
JUSTIFICATION
I. General part
1. Explanation of the necessity of the draft legislation and justification of its main principles 
Act No 174/2021 amending Act No 110/1997 on foodstuffs and tobacco products and amending certain related acts, as amended (hereinafter the 'Foodstuffs Act'), which came into force on 27 April 2021,introduces, inter alia, a new category of products, tobacco-free nicotine pouches, in Section 2(1)(za) of the Foodstuffs Act and in Section 19(4)(c) of the Foodstuffs Act requires the Ministry of Health to draw up a decree that lays down the composition, appearance, quality, characteristics, labelling of tobacco-free nicotine pouches, including prohibited elements and features, as well as the manner, deadlines and scope of the notification obligation.
The legal foundation for products similar to nicotine pouches was included in the government's draft Act No 174/2021 as part of the legislative process in the Chamber of Deputies of the Parliament of the Czech Republic based on the approval of the draft amendment by MP J. Běhounek
The tobacco-free nicotine pouch is a new type of product with a variety of flavours (e.g. fruit, caramel, chocolate, confectionery, menthol, alcohol, tobacco, coffee, tea) that is also available on the market in the Czech Republic. In addition to highly addictive nicotine contain, nicotine pouches also have a common principle of use similar to the use of tobacco intended for oral use (snuss, chewing tobacco, etc.).  Given the absence of tobacco, this product cannot be classified under the definition of a tobacco product in Section 2(1)(l) of the Foodstuffs Act.  Nor can it be classified under other related product types defined for the purposes of the Foodstuffs Act (herbal products for smoking or electronic cigarettes).   
Nicotine pouches are currently not subject to the requirements of Directive 2014/40/EU of the European Parliament and of the Council of 3 April 2014 on the approximation of the laws, regulations and administrative provisions of the Member States concerning the manufacture, presentation and sale of tobacco and related products and repealing Directive 2001/37/EC (‘Directive 2014/40/EU’), Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to medicinal products for human use, and Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying down the general principles and requirements of food law, establishing the European Food Safety Authority and laying down procedures in matters of food safety (hereinafter ‘Regulation (EC) No 178/2002’), which is why national regulation was chosen.
Tobacco-free nicotine pouches have been newly defined in Section 2(1)(za) of the Foodstuffs Act as a tobacco-free product containing nicotine for oral use that is not regulated by directly applicable European Union legislation with reference to Regulation (EC) No 178/2002. In Section 12k of the Foodstuffs Act were laid down obligations for manufacturers, importers, retailers and distributors of tobacco-free nicotine pouches, which are to be further regulated by the Decree on tobacco-free nicotine pouches, hence the decision was made to draft a new Decree.  
2. Assessment of compliance of the draft legislation with the Act, for the implementation of which it is being proposed 
The submitted draft decree is issued on the basis of authorisation contained in Section 19(4)(c) of the Foodstuffs Act, pursuant to which the Ministry of Health shall, in regard of tobacco-free nicotine pouches, stipulate by a Decree, requirements for the composition, appearance, quality and properties; their labelling, including prohibited elements and features;  the manner, deadlines and scope of the notification obligation.   
The draft decree is in full compliance with the Foodstuffs Act.
3. Assessment of compliance of the proposed legislation with European Union legislation, European Union case law and the general principles of European Union law
The draft Decree has an indirect relationship primarily to the following European Union legislation: 
· Directive 2014/40/EU of the European Parliament and of the Council of 3 April 2014 on the approximation of the laws, regulations and administrative provisions of the Member States concerning the manufacture, presentation and sale of tobacco and related products and repealing Directive 2001/37/EC, as amended;
· Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying down the general principles and requirements of food law, establishing the European Food Safety Authority and laying down procedures in matters of food safety, 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 (EC) No 1333/2008 of the European Parliament and of the Council of 16 December 2008 on food additives, as amended;
· Commission Regulation (EU) No 231/2012 of 9 March 2012 laying down specifications for food additives listed in Annexes II and III to Regulation (EC) No 1333/2008 of the European Parliament and of the Council, as amended;
· Regulation (EU) 2015/2283 of the European Parliament and of the Council of 25 November 2015 on novel foods, amending Regulation (EU) No 1169/2011 of the European Parliament and of the Council and repealing Regulation (EC) No 258/97 of the European Parliament and of the Council and Commission Regulation (EC) No 1852/2001, as amended;
· Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on classification, labelling and packaging of substances and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006, as amended;
· Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC.
The proposal complies with EU law as well as with the general principles of EU law. EU jurisprudence does not regulate this area.   
4. Assessment of the existing provisions and justification of the need to amend them 
Requirements for tobacco products and products related to tobacco products (i.e., e-cigarettes, refills and herbal products intended for smoking) are laid down in Directive 2014/40/EU, which has been transposed into a number of legislative provisions such as the Foodstuffs Act, as amended, Act No 65/2017 on the protection of health from harmful effects of addictive substances, as amended, Act No 40/1995 on the regulation of advertising and amending Act No 468/1991 on radio and television broadcasting, as amended, Decree No 37/2017 on electronic cigarettes, refills and herbal products intended for smoking, Decree No 261/2016 on tobacco products. 
Tobacco-free nicotine pouches are currently not subject to the requirements of Directive 2014/40/EU.
Nicotine-free nicotine pouches contain nicotine and their principle of use is similar to the use of tobacco intended for oral use (snuss, chewing tobacco, etc.). Tobacco-free nicotine pouches are applied to the oral cavity without being bitten or swallowed.  Most often, the user places the pouch between the lip and the gums or the cheek and gums, where the buccal mucosa is located, and leaves it there, usually for 5-15 minutes, with longer application times being 30-60 minutes.  The nicotine is then absorbed through the buccal mucosa.  The buccal mucosa is a place where a number of compounds are rapidly absorbed into the bloodstream. 
Use of tobacco-free nicotine pouches is not a desirable behaviour in terms of health, and nicotine addiction is a disease. According to current scientific knowledge, the view that this is a less dangerous variant of nicotine intake compared to tobacco products cannot be accepted without reservation.  Long-term public health impacts are not yet known and studies demonstrating the long-term effectiveness and safety of tobacco-free nicotine pouches or their impact on nicotine dependence or on the start of tobacco use in children and young people are also not available. 
Tobacco-free nicotine pouch doses containing nicotine can generally be looked upon as hazardous chemical mixtures, as nicotine is classified as a hazardous substance (Acute Tox. 2  H300, Acute Tox.  2  H310, Acute Tox 2 H330, Aquatic Chronic 2 H411), insofar as their purpose is not covered by the above legislation.  
The classification of the mixture itself depends on its nicotine content as follows:
· according to the conventional calculation method, mixtures containing 0.1 - 1 % nicotine by weight are classified as harmful to health;
· according to the conventional calculation method, mixtures containing 1 - 7 % nicotine by weight are classified as toxic.
In the event that the manufacturer declares the purpose of using a tobacco-free nicotine pouch as a means of quitting smoking, this product must be viewed in the context of two pieces of legislation, because quitting smoking is treatment of addiction to habit-forming substances, i.e. treatment of a disease. Tobacco-free nicotine pouches that would assist this treatment would be a medicinal product in accordance with Act No 378/2007 on pharmaceuticals and amending certain related acts, as amended.  Currently, there is no tobacco-free nicotine pouch product on the market in the Czech Republic that would be authorised as a medicinal product and no application has yet been submitted for authorisation of this type of product as a medicinal product.  
If the purpose of the use of a tobacco-free nicotine pouch is a simple alternative to a conventional tobacco product or other tobacco product intended for smoking, then placing of a tobacco-free nicotine pouch on the market is governed, in particular, by Act No 102/2001 on general product safety and amending certain acts, as amended, by Act No 350/2011 on chemicals and chemical mixtures and amending certain acts and Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on classification, labelling and packaging of substances and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC and amending Regulation (EC) No 1907/2006, as amended.
Tobacco-free nicotine pouches are a new product on the European Union market that is not centrally regulated by the European Commission. In several EU countries, there are already legislative requirements for tobacco-free nicotine pouches under existing or newly adopted legislation.  In Estonia, tobacco-free nicotine pouches are covered by tobacco-related legislation.  Hungary has created a new category — a nicotine-containing product — a substitute for smoking products.  In Denmark, tobacco-free nicotine pouches are regulated as tobacco substitute. 
According to information from the Chamber of Commerce of the Czech Republic, the most widely sold tobacco-free nicotine pouches in the Czech Republic have a nicotine content of 10-12 mg per dose. However, pouches with significantly higher nicotine content are also available on the market, for example with up to 50 mg nicotine per dose.  In this case, there is a risk of overdose, especially when used by children and young people.  Cases of inadvertent ingestion by children point to the need of reducing this risk.  Tobacco-free nicotine pouches are attractive due to their appearance and various flavours, making them more attractive to children and young people, although they are not intended for persons under 18 years of age. 
Nicotine poses several health risks. In addition to being highly addictive, it also has severe systemic side effects.  It adversely affects the heart, reproductive system, lungs, kidneys, etc. Many studies have shown its carcinogenic potential 
).  According to the Truth Initiative, nicotine is also harmful to brain development.  Use of nicotine during adolescence can interfere with the formation of neural circuits that control attention, learning, and susceptibility to addiction. 
Research has shown that starting smoking at an early age and a pleasant initial experience are related to daily use and lifetime nicotine dependence
).
Nicotine is one of the most toxic poisons and has a rapid onset of effect. The target organs are the peripheral and central nervous system.  With severe poisoning, tremors, prostration, cyanosis, dypnoea, convulsions that pass into collapse and coma, appear.  Death may occur due to respiratory muscle paralysis and/or central respiratory failure, with the lethal dose being approximately 30-60 mg in adults.  In children, the lethal dose is approximately 10 mg1).   
Based on the above, national legislation was decided on.
5. The anticipated economic and financial impact of the proposed legislation on the state budget, other public budgets, economic operators, social impacts including on families and impacts on specific groups of the population, in particular socially disadvantaged persons, disabled persons and ethnic minorities, or environmental impacts
The lack of information on the tobacco-free nicotine pouch market in the Czech Republic makes it quite difficult to quantify the potential impacts on business operators. 
Specific requirements for tobacco-free nicotine pouches will not have a major economic impact. The labelling requirements will represent a one-off cost of adapting to the requirements.  In the case of setting restrictions on the ingredients contained, the impact is assessed as minimal because substances, the use of which in the manufacture of tobacco-free nicotine pouches is restricted (e.g. vitamins, novel-type foods, caffeine, taurine) are not used by manufacturers in the Czech Republic. 
The Decree will have an impact on the tobacco industry as the maximum amount of nicotine per pouch is being set to 12 mg for public health protection reasons. However, this impact is also relative.  The production of nicotine pouches is a new commodity and it is not possible to determine how much the tobacco industry can lose by implementing the requirements of the Decree.  Tobacco-free nicotine pouches are presented as an alternative to conventional cigarettes.  An addictive substance that can be used anywhere, anytime and by anyone without affecting one's surroundings can provide the tobacco industry with continuous income from nicotine-dependent consumers.  Fruit flavours in attractive packaging are appealing to teenagers, thanks to which the tobacco industry is also guaranteed future users of an addictive substance.  However, all of these users will later use health services covered by public health insurance as a result of various health complications related to nicotine use.  The proposed legislative measures, which by their impact eliminate the number of nicotine addicts, thus have an impact on the future level of costs associated with the treatment of nicotine addicts. 
In relation to business operators, the establishment of clear and uniform rules for the placing on the market of tobacco-free nicotine pouches needs to be mentioned as a positive aspect. Currently, the rules are not clearly defined.  Hence there are doubts as to the requirements and obligations to be fulfilled when marketing tobacco-free nicotine pouches.  Where necessary, in particular in the event of uncertainties in the interpretation or practical implementation of certain provisions, negotiations with industry representatives and recommendations by administrative authorities are envisaged. 
The positive effects of regulation in relation to public health undoubtedly include, given the toxicity of nicotine, the introduction of a maximum amount of nicotine in a single dose of a tobacco-free nicotine pouch and a maximum amount of nicotine per unit pack. Furthermore, securing the unit pack against unwanted handling, making it child-resistant in order to reduce the risk of children ingesting a tobacco-free nicotine pouch.  Thanks to packaging and labelling requirements, users of tobacco-free nicotine pouches will be better informed about the potential health effects of the use of these products, the way of use of these products and their composition.  In general, the introduction of health warnings is considered to be an effective measure to help reduce the use of nicotine in any form in the population. 
The draft legislation will not place any burden on the national budget or other public budgets. The draft Decree is not expected to have any negative social impacts, including impacts on families and specific population groups, in particular socially disadvantaged persons, disabled persons and ethnic minorities, or environmental impacts 
6. Assessment of the impacts of the proposed solution in relation to the prohibition of discrimination and in relation to gender equality
The proposed legislation is not a provision that infringes or otherwise affects the principle of non-discrimination, nor does it affect gender equality in any way.
7. Assessment of the impact of the proposed solution in relation to the protection of privacy and personal information
The draft has no impact on privacy and does not create any new way of processing personal data. 
8. Assessment of corruption risks
The proposed legislation does not create provisions that would be subject to corruption risk.
9. Assessment of impact on state security or defence
The draft amendment of the decree has no implications for the security or defence of the state.
10. Assessment of the impact on the performance of the State Statistical Service
The draft legislation contains no provisions that would have an impact on the State Statistical Service. 
11. Justification for not performing a regulatory impact assessment (RIA)
The draft decree contains only technical provisions. For this reason, a request for an exemption from the processing of RIAs has been made pursuant to the General Principles for Regulatory Impact Assessment.  The exemption from creating an RIA was approved in letter No 34282/2021-UVCR from the president of the Government Legislative Council. 
This Decree shall also be notified in accordance with 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.
12. Assessment of compliance with the principles for creating digitally friendly legislation 
In accordance with Government Resolution No 870 of 9 December 2019, an evaluation of the compliance of the draft Decree with the principles for the creation of digitally-friendly legislation was also carried out. The draft decree in question does not affect this area and is therefore consistent with these principles. 
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