received;
68.7. regarding decisions, which have been taken for the release of genetically modified organisms into the environment, justifying the refusal of the notification;
68.8. regarding the results of release of genetically modified organisms, which have been received in accordance with Paragraph 43 of these Regulations; and
68.9. once a year shall send a list of such genetically modified organisms released in Latvia, which are released or rejected, taking into account differentiated conditions for the assessment of genetically modified organisms.
[10 January 2006]
69. If an accident involving genetically modified organisms has taken place in the border territory, the Food and Veterinary Service shall as soon as possible after co-ordination with the Ministry of Foreign Affairs inform the responsible authorities in the respective states regarding the intended implementation of the plan of emergency measures.
70. If the contained use, release into the environment or placing on the market of genetically modified organisms affects the level of environmental pollution in another European Union Member State, the Food and Veterinary Service, after co-ordination with the Ministry of Foreign Affairs, shall inform the Commission of the European Union regarding each accident, to which these Regulations apply, notifying more detailed data regarding the circumstances of the accident, the identity and volumes of the respective genetically modified organisms, the emergency measures performed and the efficiency thereof, as well as the analysis of the accident that has happened, including therein recommendations for the restriction of the consequences of the accident and for the prevention of similar accidents in the future.
IX. Closing Provisions
71. It is allowed to place on the market genetically modified organisms containing genes, which code the resistance against antibiotics used in medicine or veterinary, until 31 December 2004, if such placing is recognised in European Union Member States, but the release of such genetically modified organisms into the environment is prohibited.
72. Cabinet Regulation No. 323 of 19 September 2000, Regulations On Utilisation and Release of Genetically Modified Organisms (Latvijas Vēstnesis, 2000, No. 321/333; 2002, No. 18) is repealed.
73. Cabinet Regulation No. 511 of 12 July 2005, By-laws of the Council for Supervision of Genetically Modified Organisms and New Food (Latvijas Vēstnesis, 2005, No. 111) is repealed.
[10 January 2006]
Informative Reference to European Union Directives
These Regulations contain legal norms arising from:
1) Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001 on the deliberate release into the environment of genetically modified organisms and repealing Council Directive 90/220/EEC;
2) Directive 90/219/EEC of 23 April 1990 on the contained use of genetically modified micro-organisms.
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Criteria for the Harmlessness of Genetically Modified Micro-organisms to Human Health and the Environment
1. General criteria for the harmlessness of genetically modified micro-organisms to human health and the environment:
1.1. the verification/authenticity of the strain has been determined. The identity of the strain has been precisely determined. The modifications and known and verified;
1.2. the organism safety evidence has been documentarily approved;
1.3. the genetic stability. If instability may affect the safety, the stability shall be proved.
2. Specific criteria for the harmlessness of genetically modified micro-organisms to human health and the environment:
2.1. the genetically modified micro-organism is not pathogenic (applies both to the toxic effect and also allergenicity), it does not cause diseases and does not cause harm to human, plant or animal health. A genetically modified micro-organism is not:
2.1.1. toxic. The genetic modification of the genetically modified micro-organism shall not increase the toxic effect, as well as it shall not possess toxic properties;
2.1.2. allergenic. The genetic modification of the genetically modified micro-organism shall not increase allergenicity, as well as it shall not have allergenic properties, which are comparable to the allergenicity of the micro-organisms thereof, which is determined by the regulatory enactments regarding labour protection requirements when coming into contact with biological substances;
2.2. the genetically modified micro-organism shall not contain additional harmful agents, for example, other active or latent micro-organisms concurrently with or in the genetically modified micro-organism itself, which may harm human health and the environment;
2.3. the genetically modified material is neither harmful in case of the transferring thereof, nor may it pass or is transferable more often than other genes of the recipients or parental micro-organisms;
2.4. the environmental safety in case of sufficient and unexpected release. the genetically modified micro-organism does not cause adverse effects on the environment immediately or after some period of time, if an accident takes place, which is related to sufficient and unexpected discharge of the genetically modified material into the environment.
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Principles for the Risk Assessment
General Precautionary Principles for the Risk Assessment
1. When performing the risk assessment, the following general precautionary principles shall be complied with:
1.1. the identified characteristics of the modified organism, which have the potential to cause adverse effects in specific utilisation, shall be compared to the characteristics of the non-modified organism, from which the modified organism is derived under corresponding circumstances;
1.2. the risk assessment shall be performed on the basis of scientific conclusions regarding the characteristics of the modified organisms;
1.3. the risk assessment shall be performed for each modified organism and the distribution mode thereof;
1.4. the risk assessment shall be performed repeatedly if new information regarding the effect of the modified organism on human health or the environment becomes available.
II. Methodology. Characterisation and Release Conditions of Modified Organisms
2. The following scientific conclusions shall be taken into account in the risk assessment:
2.1. regarding organisms – the recipient and donor of the genetic modification;
2.2. regarding the genetic modification(s) and the modified organism;
2.3. regarding the intended release or utilisation and the scale thereof;
2.4. regarding the potential ecosystem;
2.5. regarding the interaction of the characteristics referred to in Sub-paragraphs 2.1, 2.2, 2.3 and 2.4 of this Annex.
3. Information regarding similar organisms and such organisms, which have similar traits, and their interaction with the similar environment shall be used in the assessment of risk analysis.
III. Methodology. Stages of the Risk Assessment
4. In the result of the risk analysis a notifier shall prepare an assessment of the risk caused by the modified organism, which the Food and Veterinary Service, in co-operation with the notifier, shall evaluate in the following order:
4.1. the identification of conditions able to cause an adverse effect:
4.1.1. characteristics of the modified organisms, which may have an adverse effect on human health or the environment, shall be identified;
4.1.2. the possible adverse effect of the modified organisms on human health or the environment shall be identified, including:
4.1.2.1. health disorders of different nature to humans, including allergenic or toxic effect;
4.1.2.2. animals and plants diseases of different nature, allergenic or toxic effect on animals;
4.1.2.3. impact on the dynamics of the species and the population in ecosystems, as well as the genetic diversity of each population;
4.1.2.4. altered susceptibility to pathogens facilitating the volume and modes of the spreading of infectious diseases;
4.1.2.5. disorders in medical/veterinary prophylaxis or care, plant protection;
4.1.2.6. the effect on biogeochemical cycles, particularly, the circulation of carbon and nitrogen;
4.1.3. adverse affects may be direct or indirect and may occur in the following way:
4.1.3.1. by the spread of the modified organisms in the environment;
4.1.3.2. by the transfer of the newly made genetic material to other organisms or the same organisms, which is or is not genetically modified;
4.1.3.3. by phenotypic and genetic instability;
4.1.3.4. by interaction with other organisms;
4.1.3.5. with changes in the management in agricultural practice;
4.2. evaluation of each adverse effect of the possible consequences, assuming that such effect occurs. The magnitude of the consequences may be affected by the environment, in which the modified organisms are released, as well as by the type of the release thereof;
4.3. the evaluation of the likelihood of the occurrence of each identified possible adverse effect. The environment, into which the modified organisms are intended to be released, and the manner of the release of the organisms shall have a major impact on the likelihood of the occurrence of adverse effects;
4.4. the analysis of the risk caused by each identified characteristic of the genetic organism. The hazard, which each identified characteristic of the modified organism causes to human health or the environment, shall be assessed, as far as possible, by combining the likelihood of the occurrence of the adverse effect and the magnitude of the consequences thereof at the given time;
4.5. the existence of the management strategies for the hazard caused by the deliberate release of the modified organism into the environment or placing on the market. The best type of management shall be determined in the risk analysis;
4.6. the determination of the overall risk caused by the modified organism, in which all possible components of expression of the risk and the recommended risk management strategies are taken into account.
IV. Methodology. Opinions Regarding Release into the Environment or Placing on the Market of a Modified Organism
5. In order to facilitate the drawing of conclusions regarding the possible impact on the environment, when releasing into the environment or placing on the market modified organisms, and on the basis of the risk assessment that has been carried out in accordance with the principles and methodology set out in Sections II and III of this Annex, where necessary, notifications shall include information, which is included in Paragraphs 6 and 8 of this Annex.
6. An opinion regarding modified organisms, which are not higher plants, shall include the following information:
6.1. likelihood of the modified organism to become persistent and invasive in habitats under the conditions of the proposed release;
6.2. any selective advantageous or disadvantageous hereditary properties conferred to the modified organism and the likelihood that they will be realised under the conditions of the proposed release;
6.3. the potential to transfer genes to other species under conditions of the proposed release of the modified organisms and any selective advantageous or disadvantageous hereditary properties conferred to the referred to species;
6.4. the potential immediate or delayed environmental impact caused by direct or indirect interaction of the modified organism and the target organism (if such exists);
6.5. the potential immediate or delayed environmental impact caused by direct and indirect interaction of the modified organism and the non-target organisms, also impact on population levels of competitors, prey, vector organisms, symbionts, predators, parasites and pathogens;
6.6. the possible immediate or delayed effects on human health resulting from the potential direct or indirect interaction of the modified organism with persons working with modified organisms, coming into contact with them or being in the vicinity of the release thereof;
6.7. the possible immediate or delayed effects on animal health and consequences for the feed/food chain resulting from consumption of the modified organism and any product derived from it, if it is intended to be used as animal feed;
6.8. the possible immediate or delayed effects on biogeochemical processes resulting from potential direct and indirect interaction of the modified organisms and the target and non-target organisms in the vicinity of release of the modified organisms; and
6.9. the possible immediate or delayed direct and indirect environmental impact resulting from the specific techniques of the management of the modified organisms, if they differ from those used for the management of the genetically non-modified organisms.
7. An opinion regarding genetically modified higher plants (hereinafter – higher plants) shall include the following information:
7.1. the likelihood of the higher plants to become more persistent than the recipient or parental plants in agricultural habitats or more invasive in natural habitats;
7.2. any selective advantageous or disadvantageous hereditary properties received by higher plants;
7.3. the potential to transfer genes to the same or other sexually compatible plant species under conditions of planting the higher plants and any selective advantageous or disadvantageous factors conferred to the referred to plant species;
7.4. the potential immediate or delayed environmental impact resulting from direct or indirect interaction of the higher plants and such target organisms as predators, parasitoids and pathogens (if such exist);
7.5. the potential immediate or delayed environmental impact resulting from direct and indirect interaction of the higher plants and non-target organisms, also, taking into account the organisms interacting with target organisms, as well as impact on population levels of competitors, herbivores, symbionts, if such exist, parasites and pathogens;
7.6. the possible immediate or delayed effects on human health resulting from the potential direct or indirect interaction of the higher plants and such persons who work with the higher plants, come into contact with them or are located in the vicinity of the release thereof;
7.7. the possible immediate or delayed effects on animal health and consequences for the feed/food chain resulting from consumption of the modified organism and any product derived from it, if it is intended to be used as animal feed;
7.8. the possible immediate or delayed effects on biogeochemical processes resulting from potential direct and indirect interaction of the modified organism and the target and non-target organisms in the vicinity of release of the modified organisms; and
7.9. the possible immediate or delayed direct and indirect environmental impact resulting from the specific cultivation, management and harvesting techniques of the higher plants, if they differ from those used for the cultivation, management and harvesting of the genetically non-modified higher plants.
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Methodological Instructions for the Risk Assessment in Relation to the Objective, General Principles and Methodology of the Risk Assessment
1. When assessing the risk and providing the assessment thereof for deliberate release into the environment and placing on the market of genetically modified organisms (including genetically modified micro-organisms, plants and animals), in addition to the information referred to in Annex 2 in relation to the objectives of the risk assessment it shall be observed that:
1.1. the objective of the risk assessment shall be to identify and assess on a case-by-case basis the potential adverse direct or indirect, immediate or delayed effects of the genetically modified organisms on human health and the environment, which may be caused by deliberate release into the environment or placing on the market of the genetically modified organisms. The risk shall be assessed in order to determine the necessity of the risk management, and, if such is necessary, to use the appropriate methods;
1.2. very often placing on the market includes deliberate release into the environment (for example, placing on the market of such agricultural products, which contain genetically modified organisms or consist of them and are intended only for food, animal feed or recycling). Also in the referred to case the risk assessment shall be included in the process of submitting a notification. The risk assessment, which is submitted regarding deliberate release into the environment, may differ from the assessment, which is submitted regarding placing on the market, if the data, time schedule and area are different;
1.3. the risk assessment shall be the basis, according to which the necessity of the risk management is determined, and, if such is necessary, the appropriate methods to be used, as well the necessity of the purposeful monitoring (see Chapter II) is determined;
1.4. the general assessment on a case-by-case basis shall apply to the particular genetically modified organism (each genetically modified organism shall be assessed) and the environment, in which it is intended to release the genetically modified organisms (for example, each area and each region shall be assessed as appropriate);
1.5. the effects of different categories of genetically modified organisms on human health or the environment may be as follows:
1.5.1. direct effects – such primary effects on human health or the environment, which have resulted from the genetically modified organism itself and which do not occur through a causal chain of events (for example, direct effects of Bt toxin on the target organisms or pathogenic effects of the genetically micro-modified organism on human health);
1.5.2. indirect effects – such effects on human health or the environment, which occur through a causal chain of events, using such mechanisms as interaction with other organisms, transfer of genetic material or changes in the use or management of genetic material. Observations of indirect effects are usually delayed (for example, if the decrease of the population of target insects affects the population of other insects or the development of multiple resistance or systematic effects must be assessed in a long-term interaction; however, such indirect effects as the decrease of the use of pesticides might be immediate);
1.5.3. immediate effects – shall be such effects on human health or the environment, which are observed during the period of the release of genetically modified organisms. Immediate effects may be direct or indirect (for example, the death of such insects, which feed on transgenic plants having characteristics of pest resistance, or the origin of an allergy to it to humans susceptible thereto, if the respective genetically modified organism affects them);
1.5.4. delayed effects – shall be such effects on human health or the environment, which may not be observed during the period of the release of genetically modified organisms, but become apparent as a direct or indirect effect either at a later stage or after the release (for example, the introduction or invasive behaviour of genetically modified organisms is detected after several generations that live after the deliberate release into the environment, which is particularly important if the genetically modified organisms have a long life, or it is detected that hybrids of the transgenic culture of close kinship become invasive in natural ecosystems);
1.6. the respective measures, for example, monitoring, may be used in the determination of the effect.
2. In accordance with the precautionary principle the following general principles shall be at the basis of the risk assessment:
2.1. the identified characteristics and utilisation of genetically modified organisms, which may result in adverse effects, shall be compared with the characteristics and utilisation of such non-modified organism, from which the genetically modified organism is derived, and the utilisation thereof under corresponding situations, taking into account the following instructions:
2.1.1. the baseline of the receiving environment, including the organisms thereof, the interaction and known changes thereof, shall be determined while it is not possible yet to identify any (harmful) characteristics of the genetically modified organisms. The baseline shall be the reference point, with which the subsequent changes are compared. For example, the parental species, from which the transgenic lines are obtained, shall be included in a comparative analysis of the cultures produced by the vegetative means. The relevant isogenic lines would be the comparative magnitudes for cultures with sexual reproduction. If cultures are developed by backcrossing, it shall be important to examine the essential equivalence in the most appropriate way, not just rely on comparisons with the original parent material;
2.1.2. if the existing data are not sufficient, the baseline shall be determined according to other reference points in order to carry out the comparison. The baseline shall substantially depend on the receiving environment, also biotic and abiotic factors (for example, the preserved natural biotopes, agricultural land or unpolluted land) or the combinations of different environmental conditions;
2.2. the risk assessment shall be performed in a scientifically sound and transparent manner on the basis of the scientific and technical data available, taking into account the following instructions:
2.2.1. the assessment of the possible adverse effects shall be justified with scientific and technical data and the joint methodology of identification, collection and interpretation. Data, measurements and examinations shall be clearly described. The missing data useful for the risk assessment shall be obtained using scientifically justified modelling procedures;
2.2.2. the inaccuracy of different levels shall be taken into account for the risk assessment. Scientific inaccuracy usually results from five attributes of the scientific method: the indicator selected, the measurements made, the samples taken, the models used and the causal links used. Scientific inaccuracy may also result from controversial data or the lack of the relevant data. Inaccuracy may pertain to the qualitative or quantitative elements of the analysis. The level of inaccuracy, regarding which the notifier of a notification shall report (inaccuracies, including the lack of data, the lack of knowledge, the standard deviation, complexity etc., assessment), shall reflect such level of knowledge or data, which applies to the baseline in comparison with scientific inaccuracies in the existing practice;
2.2.3. it is possible that the risk assessment does not provide final answers to all issues examined due to the lack of data. The availability of data may be low particularly in relation to the possible long-term effects. In such cases a special risk management (safety measures) shall be examined in accordance with the precautionary principle in order to prevent adverse effects on human health and the environment;
2.2.4. it may be useful to use the gradual method (in all stages from experiments in the system of contained use to deliberate release, including placing on the market). Data in all stages during the procedure shall be collected as quickly as possible. Modelled environmental conditions in a limited system may ensure significant results for deliberate release (for example, to certain extent the behaviour of micro-organisms may be modelled in the microcosms or the behaviour of plants – in greenhouses);
2.2.5. in order to place a genetically modified organism on the market, the corresponding and available data regarding deliberate release shall be obtained in such environment, in which the use of the genetically modified organism is indented;
2.3. the risk assessment shall be performed on a case-by-case basis, which means that the required information may vary depending on the type of the respective genetically modified organisms, the intended utilisation and the potential receiving environment thereof, also taking into account the genetically modified organism, which is already in the environment. The following instructions shall be taken into account:
2.3.1. a principle shall be used in the risk assessment that each case is examined individually because there is a wide range of characteristic features of different organisms (individual genetically modified organisms) and different environmental conditions (individual territories and individual regions);
2.3.2. genetically modified micro-organisms (because they are small and the interaction thereof is often unknown), plants (for example, higher plants used in food and animal feed, or trees due to their potential longevity) and animals (for example, insects because they are small and they have a strong capability of overcoming obstacles; or sea fish due to their high distribution potential) may have very different environmental effects;
2.3.3. a wide range of such environmental features (characteristic of the territory or characteristic of the region) that must be taken into account is possible. In order to justify an individual assessment for each case, it may be useful to classify the regional data according to the areas of biotopes, reflecting the aspects of the receiving environment, which are significant for genetically modified organisms (for example, botanical data regarding the occurrence of wild plant species close to the plants of genetically modified organisms in different agricultural environments or natural biotopes in Europe);
2.3.4. the harmful interaction of genetically modified organisms with all respective genetically modified organisms, which may be deliberately released into the environment or placed on the market earlier, also repeated release of the same genetically modified organism, for example, the utilisation of plant protection means, is possible. In comparison to incidental release repeated release may result in a constantly elevated background level of genetically modified organisms in the environment after a period of time;
2.3.5. if new information regarding the genetically modified organism and the effects thereof on human health or the environment is available, it may be necessary to repeat the risk assessment in order to:
2.3.5.1. determine whether the risk has changed;
2.3.5.2. determine whether respective amendments to the risk management are necessary;
2.3.6. if new information is available, then regardless of whether immediate measures shall be performed, the new risk assessment may be necessary in order to assess the necessity to change the provisions of the permit for release into the environment or placing on the market of genetically modified organisms or to adjust the risk management measures (see Chapter V of these Regulations). New information may be obtained through research or from the monitoring plans, as well as from the relevant experience elsewhere;
2.3.7. the risk assessment shall be closely related to the monitoring. The risk assessment shall be the basis of the monitoring plans related to adverse effects on human health and the environment. Requirements for the monitoring plans of deliberate release of genetically modified organisms shall differ from the requirements for the monitoring plans of genetically modified organisms placed on the market. Monitoring, including the general supervision, specified for genetically modified organisms placed on the market may be significant in the acquisition of such data, which are related to the possible adverse long-term effects of genetically modified organisms. Results of the monitoring may confirm the risk assessment or present evidence that the risk assessment should be re-assessed;
2.4. cumulative long-term effects shall be analysed (accumulated effects on human health and the environment, which result from the placing of genetically modified organisms on the market, including the effects on flora and fauna, fertility of soil, soil decomposition of organic material, food chain, biological diversity, animal health and resistance problems that are related to antibiotics, which apply to the foreseeable release into the environment and placing on the market):
2.4.1. when assessing the possible cumulative long-term effects, only the following issues shall be taken into account in the risk assessment:
2.4.1.1. long-term interaction of genetically modified organisms with the receiving environment;
2.4.1.2. characteristics of genetically modified organisms, which become significant in long-term;
2.4.1.3. repeated deliberate release into the environment or placing on the market in a long period of time;
2.4.1.4. genetically modified organisms, which are deliberately released or placed on the market previously;
2.4.2. further information regarding long-term effects may be necessary (for example, regarding the multiple resistance of herbicides) and there shall be a sufficient number of researches, partly in the system of the monitoring plans, which may provide significant data for the assessment of cumulative long-term effects.
3. The respective technical and scientific information regarding the following characteristics of release of genetically modified organisms shall be taken into account in the risk assessment:
3.1. the receiving organism or the parental organism;
3.2. the genetic modification regardless of whether it is insertion or deletion of genetic material, and the respective information regarding the vector and donor;
3.3. the genetically modified organism;
3.4. the expected release or the utilisation and scale thereof;
3.5. the potential receiving environment; and 

3.6. interaction of the referred to characteristics.
4. It shall be taken into account in the risk assessment that information regarding a similar organism and such organism, which has similar indicators, and the interaction thereof with similar environments may be useful in the risk assessment.
5. Prior to deliberate release of genetically modified organisms or combinations of genetically modified organisms into the environment in accordance with Chapter IV of these Regulations or placing on the market in accordance with Chapter V of these Regulations, a notification shall be submitted to a competent authority of such European Union Member State, in which the release into the environment or placing on the market is intended for the first time, and the notification shall include the information specified in Annex 5 to these Regulations (information regarding the genetically modified organism, donor, recipient, vector, conditions and environment of release, interaction of the genetically modified organisms with the environment and the monitoring of the genetically modified organisms).
Information regarding the recipient, donor, vector, genetic modification and genetically modified organism, on the basis of the information requested in Annex 5 to these Regulations, shall not depend on the environment, in which the genetically modified organism is experimentally released into the environment or placed on the market, and on the conditions, in which it is experimentally released or placed on the market. On the basis of this information, all possible harmful characteristics of genetically modified organisms (the potential hazard – the ability to harm human health or the environment or to cause adverse effects thereon) shall be identified. Knowledge and experience, which has been acquired when releasing the same or similar genetically modified organism, may provide significant information regarding the possible hazard caused by the respective release.
6. Information regarding the intended release, the receiving environment and interaction thereof, which has been specified in Annex 3 to these Regulations, shall apply only to such environment, in which the genetically modified organism is released, and only to such conditions of release, including the scale of release. The level of characteristics of all potentially harmful genetically modified organisms shall be determined according to such information.
7. When making conclusions regarding the risk assessment, according to these Regulations, the following activities shall be regarded the main stages of the risk assessment:
7.1. first stage. The identification of such characteristics, which may result in adverse effects;
7.2. second stage. Assessment of all possible consequences of the adverse effects, where such effects exist;
7.3. third stage. Assessment of the probability of all identified possible adverse effects;
7.4. fourth stage. Assessment of such risk, which is caused by each identified characteristic of the genetically modified organisms;
7.5. fifth stage. Application of the management strategies to the risk resulting from deliberate release into the environment or placing on the market of the genetically modified organisms; and
7.6. sixth stage. Determination of the total risk of the genetically modified organisms.
8. During the first stage of the analysis of the risk assessment:
8.1. any characteristics of the genetically modified organisms, which are related to the genetic modification that may result in adverse effects to human health or the environment, shall be identified. The comparison of characteristics of the genetically modified organisms with characteristics of the genetically non-modified organisms in the respective conditions of release or utilisation shall help to identify each particular potentially adverse effect resulting from the genetic modification. It shall be important not to underestimate any potential adverse effect on the basis that the probability of occurrence thereof is small;
8.2. the potential adverse effects of genetically modified organisms in each case shall be different, and they may include:
8.2.1. human diseases, including allergenic or toxic effects;
8.2.2. animal and plant diseases, including toxic and, in the respective case, allergenic effects;
8.2.3. effects on the dynamics of the population of species in the receiving environment and the genetic diversity of each such population;
8.2.4. altered susceptibility to pathogens, which facilitates the dissemination of infectious diseases and/or the development of new infection sources or vectors;
8.2.5. adverse effects on prophylactic or medical treatment, medical, veterinary or plant protection work, for example, by such transfer of genes, which confer resistance to antibiotics used in medicine or veterinary medicine;
8.2.6. effects on biochemistry (biogeochemical cycles), particularly recycling of carbon and nitrogen through changes in soil decomposition of organic material;
8.3. many identifiable hazards (harmful characteristics), which may result in adverse effects, shall be attributed to the respective gene or the respective genes that are deliberately introduced into the genetically modified organism, synthesising the corresponding albumen from such genes. Additional adverse effects, for example, pleiotropic effect, may occur from using a technique for the creation of transgenes and placing of the structure into the genome of genetically modified organisms where the transgenes are inserted. If more than one transgene is transferred to the recipient or the transgene is transferred to a genetically modified organism, the possible interaction of transgenes shall be taken into account, considering the potential epigenetic or regulatory effect;
8.4. in order to determine the hazard as precisely as possible, the usefulness to consider hazards, which are included in subsequent positions, and afterwards to specify the particular hazard, which is identified for the purpose of the risk assessment (for example, if such adverse effects on human health as allergenicity and toxigenicity are identified in a particular case, it shall be considered individually in the risk assessment) shall be assessed;
8.5. if a genetically modified organism is hazardous, the hazard shall always exist and shall be regarded the characteristic property. A hazard with a specified probability (third stage) may result in negative consequences, which may have different layers (second stage). Individual hazards of genetically modified organisms shall be compiled in a summary;
8.6. only such hazard shall be considered, which is caused by the genetic modification that may result in adverse effects. The scientific justification of subsequent stages of the risk assessment shall take place in the first stage. In this stage it shall be essential to identify scientific inaccuracy of any hazard in order to take it into account in any of subsequent stages. Adverse effects may be direct or indirect and may occur as follows:
8.6.1. by releasing the genetically modified organism into the environment:
8.6.1.1. the ability of genetically modified organisms to disseminate in the environment shall depend, for example, on:
8.6.1.1.1. the biological adequacy thereof;
8.6.1.1.2. the conditions of deliberate release into the environment or placing on the market (particularly the area and scale of the release, that is, the number of the genetically modified organisms released);
8.6.1.1.3. the probability of deliberate release into the environment or placing on the market, as well as accidental release (for example, of genetically modified organisms provided for processing);
8.6.1.1.4. the type, in which a viable material (for example, seeds, spores, etc.) is releases by wind, water, animals, etc.;
8.6.1.1.5. specific environmental considerations (characteristic to the territory or characteristic to the region): in order to assess each territory or region individually, it may be useful to classify the data according to the areas of the biotopes, reflecting the aspects of the receiving environment, which are significant to genetically modified organisms (for example, botanical data regarding the occurrence of wild plant species able to cross close to the plants of genetically modified organisms in different agricultural environments or natural biotopes in Europe);
8.6.1.2. the period of time during which the genetically modified organism or a specified number of the specific species of genetically modified organisms usually lives and for how long it is able to release and introduce in different biotopes shall be assessed. The types of reproduction, survival and wintering shall be considered, including, for example:
8.6.1.2.1. for plants: viability of pollen, seeds and vegetative structures;
8.6.1.2.2. for micro-organisms: the viability of spores as the type of survival or the ability of micro-organisms to become viable, but not cultivable;
8.6.1.3. the total ability to disseminate may differ significantly depending on the species, genetic modification and the receiving environment, for example, when cultivating plants in a desert or when breeding fish in the sea;
8.6.2. the transfer of the inserted genetic material to other organisms or the same organism, which is or is not genetically modified:
8.6.2.1. a hazard may result in adverse effects with the transfer of genes within the scope of one species or to other species (vertical and horizontal gene transfer). The speed and scale, with which the genes are transferred to other species (usually sexually compatible, as far as it concerns higher organisms), shall depend, for example, on:
8.6.2.1.1. the reproductive properties of organisms genetically modified by themselves, including from the modified sequences;
8.6.2.1.2. the conditions of release and such specific environmental considerations as the climate (for example, the wind);
8.6.2.1.3. the differences in biology of reproduction;
8.6.2.1.4. the agricultural practice;
8.6.2.1.5. the availability of such organisms, with which it is possible to cross;
8.6.2.1.6. the transport and pollination vectors (for example, insects or birds, animals in general);
8.6.2.1.7. the availability of hosts to parasites;
8.6.2.2. the occurrence of such a specific adverse effect, which is caused by the transfer of genes, may be linked with the number of the genetically modified organisms released;
8.6.2.3. the ability of the gene transfer in the fields of transgenic plants may be completely different from the ability of the gene transfer in small fields, even when assessing in proportions;
8.6.2.4. qualitative and quantitative information regarding the receiving organisms or the possible existence of such organisms, with which it is possible to cross (for plants in respective distances) shall be significant. The potential transfer of genes of higher plants and animals to the same, closely related, distantly related and non-related species shall be particularly separated;
8.6.2.5. for micro-organisms the horizontal gene transfer shall be more important. Some genetic materials may be easily transferred among closely related organisms, for example, plasmids or phages. Taking into account the ability of micro-organisms to grow fast, they may ensure a high level of gene transfer in comparison to higher organisms;
8.6.2.6. the population of mixed genetically modified organisms or population of combinations of plants of different genes may occur in transgenic transfer, which, particularly in long-term, may result in complicated adverse effects. The more transgenic material is transferred to the population (for example, the accumulation of genes), the more complicated the adverse effects shall be;
8.6.2.7. in some cases the ability of gene transfer may be changed using the genetic modification method, for example, if plasmids or virus vectors do not integrate. The ability of gene transfer, for example, the transformation of chloroplasts, may also be reduced using the genetic modification method;
8.6.2.8. the result of the gene transfer may be the persistence of the introduced genetic material in natural populations. If genetically modified organisms have an ability of gene transfer, it shall not always signify an occurrence of actual risk or the ability to survive changes or resulting in adverse effects. It shall depend on the genetic material, species and the receiving environment of insertion, including the potential receiving organisms;
8.6.3. phenotypic and genetic instability:
8.6.3.1. it shall be considered to what extent the genetic stability (in other cases instability) might result in the phenotypic stability (in other cases instability) and hazard. In some cases instability of the genetic modification may result in reversion in the wild phenotype. Other cases shall be considered, for example:
8.6.3.1.1. whether in the line of the transgenic plant, which contains more than one transgene, the result of the subsequent separation process is the division of such transgenes in posterity, then plants, in which there are less transgenes, and new phenotypes could occur;
8.6.3.1.2. whether the virulence returns to attenuated mutants due to the instability thereof (due to the particular structure of mutation);
8.6.3.1.3. whether the multiplication of transgenes results in the attenuation of genes;
8.6.3.1.4. whether the number of samples is too large;
8.6.3.1.5. whether in the repeated insertion of transferable elements new phenotypes occur because the transgenes are inactivated by the insertion of mobile genetic elements;
8.6.3.1.6. whether the level of expression of transgenes is significant (for example, very small expression of a toxic substance) and instability of the regulating element may reinforce the expression of the transgenes;
8.6.3.2. the phenotypic instability may be caused by the interaction with the environment during the cultivation, thus the effects of environmental and agricultural factors on the expression of the transgenes shall be considered in the risk assessment;
8.6.3.3. if the expression of the transgenes is limited to a specific piece of the genetically modified organism (for example, tissues of a specific plant), the instability of the regulation may result in the expression of the transgene throughout the organism. Due to this reason significant regulating signals (for example, promoters) shall be considered;
8.6.3.4. the expression of the transgene in a specific time of the lifecycle of the organisms or in specific environmental conditions shall also be considered;
8.6.3.5. the genetically modified organism may become infertile, if specific infertility transgenes are introduced therein (for example, in order to prevent the transfer and release of some transgenes). The result of the infertility transgene instability may be the renewal of fertility of the plant, which allows the spread of the transgenes and which may result in adverse effects;
8.6.3.6. the stability of different transgenes shall be significant not only in the original genetically modified organism, but also in the progeny thereof, particularly in the sense of long-term effects;
8.6.4. interaction with other organisms (which is not the exchange of the genetic material/pollen);
8.6.4.1. the potential interaction with other organisms, including with other genetically modified organisms, shall be carefully assessed, taking into account the complexity of the multitrophic interaction. Interaction of a direct hazard, which may result in adverse effects, shall include:
8.6.4.1.1. effects on humans (for example, farmers, consumers);
8.6.4.1.2. effects on animals;
8.6.4.1.3. competition in relation to such natural resources as soil, area, water, light;
8.6.4.1.4. displacement of natural populations of other organisms;
8.6.4.1.5. excretion of toxic substances;
8.6.4.1.6. different growing schemes;
8.6.4.2. usually a genetically modified organism may be invasive in new environments and displace the existing species, if the biological adequacy is improved by the genetic modifications. Very often the implementation of a specific adverse effect is proportionate to the scale of release;
8.6.5. changes in the management, where necessary also in agricultural practice. On the basis of existing management procedures, it shall be assessed how significant such changes are in the management procedures, which are inevitable due to deliberate release of genetically modified organisms. Changes in the farm management may apply, for example, to:
8.6.5.1. sowing, planting, raising, harvesting or transporting of crops (for example, planting in small or large fields), the time thereof;
8.6.5.2. crop rotation (for example, raising of one plant species each year or every fourth year);
8.6.5.3. a disease and pest control (for example, the type and dosage of the insecticide to plants or the type and dosage of antibiotics to animals or to similar measures);
8.6.5.4. the management of resistance (for example, the type and dosage of the herbicide to herbicide resistant plants or a change of the biological control with Bt albumens, or effects of viruses);
8.6.5.5. isolation in terrestrial agricultural or aquacultural systems (for example, isolation distances in cultivation of plants or the quality of isolation in fish farms);
8.6.5.6. agricultural practice (agriculture of genetically modified organisms and agriculture of non-transgenes, including biological agriculture); and
8.6.5.7. the management systems, which are not agricultural systems (for example, to distances for the isolation of natural biotopes from the areas of planting of genetically modified organisms).
9. During the second stage of the analysis of the risk assessment:
9.1. importance of the consequences of each potential adverse affect shall be assessed.
Not only the probability of potential adverse attributes, but also the importance of the consequences (the amount, in which any consequences of potential adverse effects of the genetically modified organisms deliberately released into the environment or placed on the market will occur) shall be assessed. The importance shall be assessed in relation to the baseline and taking into account that it may be influenced by the following factors:
9.1.1. the genetic structure;
9.1.2. each identified adverse effect;
9.1.3. the number of the genetically modified organisms released (the scale of release);
9.1.4. the environment, in which the genetically modified organism shall be released;
9.1.5. conditions of release, including control measures;
9.1.6. combinations of the referred to effects;
9.2. consequences of each identified adverse effect shall be assessed, which it leaves on other organisms, populations, species or ecosystems, to which the genetically modified organisms have an effect. Due to this reason more detailed information regarding the environment (territory, region) where the genetically modified organism is released and the method of release shall be necessary. The consequences shall range from “negligible” or insignificant and self-restraint to “substantial” or significant, which have an immediate and serious adverse effect or which result in a long-term, permanent adverse effect;
9.3. where possible, by quantity the significance shall be assessed as “substantial”, “moderate”, “small” or “insignificant”. In cases where it is not possible to identify the adverse effect in a specified environment, the risk related to the respective adverse effect may be assessed as “negligible” or “insignificant”;
9.4. in a wider sense the explanatory and qualitative examples, which are not laid down with final or excluding significance, but by which considerations are indicated, which may be taken into account in assessing the consequences, shall be as follows:
9.4.1. “substantial consequences” shall be significant changes in the number of one or several species, including endangered species and acquiring species, organisms in short-term or long-term. Decrease or complete destruction of such species may be included in such changes, which affect the functioning of the ecosystem and/or other related ecosystems. It is possible that such changes are not reflexive immediately, and any recovery of the ecosystem may be slow;
9.4.2. “moderate consequences” shall be significant changes in the density of the population of other organisms, not changes, which may result in complete destruction of a species or any significant effect on the endangered species or acquiring species. Temporary and substantial changes in populations may be regarded moderate consequences if they are reflexive. The effect may be long-term if there is no substantial adverse effect on the functioning of the ecosystem;
9.4.3. “small consequences” shall be such insignificant changes in the density of populations of other organisms, which do not result in the complete destruction of any population or specie of other organisms and which does not affect the functioning of the ecosystem. The only organisms, which may be affected, shall be organisms that in short-term or long-term belong to non-endangered species, which are not the acquiring species;
9.4.4. “negligible consequences” shall mean that no significant changes are created in any population, which is in the environment, or in the ecosystem;
9.5. the possible adverse effects of genetically modified organisms to populations are reflected in the examples referred to in Sub-paragraph 9.4 of these Regulations. In individual cases it shall be more useful to consider the potential effect on individual organisms. One hazard could result in more than one adverse effect, and actually the significance of each adverse effect may be different. The adverse effect of one hazard to human health and agricultural and natural biotopes may be different;
9.6. the summary of the possible consequences may be formed by including all ecological units (for example, species, populations, trophic levels, ecosystems), which may be affected, as well as the possible effects and the level of inaccuracy.
10. During the third stage of the analysis of the risk assessment:
10.1. an important factor in the assessment of the probability of occurrence of adverse effects shall be the indicators of such environment, where the genetically modified organisms are intended for release, and the type of release;
10.2. in assessing the risk, it shall be important to assess not only the importance of the consequences of the hazard, but also to assess the probability of occurrence of adverse effects. In this stage the scale of the probability that such adverse effects will actually occur shall be assessed. In some cases the attention shall be paid to both, the probability and the frequency. As in the second stage (the possible consequences of each adverse effect are assessed if such occurs) in order to determine the probability, it shall be important to assess not only the hazard itself, but also the number, the receiving environment and the conditions of release of the genetically modified organisms. Climatic, geographic, soil and demographic conditions, as well as the type of flora and fauna in the potential receiving environment shall be considered;
10.3. in assessing the viability, regardless of the intended measures of the risk management, which are recommended for deliberate release into the environment or placing on the market, it shall be useful to assess what is the proportion of such genetically modified organisms that may survive. If the gene transfer is possible, the possible number of such cases or the scale of the transfer shall be considered. If the genetically modified organisms have pathogenic or toxic properties, the proportion of such target organisms in the environment shall be assessed, which may be affected;
10.4. the probability of occurrence of the effect shall depend on the specific risk management measures, by which the occurrence of the respective risk may be prevented (for example, if the spread of pollen is not possible due to the destruction of the flower head);
10.5. it is possible that the relative probability of the consequences of each identified adverse effect cannot be assessed by the quantity, but it may be characterised as “significant”, “moderate”, “small” or “negligible”;
10.6. the referred to examples reflect the possible adverse effects of genetically modified organisms to populations, although in some cases it is more useful to consider the potential effects on individual organisms. One hazard could result in more than one adverse effect, thus the significance of each adverse effect could also be different. The adverse effect of one hazard to human health and agricultural and natural biotopes may also be different;
10.7. the summary of the probability may be formed by including all the ecological units (for example, species, populations, trophic levels, ecosystems), also measures, which are related to the possible effects, and the level of inaccuracy.
11. During the fourth stage of the analysis of the risk assessment:
11.1. the risk caused by each identified attribute of the genetically modified organism, which may result in adverse effect to human health or the environment, shall be assessed in the most detailed way as possible in the respective period of time, taking into account the level of knowledge and combining the probability of occurrence of the adverse effect and the importance of the consequences thereof, where such effect occurs;
11.2. on the basis of conclusions of the second and the third stage, pursuant to each hazard identified during the first stage, the risk of the adverse effect shall be assessed. The quantitative assessment may be impossible. Each assessment of a hazard shall consider the following factors:
11.2.1. the importance of the consequences (“significant”, “moderate”, “small” or “negligible”);
11.2.2. the probability of the implementation of the adverse effect (“significant”, “moderate”, “small” or “negligible”);
11.3. if a hazard has more than one adverse effect, then the importance and probability of each adverse effect individually;
11.4. each genetically modified organism shall be considered individually. Any general attempt to determine the previously described here by the quantity shall be treated with particular care. For example, in one case significant consequences of adverse effects are in a combination with the negligible probability of occurrence throughout the range from the large risk to the negligible risk. The result shall depend on conditions of the relevant case and on how the notifier of a notification assesses the particular factors, all of which are determined and justified in the registered risk assessment;
11.5. each total inaccuracy of the identified risk shall be described by including, as far as possible, the documentation regarding:
11.5.1. assumptions and extrapolations made at different levels of the risk assessment;
11.5.2. different scientific assessments and opinions;
11.5.3. inaccuracies;
11.5.4. known limitations of corrective measures;
11.5.5. conclusions that may be obtained from the data;
11.6. although the risk assessment is justified by quantitative results, it is possible that many results of the risk assessment shall remain qualitative. But relative results of the risk assessment (in comparison with, for example, the genetically non-modified standard) shall be obtained as far as possible even if they are qualitative.
12. During the fifth stage of the analysis of the risk assessment:
12.1. risks may be identified, for the management of which respective measures are implemented, and the strategy of the risk management shall be determined therein;
12.2. prior to the application of the risk management, changes in release shall be considered for the purpose of prophylaxis, preferably until the risk is negligible. For example, such genetic elements, which may result in adverse effects or which are not identified, shall be avoided during the process of the gene construction. If it is impossible, the preference shall be given to the release of such genetic elements from the genetically modified organisms in a later period of time until deliberate release thereof into the environment or placing on the market;
12.3. it shall be taken into account from the first to the fourth stage. In managing the risk, the identified risk shall be controlled and inaccuracies shall be comprised. The safety measures shall be commensurate with the degree of risk and the level of inaccuracy. If significant data becomes available in a later stage, the risk management shall be adapted according to the new data;
12.4. in order to reduce the risk when managing it, measures shall be such as to achieve the precise goal. For example, if there is the risk that the gene inserted in a cultivated species, which is transferred to the plants of related species, is toxic for insects, the isolation thereof in space or time from such related species may be regarded as adequate control measures or, possibly, by selecting such area, where the relevant risk does not exist, instead of the territory of release (for example, there is no such plant species);
12.5. the management strategies may include the isolation measures in all the respective stages of processing and utilisation of the genetically modified organisms. They may also include different measures, including different means for the isolation of the generation, physical or biological obstacles and cleaning equipment or containers, which come into contact with the genetically modified organism, and other;
12.6. risk development procedures developed in detail shall depend on the following factors:
12.6.1. the utilisation of the genetically modified organisms (the type and scale of the placing on the market or deliberate release into the environment);
12.6.2. the type of the genetically modified organisms (for example, the genetically modified micro-organisms, annual higher plant, longeval higher plant or animal, genetically modified organisms with one modification or several modifications, genetically modified organism(s) of one type or several types);
12.6.3. the general type of the biotope (for example, the biogeochemical condition, climate, availability of crossing of the same species or interspecific crossing, centres of origin, relation among different biotopes);
12.6.4. the agricultural biotope type (for example, agricultural, forestry, aquacultural, the field areas, the size of the territories, the number of different genetically modified organisms);
12.6.5. the type of the natural biotope (for example, the condition of the preserved areas); and
12.7. relation with the risk management shall be expressly indicated in relation to adjustments necessary for experiments, conditions for placing on the market and similar, as well as the reduction of risk to be achieved henceforth.
13. During the sixth stage of the analysis of the risk assessment:
13.1. all recommended strategies of the risk management shall be taken into account in the joint risk assessment of the genetically modified organisms; and
13.2. on the basis of the fourth stage and as appropriate of the fifth stage, a final assessment of the joint risk shall be made, including the significance of adverse effects of the genetically modified organisms and the probability, which is based on the combination of the risk of each adverse effect, including the cumulative effect of other genetically modified organisms. Such final assessment shall be provided as a total summary of the risks (including common inaccuracies) in placing on the market or deliberately releasing into the environment of the genetically modified organisms.
14. In order to facilitate the preparation of opinions regarding the possible impact on the environment when releasing the modified organisms in the environment or placing them on the market, and on the basis of the risk assessment that has been carried out in accordance with the principles and methodology set out in this Annex, where necessary, notifications shall include the information, which is included in Paragraphs 6 and 7 of Annex 2.
15. The risk assessment shall not be static. It shall be regularly revised and updated, taking into account the new data. In any revision the efficiency, quality and accuracy of the risk assessment and risk management shall be considered, taking into account the data of the research, other deliberate release or management. It shall also depend on the level of inaccuracy specified in the risk assessment.
16. After each such revision the risk assessment and the risk management shall be adjusted and improved as appropriate.
17. Subsequent achievements in the genetic modification may create a necessity to adjust Annex 2 to these Regulations and these methodological instructions for the technical progress. Subsequent differentiation of the requirements of information in relation to different types of genetically modified organisms, for example, single celled organisms, fish or insects, or the utilisation of specific genetically modified organisms, for example, the development of vaccines, may be possible when European Union Member States will have accumulated sufficient experience in work with notifications in accordance with Annex 5 to these Regulations regarding release of particular genetically modified organisms.
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The Risk Assessment Instructions for the Contained Use of Genetically Modified Organisms
The complete risk assessment for the contained use of genetically modified organisms shall be performed in two procedures:
1. The first procedure:
1.1. the determination of possible adverse effects of the genetically modified organisms:
1.1.1. the possible harmful properties (risk) of the genetically modified organisms shall be identified and the initial category (from the category 1 to 4) shall be assigned to the genetically modified organism, taking into account how significant the possible adverse effect may be;
1.1.2. in assessing the risk, all harmful properties of the genetically modified organisms shall be identified, which have been the result of the genetic modification or transformation of other properties of the recipient organisms. The possible harmful properties that are related to the genetically modified organism shall be determined. It shall be performed, taking into account the recipient organism, donor organism, characteristics and the location of the inserted genetic material and all vectors. It shall be important to assess whether the genetic modification of a micro-organism may affect the ability to harm human health or the environment. The ability to cause harm may be reduced, remain unchanged or be increased due to the genetic modification;
1.2. issues to be discussed:
1.2.1. the recipient organism;
1.2.1.1. the type of pathogenicity, virulence, infectiveness, allergenicity, toxicity and disease vectors;
1.2.1.2. the type of vectors and adventitious agents used in the formation of the modified organisms, if they may mobilise the genetic material inserted, and the frequency of the mobilisation;
1.2.1.3. the type and stability of mutations reducing the activity, where such exist;
1.2.1.4. all the previous genetic modifications;
1.2.1.5. the host range (where appropriate);
1.2.1.6. all significant physiological properties that might renew in the final genetically modified organism and – where appropriate – the stability thereof;
1.2.1.7. the natural biotope and geographical distribution;
1.2.1.8. significant participation in environmental processes (for example, nitrogen fixation or regulation of pH);
1.2.1.9. interaction with other organisms in the environment (including, possibly, competitive, pathogenic or with symbiotic properties);
1.2.1.10. ability to form the structures necessary for survival (such as spores or sclerotia);
1.2.2. the donor organism (experiments of fusion or experiments, in which the accidental method is used if the insert is not described sufficiently):
1.2.2.1. the type of pathogenicity, virulence, infectiveness, allergenicity, toxicity and transmitters of the disease;
1.2.2.2. the type of the vectors used:
1.2.2.2.1. sequence;
1.2.2.2.2. frequency and specificity of mobilisation;
1.2.2.3. the existence of such genes, which provide resistance against anti-microbial substances, including antibiotics;
1.2.2.4. the host range;
1.2.2.5. other important physiological characteristics;
1.2.3. the insert:
1.2.3.1. specific identity and functions of the insert (genes);
1.2.3.2. the degree of expression of the genetic material inserted;
1.2.3.3. the source of the genetic material, identity of the donor organisms and – where appropriate – characteristics;
1.2.3.4. where appropriate, the history of the previous genetic modifications;
1.2.3.5. the location of the genetic material inserted (the ability to activate/deactivate genes of the host by insertion);
1.2.4. the vector:
1.2.4.1. the type and source of the vector;
1.2.4.2. the structure and amount of the remainder of all vectors and/or donor nucleic acids, which remain in the final structure of the modified micro-organism;
1.2.4.3. if the vector is inserted in the final genetically modified organism, - the frequency of the mobilisation thereof and/or the ability to transfer the genetic material;
1.2.5. the genetically modified organism obtained:
1.2.5.1. considerations related to human health:
1.2.5.1.1. toxic or allergenic effects of the genetically modified organisms and/or the metabolic products thereof;
1.2.5.1.2. the comparison of the modified micro-organisms with the recipient or (where appropriate) the parental organism in relation to pathogenicity;
1.2.5.1.3. the capacity of colonisation;
1.2.5.2. if the organism is pathogenic to human beings who are immuno competent:
1.2.5.2.1. the diseases caused, the mechanism of the spread and transfer of the virulence;
1.2.5.2.2. the infective dose;
1.2.5.2.3. possible changes by way of infecting or the specificity of tissues;
1.2.5.2.4. possibilities of survival outside of the human host;
1.2.5.2.5. the biological stability;
1.2.5.2.6. the range for the resistance against antibiotics;
1.2.5.2.7. allergenicity;
1.2.5.2.8. toxigenicity;
1.2.5.2.9. the existence of suitable therapies and preventative measures;
1.2.5.3. considerations related to the environment:
1.2.5.3.1. ecosystems, in which the micro-organism might accidentally spread outside the contained use;
1.2.5.3.2. the intended viability, reproduction and the volume of release of the modified micro-organism in the specified ecosystems;
1.2.5.3.3. the result of the interaction of the modified micro-organism with the organisms or micro-organisms, which it might affect if accidentally released into the environment;
1.2.5.3.4. the known or expected effects on plants or animals, for example, pathogenicity, toxicity, allergenicity, the vector of the pathogen, the modified range for the resistance against antibiotics, modified tropism or the specificity of the host, colonisation;
1.2.5.3.5. known or expected participation in biogeochemical processes;
1.3. the initial classification of the genetically modified organisms – the risk of harm resulting from all harmful properties of the genetically modified organisms shall be ascertained when assessing the significance of the harm and all biological properties (for example, mutations that reduce the activity), which limit the possibility of harm. The significance of adverse effects shall be assessed regardless of the possibility of adverse effects. The significance of any possible adverse effects shall be determined, taking into account the possible consequences thereof, not whether such harm might occur in the particular case. For example, in relation to the pathogen the seriousness of the disease shall be assessed, assuming that the susceptible species may be infected. The inclusion of the genetically modified organisms in the initial category shall include the assessment of adverse effects. The significance of adverse effects to human health and the environment caused by the genetically modified organisms shall be duly assessed;
1.4. the assessment of the probability of occurrence of harmful effects:
1.4.1. the possible adverse effects, which may result from the effect (both on human beings and the environment) and from the type and volume of work, shall be assessed using containment measures that comply with the initially assigned category;
1.4.2. the main factor, which relates to the possibility of occurrence of the adverse effect, shall be the scale and type of the effect of the particular genetically modified organism to a human or the environment. It shall be highly important to assess the effect because it may often determine whether the adverse effect may occur. The probability that the genetically modified organisms may affect humans and the environment shall depend on the performed operations (for example, the volume of the operation) and containment measures complying with the initial classification;
1.4.3. when performing the final classification and selecting control measures, specific characteristics of the operation shall be taken into account. In order to assess the probability that the genetically modified organism may affect a human and the environment, the type and volume of the activity shall be taken into account. It shall also have an impact on the relevant risk management procedures;
1.4.4. specific characteristics of the operation, which may have an impact on the risk assessment and which are taken into account where necessary, shall include the activities, work methods, volume and containment measures to be actually performed;
1.4.5. specific attention in the assessment shall be paid to the disposal of waste and wastewater. Where appropriate the adequate safety measures shall be implemented in order to protect human health and the environment;
1.5. the type of activities to be performed:
1.5.1. the level of risk and the application of control measures, the purpose of which is to reduce the risk caused by the genetically modified organisms to the respective level, shall be affected by the type of activities to be performed, because they will affect the effect on a human and the environment and, thus, the probability that harm might be caused;
1.5.2. the type of activities shall also determine, which table of Annex 5 indicates the most suitable containment and control measures;
1.5.3. in practice for work in laboratories when the impact of the standard laboratory procedures on the effect is well known, the detailed risk assessment for each individual procedure shall not be necessary unless a very dangerous organism is being used. The detailed assessment shall be necessary for procedures, which are not ordinary, or for procedures, which might have a serious effect on the level of risk, for example, for procedures, during which aerosols are being made;
1.6. the concentration and volume:
1.6.1. due to the density of the culture, the effect of very concentrated genetically modified organisms may take place, particularly during the subsequent operations of processing. The effect of the concentration and the possibility of occurrence of adverse effects shall be assessed;
1.6.2. when assessing the risk, the volume shall be taken into account. The volume may be the absolute volume of one operation of a frequent repetition of the process, because in both cases the reinforced probability of the effect may occur, if containment and control measures have not provided any results and, thus, the probability of occurrence of harm is affected;
1.6.3. large volume work shall not always involve a higher level of risk, a larger volume may result in an increased possibility of the effect on both the number of humans and the volume of the environment affected, which may occur if containment is inefficient;
1.6.4. the volume shall also determine, which table of Annex 5 indicates the most suitable containment and control measures;
1.7. conditions for the growing of the culture:
1.7.1. characteristics and shape of the growing tray or other equipment shall have an impact on the level of risk for human health and the environment. Closed fermentation trays complying with high technologies may significantly reduce the effect of genetically modified organisms and thus also the risk. It shall be important to assess the reliability of such equipment and indicators of possible inefficiency if inefficiency may result in reinforced effects of harmful genetically modified organisms. If such failure is validly expected, additional containment measures shall be necessary. The standard operation procedures performed by persons who work with cultivated genetically modified organisms, for example, the centrifugation or processing with the ultrasound, shall have a significant effect on the efficiency of all containment measures;
1.7.2. together with physical culturing conditions, which operate as containment measures – both biological and chemical measures that are used for the protection of the environment – may have a substantial effect on the necessary containment measures. An example of biological containment are auxotrophic mutants, which require specific conditions for growth, which ensure that growth takes place. An example of chemical containment measures may be disinfection solutions that are used in drainage systems;
1.7.3. several aspects shall be important in the environmental assessment, for example, the volume and type of the environmental impact and whether there are living organisms that might be affected by the particular genetically modified organism in the territory, which is affected;
1.7.4. when assessing how the characteristics of the receiving environment will affect the probability of the possible adverse effect and, thus, the level of risk and the control measures, the following factors shall be taken into account in the respective case:
1.7.4.1. the environment, which may be affected by the genetically modified organisms. The environment, which may be affected by the genetically modified organisms, will usually be contained within the environment of the workplace and the territory right next to the premises, but the wider environment shall be assessed depending on the particular specific features of the contained use and premises. The environmental impact may depend on the type and volume of the activity, but attention shall be paid to all possible transitions to the wider environment. It may be physical (for example, through drains, water courses, when disposing waste) and created by the biological vectors (for example, the movement of infected animals or insects);
1.7.4.2. the existence of susceptible species. The possibility of actually caused harm shall depend on whether there are susceptible species, including humans, animals or plants, in the environment that is affected;
1.7.4.3. survival possibilities of the genetically modified organism in the environment – to what extent the genetically modified organisms may survive and resist in the environment, shall be a serious argument of the risk assessment. If the genetically modified organisms cannot survive in the environment, into which they could penetrate, the possibility of harm will be significantly smaller;
1.7.4.4. the impact on the physical environment – in addition to the direct adverse effects of the genetically modified organisms, indirect adverse effects, which result from the modified physical and chemical properties and/or ecological balance of soil or water components, shall also be assessed.
2. The second procedure:
2.1. the determination of the final classification and containment measures:
2.1.1. when repeating the first procedure, it shall be ascertained that final classification and containment measures are appropriate;
2.1.2. when all possible adverse effects are revised in relation to their significance and the possibility of occurrence, taking into account the effect of containment and control measures indicated in the initial classification of the respective recipients, the final classification and containment measures may be specified for the genetically modified organisms. When specifying the final classification and containment measures, the initial classification shall be revised in order to determine whether it has been correct, taking into account the specific features of the activity and operations offered. When comparing the initial classification and the containment measures related thereto with the final category and containment requirements, three results may be obtained:
2.1.2.1. adverse effect is possible, which is not sufficiently taken into account in the initial classification, it will not respectively be taken into account in temporary containment measures that are assessed in accordance with the first procedure. Due to this reason additional containment measures shall be applied and revision of the classification of the activity shall be possible;
2.1.2.2. the initial classification is correct and the applicable containment measures do not allow to a sufficient extent or reduce to a minimum the harm to human health and the environment; 
2.1.2.3. a higher category has been assigned in the initial classification than requested by the activity, thus, a lower category and containment measures complying thereto shall be applied;
2.2. confirmation of the compliance of the final containment measures:
2.2.1. if the offered final classification and containment measures are determined, the level of the effect on humans and the environment shall be re-assessed (the first procedure). It shall confirm that the possibility of occurrence of any adverse effects, taking into account the type and volume of the work and the offered containment measures, is sufficiently small. When it is accomplished, the risk assessment shall be finished;
2.2.2. if there are significant changes in the type and volume of the work or new scientific or technical information becomes known, due to which the risk assessment is not compliant anymore, the risk assessment shall be revised, taking into account the changes. All changes in protection measures, which have occurred during the risk assessment, shall be applied without delay in order to preserve the compliant protection of human health and the environment;
2.2.3. in order to ensure that genetically modified organisms are correspondingly contained in the proposed activities, the classification, as well as the containment and control measures identified in the risk assessment, shall allow to classify the activities of the contained used in the categories from 1 to 4.  Containment and control measures for each category shall be specified in detail in Annex 5 to these Regulations;
2.2.4. the classification of activities of the contained use of genetically modified organisms shall determine the administration requirements; and
2.2.5. if there are any uncertainties regarding the final classification and containment measures, it is advisable to contact the Food and Veterinary Service.
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Annex 5
Cabinet Regulation No. 333
20 April 2004
Safety Measures for the Contained Use of Genetically Modified Organisms
1. Minimum requirements for equipment when performing work in a laboratory:
	No.
	Specification
	Containment level

	
	
	1
	2
	3
	4

	1.1.
	Isolation of the laboratory complex 1
	Not mandatory
	Not mandatory
	Mandatory
	Mandatory

	1.2.
	Closing of the laboratory for disinfecting with steam
	Not mandatory
	Not mandatory
	Mandatory
	Mandatory

	1.3.
	Surfaces that are resistant to the effect of water, acids, alkali, solvents, disinfectants and cleaning products and are easy to clean
	Mandatory
(for a work table)
	Mandatory
(for a work table)
	Mandatory
(for a work table, floor)
	Mandatory
(for work tables, floors, ceilings, walls)

	1.4.
	Access to the laboratory through air locks 2
	Not mandatory
	Not mandatory
	Optional
	Mandatory

	1.5.
	Reduced pressure in relation to the surrounding environment
	Not mandatory
	Not mandatory
	Mandatory, except activities3
	Mandatory

	1.6.
	Air inlet in the laboratory and exhaust through HEPA4 filters with highly effective protective substances
	Not mandatory
	Not mandatory
	Mandatory when using HEPA filters for exhaust air, except activities3
	Mandatory when using HEPA filters for inlet and exhaust air5

	1.7. Equipment

	1.7.1.
	Laminar air flow cabin or special room for work with micro-organisms
	Not mandatory
	Optional
	Mandatory
	Mandatory

	1.7.2.
	An autoclave
	In a complex of buildings
	In a building
	Specially adapted 6
	In the laboratory – a two-door installation separating the working zones

	1.8. Work organisation

	1.8.1.
	Restricted access to work premises
	Not mandatory
	Mandatory
	Mandatory
	Mandatory

	1.8.2.
	A sign on the door indicating the biological hazard
	Not mandatory
	Mandatory
	Mandatory
	Mandatory

	1.8.3.
	Special measures for the control of release of aerosols
	Not mandatory
	Mandatory in order to reduce the release thereof
	Mandatory in order to prevent the release thereof
	Mandatory in order to prevent the release thereof

	1.8.4.
	Shower
	Not mandatory
	Not mandatory
	Optional
	Mandatory

	1.8.5.
	Protective clothing
	Appropriate protective clothing
	Appropriate protective clothing
(and protective footwear by choice)
	Appropriate protective clothing
	Complete changing of clothing and footwear before entering the premises and leaving thereof

	1.8.6.
	Gloves
	Not mandatory
	Optional
	Mandatory
	Mandatory

	1.8.7.
	Effective control of disease carriers (for example, rodents and
insects)
	Optional
	Mandatory
	Mandatory
	Mandatory

	1.9. Waste

	1.9.1.
	Inactivation of genetically modified organisms in the outlet of washbasins or drainage system, showers and other outlets
	Not mandatory
	Not mandatory
	Optional
	Mandatory

	1.9.2. 
	Inactivation of genetically modified organisms in the infected materials and waste
	Optional
	Mandatory
	Mandatory
	Mandatory

	1.10. Other measures

	1.10.1.
	Maintenance of the service laboratory equipment
	Not mandatory
	Not mandatory
	Optional
	Mandatory

	1.10.2.
	An observation window or another possibility to observe employees working in the laboratory
	Optional
	Optional
	Optional
	Mandatory

	1 Isolation of the laboratory complex – the laboratory is separated from other premises in the same building or located in a separate building.
2 Air locks – an isolated room through which the laboratory is entered. The clean part of the air locks shall be separated form the part of the contained use of modified organisms by a changing room or a shower room separated by lockable doors. 

3 Activities preventing the spread of infection in the air. 

4 HEPA (high efficiency particulate air) filters for the purification of air.
5 If viruses, which cannot be detained by HEPA filters, are utilised, additional requirements shall be determined regarding the exhaust air.
6 With a reasoned work regimen and process allowing safe delivery of the material to the autoclave outside the laboratory ensuring the relevant protection level.


2. Additional requirements when performing work with genetically modified organisms in greenhouses (nurseries). The terms “greenhouse” and “nursery” shall designate such structure with walls, roof and floor, which is designed and is mainly used for growing plants in the contained and protected environment. All provisions referred to in Paragraph 1 shall be applied with the following additions:
	No.
	Specification
	Containment level

	
	
	1
	2
	3
	4

	2.1. A building

	2.1.1.
	A greenhouse: a separate building 1
	Not mandatory
	Mandatory
	Mandatory
	Mandatory

	2.2. Equipment

	2.2.1.
	Entering through air locks with double doors
	Not mandatory
	Optional
	Optional
	Mandatory

	2.2.2.
	Control of wastewater
	Optional
	Mandatory, in order to reduce the drainage 2
	Mandatory, in order to prevent the drainage
	Mandatory, in order to prevent the drainage

	2.3. Work organisation

	2.3.1.
	Means to prevent the entering of individuals of undesirable species, for example, arthropods or rodents
	Mandatory
	Mandatory
	Mandatory
	Mandatory

	2.3.2.
	Methods of containment to prevent the release of genetically modified organisms during the transfer of live material from a greenhouse (nursery) to the laboratory
	To reduce the release
	To reduce the release
	To prevent the release
	To prevent the release

	1 A greenhouse shall be located in a separate building with lockable self-closing doors and a waterproof roof and equipment to prevent the entering of surface waters into the building. 

2 If the release of genetically modified organisms may occur through the soil.


3. Additional requirements when performing work with animals if genetically modified organisms are utilised. All provisions referred to in Paragraph 1 shall be applied with the following additions:
	No.
	Specification
	Containment level

	
	
	1
	2
	3
	4

	3.1. Equipment

	3.1.1.
	Containment of animal housing 1
	Optional
	Mandatory
	Mandatory
	Mandatory

	3.1.2.
	Compartments of the vivarium2 separated by lockable doors
	Optional
	Mandatory
	Mandatory
	Mandatory

	3.1.3.
	Compartments of the vivarium designed to facilitate the cleaning thereof (cages of waterproof and easy to clean material, etc.)
	Optional
	Optional
	Mandatory
	Mandatory

	3.1.4.
	Floor or walls easy to wash
	Optional
	Mandatory (for the floor)
	Mandatory (for the floor and walls)
	Mandatory (for the floor and walls)

	3.1.5.
	Animals are kept in appropriate demarcated areas, for example, in cages, stalls or containers
	Optional
	Optional
	Optional
	Optional

	3.1.6.
	Filters before isolators or an isolated room 3
	Not mandatory
	Optional
	Mandatory
	Mandatory

	1 Animal housing: a building or a separate area in the building, in which equipment and other premises are located, for example, changing rooms, showers, autoclaves, food storage facilities.
2 Compartments of the vivarium: premises where animals to be propagated or utilised in experiments are kept, as well as premises utilised for the performance of simple surgical operations.
3 Isolators: transparent cabins where small animals are kept in cages or outside them; isolated rooms shall be utilised for keeping large animals.


4. General containment and safety requirements for the previously non-mentioned activities:
	No.
	Specification
	Containment level

	
	
	1
	2
	3
	4

	4.1.
	Viable micro-organisms shall be placed in a system providing the separation of the process from the environment (closed system)
	Optional
	Mandatory
	Mandatory
	Mandatory

	4.2.
	Control of gases isolated from the closed environment
	Not mandatory
	Mandatory in order to reduce the release of gases
	Mandatory in order to prevent the release of gases
	Mandatory in order to prevent the release of gases

	4.3.
	Control of aerosols during the sampling, supplementation of material in the closed system or during the transfer of the material to another closed system
	Optional
	Mandatory in order to reduce the release of the material
	Mandatory in order to prevent the release of the material
	Mandatory in order to prevent the release of the material

	4.4.
	Inactivation of non-fractionated culture fluids before the outlet from the closed system
	Optional
	Mandatory with substantiated means
	Mandatory with substantiated means
	Mandatory with substantiated means

	4.5.
	Isolation materials and equipment, which prevent or reduce the release of genetically modified organisms
	No special requirements
	To reduce the release
	To prevent the release
	To prevent the release

	4.6.
	Control zone to recognise the non-restricted release of content of the closed system in the environment
	Optional
	Optional
	Mandatory
	Mandatory

	4.7.
	The control zone shall be lockable for the disinfection thereof with steam
	Not mandatory
	Optional
	Optional
	Mandatory

	4.8. Equipment

	4.8.1.
	Entering through air locks
	Not mandatory
	Not mandatory
	Optional
	Mandatory

	4.8.2.
	Easy to clean surfaces resistant to water, acids, alkali, solvents, disinfectants and cleaning products
	Mandatory
(for work tables if any)
	Mandatory
(for work tables if any)
	Mandatory
(for work tables, if any, floors)
	Mandatory (for work tables, floors, ceilings, walls)

	4.8.3.
	Special means for sufficient ventilation of the control zone and for reduction of air pollution
	Optional
	Optional
	Optional
	Mandatory

	4.8.4.
	Air pressure in the control zone, reduced in relation to the surrounding environment
	Not mandatory
	Not mandatory
	Optional
	Mandatory

	4.8.5.
	Inlet and exhaust air of the control zone shall flow trough HEPA filter
	Not mandatory
	Not mandatory
	Mandatory (for exhaust air, optional – for inlet air)
	Mandatory (for inlet and exhaust air)

	4.9. Work organisation

	4.9.1.
	Closed systems are located in the control zone
	Not mandatory
	Optional
	Mandatory
	Mandatory

	4.9.2.
	Access shall be permitted only to the specified personnel
	Not mandatory
	Mandatory
	Mandatory
	Mandatory

	4.9.3.
	The personnel shall have a shower before leaving the control zone
	Not mandatory
	Not mandatory
	Optional
	Mandatory

	4.9.4.
	The personnel shall wear protective clothing
	Mandatory (work clothes)
	Mandatory (work clothes)
	Mandatory
	Complete changing of clothes before entering the premises and leaving thereof

	4.10. Waste

	4.10.1.
	Inactivation of genetically modified organisms in the outlet of washbasins, showers and other outlets
	Not mandatory
	Not mandatory
	Optional
	Mandatory

	4.10.2.
	Inactivation of genetically modified organisms in the infected material and waste, including the release of closed processes before their input into the drainage system
	Optional
	Mandatory with substantiated means
	Mandatory with substantiated means
	Mandatory with substantiated means


Notes.
1. Users, with the permit of the Food and Veterinary Service, shall be allowed to adjust the application of safety measures, which complies with the particular containment level, or to combine measures complying with different levels.
2. “Optional” in the tables shall mean that the user is allowed to perform these measures in individual cases according to the assessment.
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20 April 2004
Information to be Specified in a Notification for Deliberate Release into the Environment and Placing on the Market of Genetically Modified Organisms
I. General Provisions
1. Chapter II of this Annex applies to deliberate release into the environment and placing on the market of all types of genetically modified organisms (hereinafter – modified organisms), except the release or placing on the market of genetically modified higher plants (hereinafter – higher plants).
2. Chapter III of this Annex applies to deliberate release into the environment and placing on the market of higher plants.
3. Higher plants within the meaning of these Regulations – plants belonging to taxonomic groups of gymnosperms (Gymnospermae) and angiosperms (Angiospermae).
4. The notification shall not always include all the requirements referred to in this Annex. The contents of the particular notification shall be harmonised with the Food and Veterinary Service, taking into account considerations appropriate to each individual case.
II. The Notification for Release of Modified Organisms (Except Higher Plants)
5. General Information:
5.1. the given name, surname, address of the notifier (for a legal person – the name and legal address);
5.2. the surname, qualification and experience of the responsible scientist;
5.3. the title of the project.
6. Information relating to the modified organisms:
6.1. the characterisation of the donor, recipient or (if necessary) parental organism:
6.1.1. the scientific name;
6.1.2. the taxonomic belonging;
6.1.3. other names (for example, the common name, the name of the variety);
6.1.4. the phenotypic and genetic markers;
6.1.5. the degree of relatedness of the donor and the recipient or the degree of relatedness to the parental organisms;
6.1.6. the description of the techniques for the determination and identification of the modified organisms;
6.1.7. the sensitivity, reliability (in quantitative terms) and specificity of the techniques for the determination and identification of the modified organisms;
6.1.8. the description of the geographical distribution and natural environment of the modified organisms including information regarding natural predators, prey, parasites and competitors, symbionts and hosts;
6.1.9. the potential for the transmission and exchange of the genetic information with other organisms;
6.1.10. the verification of the genetic stability of the organisms and the factors affecting thereof;
6.1.11. the pathological, ecological and physiological qualities:
6.1.11.1. the classification of the hazard;
6.1.11.2. the generation time in natural ecosystems, the sexual and asexual reproductive cycle;
6.1.11.3. information regarding survival, including the seasonability and the ability to form structures necessary for survival in unfavourable environmental conditions, for example, seeds, spores, sclerotia;
6.1.11.4. the pathogenicity: the infectivity, toxicity, virulence, allergenicity, carrier (vector) of the pathogen, possible vectors, host range including non-target hosts. Possible activation of latent viruses (proviruses). Ability to colonise other organisms;
6.1.11.5. the antibiotic resistance and potential use of the relevant antibiotics in prophylaxis and therapy of humans and domestic animals;
6.1.11.6. participation in the processes of the surrounding environment, for example, the primary production, nutrient turnover, decomposition of organic matter, respiration;
6.1.12. the characterisation of vectors utilised in formation of the modified organisms:
6.1.12.1. the sequence of nucleotides;
6.1.12.2. the frequency of mobilisation;
6.1.12.3. the specificity;
6.1.12.4. the presence of antibiotics and other genes of resistance;
6.1.13. information regarding the genetic modifications previously conducted;
6.2. the characterisation of the vector:
6.2.1. the structure and origin of the vector;
6.2.2. the sequence of transposons, vectors and other segments of the genetic information used in order to form the new hereditary material delivered by the transferring vector in the relevant modified organism;
6.2.3. the frequency of the genetic mobilisation or genetic transfer capabilities of the utilised vector and the methods for the determination thereof;
6.2.4. information regarding the minimum part of the DNA structure of the vector necessary for the intended function;
6.3.  the characterisation of the modified organism:
6.3.1. information relating to the genetic modification:
6.3.1.1. the methods utilised in the genetic modification;
6.3.1.2. the methods utilised to form or to deliver an insert in the recipient or to cause the deletion of the sequence of the DNA nucleotides;
6.3.1.3. the description of the structure of the insert or vector;
6.3.1.4. the possibility of presence of unknown nucleotide sequences in the structure of the insert and the information regarding the minimum part of the DNA structure of the vector necessary for the intended function;
6.3.1.5. the nucleotide sequence, functional identity and location in a genome of the relevant altered, inserted or deleted nucleic acid segments, particularly in relation to any potential hazard of the modified organisms;
6.3.2. information regarding the acquired modified organism:
6.3.2.1. the description of genetic traits or phenotypic characteristics, particularly the description of such new traits and characteristics which may be expressed in the modified organism or the expression of which is not possible;
6.3.2.2. the structure and amount of any vector or donor nucleic acid remaining in the final structure of the modified organism;
6.3.2.3. the genetic stability of the organism;
6.3.2.4. the intensity and level of the expression of the new genetic material. The method and sensitivity of the measurement;
6.3.2.5. the activity of the expressed proteins (albuminoids);
6.3.2.6. the description of the isolation and identification methods, including the techniques for the identification and isolation of the insert and the vector;
6.3.2.7. the sensitivity, reliability (in quantitative terms) and specificity of the isolation and identification techniques;
6.3.2.8. information regarding the release or use of the previously modified organisms;
6.3.2.9. considerations related to the health matters:
6.3.2.9.1. the toxic and allergenic effect of the inactivated modified organisms or the metabolic products thereof;
6.3.2.9.2. the hazard of the modified organisms and the products containing them;
6.3.2.9.3. the comparison of the modified organism with the donor, recipient or (if necessary) the parental organism regarding pathogenicity;
6.3.2.9.4. the capacity for colonisation;
6.3.2.9.5. if the organism is pathogenic to humans with a normal immune system:
6.3.2.9.5.1. the diseases to be caused and the mechanism of the pathogenicity thereof, including invasiveness and virulence;
6.3.2.9.5.2. the infectivity;
6.3.2.9.5.3. the infective dose;
6.3.2.9.5.4. the host range and the possibility of alteration thereof;
6.3.2.9.5.5. the possibility of survival outside of the human organism;
6.3.2.9.5.6. the existence of carriers or possibilities of other types of dissemination;
6.3.2.9.5.7. the biological stability;
6.3.2.9.5.8. the antibiotic resistance range;
6.3.2.9.5.9. the allergenicity; and
6.3.2.9.5.10. the availability of appropriate therapy methods.
7. Conditions and the environment for release of modified organisms:
7.1. information regarding the release:
7.1.1. the description of the planned deliberate release, including the purpose thereof and the products to be obtained;
7.1.2. the intended dates of the release and the time planned for the experiment including the frequency and duration of the release;
7.1.3. the initial preparation of the release site;
7.1.4. the size of the release site;
7.1.5. the methods to be used for the release;
7.1.6. the quantity of the modified organisms to be released;
7.1.7. the intended changes at the release site (the type and method of cultivation, the modification of the composition of the soil, the irrigation or other activities);
7.1.8. the protective measures for the employees to be taken during the release;
7.1.9. the treatment of the release site after the activities with the modified organisms are completed;
7.1.10. the elimination of the modified organisms or suspension of activities to be performed with them at the end of the experiment;
7.1.11. the previous results of the release of the modified organisms and the information regarding them, particularly the information regarding their release in various quantities and various ecosystems;
7.2. information regarding the environment (both regarding the release site and wider environment):
7.2.1. the geographical location and grid reference of the release site (in the notification for placing on the market of modified organisms the site of release shall be the intended area for the use of the product);
7.2.2. the physical and biological connection with a human, flora and fauna;
7.2.3. the distance to biotopes or protected territories;
7.2.4. the number of inhabitants;
7.2.5. the economic activity of inhabitants, which is based on the natural resources of the relevant region;
7.2.6. the distance to the closest protected drinking water supplies and specially protected territories;
7.2.7. the climatic characterisation of the region which is likely to be affected;
7.2.8. the geographical, geological and soil characterisation;
7.2.9. flora and fauna, including crops, livestock and migratory species;
7.2.10. the target and additional ecosystems, which may be affected;
7.2.11. the comparison of the natural habitat of hosts and the release site; and
7.2.12. any known or planned development or changes in the land use at the release site of the modified organisms that may affect the environment of the release site.
8. Interaction between the modified organisms and the environment:
8.1. the characterisation of the conditions that affect the ability of the modified organisms to survive, propagate and disseminate:
8.1.1. the biological traits affecting the survival, propagation and dissemination of the modified organisms;
8.1.2. the known or expected environmental conditions, which may affect the survival, propagation and dissemination of the modified organisms (for example, wind, water, soil, temperature, pH); and
8.1.3. sensitivity to special factors of the effect;
8.2. the effect on the environment:
8.2.1. the intended site of release of the modified organisms; and
8.2.2. the studies regarding the behaviour, characteristics of the modified organisms and the ecological impact thereof carried out not in the natural environment, but, for example, in growth rooms, plant growing facilities, greenhouses;
8.3. the genetic transfer capabilities:
8.3.1. the delayed (post-release) transfer of the genetic material from the modified organism to other organisms of the relevant ecosystem;
8.3.2. the delayed (post-release) transfer of the genetic material from the indigenous organisms to the modified organism;
8.3.3. the probability that after the release of the modified organisms the natural selection may cause an expression of unexpected or undesirable characteristics in the modified organism;
8.3.4. the measures taken to provide and prove the genetic stability. The description of such genetic traits, which may prevent or reduce the dissemination of the genetic material. The methods used in order to prove the genetic stability;
8.3.5. the routes of biological dissemination, known or potential types of interaction and factors facilitating the release, including, for example, inhalation, ingestion, surface contact; and
8.3.6. the description of the ecosystems, in which the modified organisms might be released;
8.4. the potential impact of the modified organisms on the environment:
8.4.1. the possibility of excessive population increase;
8.4.2. the advantages of the modified organisms competing with the non-modified recipients or parental organisms;
8.4.3. the identification and description of the target organisms;
8.4.4. the mechanism and possible result of the intended interaction between the modified organisms and the target organisms;
8.4.5. the identification and description of the organisms, which may be affected accidentally;
8.4.6. the possible changes in the biological interactions or the host range after the release of the modified organisms;
8.4.7. the known or expected effect on other organisms in the environment, the impact on the levels of competitor populations: prey, hosts, symbionts, predators, parasites and pathogens;
8.4.8. the known or expected involvement in biogeochemical processes; and
8.4.9. other potential significant effects of the modified organisms on the environment.
9. Information regarding the supervision measures (monitoring), control, waste treatment plans and action in emergency situations:
9.1. the supervision (monitoring) methods:
9.1.1. the methods for tracing the modified organisms and supervision (monitoring) of the effects caused thereby;
9.1.2. the specificity, sensitivity and reliability of the supervision methods to identify the modified organism and distinguish it from the donor, recipient or parental organisms;
9.1.3. the techniques for detecting the transfer of the modified genetic material to other organisms; and
9.1.4. the duration of supervision and the frequency of control measures;
9.2. the plans for the prevention of accidents:
9.2.1. the techniques and methods to prevent or reduce the spread of the modified organisms outside the release site thereof or the specified area of use;
9.2.2. the techniques and methods to protect the release site of the modified organisms and to prevent unauthorised persons from entering it; and
9.2.3. the techniques and methods to prevent other undesirable organisms from entering the release site;
9.3. waste treatment:
9.3.1. the type of waste;
9.3.2. the expected amount of waste;
9.3.3. the potential risk factors; and
9.3.4. the description of the waste treatment intended;
9.4. action in case of emergency:
9.4.1. the methods and procedures to be utilised for the control of the modified organisms if uncontrolled release thereof occurs;
9.4.2. the methods for the re-cultivation and renewal of the areas utilised;
9.4.3. the methods for the removal or sanitation of plants, animals, soil subjected to the effect during or after the release of the modified organisms;
9.4.4. the methods for the isolation of the area where the release of the modified organisms occurred; and
9.4.5. the plan for human health and the environment protection measures in case undesirable consequences occur during the release of the modified organisms.
III. The Notification for Release of Higher Plants
10. General information:
10.1. the given name, surname, address of the notifier (for a legal person – the name and legal address);
10.2. the surname, qualification and experience of the responsible scientist;
10.3. the title of the project.
11. Information relating to the recipient or (if necessary) parental plants:
11.1. the full name: the name of the family, genus, species, subspecies, cultivar/variety and the common name;
11.2. the relevant information regarding reproduction:
11.2.1. the type of reproduction;
11.2.2. special factors affecting reproduction, if any;
11.2.3. the generation time; and
11.2.4. the sexual compatibility with other cultivated or wild plant species;
11.3. the survivability:
11.3.1. the ability to form the survival or dormancy structures;
11.3.2. special factors affecting survival, if any;
11.4. the dissemination:
11.4.1. the ways and extent of dissemination, for example, the assessment that indicates the reduction of the quantity of the viable pollen and/or seeds in overcoming the distance;
11.4.2. special factors affecting dissemination, if any;
11.5. the geographic distribution of higher plants;
11.6. if higher plants of the relevant species are not grown in the Member State where the release of the modified organisms has been intended, the description of the natural habitat of the plant including the information regarding natural predators, parasites, competitors and symbionts;
11.7. the potential significant interactions of the higher plant with other organisms in the ecosystem where it normally grows, including the information regarding the toxic effect on humans, animals and other organisms.
12. Information characterising the genetic modification:
12.1. the description of the methods of the genetic modification;
12.2. the type and origin of the vector used;
12.3. the size, origin, taxonomic belonging (the name) of the donor organism, the component of the genome to be transferred in the modification and the function thereof.
13. Information characterising the higher plant:
13.1. the description of the characteristics inserted or modified;
13.2. the information regarding the inserted or deleted nucleotide sequences:
13.2.1. the size and structure of the insertion or deletion, as well as the methods utilised in the modification, including the information regarding the vector utilised in the formation of the genetically modified plant hybrids or regarding the retention of the molecule parts of any other vector in the modified plant;
13.2.2. if the deletion has been performed – the size and function of the deleted segment;
13.2.3. the location of the insertion place in the plant cells (integrated in the chromosomes, the DNA of the chloroplasts, mitochondria or retained in a non-integrated form), as well as the determination methods thereof; and
13.2.4. the number of copies inserted;
13.3. the information regarding the expression of the inserted genetic information:
13.3.1. the information regarding the type of expression of the insert and the characterisation methods thereof;
13.3.2. the parts of the higher plant, in which the insert is expressed (for example, the roots, stem, pollen);
13.4. the difference of the higher plant from the recipient plant, taking into account:
13.4.1. the type or intensity of reproduction;
13.4.2. the capability of dissemination; and
13.4.3. the survivability;
13.5. the genetic stability of the insert and the phenotypic stability of the higher plant;
13.6. the possibility of transfer of the genetic material from the higher plant to other organisms;
13.7. the information regarding any toxic, allergenic or harmful effect on human health and the environment caused during the process of the genetic modification;
13.8. the information regarding the harmlessness of the higher plants to animal health, particularly in relation to all toxic, allergenic or other harmful effects resulting from the genetic modification, if the higher plant is provided for the utilisation in animal feed;
13.9. if possible, to characterise the mechanism of the interaction between the higher organism and the target organism;
13.10. the potential significant interactions with other organisms;
13.11. the description of the techniques for the determination and identification of the higher plants; and
13.12. the information regarding the similar experience of release of the higher plants, if any.
14. Information regarding the release site of the higher plants (only in relation to the notifications for deliberate release into the environment of modified organisms):
14.1. the location and size of the release site;
14.2. the description of the release site ecosystem, including the description of the climate, flora and fauna;
14.3. the presence of such related wild relatives or cultivated plant species that are sexually compatible with the particular modified organism; and
14.4. the distance to the protected biotopes or regions likely to be affected due to the release of the modified organisms.
15. Information relating to the release of the higher plants (only in relation to the notifications for deliberate release into the environment of modified organisms):
15.1. the purpose of the release;
15.2. the intended date and duration of the release;
15.3. the method, by which the genetically modified plants will be released;
15.4. the method for the preparation and control of the release site – prior to the release, during and after it, including the cultivation and harvesting methods; and
15.5. the approximate number of the higher plants (or the number of the plants per square metre).
16. Control and monitoring measures after release of higher plants and waste treatment (only in relation to the notifications for deliberate release into the environment of modified organisms):
16.1. the precautionary measures:
16.1.1. the determination of the distance to the biotopes where species sexually compatible with the relevant higher plant are found;
16.1.2. any measures to reduce or prevent the spreading of the pollen or seeds of the higher plants;
16.2. the description of the methods to be utilised for the treatment of the site after the release of the higher plants;
16.3. the description of the methods (after the release thereof) to be utilised for the treatment of the higher plant material (including waste);
16.4. the description of the supervision measures (monitoring); and
16.5. the description of the emergency measures.
17. Possible effect on the environment of modified organisms to be released:
17.1. the probability that in the agricultural spreading environment the higher plant becomes more stable than the recipient or parental plant or acquires additional release abilities in the natural environment;
17.2. any selective advantage or disturbance, which may be caused by the transfer of the genetic material from the higher plant to other sexually compatible plant species;
17.3. if necessary – the possible impact of the interaction between the higher plants and the target organisms on the environment; and
17.4. the possible impact of the interaction between the higher plants and other organisms on the environment.
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Sample of the Report Regarding the Results of Release when Deliberately Releasing Genetically Modified Organisms into the Environment
I. General Provisions
1. When deliberately releasing genetically modified organisms into the environment, the notifier, in accordance with Paragraph 43 of these Regulations, shall provide the Food and Veterinary Service with the information regarding the results of the release according to the sample provided in this Annex (hereinafter – the sample report).
2. The sample report shall relate only to one permit of release given by the Food and Veterinary Service and it shall be identified according to the number of the notification.
3. A notifier shall intend to submit a post-release report and, where necessary, also a monitoring intermediary report together with the notification. Reports of both types shall be drawn up in accordance with the report sample.
4. The final report shall be submitted after the last harvest of the genetically modified plants. Additional reports shall not be required, if the post-release monitoring is not provided for in the notification. Where necessary, the Food and Veterinary Service shall indicate in the permit the duration of the post-release monitoring, as well as the schedule for the notification of intermediary post-release monitoring reports.
5. It shall be preferable that reports are submitted in an electronic form.
6. The Food and Veterinary Service may request additional information from the notifier, for example, the register or intermediary reports to be delivered during the research programme prior to the termination of the release.
7. The report sample shall be filled in by the notifier.
8. The notifier, when submitting a report pursuant to this sample, shall fill in the boxes and/or note, as much as possible, the key words that are used in the text fields.
9. The notifier shall reflect the information compiled as completely as possible, using diagrams, pictures and tables. Where necessary, statistical data shall also be provided.
10. The notifier shall provide a general overview regarding the implemented measures and observed consequences throughout the harmonisation period, if the release has taken place in several sites, several times and/or has been perennial.
11. Free space after each paragraph shall not indicate the thoroughness of the requested information.
II. The Sample Report
1. General information
	1.1. The number of the notification (notification) of
the European Union Member States: B/XX/YY/ZZ
	

	1.2. the submitting country:
	

	1.3. the date and number of the permit:
	


2. The report status
2.1. please, indicate whether, according to this Annex, the current report is:
2.1.1. the final report;
2.1.2. the post-release monitoring report:
2.1.2.1. the final report;
2.1.2.2. the intermediary report.
3. Characteristics of the release
	3.1. the scientific name of the recipient organism
	


3.2. (acronym(s)) or vectors1 (if the identification number of the transformation is not
	available) used in the transformation(s)
	


Note.
1 In the case of small-scale field trials where several lines may be tested, the vectors used shall be mentioned, which give an insight into the introduced indicators and/or genetic elements. In the case of large (larger)-scale trials, the number of the events of release notified shall be limited to one or several events.
	3.3. the identification number if it is known:
	


3.4. please provide the following information, as well as indicate the field(s) layout: 
	Geographical location(s) (the administrative region and, where appropriate, the grid reference)
	Size of the release site(s)1 (m2)
	Identity2 and the approximate number of the genetically modified higher plants per event actually released (the number of seeds/plants per m2) 
	Duration of the release (s) (from… (day/month/
year)… until ... (d/m/y))

	
	
	
	

	Note.
1 Specify the size of the genetically modified area and, where appropriate, the size of the genetically non-modified area (for example, the border of the genetically non-modified area).
2 Vectors used.


4. Any kind of a product regarding which the notifier intends to notify at a later stage
4.1. does the notifier intend to notify of the released transformation event(s) as products for placing on the market in accordance with the Community legislation at a later stage?
� Yes 

� No 

� Unknown to date
If the answer is “Yes”, indicate the country(ies), in which notification shall be submitted: _____________________

If answer is “Yes”, specify for which use(s):
- import;
- cultivation (for example, seed/planting material production);
- food;
- animal feed;
- pharmaceutical use (or processing for pharmaceutical use);
- processing;
- for food use;
- for animal feed use;
- for industrial use;
	- other:
	

	
	(specify)


5. Type(s) of deliberate release(s)
Please, select the main types(s) (in boxes), as well as sub-type(s) of the release(s). In the case of multi-sites, multi-events and/or multi-annual release(s), please provide a general overview regarding the type(s) of deliberate release(s), which has/have been carried out throughout the harmonisation period. Please, note the appropriate type(s).
5.1. deliberate release(s) for research purposes: 

�

5.2. deliberate release(s) for development purposes: 

�

- event screening;
- proof of the concept (for example, testing of the new trait under the environmental conditions);
- agronomic performances (for example, efficiency/selectivity of the plant protection product, yield capacity, germination capacity, crop establishment, plant vigour, plant height, susceptibility to climatic factors/diseases, etc.) (specify);
- altered agronomic properties (for example, disease/pest/draught/frost-resistance, etc.) (specify);
- altered quality properties (prolonged shelf-life, enhanced nutritional value, modified composition, etc.) (specify);
- stability of the expression;
- multiplication of lines;
- hybrid vigour study;
- molecular farming.
Molecular farming shall be the production of such substances (for example, proteins, pharmaceutical products) by plants, which have been genetically modified for a particular trait. “Molecular farming” may also be defined as the production of plant-synthesised pharmaceutical products, plant-made pharmaceutical products, plant-based proteins production, etc.;
- phyto-remediation;
	- others:
	

	
	(specify)


5.3. official testing: 

�

- variety registration on a national variety catalogue;
- DUS (= distinctness, uniformity and stability);
- VCU (= value of cultivation and use);
	- others:
	

	
	(specify)


5.4. herbicide permission: 






�

5.5. deliberate release(s) for demonstration purposes: 


�

5.6. seeds multiplication: 






�

5.7. deliberate release(s) for biosafety/risk assessment research: 
�

- vertical gene transfer studies;
- out-crossing with conventional crops;
- out-crossing with wild relatives;
- horizontal gene transfer studies (gene transfer to micro-organisms);
- management of volunteers;
- potential changes in persistence or dispersal;
- potential invasiveness;
- potential effects on target organisms;
- potential effects on non-target organisms;
- observation of resistant relatives;
- observation of resistant insects;
	- others:
	

	
	(describe)


5.8. other type(s) of deliberate release(s): 

�

	

	(describe)


6. Method(s), result(s) of the release, management and monitoring measure(s) in respect to any risk to human health or the environment
6.1. risk management measure(s)
Please report the risk management measures, which have been used to avoid or minimise the spread of the genetically modified organisms outside the release site(s), and in particular such measures:
- which were not originally notified in the notification,
- which were applied in addition to the conditions in the permit;
- which the permit required only under certain conditions (for example, dry periods, flooding);
- for which the co-ordination allowed the notifier a choice among different measures.
Note the examples where appropriate:
6.1.1. before seeding/planting:
- clear labelling of the genetically modified seeds/planting material lots (distinct from other seeds/tubers/etc. (describe):
- segregation during the processing and transport of the seed/planting material (describe the method used); provide example(s) of containment in order to prevent spillage during the processing and transport);
- destruction of superfluous seeds/planting material (describe the method used);
- temporal isolation (specify);
- rotation (specify the previous crop(s));
	- other(s):
	

	
	(specify)


6.1.2. during the seeding/planting activities:
- the method of sowing/planting;
- emptying and cleaning of the sowing/planting machinery in the field of release;
- segregation during the sowing/planting (provide example(s) of containment in order to prevent spillage during sowing/planting);
	- other(s):
	

	
	(specify)


6.1.3. during the period of release:
- the insulation distance(s) (x metres):
- from sexually compatible cultivated plant varieties;
- from sexually compatible wild relatives;
- the border row(s) (with the same crop or a different one, with a non-transgenic crop, x metres, etc.);
- the cage/net/fence/signpost (specify);
- the pollen trap (specify);
- removal of genetically modified inflorescences before flowering (indicate the frequency of the removal);
- removal of bolters/relatives/hybrid partners (indicate the frequency of the removal, x metres around the field of the genetically modified plants, etc.);
	- other(s):
	

	
	(specify)


6.1.4. at the end of the release:
- harvest/destruction methods (of crop or parts thereof)/other means (for example, the sampling and analysis of the sugar beet pulp)
(describe)
- harvest/destruction prior to the ripeness of the seeds;
- effective removal of the plant parts;
- segregated storage and transport of crop/waste (provide example(s) of containment in order to prevent the spillage of the collected seeds/crops/waste);
- clean up of machinery on the release site;
- destination of the waste, treatment of the waste/surplus yield/plant residues (describe);
- post-harvest treatment and cultivation of soil on the release site (describe the method(s) for preparing and managing the release site at the end of the release, including cultivation practices);
	- other(s):
	

	
	(describe)


6.1.5. post-harvest measures
Please indicate which measures were taken on the release site after the harvest.
	The frequency of visits (average)
	

	- subsequent crops
	

	
	(specify)

	- crop rotation
	

	
	(specify)

	- fallow/no crop
	

	
	(specify)

	- superficial soil work/no deep ploughing
	

	- false-sowing beds
	

	- control of volunteers
	

	
	(specify the intervals and duration)

	- appropriate chemical treatment(s)
	

	
	(specify)

	- appropriate soil treatment(s)
	

	
	(describe)

	- others
	

	
	(specify)


6.1.6. other measure(s): (describe):
6.1.7. emergency plan(s):
Indicate:
a) if the release proceeded as planned:
� Yes
	� No (describe for which reasons, for example, vandalism, climatic conditions, etc.)
	

	
	


b) if measures according to the emergency plan(s):
had to be taken:
� Yes
	� No
	

	
	(describe)


6.2. post-release monitoring measures
Due to the fact that the current sample report may be used for the final and post-release monitoring report(s), the notifier is asked to clearly make the difference between the both types of the report.
Please indicate whether:
- the post-release monitoring plan will start (in the case of a final report after the last harvest of the GM higher plants);
- the post-release monitoring plan is ongoing (in the case of an intermediary post-release monitoring report);
- the post-release monitoring plan has been completed (in the case of an intermediary post-release monitoring report);
- no post-release monitoring plan has to be fulfilled.
The results of this monitoring shall be provided for to confirm or invalidate earlier assumptions in the risk assessment.
According to the aforementioned case, please indicate which monitoring measures will be/are/were taken and where (on the release site/near the site (for example, on the fields edges)). Please, be aware that all post-release monitoring measures taken during the whole post-release period shall be indicated here.
Indicate:
- monitoring measures within the site
Duration:
The frequency of visits (average):
- observation of resistant relatives;
- observation of resistant insects;
- control of volunteers (specify the intervals and duration);
- monitoring of the gene flow (specify):
- appropriate chemical treatment(s) and/or soil treatment(s);
- other (specify);
- Monitoring measures of adjacent areas
Duration:
The frequency of visits (average):
The area monitored:
- observation of resistant relatives;
- observation of resistant insects;
- control of volunteers and/or monitoring of feral populations (specify the intervals and duration);
- monitoring of the gene flow (specify);
- appropriate chemical treatment(s) and/or soil treatment(s);
- others (specify);
6.3. the plan for observation(s)/method(s) used
In this paragraph the observation plan and the methods used shall be indicated in order to collect the consequences, which have to be reported in accordance with the next paragraph (Paragraph 6.4). Any amendments or modifications to the plan as proposed in the notification and the SNIF (Summary Notification Information Format) shall be specified in detail.
During the time between the notification and the final report notification, new scientific insights or methods may be developed, which cause a change in the methods used. In particular such modifications shall be specified in this Paragraph.
6.4. the consequences observed
6.4.1. an explanatory note.
All results of the deliberate release(s) in respect of any risk to human health or the environment shall be stated, taking into account whether the results indicate that any risk is increased, reduced or remains unchanged.
The main objectives of the information given in this Paragraph shall be the following:
- to confirm or invalidate any assumption regarding the occurrence and impact of potential consequences of the genetically modified organisms, which were identified in the environmental risk assessment;
to identify the effect of the genetically modified organisms, which was not anticipated in the environmental risk assessment.
The observed effect(s)/interaction(s) of the genetically modified organisms:
In this section it shall be reported with respect to:
- any risk to human health,
- any risk to the environment.
Particular attention shall be drawn to unexpected and accidental consequences.
Hereinafter indications as regards the consequences that the notifier may have to report shall be provided. The consequences shall be obviously considered in the light of the crop, the new traits, the receiving environment, as well as the opinions of such environmental risk assessment, which is carried out on a case-by-case basis.
In order to structure the information and to facilitate an efficient search within the given information, the notifier shall use, as far as possible, specific keywords to fill in the text fields under Paragraph 6, particularly in Sub-paragraphs 6.4.2, 6.4.3 and 6.4.4. A most updated list of such specific keywords shall be available on the Internet.
6.4.2. the expected consequences.
This section shall concern the expected consequences or potential consequences, which were already identified in the environmental risk assessment of the notification and could therefore be anticipated.
Notifiers shall supply the information regarding deliberate release(s), which validate the assumptions made in the environmental risk assessment.
6.4.3. Unexpected consequences.
(Without prejudice to handling of modifications or new information).
Unexpected consequences shall refer to effects on human health or the environment, which were not foreseen or identified in the environmental risk assessment of the notification. This part of the report shall contain any information regarding unexpected consequences or observations relevant for the initial environmental risk assessment. In the case of any observed unexpected consequences or observations, this section shall be drawn up in as detailed way as possible in order to allow the proper interpretation of the information.
6.4.4. Other information.
Notifiers shall be encouraged to supply information, which is outside the scope of the notification, but which may be relevant to the field trials in question. They may also include observations of beneficial effects.
7. Conclusion
In this chapter the notifier shall specify the opinions drawn and the measures taken or to be taken on the basis of the results of the release with regard to further releases and, where appropriate, make reference to any kind of product the notifier intends to notify of at a later stage.
The information provided in this report is not considered confidential in accordance with these Regulations.
The Food and Veterinary Service is not prohibited from requiring additional information from the notifier, both confidential or non-confidential.
In the case of confidential information, it shall be provided in an annex to the report, with a non-confidential summary or general description of such information, which will be available to the public.
Date _______________
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Summary of the Information for the Placing on the Market of Products Containing Genetically Modified Organisms
1. The summary of such documentation that shall be appended to the notification that shall be submitted to the Food and Veterinary Service (or to the institution of respective competence of such European Union Member State, in the state territory of which it is intended to place genetically modified organisms for the first time) and relating to placing on the market of such products, which contain genetically modified organisms or consist of them, or which contain a combination of genetically modified organisms or consist of it, shall comply with the following requirements.
2. After filling-in this document shall only be a summary of the information. Due to this reason it shall be recognised that, according to the requirements of these Regulations, risk shall not be assessed on the basis of this document alone.
3. The space provided after each question shall not be indicative of the depth of the information.
4. The summary of information shall consist of two parts:
4.1. Part I of the summary of information shall apply to the products containing genetically modified organisms other than higher plants, and it shall contain the following sections:
4.1.1. “A. General information”;
4.1.2. “B. The nature of the genetically modified organisms contained in the product”;
4.1.3. “C. Predicted behaviour of the product”;
4.1.4. “D. Information relating to the previous releases”;
4.1.5. “E. Information relating to the monitoring plan”;
4.2. Part II of the summary of information shall apply to the products containing or consisting of the genetically modified higher plants. Higher plants shall be the plants that belong to the taxonomic group of Gymnospermae and Angiospermae. Part II of the summary of information shall contain the following sections:
4.2.1. “A. General information”;
4.2.2. “B. The nature of the genetically modified higher plant contained in the product”;
4.2.3. “C. Information relating to the previous releases”;
4.2.4. “D. Information relating to the monitoring plan”;
PART I
Summary of Information for the Products Containing Genetically Modified Organisms Other than Higher Plants
A. General information
1. Details regarding the notification
	a) the Member State of the notification:

	b) the notification number:

	c) the name of the product (commercial and other names):

	d) the date of acknowledgement of the receipt of the notification:


2. The notifier of the notification/producer/importer
	a) the name or trading name of the notifier of the notification:

	b) the address of the notifier of the notification:

	c) the notifier of the notification is:
	the domestic producer �
the importer �

	d) in the case of an import:
i) the name or trading name of the producer:
ii) the address of the producer:


3. The characterisation of the genetically modified organisms contained in the product
	Indicate the names and nature for each type of the genetically modified organism contained in the product: 


4. General description of the product
	a) the type of product:

	b) the composition of the product:

	c) the specificity of the product:

	d) the types of users:

	e) all special conditions of use and handling suggested as a condition of the permit applied:

	f) if applicable, the geographical areas within the European Union, to which the product is intended to be confined in accordance with the provisions of the permit applied for:

	g) all types of the environment, to which the product is unsuited:

	h) the estimated potential annual demand:
i) in the European Community:
ii) on export markets for the European Community supplies:

	i) the unique identification code(s) of the genetically modified organism:


5. Has the same notifier of the notification regarding the genetically modified organism, which the product contains, submitted a notification regarding deliberate release of genetically modified organisms into the environment
	Yes �
	No �

	i) if yes, give the country and the notification number:

	ii) if no, refer to the risk analysis data on the basis of the elements regarding deliberate release of genetically modified organisms into the environment


6. Has the same notifier of the notification simultaneously submitted a notification regarding the product also in another European Union Member State?
	Yes �
	No �

	If yes, specify:


7. Has any other notifier of the notification placed on the market of the European Community another product with the same combination of genetically modified organisms?
	Yes �
	No �
	Not known �

	If yes, specify:


8. The summary of data obtained on the release of the same genetically modified organisms or the same combination of genetically modified organisms previously or currently carried out in conditions representative of the different environmental types where it will be possible to use genetically modified organisms
	


9. Specify the instructions and/or recommendations for the storage and handling, including any mandatory restrictions proposed as a condition of the issued permit
	


10. Proposed packaging
	


11. Any proposed labelling requirements, in addition to those required by regulatory enactments
	


12. Measures suggested by the notifier to be taken in the event of unintended release or misuse
	


13. Measures for the waste disposal and treatment (if applicable)
	


B. Nature of the genetically modified organisms contained in the product
Information relating to the recipient organism or parental organism, from which the genetically modified organism is derived
14. The scientific name and common names
	


15. Phenotypic and genetic traits
	


16. The geographic distribution and natural biogeocoenosis of the organism
	


17. The genetic stability of the organism and the factors affecting it
	


18. Potential for the genetic transfer and exchange with other organisms and the likely consequences of the gene transfer
	


19. Information concerning the reproduction and factors affecting it
	


20. Information regarding the survival and factors affecting it
	


21. Ways of the dissemination and factors affecting it
	


22. Interaction with the environment
	


23. a) the detection techniques
	


23. b) the identification techniques
	


24. The classification under the existing rules of the European Community concerning the protection of human health and/or the environment
	


25. a) the Pathogenic characteristics
	


25. b) Other harmful characteristics of the organisms living or dead, including the extracellular products thereof
	


26. The nature and description of the known extrachromosomal genetic elements
	


27. The summary of the known history of previous genetic modifications
	


INFORMATION RELATING TO THE GENETIC MODIFICATION
28. Methods used for the genetic modification
	


29. Characteristics of the vector
	a) the structure and source of the vector:

	b) the description of the vector structure:

	c) the genetic map and/or restriction map of the vector:

	d) the data on the nucleotide sequence:

	e) the information regarding the degree, to which the vector contains sequences, whose product or function area is not known:

	f) the genetic transfer capabilities of the vector:

	g) the frequency of the mobilisation of the vector:

	h) the part of vector, which remains in the genetically modified organism:


30. Information regarding the insert
	a) the methods used to construct the insert:

	b) the restriction sites:

	c) the sequence of the insert:

	d) the origin and function of each constituent part of the insert in the genetically modified organism:

	e) information regarding the degree, to which the insert is limited to the required function:

	f) the location of the insert in the genetically modified organism:


INFORMATION REGARDING THE ORGANISM (DONOR), FROM WHICH THE INSERT IS DERIVED
31. The scientific name and other names
	


32. Indicate whether the donor organism has pathogenic or harmful characteristics; if so, indicate the nature of such characteristics
	


33. If the donor organism has any pathogenic or harmful characteristics, indicate whether the donated sequences are in any way involved in them
	


34. The classification under the existing rules of the European Community relating to the protection of human health and the environment
	


35. State whether natural exchanges of the genetic material between the donor organism and the recipient organism are possible or have been observed
	


INFORMATION RELATING TO THE GENETICALLY MODIFIED ORGANISM CONTAINED IN THE PRODUCT
36. Description of the genetic traits or phenotypic characteristics, if different from that of the recipient organism or the parental organism
	


37. The genetic stability of the genetically modified organism, if different from that of the recipient organism or the parental organism
	


38. the rate and level of expression of the new genetic material
	


39. Activity of the expressed proteins
	


40. a) The description of the detection techniques for the genetically modified organisms in the environment, if different from the detection techniques of the recipient organism or the parental organism in the environment
	


40. b) The description of the identification techniques to distinguish the genetically modified organism from the recipient organism and the parental organism 
	


41. Health considerations
	a) toxic or allergenic effects of the genetically modified organism and/or the metabolic products thereof, if significantly different from those of the recipient/parental organism and/or the metabolic products thereof:

	b) product hazards, if significant:

	c) the comparison of the genetically modified organism with the donor, recipient or parental organism regarding the pathogenicity, if significantly different:

	d) the capacity for the colonisation, if significantly different from the recipient or parental organism:

	c) if the organism is more pathogenic than the recipient or parental organism(s) to humans, who are immuno competent, supply the information specified in Sub-paragraph C 2.i) (iv) of Part II of Annex III A:


INTERACTION OF THE GENETICALLY MODIFIED ORGANISMS WITH THE ENVIRONMENT
42. Survival, multiplication and dissemination of the genetically modified organisms in the environment, if different from the survival, multiplication and dissemination of the recipient or parental organism in the environment
	


43. Environmental impact of the genetically modified organism, if different from the environmental impact of the recipient or parental organism
	


C. Predicted Behaviour of the Product, if Different from the Behaviour of the Recipient or Parental Organism
ENVIRONMENTAL IMPACT OF THE PRODUCT
	


HUMAN HEALTH EFFECTS OF THE PRODUCT, IF DIFFERENT FROM THE HUMAN HEALTH EFFECTS OF THE RECIPIENT OR PARENTAL ORGANISM
	


D. Information Relating to the Previous Releases
HISTORY OF THE PREVIOUS RELEASES, REGARDING WHICH A NOTIFICATION HAS BEEN SUBMITTED IN ACCORDANCE WITH PARAGRAPH 14 OF ANNEX 5 (IF APPLICABLE)
1. Notification number
	


2. Release site
	


3. Aim of the release
	


4. Duration of the release
	


5. Duration of the post-release monitoring
	


6. Aim of the post-release monitoring
	


7. Conclusions of the post-release monitoring
	


8. Results of the release with respect to any risk to human health and the environment in accordance with Paragraph 44 of these Regulations
	


HISTORY OF THE PREVIOUS RELEASES CARRIED OUT IN OR OUTSIDE THE EUROPEAN COMMUNITY
1. Release country
	


2. Institution overseeing the release
	


3. Release site
	


4. Aim of the release
	


5. Duration of the post-release monitoring
	


6. Aim of the post-release monitoring
	


7. Conclusions regarding the post-release monitoring
	


8. Results of the release with respect to any risk to human health and the environment
	


HISTORY OF THE PREVIOUS WORK RELEVANT TO THE RISK ASSESSMENT PRIOR TO PLACING ON THE MARKET
	


E. Information relating to the monitoring plan, including identified traits, characteristics and uncertainties related to the genetically modified organism or the interaction thereof with the environment that should be addressed in the post-placing on the market monitoring plan
	


PART II
SUMMARY OF INFORMATION FOR THE PRODUCTS CONTAINING GENETICALLY MODIFIED HIGHER PLANTS
A. General information
1. Details regarding the notification
	a) the Member State of the notification:

	b) the notification number:

	c) the name of the product (the commercial name and other names):

	d) the day of acknowledgement of the receipt of the notification:


2. Notifier of the notification
	a) the name or trading name of the notifier of the notification:

	b) the address of the notifier of the notification:

	c) the notifier of the notification is: the domestic producer � the importer �

	d) in the case of an import the name or trade name and address of the producer shall be given:


3. General description of the product
	a) the name of the recipient and parental name and the intended function of the genetic modification:

	b) all specific forms, in which the product shall not be placed on the market (seeds, cut-flowers, vegetative parts, etc.) as a proposed condition of the permit received after the notification of the notification:

	c) the intended use of the product and the types of users:

	d) all specific instructions and/or recommendations for the use, storage and handling, including mandatory restrictions proposed as a condition of the issued permit:

	e) if applicable, the geographical areas within the European Union, to which the product is intended to be confined in accordance with the provisions of the permit issued:

	f) all types of the environment, to which the product is unsuited:

	g) all proposed packaging requirements: 

	h) all proposed labelling requirements in addition to those required by regulatory enactments

	i) the estimated potential demand
in the European Community:
ii) on export markets for the European Community supplies:

	j) the unique identification code(s) of the genetically modified organism:


4. Whether the notification regarding the higher plant referred to in the composition of such product has been submitted in accordance with the regulations regarding deliberate release in the environment of genetically modified organisms
	Yes �
	No �

	i) if no, refer to the risk analysis data on the basis of the elements of deliberate release of genetically modified organisms into the environment:


5. Has a notification regarding the product been simultaneously submitted in another European Union Member State?
	Yes �
	No �

	i) if no, refer to the risk analysis data on the basis of the elements of deliberate release of genetically modified organisms into the environment:


Has a notification regarding the product been submitted to a third country either simultaneously or previously?
	Yes �
	No �

	If yes, specify:


6. Has the same genetically modified higher plant been previously notified for placing on the market in the European Community?
	Yes �
	No �

	If yes, give the notification number and the Member State:


7. Measures suggested by the notifier of the notification to be taken in case of unintended release or misuse, as well as measures for the disposal and treatment.
B. Nature of the Genetically Modified Higher Plants in the Product
INFORMATION RELATING TO THE RECIPIENT OR (WHERE APPROPRIATE) PARENTAL PLANTS
8. Complete name
	a) the family name:

	b) the genus:

	c) the species: 

	d) the subspecies:

	e) the cultivar/breeding line:

	f) the common name:


9. a) information concerning reproduction
	i) the mode(s) of reproduction:

	ii) the specific factors affecting reproduction, if any:

	iii) the generation time:


9. b) the sexual compatibility with other cultivated or wild plant species
	


10. Survivability
	a) the ability to form structures for survival or dormancy:

	b) the specific factors affecting survivability, if any:


11. Dissemination
	a) the ways and extent of dissemination:

	b) the specific factors affecting dissemination, if any:


12. Geographic spreading of the plant
	


13. In the case of higher plant species not normally grown in European Union Member States, the description of the natural habitat of the plant, including the information regarding the natural predators, parasites, competitors and symbionts
	


14. Potentially significant interactions of the higher plant with other organisms in the ecosystem where it is usually grown, including the information regarding toxic effects on humans, animals and other organisms
	


15. Phenotypic and genetic traits
	


information relating to the genetic modification
16. Description of the methods used for the genetic modification
	


17. Structure and origin of the vector
	


18. Size, origin [the name of the donor organism] and the intended function of each constituent fragment of the region intended for the insertion
	


INFORMATION RELATING TO THE GENETICALLY MODIFIED HIGHER PLANT
19. Description of the traits and characteristics, which have been introduced or modified
	


20. Information regarding the sequences actually inserted/deleted/modified
	a) the size and structure of the insert, methods used for the characterisation thereof, including the information regarding all such parts of the vector that are introduced in the genetically modified higher plant or any carrier or foreign DNA remaining in the genetically modified higher plant:

	b) in the case of deletion, the size and function of the deleted segment(s):

	c) the location of the insert site in the plant cells (integrated in the chromosome, chloroplast, mitochondrion or maintained in a non-integrated form) and the methods for the determination thereof:

	d) the copy number and genetic stability of the insert:

	e) in the case of the modification other than insertion or deletion, describe the function of the modified genetic material before and after the modification, as well as direct changes in the expression of the genes as a result of the modification:


21. Information regarding the expression of the insert
	a) the information regarding the expression of the insert and the methods used for the characterisation thereof:

	b) the parts of the plant, where the insert is expressed (for example, roots, stem, pollen, etc.):


22. Information regarding how the genetically modified higher plant differs from the recipient plant, taking into account the following criteria
	a) the mode(s) and/or rate of reproduction:

	b) dissemination:

	c) survivability:

	d) other differences:


23. Potential for the transfer of the genetic material from the genetically modified higher plant to other organisms
	


24. Information regarding any adverse effects on human health and the environment, arising from the genetic modification
	


25. Information regarding the harmlessness of the genetically modified higher plant to animal health, where the genetically modified higher plant is intended to be used in animal feed, and if the harmlessness is different from that of the recipient/parental plant organism
	


26. Mechanism of interaction between the genetically modified higher plant and target organisms (if applicable), if different from that of the recipient/parental organism
	


27. Potentially significant interaction with not-target organisms, if different from the interaction of the recipient or parental organism
	


28. Description of the detection and identification techniques for the genetically modified higher plant, to distinguish it from the recipient or parental organism
	


INFORMATION REGARDING THE POTENTIAL ENVIRONMENTAL IMPACT FROM THE RELEASE OF THE GENETICALLY MODIFIED HIGHER PLANT
29. Potential environmental impact from the release or the placing on the market of genetically modified organisms, if different from a similar release or placing on the market of the recipient or parental organism
	


30. Potential environmental impact of the interaction between the genetically modified higher plant and target organisms (if applicable), if different from that of the recipient/parental organism
	


31. Possible environmental impact resulting from the potential interactions with not-target organisms, if different from that of the recipient or parental organism
	a) effects on the biodiversity in the area of cultivation:

	b) effects on the biodiversity in other biogeocenosis

	c) effects on pollinators:

	d) effects on endangered species:


C. Information Relating to the Previous Releases
32. History of the previous releases, regarding which the same notifier has submitted a notification according to deliberate release into the environment of genetically modified organisms
	a) the notification number:

	b) conclusions regarding the post-release monitoring:

	c) results of the release in respect to any risk to human health and the environment (submitted to the competent authority in accordance with Paragraph 44 of these Regulations):


33. History of the previous releases, which the same notifier of the notification has carried out in or outside the European Community
	a) the release country:

	b) the institution overseeing the release:

	c) the release site:

	d) the aim of the release:

	e) the duration of the release:

	f) the aim of the post-release monitoring:

	g) the duration of the post-release monitoring:

	h) the conclusions regarding the post-release monitoring:

	i) the results regarding the release in respect to any risk to human health and the environment:


D. Information relating to the monitoring plan, including the identified traits, characteristics and uncertainties related to the genetically modified organism or the interaction thereof with the environment that should be addressed in the post-placing on the market monitoring plan
	


[10 January 2006]
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Annex 9
Cabinet Regulation No. 333
20 April 2004
Additional Information to be Indicated in the Notification and Labelling of Genetically Modified Organisms
In the cases referred to in a notification for the placing on the market of genetically modified organisms (hereinafter – modified organisms) or the products thereof, as well as in Chapters III and IV and Paragraph 58 of these Regulations, the following information shall be indicated in addition to the information referred to in Annex 6 to these Regulations:
1. This Annex shall include generally described additional information that shall be provided:
1.1. in the notification for placing on the market of modified organisms or the products thereof;
1.2. on the labelling of products to be placed on the market, which contain or consist of modified organisms;
1.3. on the labelling of products complying with the cases referred to in Chapter III and Paragraph 58 of these Regulations in order to provide clear information regarding the presence of modified organisms on the labelling or accompanying document. For this purpose the labelling or accompanying document shall contain words “Šis produkts satur ģenētiski modificētus organismus” [this product contains genetically modified organisms]. Recommendations and restrictions for use shall be indicated for such products.
2. In a notification for the placing on the market of modified organisms or the products thereof the following information shall be indicated in addition to the information referred to in Annex 3 to these Regulations:
2.1. the commercial name of the relevant product and the names of the modified organisms included therein, all specific designations, names or codes, which the notifier uses in order to identify the modified organism;
2.2. the given name, surname, address of the person registered in the European Union (for a legal person – the name and legal address) who is responsible for the placing on the market regardless of whether it is the producer, importer or distributor;
2.3. the given name, surname, address of the supplier of control samples (for a legal person – the name and legal address);
2.4. the description regarding how the product containing or consisting of the modified organisms is intended to be used. Differences in the use and management of the modified organisms and similar genetically non-modified organisms shall be highlighted;
2.5. the geographical area or the type of the environment where the product is intended to be used, including, where possible, the information regarding the estimated scale of use;
2.6. the intended type of use, for example, industry, agriculture, specific trade or unlimited placing in retail trade;
2.7. the information regarding the genetic modification in order to register the organism modifications in registers, which can be used for the detection and identification of particular modified products. This information shall indicate, where necessary, the competent institution, to which the sample of the modified organism or the genetic material thereof and the information regarding the nucleotide sequence, or other type of information that is necessary for the identification of the product of the modified organisms and the progeny thereof, for example, the methodology for the detection and identification of the product of the modified organisms, including the experimental data demonstrating the specificity of the methodology, has been submitted. Information that cannot be placed, for confidentiality reasons, in the publicly available part of the register shall be identified;
2.8. the proposed labelling on the label or in the accompanying document. The label shall indicate how to access information in such part of the register, which is available to the public. The label, at least in the form of a summary, shall include:
2.8.1. the commercial name of the product;
2.8.2. the reference that “Šis produkts satur ģenētiski modificētu/s organismu/s” [this product contains genetically modified organism/s]; 2.8.3. the name of the modified organism;
2.8.4. the information referred to in Sub-paragraph 2.2.
3. In addition to the information referred to in Paragraph 2 of this Annex, if necessary, the following information shall be included:
3.1. protective measures in the cases of uncontrolled or incorrect release of the modified organisms;
3.2. specific instructions or recommendations for the storage of the modified organisms and other activities involving them;
3.3. specific instructions regarding the monitoring in accordance with the monitoring plan;
3.4. proposed restrictions in the permit for the utilisation of the modified organisms, for example, in relation to the field and purposes of the utilisation of the product;
3.5. the intended type of packaging. The packaging shall be such as to prevent the accidental spread of the modified organisms during the storage and release thereof;
3.6. the estimated amount of production and/or import in the European Union; and
3.7. the proposed additional labelling. The labelling shall at least in a summarised form include the information referred to in Sub-paragraphs 2.4, 2.5, 3.1, 3.2, 3.3 and 3.4 of this Annex.
Minister for Health 
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Annex 10
Cabinet Regulation No. 333
20 April 2004
Instructions for the Design of the Monitoring Plan and the Monitoring Procedures
I. General Part
1. This Annex shall supplement the information, which is included in Chapter VI of these Regulations, with the following instructions:
1.1. regarding the objectives of the monitoring;
1.2. regarding the general principles of the monitoring;
1.3. provide the summary of the general framework of such respective plans, which are developed regarding the monitoring after the sale of genetically modified organisms.
2. After placing on the market of genetically modified organisms the notifier of the notification, in accordance with these Regulations, shall be legally bound to ensure the monitoring and reporting according to the conditions indicated in the decision of the Food and Veterinary Service.
3. Monitoring plans regarding placing on the market of genetically modified organisms shall be definitely developed for each individual case, taking into account the risk assessment, the modified characteristics of the relevant genetically modified organism, the intended utilisation and receiving environment thereof.
4. The respective methodology available before the commencement of the monitoring programmes shall be developed for the efficient and general monitoring. Monitoring itself shall not be regarded research, but it shall be regarded the means for the assessment or testing of such results and assumptions, which occur during the previous researches and assessment of possible risk.
II. Objectives
5. The objectives of the monitoring of the sold genetically modified organisms laid down in accordance with Chapter VI of these Regulations shall be:
5.1. to confirm that all assumptions of the risk assessment, which are related to the genetically modified organism or occurrence and consequences of the potential adverse effects resulting from the utilisation thereof, are correct; and
5.2. to identify the genetically modified organism or occurrence of the adverse effects resulting from the utilisation thereof, which concern human health or the environment and which are not anticipated in the risk assessment.
III. General Principles
6. Monitoring, as laid out in Chapter VI of these Regulations and which, in relation to this Annex, applies to the sold genetically modified organisms, shall take place after the permit for the placing of genetically modified organisms on the market has been issued.
7. Planning shall be of significance in relation to all types of monitoring, and, when developing monitoring plans, both the specific monitoring in particular cases and the general monitoring shall be considered. Moreover, the monitoring of continuing potential cumulative adverse effects shall be regarded the mandatory part of the monitoring plan.
8. The specific monitoring in particular cases, which is included in the monitoring plan, shall be focused on such potential effects, which result from the placing of genetically modified organisms on the market and which is laid out on the basis of the conclusions and assumptions of the risk assessment. Nevertheless, on the basis of the risk assessment and the available scientific information, it is possible to foresee particular effects, but it is significantly more difficult to plan the potential effects or variable values that cannot be foreseen or predicted. Nevertheless, when planning the monitoring accordingly, timely detection of such effects may be optimised. Due to this reason the general monitoring of unforeseeable or unexpected adverse effects shall be included in the monitoring plan.
9. In relation to the previous paragraphs, cost-effectiveness of the specific monitoring in particular cases and the general monitoring shall be taken into account. Moreover, the monitoring plan shall comply with the newest scientific statements and practice.
10. The existing environmental conditions and activities that have been directed towards the determination of an appropriate baseline shall be taken into account in the interpretation of the collected monitoring data. The general monitoring and environmental monitoring programmes may serve for similar purposes. If unexpected changes in the environment are observed, the further risk assessment shall be considered to establish whether they are the consequence of the placing of the genetically modified organisms on the market or the result of activity of other factors. Measures for the protection of human health and the environment shall also be considered in relation thereto.
IV. Design of the Monitoring Plan
11. The monitoring plan shall have the following three main sections:
11.1. the strategy of the monitoring;
11.2. the methodology of the monitoring; and
11.3. the analysis, report, revision.
12. It shall be important to specify in the strategy of the monitoring the possible effects, which may result from the placing of genetically modified organisms on the market, the level, to which they shall be supervised, as well as the relevant method(s) and time period(s) of the monitoring.
13. The scale of probability that the genetically modified organism will cause direct, indirect, immediate or delayed adverse effects shall be considered, taking into account the intended use and receiving environment thereof.
14. Direct effects shall be the primary effects of the genetically modified organism itself to human health or the environment, which do not take place in the causal chain of events. For example, as regards the culture that has been modified for resistance against a particular insect, the direct effects resulting from the toxin produced by the genetically modified organisms may include both the death and changes in population of such insects, which are the target insects and also non-target insects.
15. Indirect effects shall be such effects to human health or the environment, which take place in the causal chain of events. For example, in the above mentioned case the indirect effects may occur, if the decrease in the population of the target insects influences the populations of such other organisms, which usually feed on such insects.
16. Indirect effects may include the interaction of several organisms and the environment, and it complicates the forecasting of the possible effects. Observations of indirect effects may also be delayed. But such factors shall be regarded as a component of the strategy.
17. Immediate effects shall be such effects on human health or the environment, which are observed during the period of the release of genetically modified organisms. Immediate effects may be direct or indirect.
18. Delayed effects shall be such effects on human health or the environment, which may not be observed during the release of genetically modified organisms, but become observable at a later stage of direct or indirect effects or when the release has ended. An example of the delayed effects is the development of resistance against Bt toxin if the effects thereto are continuous.
19. Immediate and delayed effects themselves may be direct or indirect, but they may include differences in the periods of time. Direct effects at a level to be discovered shall most likely take place immediately or within a short period of time. Expression of indirect effects may need a longer period of time, however, it shall be taken into account.
20. It is very difficult or almost impossible to forecast the possible unforeseeable or unexpected effects that are not laid out in the risk assessment. Due to this reason the general monitoring of the possible unforeseeable or unexpected effects shall be regarded the component of the monitoring strategy.
21. The risk assessment.
The strategy of the monitoring shall determine how the evaluations obtained during the risk assessment are confirmed according to the use and receiving environment of the relevant genetically modified organism. For this purpose the conclusions and assumptions of the risk assessment that are based on the scientific evaluation and recommendations of the committees of experts shall be taken into account. Moreover, the issues, which occur during the risk assessment and which are to a certain extent unclear, for example, regarding the possible effects that may be expressed only when releasing in large amounts, shall also be included as a component of the strategy of the monitoring.
22. General information.
Any general information related to the respective genetically modified organism, including the data and information obtained in the result of the experimental release, from scientific publications and respective comparative evidence that are obtained in other release, may be used in the planning and design of the monitoring plan. In such case the data obtained from available researches of risk and the monitoring of the experimental release shall be of particular value.
23. The method:
23.1. the method of the monitoring strategy shall be described. In many cases the main attention shall be paid to the main concerns (such shall be known) and establishment of the cyclic monitoring process in order to ensure the continuous improvement of the quality of the programme;
23.2. the method shall ensure the means, with which to detect the possible adverse effects in an early stage of expression. The timely detection of any adverse effects related to the genetically modified organism provides a possibility to ensure the quicker re-assessment and implementation of measures in order to reduce all the consequences in the environment;
23.3. the design of the monitoring plan of genetically modified organisms shall be drawn up according to the gradual method, taking into account the existing data and the methodology of the monitoring. In many cases the scale of release shall also be taken into account when using the gradual method. The first stage may be formed on the basis of evidence that is obtained in the consecutive stages of the experimental trials on the basis of the large-scale field trials and, finally, the surveys in the plots of land used in agriculture. Experience and information that is obtained during the monitoring of the experimental release of the genetically modified organisms may be useful when designing the plan of the monitoring regime of the sold genetically modified organisms, which is necessary in order to place the genetically modified organisms on the market;
23.4. the existing observation programmes may also be adjusted for the needs of the monitoring of the genetically modified organisms in order to ensure the comparability and expenditure of scarce resources for the design of the method. It shall apply to the existing environmental monitoring programmes in agriculture, food research, nature conservation, long-term ecological monitoring programmes, soil observation and veterinary research. For inclusion of such programmes in the monitoring plan, first of all, the respective agreement of the notifiers of notifications with the persons or organisations, including State institutions, which manage such work, shall be necessary; and
23.5. this section shall be focused on the specific monitoring in particular cases and the general monitoring in accordance with the two general objectives that are specified according to Chapter VI of these Regulations, but not hindering the examination of the monitoring system of another type.
24. The specific monitoring in particular cases.
The specific monitoring in particular cases shall be used in order to confirm that scientifically justified assumptions, which in the risk assessment concern the possible adverse effects resulting from genetically modified organisms and the utilisation thereof, are correct:
24.1. in the method of the specific monitoring:
24.1.1. main attention shall be paid to such possible effects on human health and the environment and which are identified in the risk assessment, i.e., taking into account different locations, the types of the soil, climatic conditions;
24.1.2. a precise period of time, during which the results are obtained, shall be determined;
24.2. the first stage in the design of the plan for the specific monitoring in particular cases shall be to specify the objectives of the strategy of the monitoring for particular cases. It shall also be determined, which assumptions regarding the incidence and effects of possible adverse effects of the genetically modified organism or the use thereof are laid out in the risks assessment, and they shall be confirmed by the specific monitoring in particular cases. If the non-existence of risk or insignificant risk has been identified in the conclusions of the risk assessment, the specific monitoring in particular cases shall not be required;
24.3. the possible adverse effects that are identified in the risk assessment shall be included in the monitoring plan only on the basis of the fact that monitoring may be important for the confirmation or rejection of such assumptions, which concern such effects;
24.4. if cultivation is included in the intended utilisation of genetically modified organisms, the monitoring of such risks shall be considered, which are resulting from the transfer of the pollen, the release and persistence of such genetically modified organisms. The level of probability of such occurrence shall also depend on the scale and the receiving environment of such use, including the proximity and amount of sexually compatible common cultivated species and wild relatives;
24.5. the potential environmental risk resulting from genetically modified organisms, which are approved for import and recycling only, may be often assessed and completely contained, if the genetically modified organisms are not introduced in the environment deliberately and if they do not have the tendency to disseminate;
24.6. the potential effects on human health or the environment resulting from the release into the environment or placing on the market of genetically modified organisms shall depend on the features and specific genetic modifications of the genetically modified organism. For example, the potential effects resulting from the transfer of the pollen from the genetically modified cultures to genetically non-modified cultures or wild relatives shall largely depend on whether the genetically modified culture crosses or self-pollinates. In such case the presence of wild relatives shall also be considered;
24.7. any subsequent effects, for example, the potential development of resistance against Bt toxin for insects, is related only to the genetically modified organisms, which are modified for the expression for this specific toxin. It is otherwise with the genetically modified organisms that are modified only for the resistance to herbicides because these genetically modified organisms do not contain the gene of Bt toxin;
24.8. it shall also be important to supervise the potential transfer of the genes of resistance to antibiotics and the possible consequences in relation to the genetically modified organism, which in the modification contains the marker of the antibiotics resistant gene; and
24.9. after the determination of objectives, on the basis of potential adverse effects, the next stage shall be the identification of such parameters that are measured in order to achieve such objectives. The parameters and methods of the measurement and assessment thereof shall be valid and suitable for this purpose.
25. The general monitoring:
25.1. the general monitoring shall largely be based on the periodic observation (according to the principle “look – see!”), and it shall be used in order to identify such unforeseeable adverse effects or use of genetically modified organisms, which is not anticipated in the risks assessment, but is harmful to human health and the environment. It shall include the observation of the phenotypic characteristics, but shall not exclude the analyses designed in a more detailed way;
25.2. in opposition to the specific monitoring in particular cases in the general monitoring:
25.2.1. attempts to identify and register any indirect, delayed and/or cumulative adverse effects, which are not anticipated in the risk assessment, shall be made;
25.2.2. a longer period of time and as large area as possible shall be used;
25.3. the type of the general monitoring, including the locations, areas and all measurable parameters, shall largely depend on the type of unexpected adverse effects under research. For example, in order to supervise such unexpected adverse effects to the cultivated ecosystem as changes to the biological diversity, the cumulative environmental impact of multiple release and interaction, another method of the general monitoring may be necessary in order to supervise the impact of the transfer of other genes;
25.4. in the case of compatibility of the general monitoring, the traditional practice of the periodic monitoring may be used, for example, the monitoring of agricultural cultures, plant protection, veterinary and medicinal products, as well as the programmes of the ecological monitoring, environmental observation and nature conservation. The monitoring plan may also include information regarding how the recipient of the permit obtains the relevant information, which the third persons have collected during the traditional practice of periodic monitoring, or how such information is available to the recipient of the permit; and
25.5. if the traditional periodic monitoring is used in the general monitoring, then both such practice and the changes which are necessary therein, in order to perform the respective general monitoring, shall be described.
26. Baselines:
26.1. the determination of the baseline position of the receiving environment shall be the precondition for the identification and assessment of changes observed during the monitoring. The baseline shall be a reference point, with which any expression resulting from placing on the market of genetically modified organisms may be compared. Due to this reason, the baseline shall be determined prior to the attempt to detect and supervise any effects. An alternative may be the monitoring of the parallel areas of genetically modified organisms and the comparative areas without genetically modified organisms, and it may be significant if the environment is particularly dynamic;
26.2. credible information regarding the condition of the receiving environment based on the adequate environmental observation systems may be necessary prior to the execution of the monitoring programmes and environmental policy measures. Environmental observation programmes are provided for taking into account the proved, credible or possible relationship of the ecosystems and may be useful in order to determine:
26.2.1. the state of the environment and changes therein;
26.2.2. the causes of such changes;
26.2.3. the expected environmental development;
26.3. the examples of the indicators of the state of the receiving environment may include animals, plants and micro-organisms from different groups of organisms and ecosystems. The respective indicators may be considered on the basis of the characteristics and supervised parameters of the respective genetically modified organism. In this respect sexual compatibility of other organisms with the genetically modified organisms may also be significant. The respective indicator species shall have several possible parameters of the measurement, or variables of the suitability, including the similarity of the number, growth rate, biomass, reproduction ability, increase/decrease rate of the population and the genetic diversity;
26.4. it shall also be useful to consider the relation of the baselines to such changes in the management practice, which are determined by the utilisation of the genetically modified organisms. They may include changes in the utilisation of pesticides in cultivation of such crop species that are modified for the persistence against herbicides and resistance to insects. In considering the monitoring plan for cultures that are genetically modified for resistance to herbicides, it shall be useful to consider the utilisation of herbicides for regular cultures accepted as a component of the relevant baseline.
27. The period of time:
27.1. monitoring shall be carried out in such a period of time, which is sufficiently long in order to detect, where necessary, not only the potential immediate effects, but also delayed effects that are identified in the risk assessment. The connection between the anticipated level of the risk and duration of release shall also be considered. A longer period of release may increase the risk of cumulative effects. If immediate effects do not express in a longer period of time, the monitoring may be focused on delayed and indirect effects. It shall also be considered whether the monitoring plan is attributed to a period of time that is after the co-ordinated period of time. It may occur, for example, if the genetically modified organism is specifically sustainable in the environment;
27.2. the period of time of the intended monitoring plan shall be indicated, including the account of the possible frequency of inspection and the interval for the revision of the monitoring plan. The probability of any expression of such effects, which are laid out in the risk assessment, shall be taken into account. For example, any adverse effects resulting from the distribution, reproduction and sustainability/survival of the genetically modified organisms in the environment after the placing on the market thereof shall be considered. For genetically modified microbes distributed according to the biological treatment programmes such period of time may be days or months, but for some crop species it may be several years. The probability of release and sustainability of the modification sequences themselves shall be considered also in relation to crossing with sexually compatible species;
27.3. the planning of inspection shall largely depend on the type of effects to be supervised. For example, effects resulting from the transfer of the pollen are expressed only after flowering, but it shall be useful to visit the territory prior to the flowering in order to detect what is the amount of the presence of sexually compatible species. Similarly, the occurrence of volunteer plants in subsequent growing seasons shall be supervised only in relation to the time period of the dissemination of seeds, and sustainability and germination of the subsequent seed bank;
27.4. prior visits shall also be necessary prior to the beginning of the monitoring in order to determine respective baselines; and
27.5. the time periods of the monitoring plans shall not be specified without a term, but they shall be revised and amended in accordance with the results obtained during the implementation of the monitoring programme.
28. The division of responsibility:
28.1. according to provisions, the notifier of the notification/recipient of the permit shall have the final responsibility regarding the inclusion of the monitoring plan in the notification, drawing up and the adequate implementation thereof;
28.2. prior to placing on the market of genetically modified organisms the notifiers shall include the monitoring plan in the notifications pursuant to Chapter VI. The suitability of the submitted monitoring plan shall be one of the criteria, according to which any notifications for placing on the market of genetically modified organisms shall be considered. The plan shall be considered only on the basis whether it is sufficient in relation to the fulfilment of such requirements, which are specified in these Regulations and whether it fully complies with this Annex;
28.3. after placing on the market of such product, which contains or consists of genetically modified organisms, the notifier of the notification shall ensure the monitoring and reporting in accordance with conditions indicated in the permit. It shall be achieved by implementing the monitoring plan accordingly;
28.4. in the notification the duties shall be clearly determined in each stage of the monitoring plan. It shall apply both to the specific monitoring in particular cases and to the general monitoring, which is a component of the monitoring plan. The notifier of the notification shall remain liable for the implementation of monitoring, but it shall not exclude involving of such third persons as consultants and users in the monitoring, when performing different tasks required in the monitoring plan. The Commission of European Union Member States, member States and/or competent authorities may be involved in the general monitoring. When employing third persons or entering into contract with them in order to perform monitoring research, the scheme for the involvement thereof shall be laid out in detail. The notifier of the notification/holder of the permit shall be responsible for the compilation of data and results, and he or she shall ensure the transmission of such information to the Commission of European Union Member States and competent authorities in accordance with the monitoring plan, particularly in relation to the identification of any adverse effects;
28.5. additional monitoring may be carried out, which may be the specific monitoring in particular cases or the general monitoring. The purpose of such monitoring shall be to provide the manager of risk with a possibility to take the relevant measures without delay, if undesirable or unidentified effects occur in the field of the pre-risk assessment. However, such activity shall not substitute the monitoring plan (although it may be the component thereof with the consent of the relevant persons), the responsibility regarding the implementation of which is kept by the notifier of the notification.
29. The existing systems:
29.1. it is possible to expand the existing monitoring or general monitoring systems, by attributing them to the possible adverse effects resulting from placing on the market of genetically modified organisms. Such systems shall include observation programmes in agriculture, food research, nature conservation, long-term ecological monitoring systems, environmental observation programmes and veterinary research;
29.2. for example, seed growing systems, in which the provisions of OECD certification are complied with and, thus, include the periodic inspection of the fields and surrounding areas, may be adjusted for the monitoring of the indicated parameters on the field;
29.3. common commercial cultures in Member States have already been supervised in relation to the calculation of fertilisers and combating pests, diseases and weeds. Consultants who sell the relevant agricultural products and growers themselves shall regularly perform such type of monitoring throughout the growing period;
29.4. it is possible to supplement the sale of genetically modified seeds with a similar service, in which the representatives of a company or hired consultants perform the general monitoring of at least some type. The instruction relating to the monitoring and reporting may be distributed to growers who purchase the genetically modified seeds, and the sales or utilisation conditions may be defined in the conditions of the contract;
29.5. if there are clear instructions, the growers and agricultural consultants may research such main unexpected changes or effects as the distribution and spreading of volunteer plants that grow in adjacent areas. In such conditions it shall be anticipated that the monitoring of adverse effects may be included in the period practice used in order to specify the substances to be used in agriculture for combating pests and weeds.
30. The methodology of the monitoring.
This section shall include instructions regarding such parameters and elements, which may be identified and the monitoring of which may be included in the monitoring programme, as well as regarding the means for the performance of such monitoring, including regarding the areas to be supervised and the frequency of the monitoring.
31. Parameters/elements of the monitoring:
31.1. firstly, the relevant parameters/elements to be supervised shall be identified, justifying the selection thereof. It shall largely depend on the conclusions of the risk assessment. Decisions regarding the parameters or elements to be supervised shall be taken on a case-by-case basis according to the modified characteristics of the respective genetically modified organism. They shall include the suitability of the monitoring for the anticipated effects on the modified target organisms, for example, the monitoring of the populations of corn borers in relation to the cultivated Bt corn varieties;
31.2. also such elements that are not specific may be regarded as a component of the monitoring plan, and examples of such elements, not excluding others, are the following:
31.2.1. effects on organisms, which are not the target organisms and have resulted from the modification, including the development of resistance in wild relatives or pest organisms, changes in the range of the host organisms or the distribution of the pest organisms and viruses, as well as the development of new viruses;
31.2.2. the distribution, dissemination and persistence in the environment or ecosystems, which is not the target environment or ecosystems;
31.2.3. crossing/reproduction (for example, the frequency, type and rate of the crossing/reproduction) with sexually compatible organisms, wild relatives in natural populations;
31.2.4. unexpected changes in the basic behaviour of the organism, for example, changes in the reproduction, the number of the progeny, the growing and survivability of the seeds; and
31.2.5. changes in the biological diversity (for example, the number or composition of species).
32. Areas/samples:
32.1. the monitoring plan may include the information regarding the location and the scale of the area where the monitoring will be performed. It may be indicated at the level of individual Member States, geographical regions, individual territories, plots of land or, where necessary, other areas;
32.2. the areas and/or samples to be supervised shall be identified in relation to possible effects resulting from the placing on the market of genetically modified organisms, including such that are provided for the accounting or control. All accounting or control areas and/or samples shall be sufficiently characteristic to the environment and conditions of utilisation in order to obtain significant conclusions. Moreover, the whole methodology of sample taking shall be scientifically and statistically justified. Significant information regarding changes of the indicators may be obtained from the data justified in such a way, and, thus, the possibility to detect the effects increases;
32.3. when considering the areas to be supervised, for example, in relation to genetically modified crop species, in determining the biogeocenoses selected for the monitoring, the characteristics of such species (typical and modified), as well as the reproduction and distribution thereof, and the types of the ecosystems, which may be influenced, may be considered. The significant areas of the monitoring shall include the selected agricultural fields, where the culture is grown for commercial purposes, and the surrounding biogeocenose;
32.4. monitoring may also be attributed to adjacent or neighbouring cultivated and non-cultivated areas, as well as areas, in which volunteer plants are supervised after harvesting, and the protected territories. Some types of biogeocenoses, for example, areas having disorders, and plant communities rich in species may be more susceptible to invasion than others. Areas, in which there are disorders with low vegetation and a profusion of plants and grasses, are specifically suitable for the purposes of the monitoring. Firstly, they are widely spread and often are located near more intensively cultivated agricultural areas. Secondly, such areas are often characteristic to roadsides, ditches and fields sides where the accidental seed loss and distribution occur more frequently at the beginning;
32.5. monitoring in relation to a possibility that the transfer of the genetic material to sexually compatible biological and regular cultures takes place may also be considered. For such purpose the extent of such cultures being grown in adjacent or neighbouring areas shall be assessed.
33. Inspection.
The intended frequency of inspections shall be indicated in the monitoring plan. It may include a schedule, in which the time and number of the intended visits to the territory are indicated. In such sense, as it has already been laid out in previous paragraphs, it shall be properly considered, in which time the possible adverse effects are expressed most likely and which area(s) should be supervised.
34. The sampling and analysis:
34.1. the methodology for the subsequent monitoring of such parameters/elements, including techniques for the sampling and analysis, shall also be clearly identified and laid out. If the standard methodology specified in CEN standards and OECD methods for the monitoring of organisms in the environment is applicable, it shall be complied with and the source of the methodology shall be indicated. Methods used in the monitoring shall be scientifically justified and valid in experimental conditions, in which they are used; due to this reason, such features of the method as selectivity, specificity, reproducibility, all restrictions, sensitivity, as well as availability of the relevant control samples, shall be considered;
34.2. the expected updating of the methodology, where necessary, according to the selected method/strategy of the monitoring shall also be indicated in the monitoring plan; and
34.3. when developing a respective methodology for the sampling and analysis, the statistical analysis may also be used in order to specify the optimal dimensions of the samples and the shortest time periods of the monitoring for the detection of the relevant effects with the necessary statistical accuracy.
35. Data collection and processing:
35.1. as regards the specific monitoring in particular cases and the general monitoring it shall be indicated in the monitoring plan how, by whom and how often data is collected and processed. It shall be specifically important if third persons are employed or hired for the data collection. The notifiers of the notification shall need the standard mechanisms, formats and protocols for the collection and registration of data in order to ensure consistency. For example, the standardised registration sheets or direct registration of data by portable computers on the standardised spreadsheets. The notifier of the notification shall also describe the process of the data handling, as well as the receipt of information from the third persons, for example, consultants or users; and
35.2. the terms and intervals for the reports regarding the monitoring results shall be specified.
36. The analysis, reporting, revision.
It shall be indicated in the monitoring plan how often data are revised and the general analysis thereof is performed.
37. The assessment:
37.1. the assessment of data shall include, as appropriate, a statistical analysis with the respective values of the standard deviation, so that justified subsequent decisions may be taken. They shall include decisions regarding the correctness of the assessments laid out in the risk assessment. In such sense the correctness of the assessments shall be largely dependent on the correctness of the baselines and/or control samples concerning the receiving environment. The statistical analysis shall also provide information regarding whether the methodology of the relevant type, including the sampling and analysis, is appropriate;
37.2. when assessing the results of the monitoring and research, it may be specified whether it is necessary to supervise other parameters according to the programme. The relevant reactions to any previous conclusions shall also be verified, particularly if there is evidence regarding potential adverse effects on susceptible biogeocenoses and groups of organisms;
37.3. the data collected throughout the monitoring shall be interpreted according to other existing environmental conditions and measures. If changes are observed in the environment, the subsequent assessment shall be necessary in order to determine whether these are the consequences of genetically modified organisms or the use thereof or such changes have been caused by such environmental factors, which are not placing on the market of the genetically modified organisms. The baselines, which are used in this aspect for comparison, shall be re-assessed; and
37.4. the structure of the monitoring plan shall be such as to ensure that the results of the specific monitoring in particular cases, the general monitoring and additional research may be used unequivocally in order to take decisions regarding the renewal of the permit for the distribution of the product.
38. Reporting:
38.1. after placing on the market of genetically modified organisms the notifier of the notification, according to these Regulations, shall ensure the monitoring and reporting pursuant to the conditions specified in the permit. Reports regarding the monitoring shall be submitted to the Commission of European Union Member States and competent authorities of Member States, although the time period for the notification has not been specified. Such information shall also be openly accessible in accordance with the requirements of these Regulations. Due to this reason, the notifiers of the notifications shall describe the conditions for reporting in the monitoring plan;
38.2. it shall also be indicated in the monitoring plan how the relevant information collected in the specified or periodic monitoring practice is supplied to the recipient of the permit and competent authorities;
38.3. the notifier of the notification/recipient of the permit shall ensure the transparency of the results and shall determine in the programmes of the monitoring measures and in the monitoring plans how the information collected is submitted/published. It may be achieved, for example:
38.3.1. by information sheets provided for the users and other concerned persons;
38.3.2. by seminars, in which information is presented and exchanged with the concerned persons;
38.3.3. by archived documents of the internal use of the company;
38.3.4. by including information on the web sites of the company;
38.3.5. by publishing information in sectoral and scientific publications;
38.4. provisions that the notifier of the notification takes measures without delay that are necessary in order to protect human health and the environment and to inform competent authorities shall also apply to the reporting, if new information regarding risk is available to the users or from other sources; and
38.5. the notifier of the notification shall revise the information and conditions specified in the notification.
39. Revision and adjustment:
39.1. monitoring plans shall not be regarded static. It is essential to revise the monitoring plan and the methodology related thereto after respective intervals and to update and adjust as appropriate;
39.2. in accordance with provisions the competent authority, which receives the original of the notification, on the basis of reports submitted by the notifiers of the notification, and according to the permit and the specified monitoring plan, is allowed to adjust the monitoring plan after the first period of the monitoring. However, the notifier of the notification shall remain responsible for the revised monitoring plan as well;
39.3. during revision the efficiency and quality of the data collection and measurements, also the sampling and analysis shall be verified. During revision the efficiency of the criteria of the monitoring in relation to the assessments shall also be assessed, as well as any issues resulting from the risk assessment shall be evaluated;
39.4. if, for example, specific models are used for the forecasting, the evaluation based on the collected data may be performed and a later calculation may be carried out. Also upgrades and development of the sampling and analysis shall be taken into account as appropriate; and
39.5. after such revision the correction of the methods, the respective adjustment or improvement of the monitoring objectives and monitoring programme shall be necessary.
[10 January 2006]
Minister for Health 
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