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Module 4: Regulation of Safer Nicotine Products

Introduction to Module 4
This module looks at the regulation of safer nicotine products (SNPs).

After completing this module, you will be able to:

»	 Define regulation in the context of SNPs.

»	 Describe different types of regulations applied to SNPs.

»	 Recognise the importance of regulation and its impact on the availability, safety, and use of SNPs.

What is regulation?
In this module, regulation refers to measures primarily taken by governments to control the availability, 
safety, and use of Safer Nicotine Products (SNP). This can be achieved through laws, product 
standards, taxes and other measures.

Regulation can focus on a number of issues, for example:
»	 Sales channels: regulation of how products can be sold, whether through shops, the internet,  

or vending machines.

»	 Age restrictions: laws governing the minimum age for the sale, purchase, or use of SNP.

»	 Advertising, marketing and promotion: guidelines on whether advertising is allowed and, if so, 
what kind; rules on content and placement of advertising, images and branding on packaging, 
permitted wording.

»	 Taxation: policies on whether and how SNP are taxed.

»	 Public use: controls on the use of SNP in public areas.

This item includes selected online content and is intended to complement the module 
website—not replace it. The website https://thr.academy remains the primary study 
platform, offering activities and resources that are not available in printed formats.
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»	 Product characteristics: regulations on the contents and devices, including controls over flavours 
and additives, and setting maximum nicotine content.

»	 Health warnings: may be applied to packaging for products and to advertising.

»	 Product standards: covering for example manufacture and packaging.

How different countries regulate SNP
There are a wide variety of ways in which countries regulate SNP. Here we give some examples.

New Zealand
New Zealand initially banned nicotine vapes but this was rarely enforced and importation for personal 
use was allowed. Vaping products are now regulated with restrictions on flavours, most of which  
are only available in licensed vape shops. There are controls on advertising, age restrictions and vaping  
in public places. HTP ( heated tobacco products) can be legally purchased and the government recently 
announced a 50% reduction in the excise tax on HTPs which would make their price more competitive 
compared with cigarettes. The sale of nicotine pouches and snus is banned. Consumers are able 
to import nicotine pouches for personal use. New Zealand has encouraged the use 
of nicotine vapes with supportive public health messaging. For more information, 
see GSTHR Brefing Paper “Pro-consumer laws and an endorsement for vaping: why 
smoking is disappearing in Aotearoa New Zealand”.

European Union
The EU regulates SNP through the Tobacco Products Directive (TPD) which is implemented in domestic 
legislation in all EU countries. The TPD sets minimum standards for vaping products – including limits 
on nicotine concentrations and the size of liquid nicotine containers; requires companies to submit 
product data to the national regulator; and requires health warnings on packaging and imposes 
limits on advertising. Individual EU countries may impose more stringent regulations if they choose.  
The TPD does not regulate nicotine pouches and bans the sale of snus except in Sweden, which 
received an exemption upon joining the EU.

United Kingdom 
Although it has left the EU, the UK continues to align its regulations with the EU. Vapes are regulated 
the same as in the EU and manufacturers must submit product information to the Medicines and 
Healthcare products Regulatory Agency for marketing authorisation. While the UK upholds the ban 
on snus, it supports vaping as a harm reduction tool for adults who smoke and HTP and nicotine 
pouches are allowed. The UK Government has increasingly embraced the potential of vaping  
as a safer product for those people who want to switch away from cigarettes but are either unwilling,

https://gsthr.org/resources/briefing-papers/pro-consumer-laws-and-an-endorsement-for-vaping-why-smoking-is-disappearing-in-aotearoa-new-zealand/
https://gsthr.org/resources/briefing-papers/pro-consumer-laws-and-an-endorsement-for-vaping-why-smoking-is-disappearing-in-aotearoa-new-zealand/
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or unable, to stop using nicotine. Using vapes to quit smoking is promoted  
by the National Health Service. For more information, see GSTHR Briefing Paper  
“A smokefree UK? How research, policy and vapes have cut smoking rates”.

Australia
Restrictions on the unauthorised sale, possession, or use of nicotine existed before the introduction 
of vapes. Vapes, whether they contain nicotine or not, can only be sold in a pharmacy for the purpose 
of helping people to quit smoking or manage nicotine dependence.

United States
The Food and Drug Administration (FDA) oversees the largest SNP market through the Premarket 
Tobacco Product Application (PMTA) process. The PMTA is a challenging and expensive regulatory 
model, requiring companies to submit individual applications for each product and flavour, with no 
option for considering similar products together. The cost of the FDA’s application process favours 
companies with substantial resources, reflecting a highly selective regulatory environment. This 
process has led to marketing approvals for a few products, such as the heated tobacco product 
IQOS and eight snus products. Many vaping products have received Marketing Denial Orders – which 
means that they must be withdrawn from the market.

Task 5
The Global State of Tobacco Harm Reduction (GSTHR) website https://gsthr.org tracks the global 
regulation of various Safer Nicotine Products. In the United Kingdom, the proportion of adults who 
smoke has been steadily declining. In 2011, 20.2% of adults aged 18 and over were 
current smokers, and by 2023, this number had decreased to 11.9%. This case study 
explores the possible factors contributing to this significant reduction in smoking 
rates. 

What is most likely responsible for the decline in smoking rates in the UK from 20.2% in 2011  
to 11.9% in 2023? Choose the correct answer and write a short justification for it.

A.	 Increased taxation and higher prices on cigarettes, making smoking less affordable.

B.	 The availability and regulation of Safer Nicotine Products, such as e-cigarettes, which 
provide an alternative to smoking.

C.	 National public health campaigns and smoking cessation programs promoting awareness 
of smoking risks.

D.	 All of the above.

https://gsthr.org/resources/briefing-papers/a-smokefree-uk-how-research-policy-and-vapes-have-cut-smoking-rates/
https://gsthr.org/resources/briefing-papers/a-smokefree-uk-how-research-policy-and-vapes-have-cut-smoking-rates/
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Product standards
Product standards for SNP can be either obligatory or voluntary, depending on the country.

»	 Obligatory standards are established by government legislation, and must be adhered to by all 
manufacturers and sellers of SNP.

»	 Voluntary Standards are independent technical standards issued by national, regional or international 
bodies such as the International Organization for Standardization (ISO) or the British Standards 
Institute (BSI). While generally voluntary, they may become mandatory if referenced in legislation.

Purpose of product standards
Technical standards are designed to protect consumer interests and ensure product safety and quality. 
They cover various aspects including:

»	 Device manufacture, materials and performance.

»	 Labelling: Providing clear and accurate information to consumers.

»	 Packaging: Ensuring safe and secure packaging to prevent tampering.

»	 Waste Disposal: Providing guidelines for the proper disposal of SNP to minimise environmental 
impact.

Examples of product standards
»	 Gulf Cooperation Council (GCC) – comprising six Arab countries, the GCC requires products to 

meet specific standards to be imported and marketed within member countries.

»	 China – domestic standards in China are similar to the EU Tobacco Products Directive (TPD). 
Products exported from China must comply with the standards of the destination country or,  
if none exist, with Chinese domestic standards.

Case study: Swedish snus
As stated in previous module, the high quality of modern Swedish snus is attributed to advances  
in production techniques and the careful selection of raw materials [1]. These improvements have led 
to low levels of unwanted substances, such as nitrosamines and heavy metals, in the product. In the 
late 1990s, these practices formed the basis for a voluntary quality standard known as GothiaTek®, 
which ensures the continued high quality and relative safety of Swedish snus [2].
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How products are regulated
Most countries extend and modify existing tobacco control legislation to apply to SNP, though the 
specific requirements can vary widely. In some countries, it is also possible to regulate SNP under 
medicines legislation, though this route is rarely used due to the high cost of medicines applications. 
For example, in the UK, vapes are regulated under tobacco control laws, while in Australia, nicotine 
vapes are regulated as medicines under the Therapeutic Goods Administration.

Ideally, regulation should be ‘risk proportionate’: this means that the highest risk products, namely 
combustible products, should be subject to the strictest regulations on access and availability. Recall 
the chart in Module 1 which illustrated the risk continuum between combustible and non-combustible 
products. In practice, most legislation does not make a substantial distinction of products based  
on proportionate risk.

Regulations including taxes can be used to encourage people to switch from combustible products 
to non-combustible ones. The New Zealand decision to tax HTP at a lower rate than cigarettes  
is an example of using tax to drive people towards safer products.

Some countries have banned particular SNP. Banning products might include an outright ban on any 
SNP whether purchased in-country or bought online. Sometimes, it only refers to in-country purchase 
or might be a de facto ban as the product is only available on prescription or from a pharmacy  
as is the case for nicotine vapes in Australia.

Nine countries, along with some U.S. states and Canadian provinces, have banned all vape flavours 
except tobacco. Many consider this to be a de facto ban because flavour choice is a key factor  
for many people who smoke when switching to vaping. An additional reason why this is seen 
as a de facto ban is that vape shops often cannot survive without offering a variety of products. 

Allowed Banned

Legal availability of snus

Source: The Global State of Tobacco Harm Reduction 2024: A Situation Report 

No information
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The lack of product variety severely impacts the accessibility and availability of vaping products, 
further discouraging users from making the switch. In the USA and Canada, the situation is further 
complicated by laws that vary from state to state and province to province, creating a patchwork  
of regulations.

Bans are often ineffective in stopping the supply of products and in countries with bans such  
as Mexico, where products are available on the illegal market. There is often a difference between law 
on the books and law in action.

The effect of bans is that products are unregulated and hence of unknown quality.

No country currently bans cigarettes.

 

Why regulate?
The development and enactment of regulations is driven by many factors, not all of which might 
seem ‘rational’ from the points of view of people who wish to purchase SNP or from a public health 
aim to maximise use by those wishing to quit smoking.

An important driver is the political process. Many governments think that they need to act to control 
and limit access to SNP. They operate in a landscape where many tobacco control and health groups 
are trying to get the government to ‘do something’ about SNP. This might be for example because  
of fears about young people using SNP and progressing to smoking, or fears that the sale of SNP  
is an ‘industry ploy’ to addict a new generation on nicotine. Often political processes are driven  
by myths, fears, uncertainties and doubts about the products. We outline myths and fears about SNP 
in Module 6.

Allowed Banned

Nicotine vapes HTP Snus Nicotine pouches
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Source: The Global State of Tobacco Harm Reduction 2024: A Situation Report 
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Getting the right balance of regulation
The challenge for lawmakers is to get the best balance of regulation that encourages people who 
smoke to switch from smoking. Regulation can have beneficial effects, but excessive or inappropriate 
regulation can have negative effects and unintended consequences.

How regulation can be beneficial:
»	 For consumers, regulation can ensure quality control and safety. Consumers can know what  

is in the product, for example nicotine strengths, and be assured that there are no or very low 
levels of potentially harmful constituents.

»	 For sellers, regulation can ensure that the products they sell have been approved, and that they 
only sell to adults.

»	 For manufacturers, regulations give business certainty that they can legally sell the product,  
and that the product is of an appropriate standard.

How regulation can be harmful:
»	 For consumers, overly strict regulation might limit choice and availability of products. Attempts 

to circumvent regulation might result in purchase of un-regulated products.

»	 For sellers, overly strict regulation might limit where and how they can sell products and drive 
smaller retailers out of the market place. Restrictions on legitimate sales might lead to illegal 
markets.

»	 For manufacturers, overly strict regulation can be financially onerous giving market advantage  
to big companies. It may also stifle innovation.

International perspectives on regulation
The regulation of SNP is influenced by international agencies, particularly with respect to low  
and middle-income countries who lack policy capacity in tobacco control and look for guidance.

The last twenty years have seen increased efforts to co-ordinate international tobacco control 
measures including safer nicotine products, led by the World Health Organization (WHO) and the meeting 
of countries that have signed up to the Framework Convention on Tobacco Control (see Module 1).

To date, the WHO’s stance on THR has been negative, ignoring the growing evidence base in support 
of THR initiatives and instead promoting anti-THR campaigns that often contain misinformation.

The WHO has a central role in global tobacco control. Unfortunately, the mission to control tobacco 
has subtly shifted over the past decade into one that attempts to also control nicotine. This means 
that SNP – instead of being seen as central in the fight against the serious and widespread harms 
of tobacco smoking – are viewed negatively and as a tactic by tobacco companies to increase their 
user base.
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The WHO has been heavily influenced in this stance by the activities of a small number of powerful 
Western non-governmental foundations. Low and middle-income countries, whose populations  
are most significantly impacted by smoking-related harms, stand to lose the most from this.

 

Further reading
To help you better understand the topics in this module, we have put together extra reading materials 
below:

Saitta D, Ferro GA, Polosa R. Achieving appropriate regulations for electronic 
cigarettes. Ther Adv Chronic Dis. 2014 Mar; 5(2):50-61 https://www.ncbi.nlm.nih.
gov/pmc/articles/PMC3926346/

Glossary
Risk Proportionate: A regulatory approach where the strictness of regulation is based on the product’s 
risk level. Higher-risk products face stricter controls, encouraging a switch to safer alternatives.

de facto ban: An effective prohibition achieved through stringent regulations, making a product nearly 
inaccessible or unusable, such as allowing only prescription-based access.

GothiaTek: A voluntary quality standard for Swedish snus ensuring low levels of unwanted substances 
through specific production techniques and raw material selection.

Source: E-cigarettes Global Regulation, WHO 2023 

E-cigarettes: Global regulation and recommended measures
Of the           countries/jurisdictions that allow sale and regulate e-cigarettes using WHO FCTC measures:

Require health warnings on
e-cigarette packaging63Restrict e-cigarette

advertising and promotion70

Tax e-cigarettes48Restrict e-cigarette sales via
the internet40

Mandate a maximum
nicotine concentration
in e-liquids

51

Restrict the use of e-cigarettes
in indoor public places,

workplaces, and public transport
63

Require plain packaging
of  e-cigarettes

3

Restrict flavors
in e-cigarettes 13

Prohibit e-cigarette sales to persons
below the age of 18 67

Restrict e-cigarette sales in or near
schools and/or health facilities 40

88
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