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Assignment to the National Board of Trade Sweden to submit a Detailed Opinion under 
Directive (EU) 2015/1535 regarding Poland's proposed legislation on the regulation of 
tobacco-free nicotine products 
 
Government Decision 
 
The Government instructs the National Board of Trade Sweden to submit the following 
detailed opinion to the European Commission pursuant to Directive (EU) 2015/1535 of the 
European Parliament and of the Council laying down a procedure for the provision of 
information in the field of technical regulations and rules on Information Society services, 
concerning Poland's draft law amending the Act on the Protection of Health against the 
Consequences of the Use of Tobacco and Tobacco Products. 
 
Sweden's Detailed Opinion 
The principles of the free market and the free movement of goods are core values for the 
Swedish Government. The Government actively monitors and follows proposals and 
negotiations at both international and EU levels that affect the free movement of 
tobacco-free nicotine products and the conditions for global trade. The Government is also 
concerned that free movement is negatively affected when individual Member States 
introduce restrictions impacting tobacco-free nicotine products. 
 
Poland proposes prohibiting the placing on the market of new nicotine-containing products 
that are neither tobacco products nor tobacco-related products. According to the proposal, 
exceptions would apply to products that can be classified as medicinal products, medical 
devices, or food products. 
 
Given the design of the prohibition and the proposed exemptions, the Swedish Government 
assesses that the regulation could, in practice, result in a de facto ban on the sale of new 
nicotine-containing products. 
 
Furthermore, it is stated that a nicotine pouch may not contain ingredients that provide any 
aroma or flavor other than tobacco. This constitutes a far-reaching restriction, as it is 
uncommon for tobacco-free nicotine products to have a tobacco flavor. 
The legislative proposal therefore contains several provisions affecting cross-border trade in 
goods. These measures constitute restrictions on the free movement of goods and risk being 
incompatible with the fundamental provisions of the Treaty on the Functioning of the 
European Union (TFEU). 
 



Cigarettes and smoking tobacco pose a greater health risk than tobacco-free nicotine 
products. According to the OECD, smoking is the single most important cause of numerous 
diseases, including certain forms of cancer, heart attacks, and stroke. Within the OECD, lung 
cancer is the leading cause of cancer mortality, and smoking is the primary risk factor for 
lung cancer. 
 
At the same time, the proportion of Swedish men aged over 15 who smoke daily is 5.9%, 
significantly lower than the EU average of 22.3%. The age-standardized lung cancer 
mortality rate among men in Sweden is 33.1 deaths per 100,000 inhabitants, considerably 
lower than the EU average of 69.9, according to Eurostat. 
 
To the extent that tobacco-free nicotine products replace cigarette consumption, the Swedish 
Government considers this a positive development from a public health perspective. 
Consequently, the type of restrictions proposed in the draft law may risk resulting in negative 
public health consequences. 
 
Poland has justified the proposal on the grounds of protecting human health. Case law 
shows that where uncertainty exists regarding the harmfulness of a product, Member States 
may, in the absence of harmonization, determine the level of health protection they wish to 
achieve. However, this must be done in accordance with the principle of proportionality. 
As part of a proportionality assessment, it must be demonstrated that the intended protective 
effect cannot be achieved through less restrictive or less trade-distorting measures. 
In its notification, Poland states that people aged 13–20 who use nicotine pouches prefer 
flavors other than tobacco flavor and that this constitutes grounds for allowing only products 
with a tobacco aroma or flavor on the market. However, Poland has not, within the 
notification procedure, explained why other less restrictive and less trade-distorting 
measures—such as stricter age verification controls—would not be sufficient to achieve the 
objective pursued by the regulation. 
 
The Matter 
On 5 May 2026, Poland notified a draft law amending the Act on the Protection of Health 
against the Consequences of the Use of Tobacco and Tobacco Products under the 
procedure established by Directive (EU) 2015/1535 of the European Parliament and the 
Council. 
The notification was assigned notification number 2026/223/PL. 
 
On behalf of the Government 
Copies to: 
Prime Minister's Office (EUR, EU CRP1) 
Ministry for Foreign Affairs (EUNA) 
Ministry of Health (HC) 
Ministry of Rural Affairs and Infrastructure (DL, JL) 
 
 


