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Executive Summary 
This report looks at the global landscape of regulatory scenarios for nicotine pouches.  

The International Legal Consortium (ILC) at the Campaign for Tobacco-Free Kids (CTFK) has monitored 
nicotine pouch policies since 2021. The convenience sample is based on their internal tracking of 
government action taken to address nicotine pouches. Additional policy documents supporting the 
government’s regulatory action were identified primarily through government websites. Regulations were 
grouped into one of seven categories: Sale Prohibited by Law; Sale Prohibited by Law (Pending Additional 
Action); Regulated as a Medicinal/Pharmaceutical Product (No Approved Products); Regulated using 
Other Measures; Regulated as a Tobacco or Related Product; Regulated as a Medicinal and Tobacco 
Product; and Regulated as a Natural Health Product (Approved Product).  Regulations were analyzed for 
specific policy areas including health warning requirements, other packaging restrictions, minimum sales 
age, nicotine limits, restrictions on flavors, other contents restrictions, restrictions on where sales can be 
made, other sales restrictions, package size requirements, advertising, promotion and sponsorship and 
point of sale display measures, health claims prohibitions, notification and reporting requirements, and 
restrictions on use in public places. An in-depth analysis of a subset of countries highlights representative 
examples that illustrate more comprehensive regulation and approaches or regulatory proposals by 
governments in different regions. 

The scan identified regulations in 45 countries as of August 15, 2025. It is noticeable that the highest 
prevalence of countries with policies are from the European region and from high-income countries. 
Amongst the countries regulating nicotine pouches, most regulate them as a tobacco or related product. 
Ten countries prohibit the sale by law, with one joining that group after the adoption of additional 
measures, which are currently pending. Other countries regulate nicotine pouches as 
medicinal/pharmaceutical products, medicinal and tobacco products, and natural health products. Three 
countries use other measures. In-depth analysis provides more details for countries using these different 
methods. Amongst the policy measures that are used, prohibiting misleading packaging, prohibiting 
attractive ingredients, and requiring health warning labels are the most prevalent.  

There are limitations to this report. It does not include subnational regulations, reflect any current 
taxation policies, standards issued by national standards bodies, or general consumer safety measures. 
The policy landscape is changing quickly and since this data was analyzed after August 15, 2025, France 
has passed a policy banning the sale of nicotine pouches, which is not reflected here. The implementation 
of regulatory measures was not considered. Given that this is a convenience sampling, current policies 
that we are unaware of could be missing. In addition, legal provisions are often susceptible to more than 
one interpretation, giving rise to the possibility of interpretation error, especially where we do not have 
in-country lawyer assistance. Additionally, this legislative review is based strictly on the letter of the law 
and not based solely on information from government authorities regarding how the products are 
regulated.  

We know that countries are starting to adopt policies to address nicotine pouches. These policies do 
cover a range of options, from banning the sale to regulations about packaging, labeling, ingredients, 
flavors, advertising, and public use. Having a clear picture of the options that other countries are using to 
address nicotine pouches can help other governments decide on their options and path forward. This 
should always include a country-specific assessment of current resources and regulatory capacity.  
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Introduction 
Nicotine pouches are small disposable pre-portioned pouches made of microfiber that contain a white 
powder consisting of nicotine, flavorings, and other ingredients.1 These products are similar to snus in 
style and nicotine content, yet do not contain tobacco leaf.2,3 The pouches are used by placing them 
between the lip and gum and require no spitting or refrigeration. They are sold in a variety of fruit and 
other flavors (e.g., mint) and vary in nicotine content per pouch (examples include 2 mg, 4 mg, and 7 mg 
and ones with higher nicotine dosage of 20 mg and 30 mg).2,4 There are two chemical forms of nicotine: 
S-nicotine and R-nicotine. Tobacco-derived nicotine mainly consists of S-nicotine with only minimal 
amounts of R-nicotine.5 While some nicotine pouches contain tobacco-derived nicotine, others contain 
synthetic nicotine, which is a liquid created in a laboratory setting.6 Synthetic nicotine added to products 
consists of one of these two forms, or as a mixture of both.5 Pure synthetic S-nicotine is chemically 
indistinguishable from S-nicotine derived from tobacco. The pharmacological, metabolic and toxicological 
effects of R-nicotine are not yet well understood.5 Products that use synthetic nicotine have similar 
nicotine content to those that use tobacco-derived nicotine.7 There are also nicotine analogues, which are 
compounds structurally similar or related to nicotine.8 The effects of nicotine analogues are not yet well 
understood. However, some research has suggested that the analogue 6-methyl nicotine could be more 
toxic and have higher abuse liability than nicotine. In addition, some nicotine pouch brands are describing 
their nicotine analogues as better than nicotine and potentially less addictive. However, it seems there is 
only industry evidence to back this claim.9 

In 2022, 2.9% of U.S. adults reported ever using nicotine pouches, and 0.4% reported current use; there 
was a higher report of pouch use among younger age groups, men, and those who are non-Hispanic 
White.10 In Great Britain, 5.4% of adults reported ever use of nicotine pouches and out of those, 1.0% 
were currently using them in 2024.11 Common motivations for use include attempts to quit or reduce 
cigarette or e-cigarette use, interest in the available flavors and sensations from use, avoidance of odor, 
convenience of use, and ability to use the product discreetly, especially in places where smoking or 
vaping is prohibited.12,13 Many also perceive nicotine pouches to be less harmful than cigarettes.12,13 

The long-term health effects of nicotine pouches are still unknown.1,6,14 However, side effects of use can 
include irritation of the gums and mouth, hiccups, nausea, and nicotine addiction.14 Carcinogens found in 
tobacco products were also identified as being present in nicotine pouches; however, at lower levels than 
cigarettes or other oral smokeless tobacco products. In addition, there is some evidence that nicotine 
pouches have toxicity (e.g. increased cytotoxicity and inflammatory response).12 Nicotine itself has been 
shown to harm health in several ways, such as posing risks for fetuses and pregnant women, harming 
brain development, and impacting attention and impulse control.1 Adolescent use of nicotine may lead to 
increased risk of future substance abuse.15 

Globally, the nicotine pouch market size was estimated at 5.39 billion (USD) in 2024 and is expected to 
reach 25.40 billion (USD) by 2030.16 The United States was the largest nicotine pouch market in 2024 
with a revenue share of 78.4%.16 In the United States, overall sales of nicotine pouches increased from 
126.06 million units from August-December 2019 to 808.14 million units from January-March 2022.17 
Nicotine pouch sales increased from 2022 to 2024 in the U.S. by 183.7% and by 207% between 2023 to 
2025, demonstrating a continuation in growing sales over time.18,19 Zyn (manufactured by Philip Moris 
International) led the overall unit share, followed by On!, Velo, and Rogue (manufactured by Altria 
Group, British American Tobacco, and Swisher International, respectively) during August 2019-March 
2022.17 

Nicotine pouches are advertised through various media channels, such as traditional outlets and online 
marketing. The leading nicotine pouch brands in the U.S. (Zyn, On!, and Velo) focused their marketing on 
radio advertisements, television, and online displays from 2019-2021.12 The most common marketing 
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tactic used for these products is describing the pouch as “tobacco-free” or free of tobacco leaves.2,12 
Other common marketing tactics include the convenience of use (can be used anywhere, batteries and 
devices not needed), pureness or cleanliness, the variety of flavors available, “smoke-free,” and as a 
potential alternative to other tobacco products.2,6,12 “Tobacco-free” marketing has been found to be 
associated with reduced perceptions of harm and potential addictiveness compared to other marketing 
that does not contain this phrase.12 In addition, adolescents who perceived nicotine products as having 
good-tasting flavors after viewing advertising were more likely to endorse future intention to use nicotine 
pouches.12 

Nicotine pouches pose several regulatory challenges, especially due to synthetic nicotine or nicotine 
analogues. Synthetic nicotine can be used as a loophole to regulations that only cover tobacco-derived 
nicotine products. Furthermore, nicotine analogues also can potentially be used to loophole regulations 
that explicitly cover nicotine.20 The World Health Organization (WHO) Study Group on Tobacco Product 
Regulation recommends that countries should amend their tobacco control laws to include synthetic 
nicotine and nicotine analogues, consider other products that may emerge, enforce purity standards and 
consider banning the mix of tobacco-derived and synthetic nicotine in products, enforce uniform labeling 
rules, consider banning synthetic nicotine products that contain R-nicotine, and restrict marketing that 
advertises these products as “tasteless and odorless”, “purer” or “healthier” than tobacco-derived nicotine 
products.5 Current policy approaches vary widely across countries, from no regulation covering nicotine 
pouches at all to banning both tobacco-derived and synthetic nicotine pouches. Countries that regulate 
both types generally either rely on pre-existing policies covering tobacco products or create new policies 
that specifically address nicotine-containing products.21 

There is a general obligation under Article 5.2(b) of the WHO Framework Convention on Tobacco Control 
(WHO FCTC) to “adopt and implement effective legislative, executive, administrative and/or other 
measures and cooperate, as appropriate, with other Parties in developing appropriate policies for 
preventing and reducing…nicotine addiction,” in accordance with a Parties’ national capabilities.22 To 
date, the governing body of the WHO FCTC, the Conference of the Parties (COP), has not adopted 
specific regulatory guidance concerning nicotine pouches. However, regulating nicotine pouches is 
consistent with Parties’ obligations under Article 5.2(b) of the treaty. 

The main recommendations of the WHO Study Group on Tobacco Product Regulation report on regulating 
nicotine products include establishing or extending surveillance of these products and those that use 
them, including demographics, brand and flavor type used, and other tobacco product and substance co-
use, taking any necessary action to limit youth access, appeal, and initiation of use, inform the public 
about the toxicity and addiction risks, and ensure that nicotine pouches are not classified as 
pharmaceutical products unless they are proven to be nicotine replacement therapies (NRTs), which 
would include obtaining authorization from the appropriate regulatory authority after undergoing strict 
pharmaceutical licensing registration.5 Moreover, the report also recognizes that countries may regulate 
nicotine pouches by allowing or prohibiting their sale and recommends that countries consider whether 
domestic legislation can be applied to these products such as consumer, food and tobacco control laws.5 
In addition, the specific guidelines to address cross-border tobacco advertising, promotion and 
sponsorship and the depiction of tobacco in entertainment media for implementation of Article 13 
adopted by COP10 urged Parties to “monitor advances and changes in communications technology, 
entertainment media consumption and marketing strategies relating to all tobacco products (including 
novel and emerging tobacco products), to ENDS/ENNDS and to nicotine products other than approved 
medicines,” which encompasses nicotine pouches not regulated as medicinal products.23 Other 
recommendations from the U.S. Centers for Disease Control and Prevention include licensing retailers 
who sell nicotine pouches, enforcing penalties for retailers who sell to underage persons, raising the 
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prices of nicotine pouches, reducing access to flavors, and developing educational initiatives that warn 
about the health risks.24 

The third revision of the Tobacco Products Directive (TPD3), a tobacco and nicotine regulation governing 
the European Union, is still currently in development. However, TPD3 is likely to address nicotine 
pouches, which are largely unregulated currently under the Directive. Similarly, discussions among WHO 
FCTC Parties concerning nicotine pouches may possibly take place during COP11 (17-22 November, 
Geneva, Switzerland) in response to an agenda item included in the Provisional Agenda [Agenda Item 4.5 
- Implementation of measures to prevent and reduce tobacco consumption, nicotine addiction and 
exposure to tobacco smoke, and the protection of such measures from commercial and other vested 
interests of the tobacco industry in light of the tobacco industry’s narrative on “harm reduction” (Articles 
5.2(b) and 5.3 of the WHO FCTC)].25 

As countries have started to regulate nicotine pouches, the goal of this report is to provide an overview 
of current global regulations of these products and to discuss different regulatory measures adopted by 
select countries where information is available and the purpose, rationale and/or evidence behind those 
choices. 

Methods 
A primary purpose of the policy scan from the International Legal Consortium (ILC) at the Campaign for 
Tobacco-Free Kids (CTFK) is to highlight representative examples that illustrate more comprehensive 
regulation and approaches or regulatory proposals by governments in different regions globally, rather 
than to provide an exhaustive inventory of all policies globally impacting nicotine pouches.  

Legal measures (i.e., legislation, regulations, decrees, resolutions, or any other enactments that have 
legal force and effect) included in the policy scan were initially identified by lawyers (ILC at CTFK, based 
on their internal tracking of government action taken to address nicotine pouches. Forty-five countries 
were identified as regulating nicotine pouches primarily using the online resource TobaccoIntelligence.26 
Policy documents and legal instruments supporting the government’s regulatory action were identified 
primarily through government websites, which are included in the country example summary.  

The convenience sampling used was further based on the accessibility and availability of legal and policy 
measures. Country examples were prioritized where their legal and policy measures were publicly 
available through government or legislation websites, or cited in academic or policy literature, or by 
intergovernmental organizations. 

Legal measures that were not available in English were either (unofficially) translated by a translation 
service or machine-translated. Based on the analysis of the legal measures, nicotine pouch regulation 
was classified into one of seven categories: Sale Prohibited by Law; Sale Prohibited by Law (Pending 
Additional Action); Regulated as a Medicinal/Pharmaceutical Product (No Approved Products); Regulated 
using Other Measures; Regulated as a Tobacco or Related Product; Regulated as a Medicinal and 
Tobacco Product; and Regulated as a Natural Health Product (Approved Product). Where available, 
categorization of the regulatory status of nicotine pouches was confirmed with in-country partners.  

In addition, where applicable, the legal measures were also analyzed for the regulation of specific policy 
areas including health warning requirements, other packaging restrictions, minimum sales age, nicotine 
limits, restrictions on flavors, other contents restrictions, restrictions on where sales can be made, other 
sales restrictions, package size requirements, advertising, promotion and sponsorship and point of sale 
display measures, health claims prohibitions, notification and reporting requirements, and restrictions on 
use in public places. Taxation of the products was not considered. 
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An in-depth analysis of a subset of countries consisted of establishing the current regulation of nicotine 
pouches and providing the purpose, rationale and/or evidence for the adoption of the regulatory 
measure. Parliamentary and explanatory memorandums, reports from governmental bodies (such as 
ministries of health or drug agencies), impact assessments, and notes from parliamentary hearings were 
examined to prepare this analysis. 

Results 
This global policy scan of nicotine pouches identified regulatory measures in 45 countries as of August 
15, 2025 (Table 1, Figure 1). Categorization of the type of regulation of nicotine pouches in order of 
frequency were: 21 countries (47%) regulated as tobacco or related products; ten countries (22%) 
prohibited the sale by law; six countries (13%) regulated as medicinal/pharmaceutical products (no 
approved products); three countries (7%) regulated as medicinal and tobacco products; three countries 
(7%) regulated using other measures; one country (2%) regulated as natural health products (approved 
product); and one country (2%) prohibited the sale by law (pending additional action). See Table 1 and 
Figure 1 for specific country categorizations. 

Table 1. List of countries adopting specific legal measures 

Sale Prohibited by Law  
1. Belgium  
2. Germany  
3. Kyrgyzstan  
4. Lithuania  
5. Mauritius  
6. Netherlands  
7. Russia  
8. Singapore  
9. Tajikistan  
10. Uzbekistan  

Regulated as Tobacco or Related 
Products  
1. Colombia  
2. Czech Republic  
3. Denmark  
4. Estonia  
5. Greece  
6. Hungary  
7. Iceland 
8. Kenya  
9. Latvia  
10. Moldova  
11. Panama  
12. Peru  
13. Philippines  
14. Poland  
15. Romania  
16. Serbia  
17. Slovakia  
18. Slovenia  
19. Switzerland  
20. Thailand  
21. United States  

Sale Prohibited by Law (Pending 
Additional Action) 
1. Viet Nam  

Regulated as Medicinal and Tobacco 
Products 
1. Finland 
2. Norway 
3. Sweden 
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Regulated as 
Medicinal/Pharmaceutical Products 
(No Approved Products) 
1. Australia  
2. Cyprus  
3. Hong Kong  
4. India  
5. Japan  
6. New Zealand  

Regulated as Natural Health 
Products (Approved Product) 
1. Canada  

Regulated using Other Measures  
1. Belarus  
2. Indonesia  
3. Kazakhstan  

 

Notes: These exclude taxation, standards issued by standards bodies, and general consumer safety 
measures. They were identified by lawyers at the ILC at the CTFK based on their internal tracking of 
government action taken to address nicotine pouches as of August 15, 2025. 

Figure 1. Map of countries adopting specific legal measures 

 
Notes: These exclude taxation, standards issued by standards bodies, and general consumer safety 
measures. They were identified by lawyers at the ILC at the CTFK based on their internal tracking of 
government action taken to address nicotine pouches as of August 15, 2025. 

Table 2 shows country examples of policy measures to reduce the supply and demand of nicotine 
pouches. Prohibiting misleading packaging (8 countries), prohibiting attractive ingredients (8 countries), 
and requiring health warning (7 countries) are some examples. Remote and location-based sales bans 
and indoor use restrictions are employed by multiple countries. There are also examples of countries 
requiring plain packaging (Denmark), prohibiting advertising (Slovenia), prohibiting health/cessation 
claims (Greece). Latvia also prohibits flavors other than tobacco, limits nicotine concentrations, and has a 
minimum sales age over 20.  
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Table 2. Country examples of nicotine pouch supply and demand reduction measures 

 
Note: This table excludes the regulation of products that are approved products for therapeutic use by 
the relevant medicines or drug authority.   

Country-specific Examples 

Of the 45 countries identified with policies in place, legal measures from eight countries (Australia, 
Canada, Colombia, Finland, Germany, Netherlands, Switzerland, and Norway) and regulatory proposals 
from two countries (United Kingdom and France) were further analyzed using a qualitative research 
design, drawing on a convenience sample of legislation, regulation or policy documents.  

This group of countries with policies in place includes Canada, which regulates nicotine pouches as a 
natural health product and has approved products. Australia regulates as medicinal/pharmaceutical 
products, while Finland and Norway regulate as medicinal and tobacco products. Colombia and 
Switzerland regulate as tobacco or related products. Germany and the Netherlands prohibit the sale by 
law.  

Regulated as a Natural Health Product (Approved Products) - Canada 

Regulatory Status 

At the federal level, nicotine pouches are not regulated under the Tobacco and Vaping Products Act 
(TVPA) because they do not contain tobacco and are not a vaping product.27 Nicotine pouches are 
regulated as drugs under the Food and Drugs Act and are classified either as prescription drugs 
(containing or delivering more than 4 mg of nicotine per dose)28 or natural health products (containing or 
delivering 4 mg or less of nicotine per dose) and subject to the Natural Health Products Regulations 
(Regulations), similar to 4 mg (or less) nicotine gum and lozenges.29 In order for products to be legally 
sold in Canada, they must undergo a pre-market review evaluating their safety and efficacy and 
subsequently receive market authorization from Health Canada. To date, Health Canada has not 
authorized any nicotine pouch containing or delivering more than 4 mg of nicotine per dose.30 

On July 19, 2023, Health Canada authorized the first nicotine pouches for use as a NRT.31 Zonnic 
pouches, produced by Imperial Tobacco Canada, a subsidiary of British American Tobacco, and 
containing or delivering 4 mg or less of nicotine per dose, were authorized as natural health products 
and, therefore, are subject to the Regulations. Initially, pouches in five (5) flavors were authorized: Polar 
Mint, Berry Frost, Chill Mint, Cranberry Fizz and Tropic Breeze. Importantly, the authorized Zonnic 
pouches were not subject to the same sale and advertising restrictions as tobacco and vaping products 
under the TVPA, which establishes a minimum age of 18 to purchase products and prohibits most forms 
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of tobacco advertising, promotion and sponsorship, while restricting many forms for vaping products. 
Under federal law, there was no minimum age to purchase the approved nicotine pouches and 
advertisements for natural health products, including those with lifestyle imagery, were permitted in all 
forms of media. 

Subsequently, in August 2024, Canada’s Minister of Health, pursuant to an authority granted in section 
30.01 of the Food and Drugs Act, adopted a Ministerial Order (also referred to as Supplementary Rules)32 
with new regulatory measures for NRTs administered through the oral cavity and subject to the 
Regulations. Further, certain measures would only apply to “new and emerging NRTs,” which include 
nicotine pouches and nicotine pearls (small, round pellets with nicotine and other substances inside, such 
as flavorings, that dissolves when in contact with the saliva), given the lack of history of appropriate use 
as a cessation aid and the potential for widespread appeal to people who do not smoke and young 
people. 

The Supplementary Rules enacted several measures to strengthen the regulation of authorized nicotine 
pouches, including: 

● Prohibiting advertising and promotion that could appeal to young people; 
● Prohibiting packaging and labeling that could appeal to young people; 
● Prohibiting flavors other than menthol and mint; 
● Restricting accessibility by requiring that sales be conducted only by a pharmacist or an individual 

working under the supervision of a pharmacist, and for the products to be kept behind the 
pharmacy counter; and 

● Requiring a front-of-package nicotine addiction warning, as well as indicating that the product is 
a smoking cessation product for adults trying to quit smoking. 

The Guide to the Supplementary Rules offers further guidance on regulating the products covered by the 
order.33 

Purpose, Rationale and/or Evidence for Current Regulation 

Health Canada has consistently taken the position that nicotine is highly toxic and addictive. In 2020, the 
department issued a recall and safety alert advising of such and informing the public that nicotine 
pouches were unauthorized in Canada.30 

After Zonnic pouches received market authorization in 2023, Canada’s Minister of Health publicly stated 
that Imperial Tobacco Canada’s marketing of the flavored pouches was being carried out in a way that 
was geared toward youth was inconsistent with a cessation product.34 At the same time, the Minister said 
that sales and age restrictions were up to the provinces to regulate, while public health advocates alleged 
that the provinces were not provided enough time to regulate the products. This prompted Health 
Canada to update its public advisory, emphasizing:30 
 

● Nicotine pouches are authorized only as an NRT to help adults quit smoking; 
● Only one type of nicotine pouch has been authorized; 
● Nicotine pouches are not authorized for recreational use by people who do not smoke and people 

under 18 years old; 
● Consumers should not to buy or use unauthorized products. 

As a result of increasing popularity with youth, the Supplementary Rules were issued.32 The Regulatory 
Impact Analysis Statement (Statement) for the Rules provides a detailed overview of the analysis that 
took place before the adoption of the rules, including the rationale and cost-benefit analysis.32 Further, 
the Statement provides that the Objectives of the Supplementary Rules are to: 
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● “Mitigate the risk of harm to health associated with the unintended use of NRTs by young people 
and those who are not using such products for smoking cessation; 

● Contribute to the prevention of nicotine exposure and dependence among young people through 
measures that reduce access and appeal of these products; and 

● Avoid creating significant barriers for the access to safe and effective treatments by adults trying 
to quit smoking.” 

Furthermore, the Statement emphasized the benefit of preventing young people from becoming addicted 
to nicotine. The Statement noted in part: 
 

● “A nicotine replacement therapy (NRT) is a treatment to help people stop smoking by delivering 
low doses of nicotine through means other than tobacco, such as through gums, patches, 
lozenges or sprays. NRTs deliver nicotine to the brain in a slower manner than through 
cigarettes, providing a means to reduce withdrawal symptoms and cravings for nicotine while 
quitting smoking. While Health Canada has only authorized NRTs for the specific use of smoking 
cessation by adults, there is concern that some of these products may be appealing to, and 
accessed by, people who do not smoke—and particularly by young people (under 18 years of 
age) in Canada. Nicotine is a toxic and addictive substance that can be harmful to health, 
particularly when consumed in excessive amounts; young people may be particularly susceptible 
to its harmful effects, including addiction.” 

● “Over the past decade, the ways in which NRTs are marketed and sold have become increasingly 
similar to tobacco and vaping products. Blurring the lines between tobacco products, vaping 
products, and NRTs may cause confusion and misuse by consumers, which may result in the 
initiation of nicotine use for unintended uses, or the concurrent recreational use of NRTs and 
tobacco or vaping products, including by young people.” 

● “Compared to other NRT dosage forms (such as transdermal patches), orally administered NRTs 
are more widely available, can be manufactured in a variety of flavours, are easy to use, and are 
advertised broadly. In addition, innovation in the NRT market is evolving both in Canada and 
internationally, with increasing interest in newer dosage forms of orally administered NRTs, such 
as nicotine pouches and pearls.” 

● “There are multiple factors that may contribute to the interest in and use of nicotine products by 
young people, including stress reduction, curiosity, and enjoyment. While most young people 
perceive that nicotine is harmful, one study in the U.S. found that almost three quarters of the 
young people surveyed perceived the nicotine in vaping products as less harmful than that in 
cigarettes and the nicotine in NRTs as less harmful than the nicotine in vaping products. Young 
people curious to try a nicotine product may first turn to a form they perceive as less risky, such 
as NRTs, although the nicotine in these products can still result in nicotine addiction if they are 
accessed and used inappropriately (i.e. recreationally).” 

● “While NRTs are intended to support smoking cessation by lessening nicotine dependence in 
addition to replacing cigarettes with a safer nicotine alternative, inappropriate NRT access and 
use has the potential to create or potentiate nicotine dependence. Moreover, the potential for 
dependence on a specific NRT may be positively correlated to that NRT’s rate of nicotine delivery. 
NRTs that are administered orally for buccal absorption, including pouches, lozenges, and gums, 
are usually faster acting than transdermal patches. Transdermal patches are designed to provide 
a slow, steady dose over 16 to 24 hours; in contrast, orally administered dosage forms are 
designed to elicit a more rapid response that permits greater user flexibility in self-regulating 
nicotine withdrawal symptoms. This more rapid absorption of nicotine may result in a head-rush 
or “buzz,” particularly if multiple doses are taken at once. In the context of vaping, these 
sensations have been identified by some young people in Canada as a primary appeal of using 
the product. Similarly, young people seeking these short-term effects from inappropriate NRT use 
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may increase the dose quantity and/or frequency of such products over time, increasing their 
overall exposure to nicotine and its related harms (e.g. addictiveness, effects on the developing 
brain).” 

● “Compared to other NRT dosage forms, orally administered NRTs are more widely available, can 
be manufactured in a variety of flavours, are easy to use, and are advertised broadly. These 
features may increase the likelihood that these products will appeal to, be accessed by, and be 
used by young people and people who do not already smoke or vape nicotine, especially in 
comparison to transdermal dosage forms (i.e. patches). Considering all of these risk factors 
together, a tailored regulatory approach focusing on orally administered NRTs is warranted to 
reduce the appeal of, access to, and use of these products by young people, which in turn may 
reduce the potential for nicotine exposure, dependence, and other health harms for this 
population.” 

 
Regulated as a Medicinal/Pharmaceutical Product (No Approved Products) - Australia 

Regulatory Status 

At the federal level in Australia, nicotine pouches are regulated under the Therapeutic Goods Act 198935 
and are included within Schedule 4 of the Poisons Standard36 as prescription-only products. The 
Therapeutic Goods Act 1989 provides a national system for regulating the import, export, manufacture 
and supply of therapeutic goods throughout Australia and includes requirements for including such 
products on the Australian Register of Therapeutic Goods (ARTG), among other requirements. 

For nicotine pouches to be legally imported or sold (including in pharmacies), the approval of the 
Therapeutic Goods Administration (TGA) or a valid prescription from an Australian health provider is 
required. To date, the TGA has not approved any nicotine pouch, stating in August 2025 that, “There has 
been an increase in the illegal advertising and online sales of nicotine pouches, with many of these 
products being imported from overseas. It is important to note that nicotine pouches are considered 
therapeutic goods and there are no nicotine pouches approved in Australia by the TGA. This means that 
nicotine pouch products have not been tested for safety, quality, or effectiveness.”37 

However, there is an exemption available to import nicotine pouches via a Personal Importation 
Scheme,38 in which several conditions must be met including that the product must be for personal use 
only (or use of an immediate family member only). Further, a valid Australian prescription or written 
authorization must be obtained at the time of importation, and the supply of personal importation is 
limited to certain quantities. 

At the state and territory levels, nicotine pouches are also regulated as Schedule 4 prescription-only 
products under the Poisons Standard. Two states (Queensland39,40 and South Australia41,42) have also 
adopted legislation prohibiting the supply of nicotine pouches under state-based tobacco legislation. 

Purpose, Rationale and/or Evidence for Current Regulation 

The TGA has made several statements related to its policy and regulatory rationale for making nicotine 
pouches illegal except by prescription or exemption. In June 2024, the TGA stated, “There is no strong 
evidence to support the use of nicotine pouches for smoking or vaping cessation. Evidence shows 
nicotine can be harmful and may have adverse impacts on adolescent brain development.”43 

In August 2025, the TGA stated that, “Nicotine pouches can be dangerous. Some contain high levels of 
nicotine, which can lead to side effects or overdose. They are not made to Australian standards and their 
safety hasn’t been checked. They may contain unknown and dangerous ingredients. Nicotine is highly 
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addictive, especially for young people. It can interfere with brain development, affecting memory, 
learning, and attention. 

Side effects linked to nicotine pouches include: 
● fast heart rate and high blood pressure 
● nausea, dizziness, and headaches 
● dry mouth and strange jaw sensations 
● mouth sores. 

Some of these products may not list nicotine as an ingredient. The lack of clear ingredient information on 
the label can cause delays in treatment if the product is swallowed. This is particularly dangerous for 
children. Additionally, mis-declared or mislabelled products are considered counterfeit and cannot be 
imported or supplied under any circumstances.”37 

Further, the Delegate of the Secretary of the Department of Health and Aged Care’s Notice of decision to 
amend (or not amend) the current Poisons Standard in relation to nicotine (May 2024) noted (in part) the 
following:44 

● “Of particular concern is the promotion of nicotine pouches to young people as an aid to support 
smoking or nicotine vaping cessation. (…)[T]here is no evidence to support the use of these 
nicotine pouches or toothpicks for smoking or nicotine vaping cessation, nor the effects of long-
term use of these products. Furthermore, exposure to nicotine may lead to increased heart rate, 
nausea, dizziness, and abdominal cramps, especially to those who do not usually smoke or vape. 
Evidence also shows nicotine may also have adverse impacts on adolescent brain development.” 

● “…[N]icotine pouches in particular are being marketed to the community through a range of 
channels and are easily accessible through the internet, convenience stores and tobacconists. 
Marketing strategies of these products include unproven health claims, brightly coloured 
packaging and flavours that appeal to young people. With regard to the matters in s 52E(1)(a) 
and (d) of the Act, I am also concerned in relation to the risks to the health of children from the 
packaging and presentation of nicotine pouches. The combination of diverse flavours and sale in 
small, easily openable plastic and metal containers, means the presentation resembles various 
confectionary products. This may lead to increased risks of accidental poisoning, especially in 
children.” 

● “There is an increasing trend in the importation, supply and advertisement of these products in 
Australia, particularly since 1 January 2024 when the prohibition on importation of disposable 
vapes commenced. I consider that the supply of these unlawful and unregistered nicotine 
products poses significant public health risks. I find urgent control under the current Poisons 
Standard is necessary to regulate the supply of such novel nicotine products and to protect public 
health. This scheduling change will not affect existing lawful nicotine products that are already 
included in the Register. It is my view that this additional restriction will support Commonwealth, 
state and territory authorities to identify unlawful nicotine products and carry out relevant law 
enforcement activities more effectively. It will also ensure consumers are accessing safe and 
efficacious nicotine cessation products that are supported by evidence.” 

 
Regulated as a Medicinal and Tobacco Product – Finland, Norway 

Regulatory Status - Finland 

Until April 2023, nicotine pouches were regulated as a medicinal product in Finland. However, this 
changed when the Finnish Medicines Agency (Fimea), the national competent authority for regulating 
pharmaceuticals, determined that nicotine pouches did not fall within the scope of the Medicines Act 
“unless they were specifically marketed for a medicinal purpose or it can be proven in some other way 
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that they are typically used like medicinal products.”45 Zonnic nicotine pouches, manufactured by 
Niconovum AB, an affiliate company of British American Tobacco, in mint flavor and strengths of 2 mg 
and 4 mg have received marketing authorizations from Fimea as medicinal products.46 

Nicotine pouches that do not meet the requirements to be regulated under the Medicines Act are 
currently regulated as “smokeless nicotine products” under the Tobacco Act.47,48 The Tobacco Act 
prohibits the sale of “smokeless nicotine products” that contain more than 16.6 mg of nicotine per gram 
and bans all flavors except menthol and mint. Furthermore, the law prohibits sales to those under 18 and 
bans use in certain places, including educational institutions. 

Purpose, Rationale and/or Evidence for Current Regulation - Finland 

Fimea previously classified nicotine pouches as medicinal products due to the pharmacological effects of 
nicotine. However, in a reassessment, Fimea ruled that they will no longer be routinely considered 
medicines unless marketed or used specifically for medicinal purposes. This policy change was due to the 
fact that Fimea found there was a large variety of nicotine products on the market and, therefore, 
concluded that nicotine pouch regulation should be included in tobacco legislation. 

Additionally, Fimea’s recommendations were supported by Valvira, the National Supervisory Authority for 
Welfare and Health. This agency found that nicotine pouches meet the definition of a tobacco substitute 
as defined in the Tobacco Act. Per Valvira, the term “tobacco substitute” means a product related to 
tobacco in its intended use but does not contain tobacco. The agency also stated that “the individual 
properties of each nicotine pouch determine whether the product is a tobacco substitute and what act 
applies to it.”49 Ultimately, under the amendments to the Tobacco Act, nicotine pouches are a type of 
“smokeless nicotine product,” which is in turn a type of “tobacco substitute.” 

The Government Proposal to Parliament to amend the Tobacco Control Act provides a thorough analysis 
of the status of regulation of nicotine pouches before amendments were made to the Tobacco Act, the 
objectives of the proposed amendments and the impact of the proposals.50 The primary reasons to enact 
measures to regulate nicotine pouches were to protect the youth and to combat an illegal snus market (a 
product which is banned in the EU, except for Sweden). In determining the nicotine limit, the government 
considered limits established in neighboring countries. The limit of 16.6 mg of nicotine per gram of 
product was selected to avoid acute toxicity when the product is ingested and to be lower than the 20 
mg of nicotine per gram of product allowed in Iceland, which was the only neighboring country that 
regulated nicotine limits for nicotine pouches. Further, the proposal explains that prohibiting flavors such 
as sweet candy, fruit and berry flavors, will eliminate flavors that appeal to children. The government also 
considered Denmark’s proposal to ban all flavors except menthol. Ultimately, the government proposal 
indicates that nicotine pouches in the flavors of menthol and mint were allowed to provide an attractive 
alternative to adult snus users. The proposal states:  

● “Another alternative to the proposed regulation would have been to ban all characteristic smells 
and flavours from smokeless nicotine products in a similar way to the ban on cigarettes, roll-
your-own tobacco and heated tobacco products, as well as nicotine liquids and nicotine-free 
liquids intended for vaporisation. The advantage of this alternative would have been that all 
flavours that appeal to children and young people would have been comprehensively banned. 
However, this alternative was not adopted because it was considered to restrict the flavours of 
nicotine pouches too much and to hinder the achievement of the goal of nicotine pouches being 
a sufficiently attractive alternative to snus.” 

● “During the preparation of the proposal, various nicotine limits were considered and their impact 
on, on the one hand, preventing the illegal import of snus and, on the other hand, protecting 
public health, especially the health of children and young people. Adjusting the nicotine limit to, 
for example, 4 milligrams per gram of product would have been quite effective in protecting 
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young children from nicotine poisoning and reducing other health problems caused by nicotine. 
On the other hand, snus users would not necessarily find such a product so attractive that they 
would want to switch to using it instead of snus. Based on the weighing of different options, the 
proposal has concluded that the proposed nicotine limit, i.e. 16.6 milligrams of nicotine per gram 
of product, is the best balance in terms of the objectives of the proposal. [unofficial translation or 
machine-translated].” 

In the Impact Assessment submitted by Finland to the EU Technical Regulation Information System 
(TRIS),51 the government highlighted the potential financial and health benefits of regulating nicotine 
pouches under the Tobacco Act as a “smokeless nicotine product’ under the Tobacco Act. Some 
statements include: 

● “Cigarette packets cost more than EUR 10 on average, while one packet of nicotine pouches 
currently costs between EUR 5 and EUR 7, based on data from the Ministry of Finance, and after 
the planned tax increases, around EUR 7.40–9.70. If smokers switch to nicotine pouches instead 
of cigarettes and use nicotine pouches at the same rate as cigarettes, they will spend less on the 
products and have more money for other uses. The Proposal may therefore have a positive 
impact on the position of households. On the other hand, if the additional costs resulting from 
the proposed regulation are passed on to product margins, prices will rise and there will be no 
savings for households. Smoking is clearly more common among low-qualified people. Since 
income- or population-specific data on consumption of nicotine pouches is not available, it is not 
possible to directly assess how the proposed changes will affect different income groups.” 

● “The Proposal proposes amendments that aim to steer snus users to switch to nicotine pouches. 
If this objective is met, the amendments will have a positive impact on public finances in this 
respect, as the Government intends to propose that tobacco tax be levied on smokeless nicotine 
products. Moreover, if people who currently smoke cigarettes switch to nicotine pouches, public 
spending on treatment of tobacco-related diseases is likely to decrease, at least in the long term. 
Switching to nicotine pouches would also reduce the fire damage associated with smoking.” 

● “On the other hand, the use of nicotine pouches is also associated with various health hazards, 
which can increase healthcare spending and, for example, absences from work. If nicotine 
pouches becoming established on the Finnish market results in people who have not previously 
used tobacco or other nicotine products starting to use nicotine pouches, the amendments will 
have negative effects on public finances in this respect.” 

● “It should also be borne in mind that the use of a nicotine pouch cannot be said to be 
unequivocally less harmful than smoking cigarettes, as studies have shown that the nicotine 
pouch raises the level of nicotine in the blood even higher than a cigarette. There is clear 
evidence, for example, that nicotine increases the risk of complications after any kind of surgery 
and prolongs recovery and hospital stays. In addition, nicotine increases the risk of mental health 
problems in young people, which can have long-term economic effects.” 

● “If nicotine pouches becoming established on the Finnish market results in smokers switching to 
using nicotine pouches instead of smoking cigarettes, the impact on the environment could be 
somewhat positive. On the other hand, at least some nicotine pouches seem to contain plastic, 
which means that harmful microplastics can also end up in the environment from the nicotine 
pouches.” 

● “It is possible that some of the current smokers will switch to nicotine pouches instead of 
smoking cigarettes…smoking also causes tar and carbon monoxide to enter the body, which the 
nicotine pouches do not contain according to current knowledge. In this respect, health hazards 
can be reduced compared to smoking cigarettes. In contrast, a nicotine pouch raises the level of 
nicotine in the blood more than a cigarette. As a result, the health hazards caused by nicotine 
can even increase from the present. In addition, it is possible that the increased use of nicotine 
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pouches will not reduce smoking or e-cigarette use, with the aggregate use of various tobacco 
and nicotine products increasing instead. There are indications of this in other Nordic countries, 
and this would lead to health hazards increasing from the current level.” 

● “Unlike cigarettes, nicotine pouches can be used quite discreetly and for long periods at a time. 
Several pouches can also be used at the same time. It is therefore possible that, if the use of 
cigarettes is replaced by nicotine pouches, nicotine exposure, as well as nicotine addiction and 
other health hazards caused by nicotine, will increase compared with the present.” 

● “The Proposal proposes regulation that is estimated to make nicotine pouches less attractive than 
at present at least for people who do not smoke or use snus. The restriction of flavours and the 
labelling and harmonisation of packaging would be expected to have such effects, for example.” 

 
Regulatory Status – Norway  

Norway’s tobacco control measures  require that new tobacco and nicotine products (defined as products 
placed on the market after May 19, 2014 that are not cigarettes, roll-your-own tobacco, pipe tobacco, 
water pipe tobacco, cigars, cigarillos, chewing tobacco, snuff, or snus) be approved by the Directorate of 
Health, before such products can be placed on the market.52 New tobacco and nicotine products include 
nicotine pouches. To date, no nicotine pouches have been approved to be marketed or sold in Norway 
under its tobacco control measures. Further, according to the Directorate of Health, the import of nicotine 
pouches is also prohibited:  

“Importation of nicotine pouches from abroad: The regulations prohibit the import of products 
that have not been approved for sale in Norway. The import of nicotine pouches from abroad will 
therefore also be prohibited for private individuals who wish to bring this to Norway or order it 
from foreign online shops.”53 

Norway has also approved two Zonnic mint flavored nicotine pouches in strengths of 2 mg and 4 mg as 
medicinal products, which are available for sale as non-prescription NRT products.54 

Purpose, Rationale and/or Evidence for Current Regulation – Norway 

Through the current regulations, all new tobacco and nicotine products must be approved by the 
Norwegian Directorate of Health in order to be introduced and sold on the Norwegian market. On its 
“Tobacco Control in Norway” website,55 the Directorate of Health states:  

“The main purpose of the approval scheme is to protect children and young people from new 
products and nicotine addiction. In the assessment, considerable emphasis must therefore be 
placed on whether the product will be able to appeal to children and young people.” 

The website also indicates that several manufacturers submitted applications to sell their nicotine pouch 
products. However, the Directorate of Health has denied the applications on the basis of protecting 
children and young people from new products and nicotine addiction. An appeal was made in two cases 
to the Ministry of Health and Care Services. In its decisions issued in July 2023, the Ministry upheld the 
Directorate’s decision and emphasized that new research demonstrated that nicotine pouches appeal to 
young people and can be a product which initiates nicotine addiction. 

Regulated as a Tobacco or Related Product – Colombia, Switzerland 

Regulatory Status – Colombia 

In Colombia, nicotine pouches are subject to the same restrictions as tobacco products under Law N. 
2354 of 2024.56 These include prohibiting use of the product in indoor public places, workplaces and 
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public transport; restrictions on advertising, promotion and sponsorship; mandatory combined 
picture/text warning label on packaging; ingredient and emission disclosure requirements; and the 
prohibition on the sales to persons under the age of 18.  

Purpose, Rationale and/or Evidence for Current Regulation – Colombia  

Colombia adopted a comprehensive tobacco control law in 2009 (Law 1335 of 2009)57 and updated its 
legislation in 2024 to regulate electronic nicotine delivery systems (ENDS), electronic non-nicotine 
delivery systems (ENNDS), HTPs, and oral nicotine products through Law N. 2354 of 2024.58 

Between 2017 and 2022, at least eight bills were introduced in Congress aiming to regulate tobacco and 
nicotine products, primarily HTPs and e-cigarettes.59 Three of these were introduced in 2022, including 
the bill that was eventually debated and passed as Law 2354 of 2024. Throughout this period, tobacco 
industry policy interference was documented.60 

The process began with the bill being introduced in the Senate on July 20, 2022. It passed its first Senate 
committee debate in November 2022, followed by unanimous approval in the Senate plenary in 
December 2022. The measure then progressed to the House of Representatives, where it gained further 
approval in its third and fourth debate on March 6, 2024. By April 2, 2024, the Senate plenary endorsed 
the final conciliatory version. 

During the House debate, the Superintendency of Industry and Commerce (SIC) criticized the draft bill 
for allegedly overstepping constitutional principles by extending Law 1335 of 2009 to non-tobacco 
products such as e-cigarettes, oral nicotine, and HTPs, calling instead for differentiated regulation and 
warning that packaging and labeling requirements should comply with WTO technical barriers to trade 
procedures. The Ministry of Commerce, Industry and Tourism stated that the bill did not include 
discriminatory or restrictive measures and did not conflict with Colombia’s international trade 
commitments.61 

Like the SIC, the National Trade Federation (FENALCO) opposed equating these products with tobacco 
products like cigarettes, promoted a so-called harm reduction approach citing foreign examples, and 
argued for the inclusion of commercial stakeholders and adult consumers in the process.62 FENALCO 
emphasized differentiated regulation, harm reduction framing, and procedural objections.62 

Finally, as stated in Article 1 of Law No. 2354, the object of the law is to “contribute to guarantee the 
rights of health of the inhabitants of the national territory, especially that of minors under 18 years of age 
and the non-smoking population.” Lawmakers referenced Colombia’s commitments under the WHO FCTC, 
highlighting global recommendations to regulate these products comprehensively. The broad definition of 
the products included in the new law is seen as a strategic tool to maintain regulatory flexibility in 
response to future industry innovation. The law was broadly supported by the Ministry of Health, civil 
society, and academia. 

Regulatory Status – Switzerland 

In Switzerland, nicotine pouches are regulated under the Federal Tobacco Products and Electronic 
Cigarettes Act (TabPG).63 TabPG was adopted on October 1, 2021, and entered into force on October 1, 
2024. However, some provisions do not take effect until October 1, 2025. Further, an amendment to 
include additional advertising restrictions was adopted on June 20, 2025 (but is subject to a referendum 
set to take place in October 2025).64  

The following definitions are included in Art. 1 of TabPG (unofficial translation or machine-translated):  
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a. Tobacco product: any product consisting of or containing parts of leaves of plants of the genus 
Nicotiana (tobacco) and intended to be smoked, inhaled after heating or sniffed, as well as any 
nicotine product for oral use within the meaning of letter d, and any herbal smoking 
product within the meaning of letter e [emphasis added]; 

d. Nicotine product for oral use: nicotine-containing product with or without tobacco that comes 
into contact with the oral mucosa during consumption and is not intended for smoking or 
heating. 

Because the law incorporates the definition of "nicotine product for oral use" into the meaning of 
“tobacco product,” provisions applying to tobacco products (such as restrictions on sales, marketing and 
certain flavors) also apply to nicotine pouches, unless otherwise stated. TabPG also requires text-only 
health warnings for nicotine pouches. 

Purpose, Rationale and/or Evidence for Current Regulation – Switzerland 

Before October 1st, 2024, tobacco products were subject to the Foodstuffs Act.65 As part of the 
harmonization of Swiss foodstuffs law with European Union (EU) law, in 2014, Parliament decided to 
create a specific law for tobacco products,64 which was adopted in 2021. TabPG is primarily aimed at 
protecting public health, with a specific focus on preventing initiation and exposure among the youth.63 

In February 2022, the popular initiative "Yes to protecting of children and young people from tobacco 
advertising" was approved and the TabPG was revised to ban all advertising and sponsorship of tobacco, 
e-cigarettes, and nicotine pouches that can potentially reach minors. The partial revision was approved 
on June 20th, 2025, but it must still pass a referendum scheduled before October 9th, 2025.66 

Before the adoption of the TabPG, the government held a consultation period for the draft law, which 
was followed by the publication of a Regulatory Impact Assessment in November 2015.67 A revised 
Regulatory Impact Assessment was published in November 2018.68 Both regulatory impact assessments 
focused heavily on the regulation of smoked tobacco products, snus, and e-cigarettes (with and without 
nicotine). The assessments do not specifically address tobacco-free nicotine products other than e-
cigarettes. 

In addition to TabPG, a Tobacco Products Ordinance (TabPV) was adopted as additional regulations for 
tobacco products (which by definition in the TabPG includes nicotine pouches), electronic cigarettes and 
similar products (herbal heated products, nicotine products consumed nasally and tobacco-free waterpipe 
products).69 In the Explanatory Memo for the TabPV, the government considered regulation of nicotine 
pouches in other European countries, including Austria, Italy, France, Germany and the Netherlands.70 
The Memo also acknowledged that the regulation of these products changes rapidly.  

Further, in justifying the need to regulate new products (non-tobacco products or e-cigarettes), the 
Memo provides:  

“Due to their content or method of consumption, these products pose a risk to consumer health, 
even if this risk is generally lower than that associated with tobacco products for smoking. 
Nicotine is highly addictive, which is why nicotine-containing products must be regulated. Some 
products are not without health risks due to the way they are consumed, which produces toxic 
substances. In addition, they represent a potential gateway to tobacco consumption, especially 
for young people.” [unofficial translation or machine-translated].  

While neither the TabPG or TabPV established a nicotine content limit for nicotine pouches, the 
consultation for the TabPV shows that this measure was of interest to the public.71 Proposals included 
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16.6 mg per pouch, 20 mg per pouch, or setting the limit not to exceed the nicotine dose in one 
cigarette. 

Sale Prohibited by Law– Germany, Netherlands 

Regulatory Status – Germany 

In Germany, nicotine pouches are not subject to tobacco control laws because the products do not 
contain tobacco. Instead, because of the way nicotine pouches are ingested and consumed, the products 
are classified as an unsafe food within the meaning of the EU law.72,73 On October 7, 2022, the German 
Federal Institute for Risk Assessment (BfR) issued a “Health risk assessment of nicotine pouches.”74 The 
Risk Assessment indicates that: 

“Currently, nicotine in pouches is classified as a novel food by the German surveillance 
authorities. If the ARfD [Acute Reference Dose] value of 0.0008 mg/kg bodyweight is used, 
nicotine pouches containing all nicotine quantities presented in this report will be withdrawn from 
the market.”  

In essence, nicotine pouches are banned as an unauthorized food product because they exceed the 
amount of nicotine recommended by the European Food Safety Authority and nicotine is an unauthorized 
novel food product within the meaning of EU law.   

Purpose, Rationale and/or Evidence for Current Regulation – Germany 

The BfR tested a sample of 44 nicotine pouches, which were purchased online, and found the median 
weight per pouch was 0.6 g and the nicotine content per pouch was 9.48 mg. However, the range of 
nicotine content was 1.79 mg per pouch to 47.5 mg per pouch. The BfR found that these strengths were 
not accurately represented on the packaging of the products.  

The BfR also reported on dangers posed by nicotine pouches, including:  

● “At the December 2020 session of the BfR Committee for the Assessment of Poisonings, 
representatives from the poison information centres in Germany reported on some cases of 
poisoning from nicotine pouches. In one case, a pouch with 20 mg nicotine had been swallowed. 
The affected person was given activated charcoal by the emergency service team but did not 
develop any symptoms other than stomach pain. In April 2022, several new cases of poisonings 
involving nicotine pouches were reported. Most of the symptoms reported involved 
nausea/vomiting and cold sweats.” 

Several judicial decisions have upheld the ban on the sale of nicotine pouches as a harmful food 
product.75 

Regulatory Status – Netherlands 

In the Netherlands, the sale of “tobacco-free nicotine pouches for oral use” (“NZT for oral use”) is 
prohibited under the Tobacco and Smoking Products Act.76 In addition, the advertising and promotion of 
the product and use in public places are also banned. 

Purpose, Rationale and/or Evidence for Current Regulation – Netherlands 

Before the Tobacco and Smoking Products Act was amended to prohibit the sale of NZT for oral use, 
nicotine pouches in the Netherlands were regulated as “foodstuffs” (similar to the regulation that 
Germany has in place). In the Netherlands, pouches containing more than 0.035 mg of nicotine were 
deemed unsafe for consumption and therefore prohibited.76-78 However, in an Explanatory Memo for the 
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amendments to the Tobacco and Smoking Products Act (Explanatory Memo),79 the Dutch Government 
subsequently determined that even allowing the placement of nicotine pouches with less than 0.0035 mg 
of nicotine was undesirable, as they could be used as an alternative to oral tobacco products such as 
snus, which is prohibited in all EU Member States except Sweden. The resemblances between snus and 
nicotine pouches were highlighted in the Explanatory Memo, which stated: 

“Snus and nicotine pouches also have striking similarities in terms of product appearance, 
method of use, effect, and invisibility when used. Furthermore, the presence of flavors and 
attractive packaging contribute to the appeal of both products to young people. Both products 
also contain harmful and addictive nicotine, with snus also containing tobacco, which exposes the 
user to a range of carcinogenic substances. The government assesses nicotine pouches in line 
with the Court's assessment of the risks of snus and believes that nicotine pouches should be 
prevented from becoming more popular, particularly among young people.” [unofficial translation 
or machine-translated] 

The Explanatory Memo also relied on a 2021 report from the Dutch National Institute for Public Health 
and Environment (RIVM) on tobacco-free nicotine products (“NZT”) (Report),80 which was presented to 
the cabinet. The Report concluded that nicotine pouches contain enough nicotine to cause and maintain 
addiction. In addition, the data showed that 31% of people who used nicotine pouches had never 
smoked before, which raised concerns that the products could quickly gain popularity among young 
people. 

Furthermore, in its notification to the European Commission, the Dutch government stated that enacting 
partial measures for NZTs for oral use - such as imposing a minimum age to purchase, requiring health 
warnings, or banning flavors - was insufficient to protect public health.81 Its decision to ban the products 
aligned with its goal of achieving a smoke-free generation by 2040 and protecting children from the 
harms of nicotine addiction. In addition, as outlined in the Explanatory Memo, the government concluded 
that such actions were consistent with its obligations under the WHO FCTC, including reducing tobacco 
consumption and nicotine addiction.   

The government found that the ban on NZTs for oral use was reasonable, given the existing ban on snus, 
and prohibiting its use in public places facilitated compliance and enforcement (the use of snus is also 
banned in public places).82 Furthermore, given the lifestyle promotion of nicotine pouches and their 
attractive and youth-appealing design, the advertising and promotion of nicotine pouches was also 
prohibited under the law.82 The Dutch government also attempted to future-proof the law by including 
the following definitions of NZTs and NZTs for oral use:83 

● “nicotine product without tobacco: a product that contains nicotine and does not contain tobacco, 
that is intended for the consumption of nicotine and that is not an electronic vapor product or an 
herbal product for smoking;” 

● “tobacco-free nicotine product for oral use: a tobacco-free nicotine product intended for oral use, 
whether in the form of powder, fine particles, a combination thereof or any other form, in 
particular those presented in portion sachets or porous bags, with exception of products intended 
to be inhaled;”[unofficial translation or machine-translated] 

According to the Explanatory Memo, the definitions were drafted broadly to capture other potential 
products to which nicotine could be added, such as sweets, drinks, and food supplements. The 
Explanatory Memo also highlights why only NZT for oral use are banned: 

“For NZTs that are not used orally, such as nicotine spray, no ban will be imposed for the time 
being. Instead, these products will be regulated in more or less the same way as related 
products. The reason for this is that there is currently limited research available on the risks of 
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these products. These products also appear to be relatively unpopular at present. However, 
because these products also contain nicotine and their use is therefore not without risk, 
regulation is necessary.”[unofficial translation or machine-translated] 

Regulatory Proposals Involving Nicotine Pouches 

United Kingdom 

Currently, nicotine pouches are regulated under general consumer product safety regulations in the 
United Kingdom.84 However, the UK Parliament is considering The Tobacco and Vapes Bill, which includes 
proposed provisions related to nicotine pouches, among other tobacco control measures.85,86 The Tobacco 
and Vapes Bill would allow UK governments to regulate all aspects of nicotine pouches, including sales, 
marketing, packaging and product regulation. As of August 2025, the Bill completed its 3rd reading in the 
House of Commons, 1st and 2nd reading in the House of Lords and is currently in the Committee stage. To 
become law, the Bill needs to move through a Committee stage to a 3rd reading prior to the final stages 
of the consideration of amendments and Royal Assent.87 

France a 

In February 2025, France notified the European Commission that it intended to “prohibit the production, 
manufacture, transport, import, export, possession, offering, transfer, purchase, distribution, and use of 
products for oral use containing nicotine, except for medicinal products and medical devices.89 This draft 
decree covers nicotine pouches. After its notification, six EU Member States objected to France’s intention 
citing conflicts with the free movement of goods within the internal EU market, among other concerns.89 
France’s regulatory action has been postponed from May 26, 2025 until August 25, 2025.90 

European Commission 

On June 6, 2025, a question was presented from a Member of the European Parliament to the European 
Commission concerning the regulation of nicotine pouches.91 The question raised concerns over the non-
harmonized regulation of nicotine pouches within the European Union, and specifically asked whether the 
Commission intends to propose regulation for nicotine pouches and for plans to address the rising 
popularity among young people.  

The European Commission responded on August 20, 2025, and acknowledged that the rise in popularity 
of the products causes public health concerns.90 The response reiterated that there is no safe level of 
nicotine and acknowledged that while the products are currently outside of the scope of the EU Tobacco 
Products Directive, an assessment was being conducted of the tobacco control legislative framework to 
determine next steps. The answer also stated that: 

“Nicotine pouches may be subject to national measures, provided that those measures comply 
with EU law, including the provisions on the free movement of goods of the Treaty on the 
Functioning of the European Union (TFEU). The TFEU, does not preclude restrictions justified on 
one of the grounds of public interest laid down in Article 36 TFEU, including the protection of 
public health.”  

According to the European Commission’s website, revisions to the EU TPD are anticipated to be adopted 
in Q1 2026.92 

 
a The adoption of this Decree88 occurred after legal analysis for this paper was completed.  
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Discussion 
This global policy scan identified 45 countries that have regulated nicotine pouches as of August 15, 
2025. It is noticeable that the highest prevalence of countries with policies are from the European region 
and from high-income countries. Amongst the countries regulating nicotine pouches, 21 countries (47%) 
regulated them as a Tobacco or Related Product; ten countries (22%) Prohibited the Sale by Law; six 
countries (13%) regulated them as Medicinal/Pharmaceutical Products (No Approved Products); three 
countries (7%) regulated them as Medicinal and Tobacco Products (3, 7%); three countries (7%) 
regulated nicotine pouches using Other Measures; one country (2%) regulated them as Natural Health 
Products (Approved Product); and one country (2%) Prohibited the Sale by Law (Pending Additional 
Action).  

Amongst the policy measures that are used, prohibiting misleading packaging, prohibiting attractive 
ingredients, such as vitamins, caffeine, etc., and requiring health warning labels are the most prevalent. 
In-depth analysis provides more details for countries using these different methods. The toxicity and 
addictiveness of nicotine and its health hazards were recurrent themes in many countries that guided 
regulation. Concerns regarding youth uptake were included in multiple country reviews. In addition, being 
in accordance with existing legal commitments (e.g., WHO FCTC and EU law) was also a recurrent topic. 
For example, the Netherlands’ regulation considered nicotine pouches as a similar product to snus, which 
is banned under the EU TPD, justifying also banning pouches. Some countries positioned nicotine 
pouches against current NRTs.  

There are limitations to this report. It does not include subnational regulations, reflect any current 
taxation policies, standards issued by national standards bodies, or general consumer safety measures. 
Given that this is a convenience sampling, some policies in place that we are unaware of would be 
missing. The implementation of regulatory measures was not considered. The policy landscape is 
changing quickly and since this data was analyzed after August 15, 2025, France has since passed a 
policy which is not fully described here. In addition, legal provisions are often susceptible to more than 
one interpretation, giving rise to the possibility of interpretation error, especially where we do not have 
in-country lawyer assistance. Additionally, this legislative review is based strictly on the letter of the law 
and not based solely on information from government authorities regarding how the products are 
regulated. 

There are several inherent challenges to consider when seeking to regulate nicotine pouches. First, 
evidence on the health, social and environmental risks and harms of these products is evolving given they 
are a relatively new product category. Nevertheless, ensuring that regulations include strong measures to 
address flavors and limit nicotine levels can potentially help prevent the widespread use of nicotine 
pouches, which are not a “safe” product. Second, the tobacco industry’s appropriation of ‘harm reduction’ 
and its related lobbying efforts have put pressure on governments to place weaker regulation on these 
products even though the companies target adolescents and young people and market them to people 
who currently smoke as a way of continuing to use nicotine when they cannot smoke – therefore both 
initiating and sustaining nicotine addiction. The Report of the Special Rapporteur on the right of everyone 
to the enjoyment of the highest attainable standard of physical and mental health on harm reduction for 
sustainable peace and development recognizes that harm reduction involving tobacco requires 
“adequately and effectively regulating corporate actors;” and highlights that the “[t]he scepticism towards 
the tobacco industry’s harm reduction initiatives stems from their long and well-documented history of 
duplicitous behaviour, concealing and downplaying the health risks of their products, while deceptively 
marketing alternatives as harm reduction or quitting alternatives as ascertained in judicial proceedings.” 
Third, the absence of clear product classification results in regulatory gaps; thus, it is essential that legal 
measures clearly define and regulate nicotine pouches and not rely on existing legislation that may not 
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clearly cover these products. Further, existing legislation may not also cover pouches manufactured with 
synthetic nicotine or nicotine analogs. 

Conclusions 
We know that countries are beginning to adopt policies to address nicotine pouches. These policies do 
cover a range of options, from regulating packaging, labeling, ingredients, flavors, advertising and public 
use of the products to prohibiting their sale altogether.  

Parties to the WHO FCTC can fulfill their obligations to adopt and implement effective measures for 
preventing and reducing tobacco and nicotine addiction through their efforts to regulate what COP 
documents refer to as novel and emerging nicotine products, such as nicotine pouches. In developing 
comprehensive tobacco control strategies, it is also important to support adult tobacco users who can 
benefit from evidence-based cessation tools, which include nicotine such as gum, lozenge, transdermal 
patch, nasal spray, and oral inhaler, and medications such as bupropion and varenicline. 

The consideration of differing regulatory pathways taken by countries to address nicotine pouches can 
help other governments decide on their options and path forward, recognizing differing public health 
objectives and national circumstances, including the countries’ tobacco burden, health disparities, 
government capacity and resources. 
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Appendix 
Table A1: Definitions  

Sale Prohibited by Law  
Country Definition  
Belgium Nicotine pouch: all tobacco-free oral products 

consisting entirely or partly of synthetic or natural 
nicotine, including those presented in portions of 
pouches or porous pouches, and which are in the 
form of powder, particles or paste or any 
combination of these forms.93 [unofficial 
translation or machine-translated]. 

Germany  No defined term.   
 

Kyrgyzstan Nicotine-containing non-smoking products - 
products containing nicotine or nicotine salts, 
vegetable raw materials and (or) food additives 
that are not tobacco products and are intended 
for sucking, chewing, sniffing, with the exception 
of medicines, as well as food products of natural 
origin containing nicotine in its natural form.94 
[unofficial translation or machine-translated]. 

Lithuania  No term defined.  
 
The Supreme Administrative Court of Lithuania 
ruled that the sale of nicotine pouches is 
prohibited because the law prohibits the 
manufacture and sale of food products and other 
goods that imitate tobacco products.95 

Mauritius  No defined term.   
 
The law prohibits the manufacture, import, 
distribution, or sale of any other product 
containing nicotine, excluding those products a 
medical practitioner may prescribe as nicotine 
replacement therapy.96   

Netherlands  Nicotine product without tobacco: a product that 
contains nicotine and does not contain tobacco, 
that is intended for the consumption of nicotine 
and that is not an electronic vapor product or a 
herbal product for smoking; 
tobacco-free nicotine product for oral use: 
tobacco-free nicotine product intended for oral 
use, whether in the form of powder, fine particles, 
a combination thereof or any other form, in 
particular those presented in portion sachets or 
porous bags, with the exception of products 
intended to be inhaled.97 [unofficial translation or 
machine-translated].  
 

Russia  No defined term. 
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The law prohibits the wholesale and retail sale of 
nicotine-containing products for eating, chewing, 
sucking and snorting.98  

Singapore  No defined term.   
 
The law prohibits the sale of imitation products.99 

Tajikistan  Non-smoking products containing nicotine - 
products containing nicotine or nicotine salts, 
solutions, nicotine liquids or gels containing 
nicotine, plant raw materials and (or) nutritional 
supplements (except medicines), which are not 
tobacco products and are intended for sucking, 
chewing, sniffing including snus and knick-knacks, 
as well as natural food products containing 
original nicotine.100 [unofficial translation or 
machine-translated].  

Uzbekistan  Nicotine snus – a type of nonsmoking nicotine-
containing product intended for sucking (suction), 
prepared from vegetable raw materials and 
nicotine or its derivatives, including nicotine salts 
(with the exception of the tobacco leaf and (or) 
another part of the tobacco plant, including 
purified tobacco dust and (or) the fine fraction of 
cut tobacco), with or without the addition of other 
ingredients.101 [unofficial translation or machine-
translated].  

Sale Prohibited by Law  (Pending Additional Action) 
Country Definition  
Viet Nam  No defined term.  

 
The production, trading and import of addictive 
substances are banned but the term is not 
defined.102 

Regulated as Medicinal/ Pharmaceutical Products (No Approved Products) 
Country Definition  
Australia  Schedule 4 (prescription only medicines) of the 

Poisons Standards includes:103 
 
NICOTINE in preparations for human use except: 
(a) when included in Schedule 3; or 
(b) in preparations for oromucosal or transdermal 
administration for human therapeutic use when 
included in the Register as an aid in withdrawal 
either from tobacco smoking or nicotine vaping; 
or 
(c) in tobacco prepared and packed for smoking. 

Cyprus No defined term.   
 
In an announcement, the Cyprus Ministry of 
Health informed that nicotine pouches are 
classified as pharmaceuticals under the Medicines 



32 
 

for Human Use (Quality, Supply and Price Control) 
Law and require authorization to be sold.104 

Hong Kong  Nicotine is a Poison under the Pharmacy and 
Poisons Ordinance (Cap 138) and the Pharmacy 
and Poisons Regulations (Cap 138) 105 The 
Regulations exempt from the requirements for 
registration and authorization (license for sale is 
still required, however): 
 
Nicotine when contained in (a) chewing gum or 
lozenges, intended to be used in nicotine 
replacement therapy and containing not more 
than 4 mg of Nicotine per piece; or (b) patches 
for external application, intended to be used in 
nicotine replacement therapy.  
 
The list also exempts nicotine alkaloids and 
nicotine pharmaceutical products with these same 
requirements.   

India  No defined term.   
 
Schedule K to the Drugs and Cosmetics Rules, 
1945 exempts nicotine 
gums and lozenges containing up to 2 mg of 
nicotine from requiring a prescription or a specific 
sale license for retail sale.106 Further, tobacco and 
nicotine are prohibited ingredients in food 
products.107 

Japan  No defined term.   
 
Nicotine is regulated as a pharmaceutical under 
the law.      108 

New Zealand No term defined.   
 
The law prohibits the import for sale, sale, 
packing, or distribution of any oral nicotine 
product unless the Minister of Health has given 
consent or provisional consent to the distribution 
of the product under the Medicines Act 1981.109 

Regulated as Tobacco or Related Products 
Country Definition  
Colombia  Substitute: any product marketed or otherwise 

presented as a partial or total substitute for 
tobacco products, whether or not such product is 
suitable for that purpose.  
 
Imitator: any product intended to replace or 
substitute another product by exploiting its 
physical properties or consumption characteristics.  
 
For this law, when the expressions "tobacco," 
"tobacco and its derivatives," "tobacco products," 
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"tobacco products and its derivatives," "cigarettes, 
tobacco or its derivatives," or "cigarette products, 
tobacco and its derivatives" are used, it shall be 
understood as "cigarettes, tobacco products, its 
derivatives, substitutes or imitators and the 
devices necessary for their operation; among 
which are...Oral Nicotine Products (ONP), among 
others.110 [unofficial translation or machine-
translated]. 

Czech Republic  Tobacco-free nicotine pouch means a tobacco-
free product containing nicotine for oral use that 
is not regulated by directly applicable European 
Union legislation.111 [unofficial translation or 
machine-translated].  

Denmark  Tobacco substitute: Product containing nicotine 
that is not a tobacco product, cf. no. 2, or an 
electronic cigarette, cf. § 2, no. 1, of the 
Electronic Cigarettes Act, etc. and that is not 
approved through a marketing authorization in 
accordance with the Danish Medicines Act or rules 
of EU law on the establishment of community 
procedures for the approval of human medical 
products, and equipment intended to be used 
together with the product.112 [unofficial translation 
or machine-translated].  

Estonia  Products related to tobacco products are: 1) 
products used similarly to tobacco products which 
imitate consumption of tobacco products and 
products used to replace tobacco products, 
including electronic cigarette, herbal products for 
smoking, different materials to replace waterpipe 
tobacco and tobacco-free snus, regardless of the 
nicotine yield of such products.113 [unofficial 
translation or machine-translated].   

Greece Other nicotine-containing products for the 
purposes of this Regulation are products that 
contain nicotine and do not fall within the 
definitions of novel tobacco product and electronic 
cigarette.114 [Unofficial machine translation].  

Hungary The law regulates “nicotine-containing smoking 
substitutes” (unofficial translation or machine-
translated) but does not define the term.115 These 
products are different than electronic cigarettes, 
which are regulated separately under the law.   

Iceland Nicotine product: A product containing nicotine, 
whether or not the nicotine is derived from 
tobacco, and the product does not otherwise 
contain substances derived from tobacco, e.g. a 
nicotine patch, but is not intended for inhalation. 
116 [unofficial translation or machine-translated]. 

Kenya  No defined term.   
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Pictorial health warnings were published for novel 
nicotine products.117 

Latvia  Tobacco substitute product - a product that 
contains or does not contain nicotine (except 
medicinal products, tobacco products, herbal 
smoking products, electronic smoking devices and 
their filling containers) and which is intended to 
be used for the same or similar purposes as 
tobacco products, herbal smoking products, 
smokeless tobacco products, electronic smoking 
devices and their filling containers, regardless of 
the nicotine content of these products and their 
use.118 [unofficial translation or machine-
translated].  

Moldova  Nicotine-containing products – any products that 
can be consumed by inhalation, ingestion or 
otherwise, in which nicotine is added during 
manufacture or self-administered by the user 
before or during consumption.119 [unofficial 
translation or machine-translated]. 

Panama  The law does not define “oral nicotine products,” 
but these products are considered “regulated 
products.”120 

Peru  Nicotine Product: A product containing nicotine 
intended for human use. This includes electronic 
nicotine delivery systems (ENDS) and any other 
form of nicotine delivery, current or future, that is 
non-therapeutic. It includes refills and cartridges. 
121 [unofficial translation or machine-translated]. 

Philippines  Novel Tobacco Products shall refer to all non-
combusted substances in solid or liquid form, and 
innovations, either made partly of tobacco leaf as 
raw material or containing nicotine from tobacco, 
intended to be used as a substitute for cigarettes 
or other combusted tobacco products.122 

Poland  Related product - an electronic cigarette, a refill 
container, an herbal product for smoking, and a 
nicotine pouch; 
Nicotine pouch - all products for oral use, except 
those intended for inhalation, not containing 
tobacco but containing nicotine, mixed or 
unmixed with other ingredients, which are 
portioned in pouches or available in pouches.123 
[unofficial translation or machine-translated].   

Romania Nicotine Pouch for Oral Use - a non-tobacco 
product containing nicotine and which is used for 
the oral consumption of nicotine, in the form of 
powder or particles or in any combination of those 
forms.124 [unofficial translation or machine-
translated].  

Serbia  16) Related products, in the sense of this law, are 
products with or without nicotine, which do not 
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consist of tobacco, but which in terms of other 
criteria correspond to tobacco products, namely: 
liquid for filling electronic cigarettes, herbal 
products for smoking or heating, nicotine pouches 
and water pipe products; 
… 
...16(3)  nicotine pouches are disposable products 
containing nicotine or nicotine compounds and 
other ingredients, packed in pouches or porous 
pouches and intended exclusively for oral use. 
Nicotine bags are covered by tariff code 2404 91 
90 00 of the Customs Tariff nomenclature. 
Regulations on harmonizing the nomenclature of 
the Customs Tariff are applied to the specified 
tariff label.     125 [unofficial translation or 
machine-translated] 

Slovakia  Tobacco-free nicotine pouch means a product 
that contains nicotine and does not contain 
tobacco or genetically modified tobacco, is not 
consumed during the combustion process or by 
inhalation, and is intended for oral use by 
sucking, chewing or otherwise.126 [unofficial 
translation or machine-translated].  

Slovenia  A new nicotine product is a product that does not 
fall into any of the following categories of 
products that contain nicotine but do not contain 
tobacco: electronic cigarettes, refill containers and 
registered nicotine replacement therapy products. 
 
Related products according to Directive 
2014/40/EU are electronic cigarettes and refillable 
containers, and herbal smoking products. 
According to this law, related products also 
include nicotine-free electronic cigarettes and 
nicotine-free refillable containers, herbal heating 
products, new tobacco products, new nicotine 
products. In accordance with this law, connected 
products are also accessories or devices for using 
connected products from the first sentence and 
the previous sentence of this point, without which 
the connected products cannot be used.127 
[unofficial translation or machine-translated].   

Switzerland  a. Tobacco product: any product consisting of or 
containing parts of leaves of plants of the genus 
Nicotiana (tobacco) and intended to be smoked, 
inhaled after heating or sniffed, as well as any 
nicotine product for oral use within the meaning 
of letter d, and any herbal smoking product within 
the meaning of letter e. 
… 
d. Nicotine product for oral use: nicotine-
containing product with or without tobacco that 
comes into contact with the oral mucosa during 
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consumption and is not intended for smoking or 
heating.128 [unofficial translation or machine-
translated].  

Thailand  Tobacco Products shall mean products derived 
from the tobacco leaf, or from [other parts of] the 
plant nicotiana tabacum, and shall further include 
any product containing nicotine as an ingredient 
for consumption by smoking, sucking, sniffing, 
chewing, eating, burning, or snuffing into the 
mouth or nose, or by any other means to achieve 
the same purpose, but excluding items regulated 
by the drug laws.129 

United States  (1) The term “tobacco product” means any 
product made or derived from tobacco, or 
containing nicotine from any source, that is 
intended for human consumption, including any 
component, part, or accessory of a tobacco 
product (except for raw materials other than 
tobacco used in manufacturing a component, 
part, or accessory of a tobacco product). 
 
(2) The term “tobacco product” does not mean an 
article that is a drug under subsection (g)(1), 
a device under subsection (h), or a combination 
product described in section 353(g) of this title. 
130 

Regulated as Medicinal and Tobacco Products 
Country Definition  
Finland  Tobacco substitute means a product which 

corresponds to tobacco in its intended use but 
does not contain tobacco.     131 [Official 
Government translation]. 
 
Smokeless nicotine product: smokeless 
nicotine product means a tobacco substitute that 
corresponds in its intended use to a tobacco 
product referred to in paragraphs 10–12 and that 
contains nicotine.132 [unofficial translation or 
machine-translated].   

Norway In these regulations, nicotine products are 
understood to mean any product that contains 
nicotine and is intended for consumption by 
inhalation, chewing, absorption, in solutions or 
ingested in any other way, with the exception of 
tobacco products, cf. the first paragraph. 
 
In these regulations, new tobacco and nicotine 
products are understood to mean products that 
are placed on the market after 19 May 2014 and 
that do not fall under the following categories: 
cigarettes, rolling tobacco, pipe tobacco, 
waterpipe tobacco, cigars, cigarillos, chewing 
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tobacco, nasal tobacco or snus, cf. the Tobacco 
Harmful Effects Act § 34 d.133  
 
Nicotine products for therapeutic use (NRTs) are 
regulated under the Medicinal Products 
Regulations.133 

Sweden  Tobacco-free nicotine product: a product without 
tobacco that contains nicotine for consumption.134 
[unofficial translation or machine-translated]. 

Regulated as Natural Health Products (Approved Product) 
Country Definition  
Canada Nicotine pouches delivering 4 mg or less of 

nicotine per dose are subject to the Natural 
Health Products Regulations (Regulations) and are 
excepted from the Prescription Drug List.135 The 
Prescription Drug List provides:  
 
Nicotine or its salts for human use except:  
… 
d. in a form to be administered into the oral cavity 
by means of a non-active device (one that 
operates on energy generated by the human body 
or by gravity) that delivers 4 milligrams or less of 
nicotine per dose for buccal absorption… 
 
The Supplementary Rules, for products that fall 
under the Regulations, define Nicotine 
Replacement Therapy as: 136  
 
nicotine replacement therapy 
means a natural health product, other than a 
homeopathic medicine, that 
(a) contains nicotine or its salts; and 
(b) is for administration in the oral cavity.  

Regulated using Other Measures  
Country Definition  
Belarus  Non-tobacco nicotine-containing product - a 

product containing raw materials of plant and (or) 
synthetic origin (except for tobacco raw materials) 
and nicotine, intended for sucking, chewing, 
sniffing, other way of use (consumption), when 
nicotine penetrates into  human body, 
with exception of medicinal and veterinary 
preparations, liquids for electronic smoking 
systems with nicotine content, food products of 
plant origin.137 [unofficial translation or machine-
translated]. 

Indonesia  An elucidation in the law provides:  
 
"Addictive substances" refer to products that 
contain tobacco or do not contain tobacco, 
whether in the form of cigarettes or other 
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addictive forms, the use of which can cause harm 
to oneself and/or the surrounding community. 
These substances can be in solid, liquid, or gas 
form. Other addictive forms include electronic 
products and candies that, among others, contain 
nicotine like cigarettes.138 [unofficial translation or 
machine-translated].   
 
An elucidation in the implementing regulations 
provides: 
 
What is meant by "other formats that are 
addictive" includes electronic cigarettes and/or 
nicotine in various forms and packaging, including 
nicotine candies and nicotine pouches.138 
[unofficial translation or machine-translated].  
 

Kazakhstan  Smokeless tobacco (nicotine-containing) products 
- products containing nicotine, fully or partially 
made from tobacco leaves and (or) other parts of 
the tobacco plant as raw materials and their 
synthetic analogues, prepared in such a way as to 
be used for sucking, chewing, 
sniffing.139[unofficial translation or machine-
translated].  
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