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Republic of Latvia

Cabinet 

Regulation No. 295

Adopted 9 July 2002

Procedures for Assessment of Novel Foods and Requirements for Classification, Labelling and Quality of Novel Foods

Issued pursuant to Section 4, Paragraph four and Section 13, Paragraph three of the Law on the Supervision of the Handling of Food 

1. These Regulations prescribe the procedures by which novel foods shall be assessed, and the requirements for the classification, labelling and quality of novel foods.

2. These Regulations do not apply to food additives, flavourings utilised in food products and extraction solvents utilised in the production of food products.

3. Novel foods shall be foods that have not been used for human consumption to a significant degree in Latvia and the European Union. Such foods shall be divided into six groups:

3.1. foods containing genetically modified organisms or consisting of genetically modified organisms (Group 1);

3.2. foods that are produced from genetically modified organisms but do not contain such (Group 2);

3.3. foods with a new or intentionally modified primary molecular structure (Group 3);

3.4. foods that consist of micro-organisms, fungi or algae, or are isolated therefrom (Group 4);

3.5. foods consisting of or isolated from plants, and food ingredients isolated from animals, except foods and food ingredients that are obtained by traditional propagating or breeding practices and that have a history of safe food use (Group 5); and

3.6. foods, in the production of which a new non-traditional technological process has been utilised, if such process causes significant changes in the composition or structure of the food, which changes affect the metabolism, nutritional value of the foods or the content of undesirable substances therein (Group 6).

4. The manufacturers and distributors of novel foods shall be liable that novel foods are distributed only after the receipt of a permit in accordance with the procedures prescribed by these Regulations.

5. In order to commence the distribution of such novel foods in Latvia as do not have a distribution permit issued in Latvia or as have not been recognised in the European Union, the manufacturer or distributor shall submit to the Genetically Modified Organisms and Novel Foods Monitoring Council (hereinafter – Council) an application for the receipt of the permit for the distribution of novel foods (hereinafter – application). Novel foods recognised by the European Union shall be distributed without restrictions. Materials containing the following information shall be appended to the application:

5.1. the name and address of the manufacturer and distributor of novel foods, and the given name and surname of the person responsible for the package of documents submitted;

5.2. the name and general description of the novel foods with an indication regarding the classification of the novel foods into one of the groups referred to in Paragraph 3 of these Regulations and an indication regarding the class of the novel foods on the basis of the following division:

5.2.1. pure chemical substances or the mixtures thereof from genetically non-modified raw materials – Class 1;

5.2.2. complex food obtained from genetically non-modified raw materials – Class 2;

5.2.3. genetically modified plants and products thereof – Class 3;

5.2.4. genetically modified animals and products thereof – Class 4;

5.2.5. genetically modified micro-organisms and products thereof – Class 5; and

5.2.6. foods, in the production of which a new process has been utilised – Class 6;

5.3. effects of the technological process utilised on the novel foods (for Classes 1, 2, 3, 4, 5, and 6);

5.4. the origin of such organisms as have been utilised as raw materials for the novel foods (for Classes 1, 2, 3, 4, 5, and 6);

5.5. effects of the genetic modification on the properties of the host organism (for Classes 3, 4, and 5);

5.6. stability of the genetically modified organism utilised in the novel foods (for Classes 3, 4, and 5);

5.7. specificity of expression of the novel genetic material (for Classes 3, 4, and 5);

5.8. transfer of genetic material from the genetically modified organism (for Classes 3, 4, and 5);

5.9. ability of the genetically modified micro-organism to survive in and colonise the human gut (for Class 5);

5.10. anticipated daily intake for the utilisation of the novel foods (for classes 1, 2, 3, 4, 5, and 6);

5.11. information regarding whether the novel foods or raw materials thereof have been utilised by humans previously (for Classes 1, 2, 3, 4, 5, and 6);

5.12. nutritional value of the novel foods (for Classes 1, 2, 3, 4, 5, and 6);

5.13. the possible microbiological contaminants of the novel foods (for Classes 1, 2, 3, 4, 5, and 6);

5.14. the possible toxic contaminants of the novel foods (for classes 1, 2, 3, 4, 5, and 6);

5.15. materials that prove that the novel foods do not endanger the health of the consumers, do not mislead the consumers, and do not differ from the foods, which the novel foods replace to such an extent that the normal consumption thereof would be nutritionally disadvantageous, as well as proposals regarding the name and labelling of such foods, taking into account the requirements of Paragraph 13 of these Regulations.

6. The manufacturer or distributor, in addition to the application regarding the distribution of the foods referred to in Sub-paragraph 3.1 of these Regulations, shall append the following:

6.1. a permit issued by the Ministry of Environmental Protection and Regional Development for the deliberate release of genetically modified organisms into the environment or a notarised copy thereof, and the assessment regarding the results of such release in respect of the risks to human health and the environment in conformity with the provisions regarding the utilisation and distribution of genetically modified organisms; and

6.2. information in conformity with the requirements prescribed by regulatory enactments if a permit for the distribution of genetically modified organisms on the market is requested, and evaluation of the risks to human health and the environment based on such information, or a permit issued by the Ministry of Welfare for the distribution of genetically modified organisms on the market or a notarised copy thereof.

7. The manufacturer or distributor may specify in the application what information in relation to the production process of the novel foods shall be considered as restricted access information, justifying that disclosure of such information may impair the competitiveness of the manufacturer. The Council, in consultation with the applicant, shall agree upon the specific information in respect of the production process to which the status of restricted access information shall be granted. The status of restricted access information shall not be granted to the following information:

7.1.  name and address of the applicant of novel foods;

7.2.  description of the novel foods, which allows such foods to be identified;

7.3.  anticipated use of the novel foods;

7.4.  summary of the materials submitted by the applicant, except for the restricted access information; and

7.5. the date of receipt of the application and the information appended thereto.

8. Within a time period of 90 days the Council shall assess the application and the materials appended thereto, and shall prepare and send to the Ministry of Welfare a recommendation to issue or not to issue a distribution permit for novel foods or shall request additional information for the assessment of the novel foods. The time period necessary for the assessment of additional information – 30 days – shall not be included in the time period referred to.

9. On the basis of a recommendation of the Council to issue or not to issue a distribution permit of novel foods, the Ministry of Welfare shall within a time period of two weeks take a decision regarding the issue of a distribution permit of novel foods or a reasoned refusal to issue a distribution permit of novel foods, and within three days shall inform the secretariat of the Council regarding the decision taken. A decision regarding the issue of a distribution permit of novel foods or a decision regarding a refusal to issue a distribution permit of novel foods may be appealed in accordance with the procedures prescribed by regulatory enactments.

10. If new information has been obtained that proves that the novel foods may cause harm to human health or the environment, the Ministry of Welfare shall cancel the distribution permit of novel foods.

11. A permit for the distribution of the foods referred to in Sub-paragraph 3.2 of these Regulations shall not be necessary if a permit has been received from the Ministry of Welfare to distribute the genetically modified organism, from which the relevant foods have been obtained.

12. The Latvian Food Centre shall ensure that information regarding novel foods recognised in Latvia and in the European Union is published in the newspaper Latvijas Vēstnesis [the official Gazette of the Government of Latvia]. The name and address of the applicant of the novel foods, the name of the novel foods, the number and date of the permit issued shall be specified in the information. After the publication of the information in the newspaper Latvijas Vēstnesis the respective novel foods shall be distributed without restrictions.

13. On the labelling of novel foods, in addition to the requirements prescribed by other regulatory enactments, the following information shall be specified:

13.1. such properties of the novel foods as render the novel foods different from already existing foods (the novel foods are different if scientific assessment, based upon the analysis of the data, shows that the characteristics assessed are different in comparison with conventional foods, observing the accepted limits of natural variations for such characteristics). The labelling shall indicate the characteristics or properties modified, and the name or short description of the method by which the relevant modifications were achieved; and

13.2. the presence of such ingredients in the novel foods as are not present in equivalent conventional foods and as may affect the health of individual consumers or may give rise to ethical concerns.

14. Expenses related to the expert-examination of documents or to other types of expert-examination, and to the examination of applications referred to in Paragraph 5 of these Regulations in the Council, in accordance with the tariffs for paid services approved by the Minister for Welfare, shall be covered by the applicant. The Latvian Food Centre shall receive the payment for such services.

15. The control of the production and distribution of novel foods in conformity with the requirements of these Regulations shall be performed by the Food and Veterinary Service.

16. These Regulations shall come into force on 1 January 2003.
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