Ordinance on Deliberate Release into the Environment and Placing on the Market of Genetically Modified Organisms
adopted by Decree of the Council of Ministers No. 212 of October 4th 2005, Promulgated in State Gazette No. 81 of October 11th 2005
Chapter One

GENERAL DISPOSITIONS


Article 1. This Regulation shall determine:

1.  the information to be contained in the technical dossier attached to any application for deliberate release of genetically modified organisms (GMOs) into the environment;

2.  the information on the results of the deliberate release into the environment of GMOs in respect of any risk to human health and the environment;

3.  the information covered under Items 2 to 5 of Article 60 (1) of the Genetically Modified Organisms Act (GMOA), which is contained in the application for the placing on the market of GMOs, the requirements for the monitoring plan;

4.  the rules for traceability of GMOs which are placed on the market as or in products;

5.  the rules for development of the unique identifier for GMOs intended for placing on the market as or in products;

6.  the minimum threshold of GMOs below which the rules for labelling do not apply;

7.  the information recorded in the public electronic registers referred to in Article 57 and Article 69 of the GMOA;

8.  the Rules for Withdrawal from the Market and for Destruction of GMOs or of Products Consisting of GMOs or Containing GMOs.
Chapter Two

INFORMATION CONTAINED IN THE TECHNICAL DOSSIER ATTACHED TO THE APPLICATION FOR DELIBERATE RELEASE OF GMOs IN THE ENVIRONMENT

Section I

General Dispositions


Article 2. Taking into account the nature and scale of the deliberate release of GMOs into the environment, for which authorization is sought, the information in Section II and III shall be indicated in the application.
Section II

Information in the technical dossier attached to the application for deliberate release  into the environment of GMOs with the exception of genetically modified higher plants


Article 3. The technical dossier shall indicate:

1.  general information;

2.  information relating to the GMOs;

3.  information relating to the conditions of release and the receiving environment;

4.  information relating to the interaction between the GMOs and the environment;

5.  information on monitoring, control, waste treatment and emergency response plans.

Article 4. The general information shall include:

1.  identification of the applicant: name, number of the identification document and permanent address (applicable to natural persons) or designation, registered office and address of the place of management, BULSTAT registration (applicable to sole traders and legal persons);

2.   names, qualifications and experience of the responsible scientists;

3.  title of the project.

Article 5. (1) The information relating to the GMO shall include:

1.  characteristics of the donor and the recipient or parental organism or organisms;

2.  characteristics of the vector;

3.  characteristics of the modified organism.

(2) The characteristics of the donor and the recipient or parental organism or organisms shall include:

1.  latin name;

2.  taxonomic status;

3.  other names (common name, strain name, etc.);

4.  phenotypic and genetic markers;

5.  degree of relatedness between donor and recipient or between parental organisms;

6.  description of identification and detection techniques;

7.  sensitivity, reliability (in quantitative terms) and specificity of detection and identification techniques;

8.  description of the geographic distribution and of the natural habitat of the organism, including information on natural predators, preys, parasites and competitors, symbionts and hosts;

9.  organisms with which transfer of genetic material is known to occur under natural conditions;

10.  verification of the genetic stability of the organisms and factors affecting it;

11.  pathologic, ecologic and physiologic characteristics;

(a) classification of hazard concerning the protection of human health according to Regulation No. 4 of 2002 on Protection of Workers from Risks Related to Exposure to Biological Agents at Work ([promulgated in the] State Gazette No. 105 of 2002) and/or the environment;

(b) generation time in natural ecosystems, sexual and asexual reproductive cycle;

(c) information on survival, including seasonability and the ability to form survival structures;

(d) pathogenicity: infectivity, toxigenicity, virulence, allergenicity, carrier (vector) of pathogen, possible vectors, host range, including non-target organism; possible activation of latent viruses (proviruses); ability to colonize other organisms;

(e) antibiotic resistance and potential use of these antibiotics in humans and animals for prophylaxis and therapy;

(f) involvement in environmental processes: primary production, nutrient turnover, decomposition of organic matter, respiration, etc.

12.  nature of indigenous vectors:

(a) nucleotide sequence;

(b) frequency of mobilization;

(c) specificity;

(d) presence of genes which confer resistance;

13.  history of previous genetic modifications.

(3) The characteristics of the vector shall include:

1.  nature and source of the vector;

2.  nucleotide sequence of transposons, vectors and other non-coding genetic segments used to construct the GMO and to make the introduced vector and insert function in the GMO;

3.  frequency of mobilization of inserted vector and/or genetic transfer capabilities and methods of determination;

4.  information on the degree to which the vector is limited to the DNA required to perform the intended function.

(4) The characteristics of the modified organism shall include:

1.  information relating to the genetic modification;

(a) methods used for the modification;

(b) methods used to construct and introduce the insert into the recipient or to delete a sequence;

(c) description of the insert and/or vector construction;

(d) purity of the insert from any unknown sequence and information on the degree to which the inserted sequence is limited to the DNA required to perform the intended function;

(e) methods and criteria used for selection;

(f) nucleotide sequence, functional identity and location of the altered/inserted/deleted nucleic acid segment in question, with particular reference to any known harmful consequence;

2.  information on the final GMO:

(a) description of genetic traits or phenotypic characteristics and in particular any new traits and characteristics which may be expressed or no longer expressed in the GMO;

(b) structure and amount of any vector and/or donor nucleic acid remaining in the final construction of the modified organism;

(c) stability of the organism in terms of genetic traits;

(d) level of expression of the new genetic material; method and sensitivity of measurement;

(e) activity of the expressed protein or proteins;

(f) description of identification and detection techniques, including techniques for the identification and detection of the inserted sequence and vector;

(g) sensitivity, reliability (in quantitative terms) and specificity of detection and identification techniques;

(h) history of previous releases or uses of the GMO;

(i) considerations for human health and animal health, as well as plant health:

(aa) toxic or allergenic effects of the GMO/GMOs and/or their metabolic products;

(bb) comparison of the modified organism to the donor, recipient or parental organism regarding pathogenicity;

(cc) colonizing capacity;

(dd) if the organism is pathogenic to humans who are immunocompetent:

(aaa) diseases caused and mechanism of pathogenicity, including invasiveness and virulence;

(bbb) transmissibility;

(ccc) infectious dose;

(ddd) possibility of altering the recipient;

(eee) possibility of survival outside of human host;

(fff) presence of vectors or means of dissemination;

(ggg) biological stability;

(hhh) antibiotic resistance patterns;

(iii) allergenicity;

(jjj) availability of appropriate therapies;

3.  other possible adverse impacts.

Article 6. The information relating to the receiving environment and the conditions of release shall include:

1.  information on the release:

(a) description of the proposed deliberate release, including the purpose or purposes and the expected results;

(b) intended dates of the release and time planning of the experiment, including frequency and duration of releases;

(c) preparation of the site previous to the release;

(d) size of the site;

(e) method or methods to be used for the release;

(f) quantities of GMO/GMOs to be released;

(g) disturbance on the site by the type and method of cultivation of the GMO;

(h) worker protection measures taken during the release;

(i) post-release treatment of the site;

(k) techniques foreseen for elimination or inactivation of the GMO(s) at the end of the experiment;

(l) information on, and results of, previous releases of the specific GMO, especially at different scales and in different ecosystems.

2.  information on the receiving environment:

(a) exact geographical location and boundaries of the site or sites. An application for the placing of GMOs on the market shall furthermore state the foreseen areas of use of the product;

(b) physical or biological proximity to humans and other significant biota in the region;

(c) proximity to significant biotopes, protected areas, or drinking water supplies;

(d) climatic characteristics of the regions likely to be affected;

(e) geographical, geological and pedological characteristics;

(f) flora and fauna, including crops, livestock and migratory species;

(g) description of target and non-target ecosystems likely to be affected;

(h) a comparison of the natural habitat of the recipient organism with the proposed site of release;

(i) any known planned development or changes in land use in the region which could influence the environmental impact of the release.

Article 7. (1) The information relating to the interactions between the GMO(s) and the environment shall include:

1.  characteristics affecting survival, multiplication and dissemination;

2.  interactions with the environment.

(2) The characteristics affecting survival, multiplication and dissemination shall include:

1.  biological features which affect survival, multiplication and dispersal;

2.  known or predicted environmental conditions which may affect survival, multiplication and dissemination (wind, water, soil, temperature, pH, etc.);

3.  sensitivity to specific agents.

(3) The interactions with the environment shall include:

1.  predicted habitat of the GMOs;

2.  studies of the behaviour and characteristics of the GMO (s) and their ecological impact, carried out in simulated natural environments and premises for contained use;

3.  genetic transfer capability:

(a) post-release transfer of genetic material from GMO(s) into other organisms inhabiting affected ecosystems;

(b) post-release transfer of genetic material from indigenous organisms to the GMO(s);

4.  likelihood of post-release selection leading to the expression of unexpected and/or undesirable traits in the modified organism;

5.  measures employed to verify genetic stability and measures employed to ensure genetic stability;

6.  description of genetic traits which may prevent or minimize dispersal of genetic material;

7.  routes of biological dispersal, known or potential modes of interaction with the disseminating agent, including inhalation, ingestion, surface contact, burrowing, etc.;

8.  description of ecosystems to which the GMOs could be disseminated;

9.  potential for excessive population increase in the environment;

10.  competitive advantage of the GMOs in relation to the unmodified recipient or parental organism or organisms;

11.  identification and description of the target organisms, if applicable;

12.  anticipated mechanism and result of interaction between the released GMOs and the target organisms;

13.  identification and description of non-target organisms which may be adversely affected by the release of the GMO, and the anticipated mechanisms of any identified adverse interaction;

14.  likelihood of post-release shifts in biological interactions or in recipient range;

15.  known or predicted interactions with non-target organisms in the environment, including competitors, preys, hosts, symbionts, predators, parasites and pathogens;

16.  known or predicted involvement in biogeochemical processes;

17.  other potential interactions with the environment.

Article 8. The information on monitoring, control, waste treatment and emergency response plans shall include:

1.  monitoring techniques:

(a) methods for tracing the GMOs, and for monitoring their effects;

(b) the specificity (to identify the GMOs, and to distinguish them from the donor, recipient or the parental organism or organisms); sensitivity and reliability of the monitoring techniques;

(c) the techniques for detecting transfer of the donated genetic material to other organisms;

(d) the duration and frequency of the monitoring;

2.  the control of the release:

(a) the methods and procedures to avoid and/or minimize the spread of the GMOs beyond the site of release or the designated area for use;

(b) the methods and procedures to protect the site from intrusion by unauthorized individuals;

(c) the methods and procedures to prevent other organisms from entering the site;

3.  the waste treatment:

(a) the type of waste generated – solid, liquid or gaseous;

(b) the expected amount of waste;

(c) description of the treatment foreseen; the waste generated by the deliberate release of the GMOs in the environment shall be treated in a way that results in its inactivation in order to eliminate the risks to human health and the environment; in the process of inactivation the GMOs shall be destroyed completely or partially by using validated methods;

4.  the emergency response plans:

(a) the methods and procedures for controlling the GMOs in case of unexpected spread;

(b) the methods for decontamination of the areas affected, for example eradication of the GMOs;

(c) the methods for disposal or sanitation of plants, animals, soils, etc., that were directly or indirectly affected by the GMOs during or after the spread;

(d) the methods for the isolation of the area affected by the spread;

(e) the plans for protecting human health and the environment in case of the occurrence of adverse effects.

Section III

Information in the technical dossier attached to the application for deliberate release
     in the environment of genetically modified higher plants (GMHP)

Article 9. (1) The technical dossier shall indicate:

1.  the general information;

2.  the information relating to the recipient or parental forms;

3.  the information relating to the genetic modification;

4.  the information relating to the genetically modified plant.

(2) The application for deliberate release of GMHPs shall furthermore indicate:

1.  information relating to the site of release into the environment;

2.  information relating to the release into the environment;

3.  information on control, monitoring, post-release monitoring and waste treatment plans.

Article 10. The general information shall include:

1.  the name and address of the applicant;

2.  the name, qualification and experience of the responsible scientist/scientists;

3.  the title of the project.

Article 11. In addition to their full names, the information relating to the recipient or parental forms shall include:

1.  family name;

2.  genus;

3.  species;

4.  subspecies;

5.  cultivar/breeding line;

6.  common name;

7.  information concerning reproduction:

(a) mode(s) of reproduction;

(b) specific factors affecting reproduction;

(c) generation time;

(d) sexual compatibility with other cultivated or wild plant species, including the distribution in Europe of the compatible species;

8.  viability:

(a) ability to form structures for survival under unfavorable conditions or dormancy;

(b) specific factors affecting viability, if any;

9.  dissemination:

(a) ways and extent of dissemination, including an estimation of how the survivability of the pollen and/or seeds declines with distance;

(b) specific factors affecting the dissemination;

(c) geographical distribution of the plant;

10.  in the case of plant species not normally grown within the territory of the Republic of Bulgaria: description of the natural habitat of the plant, including information on natural predators, parasites, competitors and symbionts;

11.  other potential interactions, relevant to the GMO, of the plant with organisms in the ecosystem where it is usually grown, or elsewhere, including information on toxic effects on humans, animals and other organisms.

Article 12. The information relating to the genetic modification shall include:

1.  description of the methods used for the genetic modification;

2.  the nature and source of the vector used;

3.  the size, source (name) of donor organism(s) and intended function of each constituent DNA fragment of the region intended for insertion.

Article 13. The information relating to the GMHP shall include:

1.  description of the trait or traits and characteristics which have been introduced or modified;

2.  information on the sequences actually inserted/deleted:

(a) the size and structure of the insert and methods used for its characterization, including information on any parts of the vector introduced in the GMHP or on any carrier or foreign DNA remaining in the GMHP;

(b) in case of deletion: the size and function of the deleted region or regions;

(c) the copy number of the insert;

(d) the location(s) of the insert(s) in the plant cells (integrated in the chromosome, chloroplasts, mitochondria, or maintained in a nonintegrated form), and the methods for its determination;

3.  information on the expression of the insert:

(a) information on the expression of the insert during the lifecycle of the plant and methods used for its characterization;

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

4.  information on how the GMHP differs from the recipient plant in:

(a) mode(s) and/or rate of reproduction;

(b) dissemination;

(c) survivability;

5.  genetic stability of the insert and phenotypic stability of the GMHP;

6.  any change to the ability of the GMHP to transfer genetic material to other organisms;

7.  information on any toxic, allergenic or other harmful effects on human health arising from the genetic modification;

8.  information on the safety of the GMHP to animal health, particularly regarding any toxic, allergenic or other harmful effects arising from the genetic modification, where the GMHP is intended to be used in animal feedstuffs;

9.  mechanism of interaction between the genetically modified plant and target organisms, if applicable;

10.  potential changes in the interactions of the GMHP with non-target organisms resulting from the genetic modification;

11.  potential interactions with the abiotic environment;

12.  description of detection and identification techniques for the GMHP;

13.  information about previous releases of GMHP.

Article 14. The information relating to the site of release into the environment shall include:

1.  the location and cadastral numbers of the release tracts;

2.  description of the release site ecosystem, including climate, flora and fauna;

3.  presence of sexually compatible wild relatives or cultivated plant species;

4.  the proximity to officially designated protected areas which may be affected.

Article 15. The information relating to the release into the environment shall include:

1.  the purpose of the release:

2.  the foreseen period and duration of the release;

3.  the method by which the genetically modified plants will be released;

4.  the method for preparing and managing the release site, prior to, during and post-release, including cultivation practices and harvesting methods;

5.  the approximate number of plants (or plants per square metre).

Article 16. The information on control, monitoring, post-release site and waste treatment plans shall include:

1.  the precautions taken:

(a) the isolation distances from sexually compatible plant species, both wild relatives and crops, according to Annex 2 to the Genetically Modified Organisms Act;

(b) the measures to minimize or prevent dispersal of any reproductive organ of the GMHP (pollen, seeds, bulbs etc.);

2.  description of methods for post-release treatment of the release site;

3.  description of the methods for post-release treatment of remnants and waste from GMHP, such as destruction of the harvest before the seeds have matured; effective destruction of the plant reproductive organs etc; 

4.  description of monitoring plans and techniques;

5.  description of the emergency response plans;

6.  the methods and procedures to protect the release site.
Chapter Three
INFORMATION ABOUT THE RESULTS FROM THE DELIBERATE RELEASE OF GMOs IN THE ENVIRONMENTS   AS FAR AS THE RISK TO HUMAN HEALTH AND THE ENVIRONMENT IS CONCERNED AND THE FORMAT  OF PRESENTING THIS INFORMATION PURSUANT TO ARTICLE 55(1) OF THE GENETICALLY MODIFIED ORGANISMS ACT

Article 17 (1). The persons who have been granted authorization to deliberately release GMOs in the environment shall notify the Minister of Environment and Water of the results of the deliberate release as far as the risk to human health and the environment is concerned. This notification shall be made within the deadlines stipulated in the authorization.

(2) The persons referred to in paragraph 1 shall draw up a report and the following shall be indicated in this report:

1.  the name/designation of the applicant and the project;

2.  the number and date of the authorization issued for deliberate release of GMOs into the environment;

3.  the location and cadastral number of the release tract(s);

4.  the period that the report relates to;

5.  the results from the release in the period that the report relates to;

6.  any change in the risk assessment because of:

(a) deviation from the results expected as far as the risks to human health and the environment are concerned;

(b) new information which can imply that the risk to human health and the environment as a result of the release will increase;

(c) other.

Article 18. (1) The commission referred to in Article 6 of the Genetically Modified Organisms Act shall check the completeness and truthfulness of the information stated in the report and shall issue an opinion within 30 days of receiving the report.

(2) Acting on the commission’s opinion, the Minister of Environment and Water may request additional information, stating the reasons for his request and specifying a deadline for receipt of the information.

Article 19 (1) On the basis of the information contained in the report and in the commission’s opinion, the Minister of Environment and Water, by means of a resolution, may:

1.  approve the next stage of the release into the environment;

2.  amend the conditions or stop temporarily or permanently the deliberate release into the environment, stating his motives for doing so.

(2) The persons referred to in Paragraph 1 shall be notified of the resolution of the Minister of Environment and Water within 3 days of its issuing.
Chapter Four

INFORMATION CONTAINED IN THE APPLICATION FOR THE PLACING ON THE MARKET 
OF GMO PURSUANT TO ITEMS 2 TO 5 OF ARTICLE 60(1) OF THE GMOA

Section I

General Dispositions


Article 20. Taking into account the nature and scale of the placing on the market of the GMO, for which authorization is sought, the information referred to in Section II, III and IV shall be indicated in the application.

Section II


Information in the Application for the Placing on the Market of GMO with the exception of

     genetically modified higher plants (GMHP)


Article 21. The information relating to the GMOs, the conditions of release and the receiving environment, the interactions between the GMOs and the environment, the monitoring, control, waste treatment and emergency response plans shall respectively contain the information specified in Articles 5 to 8.

Section III


Information in the Application for the Placing on the Market of GMHP


Article 22. The application for the placing on the market of GMHP shall respectively indicate the information specified in Articles 11 to 16.

Section IV


Additional information for obtaining authorization to place on

     the market GMO as or in products consisting of or

     containing GMO


Article 23. (1) The following information shall be indicated in the application for the placing on the market in addition to the information specified in Sections II and III:

1.  the proposed commercial names of the products and names of GMOs contained therein, as well as the specific identification, name or code used by the applicant to identify the GMO;

2.  the name and full address of the person who is responsible for the placing on the market of the GMO or of products consisting of or containing GMOs;

3.  the name and full address of the supplier of control samples;

4.  description of how the product and the GMO as or in product are intended to be used; differences in use or management of the GMO compared to similar non-genetically modified products should be expressly indicated;

5.  description of the geographical area or areas and characteristics of the environment where the product is intended to be used, including, where possible, estimated scale of use in each area;

6.  the intended categories of users of the product: manufacturers of industrial goods, agricultural producers, skilled industrial workers, consumer use by public at large;

7.  information on the genetic modification for the purposes of placing on one or several registers and use for further detection and identification of products consisting of the particular GMO, with a view to facilitating post-marketing control and inspection:

(a) information on the lodging of samples of the GMO or its genetic material to the control authorities;

(b) details of the nucleotide sequence or any other information which is necessary to identify the GMO product and its progeny, such as for example a methodology for detecting the GMO product and experimental data that prove its specificity;

8.  information that cannot be placed, for confidentiality reasons, in the publicly accessible part of the register;

9.  proposed labelling on a label or in an accompanying document.

(2) After obtaining an authorization for the placing on the market, the persons placing GMOs on the market shall be obligated to notify the Ministry of Agriculture and Forestry of any new commercial name of the product.

(3) The following additional information shall furthermore be indicated in the application:

1.  the measures to be taken in case of unintended release or misuse;

2.  the specific instructions or recommendations for storage and handling;

3.  the specific instructions for carrying out monitoring in accordance with the monitoring and reporting plan to the authorization holder and, if required, to the competent authority, so that they can be effectively informed of any adverse effect;

4.  the proposed restrictions on the approved use of the GMO, for example where the product may be used and for what purposes;

5.  proposed packaging;

6.  the estimated production and/or imports;

7.  proposed additional labelling, in accordance with Article 74 (4) of the GMOA.
Chapter Five

GMO POST-MARKETING MONITORING PLAN


Article 24. (1) Any persons, who or which have obtained an authorization according to the procedure established by Section III of Chapter Four of the GMOA, shall be obligated to carry out monitoring of the GMO products according to the plan as approved by the authorization.

(2) Monitoring shall be carried out:

1.  in order to confirm the conclusions of the assessment of the risk as regards any potential adverse effects of the GMOs or the use thereof on human health and/or the environment;

2.  in order to identify the occurrence of any adverse effects of the GMOs or the use thereof on human health and/or the environment which were not anticipated in the risk assessment (RA).

(3) Where the result of the monitoring shows any changes in the environment, an additional analysis shall be carried out to establish the link between the said changes and the GMO and the use thereof.

Article 25. The monitoring plan shall take account of all data of field trials and experimental releases of GMOs and:

1.  shall be designed in detail and on a case-by-case basis, taking into account the RA;

2.  shall take into account the characteristics of the GMO, the type and scale of the intended use and the environmental conditions where the GMO is expected to be released;

3.  shall incorporate general surveillance for unanticipated adverse effects and case-specific monitoring focusing on adverse effects identified in the RA:

(a) with case-specific monitoring being carried out for a sufficient time period to detect immediate and direct as well as delayed or indirect effects which have been identified in the RA;

(b) when using well-established routine practices like monitoring of the agricultural crops, veterinary products, plant protection medications and products, the method of providing to the authorization holder the information collected through the routine practice shall be indicated;

4.  shall systematically describe the monitoring of the release of the GMO in the receiving environment and the interpretation of the results from this monitoring from the point of view of safety for human health and the environment;

5.  shall identify who (applicant or user) will carry out the tasks set in the monitoring plan and who is responsible for ensuring that the monitoring plan is set into place and carried out;

6.  shall identify the route by which the authorization holder and the Minister of Agriculture and Forestry will be informed of any observed adverse effects on human health and the environment;

7.  shall fix the time limits for submission of the reports containing the results of the monitoring plan;

8.  shall specify the mechanisms for identifying and confirming any adverse effects on human health and environment and, where appropriate, the measures which the authorization holder or the competent authority must take to protect human health and the environment.
Chapter Six

Rules for Development of the Unique Identifier

Article 26. (1) The application for the placing on the market shall include a unique identifier for each GMO.

(2) The unique identifier shall be developed by the applicant for each GMO in accordance with the Annex hereto.

(3) Development of a unique identified shall not be necessary where such an identifier has already been assigned in the BioTrack product database of the Organization for Economic Cooperation and Development (OECD) or the Biosafety Clearing-House according to the rules determined in the Annex.  In such cases, the unique identifier under the OECD or the Biosafety Clearing-House shall be indicated in the application.

Article 27. The Minister of Agriculture and Forestry shall indicate the unique identifier in the authorization for the placing on the market of GMO(s) and:

1.  shall communicate the said identifier in writing to the Biosafety Clearing-House;

2.  shall record the said identifier in the public register referred to in Article 69 of the GMOA
Chapter Seven

RULES FOR TRACEABILITY AND LABELLING OF GMOs OFFERED ON
THE MARKET AS PRODUCTS OR AS PRODUCT INGREDIENTS

Section I

Traceability


Article 28. (1) At the first stage of the placing on the market of any products consisting of or containing GMOs, including bulk quantities, the operator shall ensure that the following information is transmitted in writing to the operator receiving the product:

1.  information that the product contains or consists of GMOs;

2.  the unique identifier for the GMOs, assigned according to Article 23 herein.

(2) At all subsequent stages of the placing on the market of the products, operators shall ensure that the information received in accordance with Paragraph (1) is transmitted in writing to the operators receiving the products.

(3) Operators shall be obligated to have in place systems and standardized procedures to allow the holding of the information referred to in Paragraphs (1) to (2), as well as information on each operator by whom and to whom the products have been made available, for a period of five years.
Section II

Labelling


Article 29. For products consisting of or containing GMOs, operators shall ensure that:

1.  for pre-packaged products consisting of, or containing genetically modified organisms, the words "This product contains genetically modified organisms" or "This product contains genetically modified [name of organism]" appear on a label;

2.  for non-pre-packaged products offered to the final consumer, the words "This product contains genetically modified organisms" or "This product contains genetically modified [name of organism]" shall appear on, or in connection with, the display of the product.
Section III

Minimum Threshold below which Labelling Does Not Apply


Article 30. The provisions of Section I and Section II shall not apply to any products containing adventitious or technically unavoidable traces of GMOs authorized for placing on the market, in a proportion no higher than 0.5 %.

Article 31. Operators shall be obligated to submit to the Ministry of Agriculture and Forestry evidence that the measures necessary to avoid the presence of GMOs have been taken and that such presence is adventitious or technically unavoidable.
Chapter Eight

Information Recorded in the Public Electronic Registers
Section I

General Provisions


Article 32. (1) The information in the electronic registers regarding the release into the environment and the placing on the market shall be publicly accessible with the exception of any confidential information within the meaning given by Article 104 of the GMOA.

(2) The right to access to the confidential information recorded in the electronic registers referred to in Paragraph (1) shall be limited to the competent authorities covered under Articles 4, 5, 6 of the GMOA.

Article 33. The information shall be recorded and updated in the register within fourteen days after receipt of the said information.
Section II

Information Recorded in the Registers under Article 57 of the GMOA


Article 34. The Ministry of Environment and Water shall establish and maintain public electronic registers of:

1.  the authorizations granted for deliberate release of GMOs into the environment;

2.  the areas wherein the deliberate release of GMOs is authorized.

Article 35. (1) The following shall be recorded in the register referred to in Item 1 of Article 34 herein:

1.  details concerning the applicant: name/designation and address/registered office and address of the place of management, BULSTAT registration;

2.  the number and date of the authorization granted;

3.  the details contained in the authorization as granted;

4.  a summary of the risk assessment.

(2) The following shall be recorded in the register referred to in Item 2 of Article 34 herein:

1.  details concerning the applicant: name/designation and address/registered office and address of the place of management, BULSTAT registration;

2.  the number and date of the authorization granted;

3.  the map of the tract wherein transgenic crops are to be grown under the application, the list of owners of adjoining fields and the agricultural practices.
Section III

Information Recorded in the Registers about the GMOs 
authorized to be placed on the market


Article 36. The Ministry of Agriculture and Forestry shall establish and maintain public electronic registers of:

1.  the authorizations granted for the placing on the market of GMOs as or in products;

2.  the information on the genetic modification, in order to facilitate the post-marketing control and inspection of the GMOs as or in products.

Article 37. (1) The following shall be recorded in the register referred to in Item 1 of Article 36 herein:

1.  details concerning the applicant: name/designation and address/registered office and address of the place of management, BULSTAT registration;

2.  the number and date of the authorization granted;

3.  the details contained in the authorization as granted;

4.  a summary of the risk assessment.

(2) The following shall be recorded in the register referred to in Item 2 of Article 36 herein:

1.  details concerning the applicant and the persons who are responsible for the placing on the market (manufacturer, importer or distributor), if different from the applicant: name and address/designation, registered office and address of the place of management;

2.  general information concerning the GMOs:

(a) the commercial name of the product and the name or names of the GMO(s) contained therein, including the scientific name and the common name of the recipient or parental organism of the GMO;

(b) the unique identifiers of the GMO(s) contained in the product;

(c) the application number;

(d) the details contained in the authorization as granted;

3.  information on the DNA insert:

(a) information on the nucleotide sequences of the DNA insert used to develop the detection method and, where appropriate:

(aa) the complete nucleotide sequence of the DNA insert;

(bb) the number of DNA base pairs of the host flanking sequences needed to establish an event-specific detection method, as well as detection methods relating to the threshold of GMO presence, established according to the GMOA;

(cc) the access numbers for public databases;

(dd) references to sources containing sequence data of the complete nucleotide sequence of the DNA insert or of parts of it;

(b) a detailed map of the inserted DNA, including all genetic elements, coding and non-coding regions, as well as the indication of their order and their orientation;

4.  information concerning the detection and identification methods:

(a) description of identification and detection techniques for event-specific detection, as well as of detection methods relating to the threshold of GMO presence, established according to the GMOA;

(b) information on detection and identification tools such as polymerase chain reaction (PCR) primers and antibodies;

(c) information on validation parameters, in accordance with international guidelines;

5.  information on the lodging, storage and supply of samples:

(a) the name/designation and address/registered office of the storage site, as well as the address of the place of management of the person or persons responsible for the lodging, storage and supply of control samples;

(b) information on the stored samples, such as the kind of material, the genetic characterization, the amount of repository material, the stability, the conditions of appropriate storage, and the shelf-life.
Chapter Nine

RULES FOR SEIZURE OR WITHDRAWAL FROM THE MARKET AND DESTRUCTION OF GMOs OR OF PORDUCTS CONSISTING OF OR CONTAINING GMOs


Article 38 (1). The authorities referred to in Article 108 of the GMOA shall seize GMOs which:

1.  are released into the environment without an authorization granted according to the procedure of Article 51 of the GMOA;

2.  are released into the environment after withdrawal of the authorization according to the procedure of Article 56 of the GMOA;

3.  are released into the environment after expiration of the period of validity of the authorization pursuant to Article 51 of the GMOA;

4.  lead to an increase in the risk to human health and/or the environment, which is established as a result of new scientific data becoming available under Article 54 of the GMOA and it is impossible to take additional measures for elimination of the said risk.

(2) The authorities referred to in Article 109 (1) of the GMOA shall withdraw from the market GMOs and products consisting of or containing GMOs which:

1.  are placed on the market without an authorization granted according to the procedure established by Article 66 (1) of the GMOA;

2.  are placed on the market after withdrawal of the authorization for the placing on the market according to the procedure established by Article 76 of the GMOA;

3.  are placed on the market after expiry of the period of validity of the authorization for the placing on the market and for which no application for extension of the said period has been submitted within the statutorily established time limit;

4.  lead to an increase in the risk to human health and/or the environment, which is established as a result of new scientific data becoming available under Article 72 (1) of the GMOA and it is impossible to take additional measures for elimination of the said risk.

(3) The GMOs and the products consisting of GMOs or containing GMOs, referred to in Paragraphs (1) and (2), shall be seized from the laboratories, scientific institutes, manufacturers, distributors, importers, natural persons, agricultural commodities storage facilities and wholesale storage facilities, agricultural pharmacies, cooperatives and wholesale markets.

Article 39. (1) The violations referred to in Article 38 (1) and (2) shall be established by a memorandum of ascertainment by the officials of the authorities referred to in Article 108 and Article 109 (1) of the GMOA, each acting within the competence thereof.

(2) On the basis of the memorandum of ascertainment referred to in Paragraph (1), the Minister of Environment and Water, respectively the Minister of Agriculture and Forestry, shall issue an order directing the seizure or withdrawal from the market of the GMOs and the products referred to in Article 38 (1) and (2) and specifying the method of destroying them.

(3) The officials of the authorities covered under Article 109 (1) of the GMOA shall take measures for establishment of the stocks and distribution of GMOs and products consisting of GMOs or containing GMOs, referred to in Article 38 (1) and (2) herein, and shall check all distributive trade establishments where the said GMOs and products can be offered for sale.

Article 40. (1) A memorandum shall be drawn up on the seizure or withdrawal from the market of GMOs or of products consisting of or containing GMOs, indicating therein:

1.  the date and place of drawing up;

2.  the reference number of the order of the Minister of Environment and Water or of the Minister of Agriculture and Forestry respectively for the seizure or withdrawal

3.  the type of violation;

4.  the type, quantity and description of the GMOs seized and of the products consisting of or containing GMOs withdrawn;

5.  the designation and the address of the place of management of each of the legal persons and the full name and address of each of the natural persons which/who possess GMOs or place on the market products which consist of or contain GMOs;

6.  the designation of the laboratory which has carried out the analysis and has established the presence of GMOs or products consisting of or containing GMOs which are unauthorized or increase the risk to human health and/or to the environment;

7.  the number and date of the analysis report (certificate);

8.  the names and the personal data of the persons who were present upon the withdrawal;

9.  the forename, patronymic and surname, the position and the place of work of each of the officials who carried out the withdrawal.

(2) A copy of the memorandum shall be served on the offender who shall sign his name to acknowledge receipt.  When the offender is not found at the address provided by him/her and his/her new address is unknown, the official shall record this fact in the memorandum and the memorandum shall be considered to have been served on that same date.

Article 41. Any GMOs or any products consisting of GMOs or containing GMOs, which have been seized or withdrawn from the market, shall be stored, if necessary, until their destruction on premises or storage facilities owned or leased by, or allocated for use to, the authorities covered under Article 108 and Article 109 (1) of the GMOA in such a manner as not to endanger the life, health and property of persons and the environment.

Article 42.  (1) The Minister of Environment and Water, respectively the Minister of Agriculture and Forestry, shall issue an order directing the destruction of GMOs and products consisting of or containing GMOs, which have been seized or withdrawn from the market.

(2) The order referred to in Paragraph (1) shall contain:

1.  the type, quantity and description of the GMOs seized and of the products consisting of or containing GMOs withdrawn, which are to be destroyed;

2.  the designation of the laboratory which has carried out the analysis and has established the presence of GMOs or products consisting of GMOs or containing GMOs which are unauthorized or increase the risk to human health and/or to the environment;

3.  the number and date of the analysis report (certificate);

4.  the number an date of the memorandum on seizure or withdrawal from the market;

5.  the deadline and method of destruction by methods pursuant to the requirements of the Ordinance referred to in Article 2 (3) of the GMOA;

6.  the names and positions of the officials who will be present at the destruction.

Article 43. (1) A memorandum shall be drawn up on the destruction of the GMO, recording therein:

1.  the date and place of drawing it up;

2.  the type, quantity and description of the destroyed GMOs or destroyed products consisting of or containing GMOs;

3.  the number of the order directing the destruction;

4.  the destruction method used;

5.  the forename, patronymic and surname of each of the officials who attended the destruction.

(2) A copy of the memorandum shall be handed over to the persons from whose establishments the GMOs or the products consisting of or containing GMOs have been seized or withdrawn and these persons shall sign their name to acknowledge receipt of the memorandum.

Article 44. The costs of the laboratory analyses carried out, as well as the costs of destruction of the GMOs or of the products consisting of or containing GMOs, shall be borne by the offender.
SUPPLEMENTARY PROVISION


§ 1.  For the purpose of this Ordinance:

1.  "Higher plants" shall mean plants which belong to the taxonomic group Spermatophytae (Gymnospermae and Angiospermae).

2.  "Delayed effects" shall mean the effects on human health or the environment which may not be observed during the period of the release of the GMO into the environment, but become apparent as a direct or indirect effect at a later stage or after termination of their release.

3.  "Indirect effects" shall mean the effects on human health or the environment occurring through a causal chain of events, through mechanisms such as interactions with other organisms, transfer of genetic material, or changes in use or management.  The indirect effects are likely to be detected with a time lag.

4.  "Final consumer" shall mean the ultimate consumer who will not use the product as part of any business operation or activity.

5.  "Monitoring" shall mean a series of planned and organized studies intended to obtain information on the progress of processes in time.

6.  "Case-specific monitoring" shall be monitoring based on specific assumption consequent to the assessment of the risk of occurrence of adverse effects.

7.  “Adverse effect” shall mean any short-term or long-term adverse impact on the conservation of the biological diversity (including the one in agriculture),  on the sustainability of use of its resources or on human and animal health.

8.  “Immediate effects” shall mean effects on human health and the environment which are observed during the time period of the deliberate release of the GMO into the environment.  The immediate effects can be direct or indirect.

9.  “General surveillance” shall mean monitoring aimed at detecting and identifying adverse effects on human health and the environment that were not anticipated in the risk assessment.  The general surveillance shall be carried out regardless of the specific aspects of the risk assessment.

10.  "Operator" shall mean a natural or legal person who or which places a product on the market or who or which receives a product that has been placed on the market from a third country, at any stage of the production and distribution chain, but does not include the final consumer.

11.  "Pre-packaged product" shall mean any single item offered for sale, consisting of a product and the packaging into which it was put before being offered for sale, whether such packaging encloses the product completely or only partially, provided that the contents cannot be altered without opening or changing the packaging.

12.  "Direct effects" shall mean primary effects on human health or the environment which are a result of the GMO itself and which do not occur through a causal chain of events.

13.  "The first stage of the placing on the market of a product" shall mean the initial transaction in the production and distribution chains, where a product is made available to a third party.

14.  “Destruction” shall mean treating the GMO in a way that results in its inactivation in order to eliminate the risks to human health and the environment.  The inactivation shall destroy entirely and partially the GMO through the use of validated methods.
FINAL PROVISIONS


§ 2.  This Regulation is adopted pursuant to Article 45 of the Genetically Modified Organisms Act.

§ 3.  (1) Within one month of the entry into effect of this ordinance:

1.  the Minister of Environment and Water shall endorse by an order the format of the application for deliberate release of GMO into the environment and the format of the summary of the dossier referred to in Article 46 of the GMOA;

2.  the Minister of Agriculture and Forestry shall endorse by an order the format of the dossier under Article 59 of the GMOA.

(2) The orders referred to in Paragraph (1) shall be promulgated in the State Gazette.
Annex to Article 26 (2)
Formats for Development of a Unique Identifier
1. Overall format
The format consists of three components, comprising a number of Latin alphanumeric digits and providing reference to the applicant/authorization holder, transformation event and a means for verification. 

The format comprises 9 alphanumeric digits in total. The first component comprises 2 or 3 Latin alphabetical digits and represents the applicant/authorization holder.  The second component comprises 5 or 6 Latin alphanumeric digits and represents the transformation event. The third component provides for verification and is represented by a final numerical digit. 

Example:
	C
	E 
	D 
	- 
	A 
	B 
	8 
	9 
	1 
	- 
	6

	or

	C 
	E 
	- 
	A 
	B 
	C 
	8 
	9 
	1
	- 
	5


2. Applicant/authorization holder component
The first 2 or 3 alphabetical digits represent the applicant/authorization holder (for example, the first 2 or 3 letters of the name/designation thereof), followed by a dash. 

Example:
	C 
	E 
	D 

	or

	C 
	E 
	 


If the applicant has already been assigned Latin alphanumeric digits to indicate its identity and these appear in the OECD BioTrack product database, the applicant should continue to use these digits. 

Any new applicant that is not identified within the database will not be permitted to use the existing codes listed in the applicant's code table within the database.  In such case, the applicant should inform the control authorities, which should update the OECD BioTrack product database by including new Latin alphanumeric digits that will be designed to identify the new applicant. 

3. Transformation event component
The next set of 5 or 6 Latin alphanumeric digits should represent the specific transformation event, which is the subject of the application for the placing on the market/or the authorization granted.: Example:
	A 
	B 
	8 
	9 
	1

	or
	 

	A 
	B 
	C 
	8 
	9 
	1


An individual transformation event may occur in different organisms, species and varieties, and the Latin alphanumeric digits should be representative of the specific event in question.  The applicant should, prior to formulating a unique identifier, consult the OECD BioTrack product database in order to avoid duplication and to provide consistency with the cases where a unique identifier has already been assigned to a similar transformation event of the same organism/species. 

The applicant should develop its own internal mechanism to avoid applying the same set of digits to an identical transformation event if used in a different organism. Where similar transformation events are developed by two or more organizations, the applicant component should enable the applicant to generate a unique identifier for its own product. 

As regards new GMOs comprising more than one transformation event, applicants of authorization holders should generate a novel unique identifier for such GMOs. 

4. Verification digit
The final digit of the unique identifier is for verification, which shall be separated from the rest of the unique identifier digits by a dash. 

Example:
	6

	or

	5


The verification digit is intended to reduce errors by ensuring the integrity of the Latin alphanumeric identifier, entered by the users of the database. 

The verification digit is obtained by adding together the numerical values of all the symbols used in the unique identifier. The Latin letters (A-Z) have numerical values ranging from 1 to 26 (refer to parts 5 and 6) If the obtained result is a two-digit number, its digits shall be summed to get a one-digit number. 

For example, the verification digit for the code CED-AB891 is calculated as follows:
First step: 3 + 5 + 4 + 1 + 2 + 8 + 9 + 1 = 33; 
Second step: 3 + 3 = 6.
Therefore, the verification digit is 6, and the final unique identifier then becomes CED-AB891-6.
5. Numerical digits to be used in the unique identifier:
	0

	1

	2

	3

	4

	5

	6

	7

	8

	9


6. Latin alphabetic characters to be used in the unique identifier and the numerical equivalents thereof for calculating the verification digit:
	A = 1 
	 
	J = 10 
	 
	S = 19 

	B = 2 
	 
	K = 11 
	 
	T = 20 

	C = 3 
	 
	L = 12 
	 
	U = 21 

	D = 4 
	 
	M = 13 
	 
	V = 22 

	E = 5 
	 
	N = 14 
	 
	W = 23 

	F = 6 
	 
	O = 15 
	 
	X = 24 

	G = 7 
	 
	P = 16 
	 
	Y = 25 

	H = 8 
	 
	Q = 17 
	 
	Z = 26 

	I = 9 
	 
	R = 18
	 
	 


 

