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IMPACT ASSESSMENT
Draft order on labelling and packaging of tobacco surrogates


1. Introduction
Tobacco smoking is the most important preventable source of illness and death in Denmark. Approximately 13 600 people die annually as a result of smoking. 17% of all adult Danes smoke daily, yet smoking is very unevenly distributed and thus also the single biggest factor in creating health inequalities in this country.

Of particular concern is smoking by children and young people, as they are particularly vulnerable to the harmful effects of tobacco and other nicotine products.

There are more persons who either smoke, use smokeless tobacco or e-cigarettes among 15–29 year olds than among the other age groups. The products are harmful to everyone, regardless of age, but it is particularly worrying that young people are using the products, because their bodies are particularly exposed. The brain is not fully developed until around the age of 25, and the immature brains of children and adolescents are therefore particularly sensitive to nicotine, and they become addicted to nicotine more quickly than adults. The earlier young people start using nicotine products, the more addiction develops and the harder it is to stop later in life. At the same time, there is a greater risk of becoming a heavy smoker when you start smoking at an early age[footnoteRef:1]. [1: https://www.sst.dk/-/media/Udgivelser/2020/Danskernes-rygevaner-2019/Danskernes-rygevaner-del-1.ashx?la=da&hash=F4301A639FD3980FF56B1CA40E38701E26300064] 


The largest proportion of users and former users of e-cigarettes is found in the age group of 15–29 year olds, where 4% use e-cigarettes daily or occasionally, and 4% have used them in the past. In comparison, 3% use of 30–59 year olds and 2% of 60+ year olds use e-cigarettes daily or occasionally[footnoteRef:2]. [2: https://www.sst.dk/-/media/Udgivelser/2020/Danskernes-rygevaner-2019/Danskernes-rygevaner-del-1.ashx?la=da&hash=F4301A639FD3980FF56B1CA40E38701E26300064] 


Especially with regard to the youngest group, there is cause for concern. Thus, an equal proportion of 15–17 year olds and 18–24 year olds use e-cigarettes daily or occasionally (4.5% and 4.3%, respectively), while slightly fewer use e-cigarettes. daily or occasionally among 25–29 year olds (3.0%).[footnoteRef:3] [3: https://www.sst.dk/-/media/Udgivelser/2020/Paragraf-røg/Paragraf-roeg-En-undersoegelse-af-tobak-adfaerd-og-regler.ashx?la=da&hash=DFA38D44E0015F8A619FE1C30F719FFB5783E6FB] 


2. Background to the order
The draft order on labelling and packaging of tobacco surrogates implements the proposed provision in §§ 19 a and § 22 c in the Tobacco Products Act, cf. Order No 965 of 26 August 2019 as amended by § 2 of Act No xx of xx 2020 [bill not yet adopted].

The draft provisions on health warnings and labelling on tobacco surrogates read as follows:
‘§ 19 a. Manufacturers and importers of tobacco substitutes must ensure that tobacco substitutes which they place on the market are provided with a health warning, cf. 2.
Paragraph 2.The Minister of Health and the Elderly lays down rules on the wording, form and location of the health warning.’
‘§ 22 c. The Minister of Health and the Elderly lays down rules on labelling and packaging of tobacco surrogates, including rules prohibiting the use of elements or features in the labelling that may give an incorrect picture of the products’ purpose, use or effects.’
Denmark has notified the bill, see 2020/228/DK, to which reference is made.

As stated in the comments on the notified bill, the Ministry of Health and the Elderly intends to tighten tobacco legislation in order to reduce the number of smokers – in particular that fewer young people start smoking or become addicted to other nicotine products. The bill is an implementation of the agreement on a national action plan against children and young people smoking signed on 18 December 2019 between the government (Social Democrats) and the Liberal Party, Radical Left, Socialist People’s Party, Unity List, Conservative People’s Party and the Alternative. The agreement includes a wide range of initiatives intended to stop and prevent smoking and nicotine dependency among children and young people, and the agreement implements a number of the initiatives that patient associations and professionals have urged for several years.

3. Purpose and main content of the order
New products are constantly being launched that contain nicotine, but not tobacco – especially products that are consumed in the same way as snuff. These products are not included in a ban on advertising or a minimum age for purchase and are among other areas promoted through influencers on social media.

As is apparent from the comments on the notified bill, the National Board of Health states that there is evidence that nicotine is highly addictive. Children and adolescents develop addiction faster than adults, and nicotine can affect the further development of their immature brains. Nicotine can also affect the development of foetal brains and lungs. The Danish Health Authority is concerned that these products can spur or maintain one’s tobacco consumption. The Danish Ministry of Health is also worried that the products may act as a way to promote tobacco products.

Increased regulation can be justified with a view to protection, especially of children and young people. The Ministry of Health and the Elderly therefore considers it appropriate, in accordance with the comments on the bill, to regulate products containing nicotine that are not tobacco products or electronic cigarettes and which are not approved medicines and equipment that is intended to be used with these products. These products are called tobacco surrogates.

Tobacco surrogates are defined as a product containing nicotine that is not a tobacco product, cf. § 2(2), of the Tobacco Products etc. Act, or an electronic cigarette, cf. § 2(1), of the Electronic Cigarettes Act. etc., and which have not been approved by a marketing authorisation in accordance with the Medicinal Products Act or EU rules on the establishment of joint procedures for the authorisation of medicinal products for human use, as well as equipment intended to be used with the product.

Tobacco surrogates includes among others the so-called nicotine ‘pouches’ containing nicotine.

The order on labelling and packaging of tobacco substitutes lays down – on the basis of the current rules for tobacco products – rules for packaging, labelling and health warnings on tobacco substitutes.

In accordance with the comments in the notified bill, the rules stipulate, in particular, that single packs of tobacco surrogates must bear information on all the ingredients contained in the product, an indication of the product’s nicotine content, batch number and a recommendation that they be kept out of reach for children.

In addition, rules are introduced in particular to the effect that single packs and any outer packaging do not contain elements or features that promote a tobacco surrogate.

Especially regarding the health warning, rules have been laid down on the wording, form and location, including the use of font and size, with the aim of ensuring that the largest possible proportion of the area reserved for the health warning is filled in by the warning text.

For manufacturers, the proposal will mean that they are to affix the health warning when the product is produced. For imports, it will mean that they may not take the products further in the supply chain if the products do not have a health warning affixed.
The Danish Health Authority shall ensure that the consumers are familiarised with the damaging effect of the product to health.

4. Economic impact on the public sector and trade and industry
The proposal for health warnings and labelling on tobacco surrogates is one element among several in the previously notified bill which is intended to reduce the number of smokers – in particular that fewer young people start smoking or become addicted to other tobacco or nicotine products.

As stated in the comments on the previously notified bill, the bill is expected to contribute to a reduction in children and young people’s smoking and use of other nicotine products. It is not possible to estimate the effect of the proposal on total tobacco consumption or sales. To the extent that the proposal has an impact on overall tobacco sales, all other things being equal, it will result in less tobacco tax revenue than would otherwise have been the case. On the other hand, reduced tobacco consumption in the long run will save costs for the treatment of tobacco-related diseases, the expenses of sick leave, etc.

This is the implementation of a political agreement on which the bill is based, with which it has been decided to introduce a number of measures recommended by the National Board of Health and other professionals, despite the fact that there is currently no basis for further assessing the effect of the initiatives in a Danish context – individually or collectively. Further to this, there is also no basis for assessing the derived consequences in more detail in the form of a decrease in revenue and earnings and the impact on the overall business basis for the various players selling the products covered. This generally applies to a decrease in consumption as well as the influence of consumption patterns among existing consumers of measures that affect the supply and availability of products.

5. Entry into force
It is proposed that the order enters into force on 1 April 2020, provided that the bill authorising the order is passed by the Folketing.
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