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GROUNDS
This implementing decree is one of the measures implementing Act No 110/1997 on foodstuffs and tobacco products, as amended, which contains a clause on the mutual recognition of products. The clause reads as follows: 
‘It shall not be permitted to refuse the placement on the market in the Czech Republic of foodstuffs produced or placed on the market in a Member State of the European Union or originating in a State party to the Agreement on the European Economic Area, provided that said foodstuffs comply with regulations for their production or placement on the market that are binding in any of these States or production practices and rules of good manufacturing practice applied in any of these States, for which there is sufficiently detailed documentation that can be used as a basis for conducting additional investigations, if necessary.’
In practice, this means that if a particular (specific) area of manufacture, labelling and marketing is not regulated by European legislation, i.e. if this is a non-harmonised area, Member States may address this area according to their specific circumstances, i.e. by means of national legislation, established rules of good manufacturing practice, established food names, etc. 
The differences between how a particular issue is addressed in Member States cannot be used as a reason for trade restrictions (suspension, sanctions, return of goods by the supervisory authority, etc.). Naturally, this applies mutually, both to the entry of foodstuffs from Member States into the territory of the Czech Republic and foodstuffs dispatched from the Czech Republic into EU countries. 
GENERAL SECTION
An explanation of the necessity of the proposed legislation, justification of its main principles
The main reason for the submission of a new implementing decree on food supplements and the composition of foodstuffs is duplicity of some provisions of the implementing decree with directly applicable EU legislation - Annexes I and II to Directive 2002/46/EC of the European Parliament and of the Council, as amended. The original annexes to the directive were completely changed and further amended by Commission Regulation (EC) No 1170/2009, Commission Regulation (EU) No 1161/2011, Commission Regulation (EU) No 119/2014, and Commission Regulation (EU) No 414/2015. The nature of these changes requires adaptation as in the regulation, not transposition. Other reasons also include different terminology as compared to Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25 October 2011 on the provision of food information to consumers, amending Regulations (EC) No 1924/2006 and (EC) No 1925/2006 of the European Parliament and of the Council, and repealing Commission Directive 87/250/EEC, Council Directive 90/496/EEC, Commission Directive 1999/10/EC, Directive 2000/13/EC of the European Parliament and of the Council, Commission Directives 2002/67/EC and 2008/5/EC and Commission Regulation (EC) No 608/2004, and new scientific findings in this area, which are based on the following sources:
1. ESCOP Monographs (European Scientific Cooperative on Phytotherapy), The Scientific Foundation for Herbal Medicinal Products, second edition. 
2. EFSA Compendium of botanicals that have been reported to contain toxic, addictive, psychotropic or other substances of concern, EFSA Journal 2009; 7(9):281.
3. EMA (European medicines agency) http://www.ema.europa.eu/ema/
4. Scientific Opinion on a Qualified Presumption of Safety (QPS) approach for the safety assessment of botanicals and botanical preparations EFSA Journal 2014;12(3):3593.
5. Scientific Opinion on the substantiation of health claims related to monacolin K from red yeast rice and maintenance of normal blood LDL-cholesterol concentrations (ID 1648, 1700) pursuant to Article 13(1) of Regulation (EC) No 1924/20061, EFSA Journal 2011;9(7):2304.
The necessity of the proposed legislation is based on the experience gained during practical application of the existing Decree No 225/2008, stipulating requirements for food supplements and for food enrichment, as amended by Decree No 352/2009. 
A description of existing provisions in the given area
Decree No 225/2008, stipulating requirements for food supplements and for food enrichment, as amended by Decree No 352/2009. (hereinafter: ‘Decree No 252/2008’), which is an implementing decree for Act No 110/1997, on foodstuffs and tobacco products and on amendments to certain related acts, as amended (hereinafter: the ‘Foodstuffs Act’), states requirements for the composition, method of labelling, and method of use of food supplements and conditions for adding other substances to foods. 
Decree No 225/2008, issued by the Ministry of Health based on empowering provisions pursuant to § 19(1)(a) and (j) of the Foodstuffs Act, was amended since its adoption only once, in 2009, with the addition of Annex 5 – Recommended Daily Allowances of Vitamins and Minerals.
Act No 139/2014, amending Act No 110/1997 on foodstuffs and tobacco products and on amendments to certain related acts, as amended, and Act No 166/1999 on veterinary care and on amendments to certain related acts (the Veterinary Act), as amended, changed empowering provisions to issue implementing legislation for food supplements from the Ministry of Health to the Ministry of Agriculture. 
Description of the objectives
The submitted draft decree will eliminate the duplicity of some food supplement requirements that follow from directly applicable EU legislation – Annexes I and II to Directive 2002/46/EC of the European Parliament and of the Council, as amended. The original annexes to the directive were completely changed and further amended by Commission Regulation (EC) No 1170/2009, Commission Regulation (EU) No 1161/2011, Commission Regulation (EU) No 119/2014, and Commission Regulation (EU) No 414/2015. The nature of these changes requires adaptation as in the regulation, and not transposition and alignment of terminology with Regulation (EU) No 1169/2011. 
Based on new scientific findings, the conditions of use for certain substances other than plants in food supplements are changed. 
The submitted draft implementing decree also fulfils the empowering provisions in the Foodstuffs Act, which changed empowerment to issue implementing legislation for food supplements from the Ministry of Health to the Ministry of Agriculture. 
Risk assessment
The risk regarding this issue is that the requirements may not be the same as in EU legislation, and different terminology could confuse users of the implementing decree. This could cause problems in relation to competitiveness, mainly on the international market. 
Another risk is the failure to empower the Ministry of Agriculture as stipulated in § 18(1)(t) of the Foodstuffs Act, as the existing decree was issued by the Ministry of Health based on empowering provisions prior to the amendment of the Foodstuffs Act in 2014. 
Assessment of the draft legislation’s conformity with the act it is to implement, including conformity with the statutory empowerment for its issue
The proposed legislation complies with the Foodstuffs Act and the empowering provisions thereof. 
Assessment of compliance of the proposed legislation with European Union law 
The submitted draft implementing decree is directly related to the following European Union legislation:
· The Treaty on the Functioning of the European Union;
· Directive 2002/46/EC of the European Parliament and of the Council of 10 June 2002 on the approximation of the laws of the Member States relating to food supplements, as amended; 
· Regulation (EC) No 1924/2006 of the European Parliament and of the Council of 20 December 2006 on nutrition and health claims made on foods, as amended;
· Regulation (EC) No 1925/2006 of the European Parliament and of the Council of 20 December 2006 on the addition of vitamins and minerals and of certain other substances to foods, as amended; 
· Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25 October 2011 on the provision of food information to consumers, amending Regulations (EC) No 1924/2006 and (EC) No 1925/2006 of the European Parliament and of the Council, and repealing Commission Directive 87/250/EEC, Council Directive 90/496/EEC, Commission Directive 1999/10/EC, Directive 2000/13/EC of the European Parliament and of the Council, Commission Directives 2002/67/EC and 2008/5/EC and Commission Regulation (EC) No 608/2004, as amended; 
· Regulation (EC) No 764/2008 of the European Parliament and of the Council of 9 July 2008 laying down procedures relating to the application of certain national technical rules to products lawfully marketed in another Member State and repealing Decision No 3052/95/EC, as amended;
· Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying down a procedure for providing information in the field of technical regulations and of rules on Information Society services.
This draft implementing decree can be deemed to be fully compatible with European Union law.
Expected economic and financial impact of the draft legislation on the State budget, other public budgets, the business environment in the Czech Republic, social impacts, including impacts on specific population groups, in particular socially disadvantaged persons, persons with disabilities and ethnic minorities, and environmental impacts
The submitted draft implementing decree shall not place any demands on the state budget and shall not have an impact on other public budgets. 
The submitted draft implementing decree shall not make any fundamental demands on the business environment, as businesses will have sufficient time to phase in new labelling of food supplements pursuant to the new legislation. 
No social impacts follow from the draft implementing decree, including impacts on specific groups of the population, especially the underprivileged, people with disabilities and ethnic minorities, nor will there be any impact on gender equality.
Assessment of impacts of the proposed solution in relation to the prohibition of discrimination
The draft implementing decree contains no provisions contrary to the prohibition of discrimination.
Assessment of impacts of the proposed solution in relation to the protection of privacy and personal data
The draft legislation does not entail any new processing of personal data. The draft legislation does not entail any changes to the status quo with regard to the processing of personal data.
The draft legislation does not concern any liabilities or privileges of the subjects of personal data.
Assessment of corruption risks
The draft legislation contains no provisions that would pose corruption risks.
SPECIAL PART
Re § 1 
The changes to the implementing decree are in accordance with empowerment pursuant to § 18(1)(a) and (t) of the Foodstuffs Act, and regulates requirements for the composition, labelling, and use of food supplements and the composition of foodstuffs.
Re § 2 
The provisions of (1) refer, in connection to the composition of food supplements, to Annexes I and II of Directive 2002/46/EC, as amended. 
The provisions of (2) primarily change terminology to align it with names and numbering in Annex 1, to which (2) refers. 
Re § 3
The proposed provisions specify additional information to be provided on packaged foods, in accordance with directly applicable EU legislation, the Foodstuffs Act and new scientific findings. New scientific findings in this area are based on bibliographic sources listed in point 1.2 of the general part of the justification. The draft implementing decree primarily adds new warnings regarding the following: 
· that food supplements containing the plant Ginkgo biloba may reduce blood clotting;
· the need to cease consumption and consult a physician in case of any suspicion of liver disease for food supplements containing Cimicifuga racemosa (black cohosh) or its extracts; 
· unsuitability for children, young people, pregnant and breastfeeding women, persons using hypolipidemics and persons with kidney or liver disease and with muscular disorders for supplements containing monacolin K.
Compared to the existing legislation, the proposed provisions also now stipulate that information regarding quantity is not required for food supplements that are sold according to the number of pieces and this number is clearly visible through the package and easily counted, or the number of pieces is provided when marking the food. The draft implementing decree also restricts labelling, presentation, and advertising; for example, properties related to prevention, treatment or curing human illnesses must not be referenced or attributed to food supplements. 
The draft text is also in accordance with terminology used in Regulation (EC) No 1924/2006 of the European Parliament and of the Council, as amended. 
Re § 4
The usage of food supplements is based on existing legislation, where existing legislation is refined and terminology is aligned with Directive 2002/46/EC of the European Parliament and of the Council of 10 June 2002 on the approximation of the laws of the Member States relating to food supplements.
Re § 5
Some requirements for the composition of foodstuffs are based on existing legislation. Existing legislation is refined and terminology is unified within the scope of the draft legislation.
Re § 6
Some proposed changes to the existing legislation require a certain amount of time to be put into practice; for this reason, transitory provisions are proposed that will allow food supplement manufacturers to change the composition and labelling of products. 
Re § 7 
The draft legislation is a technical regulation that needs to be notified to the Commission prior to its publication in the Collection of Laws, pursuant to Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying down a procedure for the provision of information in the field of technical regulations and of rules on Information Society services.
Re § 8 
In connection with the new implementing decree on food supplements and the composition of foodstuffs, it is proposed that existing Decree No 225/2008, stipulating requirements for food supplements and food enrichment, as amended by Decree No 352/2009, be repealed.
Re § 9
This implementing decree shall enter into force on [...] 
Re Annexes 1 and 2 
The lists of plants and substances provided in the annexes to the decree are not exhaustive. These are lists of substances selected based on the practical experience of supervisory authorities. Given that these are not exhaustive lists of substances, the operator of a food business may place a food or food supplement on the market that contains substances not on a list, but only assuming fulfilment of conditions stipulated in § 2(1) and § 5, conditions of other legislation such as the Regulation on novel foods and novel food ingredients, and fulfilment of the general condition that a food being placed on the market must be safe and must not pose a risk to human health. The operator of a food business who places foodstuffs on the market is fully responsible for the safety and wholesomeness of said foodstuffs. 
The conditions of use of some plants are based on existing legislation, where the maximum permissible amount in the daily allowance has been changed for Cimicifuga racemosa, Citrus aurantium, Crataegus spp., Ginkgo biloba (standardised 24/6 extract from leaves), Ginkgo biloba (dried leaves), Hypericum perforatum, Panax ginseng, and Valeriana officinalis, and Tabebuia impetiginosa has been deleted. The proposed changes to the limits are based on requests from food supplement manufacturers. They were consulted with the National Institute of Public Health and the State Institute for Drug Control and meet health safety requirements based on scientific findings from sources listed in points 1–5 at the beginning of the general part of the justification.
Conditions of use for certain substances other than plants are also based on existing legislation; only fermented red yeast rice (monacolin K) and Coenzyme Q10 (ubiquinone and ubiquinol) have been added to the table due to new scientific findings listed in points 1–5 at the beginning of the general part of the justification.
The list of some plants prohibited in food production is also based on existing legislation; Cinchona spp. (bark); Coleus forskohlii - Indian coleus; Hedera helix L. - common ivy (leaves) and Vitex agnus-castus - chaste tree were deleted from the list, and Tabebuia impetiginosa - pink lapacho (bark) was added due to new scientific findings listed in points 1–5 at the beginning of the general part of the justification.
Gamma-Aminobutyric acid (GABA) was deleted from the list of certain substances prohibited in food production due to new scientific findings listed in points 1-5 at the beginning of the general part of the justification.
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