






 
 

 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 



 

 
 

 
 

 
 
 
 
 
 
 
 

 
 

 







New regulation on nicotine pouches proposed by Danish Ministry of Health (MoH) 

Comment 

Professor Andrzej Sobczak, PhD 

Faculty of Pharmaceutical Science in Sosnowiec, Medical University of Silesia, Poland 

Tobacco-free nicotine pouches are another smokeless solution for smokers, in addition to electronic 
cigarettes. The pouches contain a cellulose derivative that is a carrier for flavourings and nicotine. 
Meanwhile, they do not contain tobacco. They are for oral use and work when placed between the 
gum and cheek or upper lip.  

In Poland, their prevalence, compared to electronic cigarettes and heated tobacco products, is 
insignificant but still increasing, mainly among smokers. The reason is undoubtedly that tobacco-free 
nicotine pouches have a place at the very end of the risk continuum, so they are products with 
negligible risk relative to combustible tobacco products as well as smokeless products. Their risk 
profile is virtually identical to nicotine replacement therapy products [1]. Thus, for tobacco smokers 
for whom currently recommended methods of quitting have not yielded positive results, they 
represent a potential means of reducing the harmful effects of tobacco use and, in extreme cases, 
helping them to break the habit. 

The position of pouches in the risk continuum is supported by in vitro studies indicating that BWN 
extracts are significantly less biologically active than extracts from Swedish snus or cigarette smoke, 
which is one of several pieces of evidence supporting their potential role in tobacco harm reduction. 
[2] 

The safety and quality of nicotine pouches have already been established by The British Standards 
Institution (BSI) [3] and the Swedish Institute for Standards (SIS) [4] and presented in a report by the 

 

The Danish Ministry of Health has sent 6 implementing regulations for public consultation. The 
proposals they contain to prevent young people from accessing and consuming these products are 
worthy of support. On the other hand, the regulation on the maximum nicotine content of nicotine 
pouches is a matter of controversy and concern. The regulation calls for a limit of 9.0 mg of nicotine 
per pouch/sachet [6]. With that said, the proposed value appears to be purely theoretical. 

The basis for determining nicotine levels should be the pharmacokinetics of nicotine and how 
nicotine causes addiction and affects smoking behaviour. This provides an essential basis for 
therapeutic advances in smoking cessation interventions [7] 

Pharmacokinetics deals with the quantitative description of the processes occurring in the body after 
the administration of a substance, in this case nicotine. Further processes that nicotine undergoes in 
the body are absorption, distribution, metabolism and excretion. The quantitative evaluation of the 
first two processes is important for assessing the user's intake of combustible and non-combustible 
tobacco/nicotine products. The basic parameters are the determination of the curve of change in 
nicotine concentration over time, the determination of the maximum plasma concentration Cmax 
and the calculation of the area under the curve AUC-T, which characterizes the bioavailability of the 
compound. In other words, it illustrates the total amount of nicotine absorbed into the body. The 
mechanism that nicotine undergoes in the body virtually precludes the entire dose of nicotine taken 
by inhalation or orally from entering the bloodstream. This was documented in 2005 in the paper 
"Metabolism and disposition kinetics of nicotine," [8] which compared the bioavailability of nicotine 



intake from various products. Thus, smoking a cigarette results in the ingestion of 80-90% of nicotine 
while the use of a lozenge is in the range of 50-79%. A study of nicotine availability from tobacco-free 
nicotine pouches conducted in 2020 found nicotine bioavailability in the range of 33-50% [9]. 

The aforementioned UK PAS and SIS/TS standards state that the maximum nicotine content per 
pouch must not exceed 20 mg. The upper limit of 20 mg/pouch reflects actual consumer preferences, 
providing the amount of nicotine taken in after smoking a cigarette. A similar value is recommended 
by the BfR report ( 16.6 mg/pouch). This supports the thesis that the maximum nicotine content of 
tobacco-free nicotine pouches must be high enough to provide enough nicotine for the product to be 
a satisfactory alternative for smokers, but low enough to make the risk of exposure acceptable.  

This or similar concentrations have already been adopted by several countries in Europe: 20 
mg/pouch, Romania, Slovakia: 17 mg/pouch, Hungary, Serbia and 16.6 mg/pouch Finland. 

Given the bioavailability and the mandatory use of lower concentrations, especially below 10 
mg/pouch, we will see smokers abandon the use of less harmful pouches and return to the most 
deadly products, which are combustible tobacco products. At the same time, as a researcher who has 
been involved in alternative nicotine products for more than 15 years, I conclude that the low 
maximum nicotine level in the pouches will in no way affect the potential interest of young people in 
this product, while it will certainly cause many smokers to give up switching from combustible 
tobacco products to the far less harmful nicotine pouches and in the case of those who are already 
using pouches it will induce them to return to smoking tobacco. The important issue of protecting 
young people should be to strictly adhere to the regulations already in place.  

The examples of Sweden, the United Kingdom and New Zealand are clear evidence that supporting 
tobacco harm reduction strategies results in the rapid achievement of a smoke-free society. 
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Ministry of the Interior and Health 
Slotsholmsgade 10-12  
DK-1216  København K 
Denmark 
By email:  sum@sum.dk 
CC:   cfma@sum.dk (Camilla Friborg Madsen) 

30 September 2024 

Bekendtgørelse om grænseværdier for nikotinindhold i tobakssurrogater 
Comment by Clive Bates, United Kingdom  

Dear Ms Friborg Madsen 

I am an independent public health expert based in the United Kingdom and former Director of the 
-smoking organisation, Action on Smoking and Health. I have been a senior civil 

servant and am now an independent consultant in sustainability and public health consultant. I 
have no conflicts of interest regarding tobacco, nicotine or pharmaceutical industries, and no 
issues arise concerning the WHO Framework Convention on Tobacco Control Article 5.3. I strongly 
support tobacco harm reduction as a public health strategy for addressing the harms of smoking. 

Summary 
I would like to comment on the proposals to limit the nicotine content of nicotine pouches.1 In my 
view, these products promise the same form of public health gains experienced from snus use in 
other Nordic countries as an alternative to cigarette smoking  both for smokers who wish to quit 
and as a diversion from smoking uptake. Snus use is a very low-risk form of nicotine use, but 
nicotine pouches are likely to be still lower risk and approximate to nicotine replacement 
therapy.  The European Union banned snus (oral tobacco) in 1992 and denied EU member states 
other than Sweden this public health opportunity for over three decades. This error must not be 
repeated for nicotine pouches through prohibition or excessive regulation that renders them 
ineffective as alternatives to cigarettes. For that reason, I believe the proposed limit of 9mg per 
pouch is too low and will trigger a range of potential unintended consequences  more smoking, 
illicit trade and workarounds. I recommend setting an initial nicotine limit at 20mg per pouch with 
the option to reduce further if there are no material unintended consequences following market 
surveillance. 

1. Insights  reducing smoking through snus 
Achieving significant public health gains through low-risk alternative nicotine sources. Sweden 
has achieved the lowest smoking prevalence in the European Union by some distance  8% 
compared to Denmark at 14% and the EU average of 24% in 2023. 2  This success has happened 

, and this has been steadily 
displacing smoking for several decades,3 with similar effects evident in Norway.4 Among younger 
people, snus has diverted new users away from smoking. As a result, Sweden has demonstrably 
lower rates of tobacco-related disease and premature death in the populations that use snus. The 
ban on oral tobacco in the European Union has prevented replicating the Swedish experience in 
many other member states. This ban is likely to have caused thousands of avoidable deaths over the 
three decades it has been in place. The availability of non-tobacco nicotine pouches creates both 
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the opportunity to address that serious public health error and the risk of replicating the mistake 
through prohibition or excessive restrictions on product design. 

Snus provides proof-of-concept for nicotine pouches. The data for snus (oral tobacco) offer a 
provides scant 

support for any major adverse health effect of snus 5 6 and also that switching from cigarettes to 
snus reduces the risk of cancer and heart disease, and the risk in switchers being similar to that in 
those who quit cigarettes.7 A recent paper estimates that 3,000 premature deaths annually are 
avoided through snus use in Sweden.8  One estimate suggests among men over the age of 30 years, 
355,000 lives per year could have been saved if the other European Union countries had matched 

 tobacco-related mortality rate.9  If that could be achieved, even partially, with pouches 
rather than snus, it would be a substantial public health success for Europe and go some way to 
compensating for the policy failure of the EU snus ban. The ban on snus in the European Union has 
no basis in science or ethics and should have been reversed long ago.10 11 Policy decisions about 
nicotine pouches must be informed by the experience gained with snus. We have known since at 
least the early 1990s that modern smokeless tobacco carries a negligible mortality penalty,12 and we 
should expect well-regulated oral nicotine pouches to be safer still.   

Proportionate regulation is the critical requirement. The most urgent tobacco and nicotine policy 
challenge for Denmark is to reduce smoking, especially in adults who find it hard to quit. Nicotine 
pouches offer a significant opportunity. The most urgent policy challenge for the European Union is 
not to replicate the failure of the snus ban through prohibition or excessively restrictive regulation of 
oral nicotine pouches. In both cases, the critical task is to establish proportionate regulation that 
exploits the harm reduction opportunity while providing appropriate consumer protection.  

Excessive regulation or prohibitions will have harmful unintended consequences. While 
experience in Sweden and elsewhere shows that it has been possible to shift from high-risk to low-
risk forms of nicotine, there is no evidence that it is possible to eliminate nicotine demand or that a 
subset of young people will somehow stop using nicotine, just as they are unlikely to stop using 
alcohol or caffeine. Our aim should be to reduce the harm to the extent possible, not to try to 
prohibit these substances or impose excessively restrictive regulation. Trying to do this through 
regulator-imposed supply constraints will be ineffective and counterproductive. Experience so far 
suggests that supply-side constraints on safer forms of nicotine have three main effects:  

1. Increased smoking or other adverse behavioural responses 
2. More illicit trade, nurturing unregulated supply and criminality 
3. The use of potentially risky workarounds by consumers or suppliers  

Unintended consequences are the main consequences of regulating safer nicotine products. 
Any policy proposal should be assessed in light of these harmful, unintended, but foreseeable 
consequences. Even a slight relative uptick in smoking would be sufficient to outweigh any plausible 
benefits from the regulation of snus or oral nicotine pouches.  

2. The proposed nicotine limit of 9 milligrams per pouch is too low 
The harm reduction case for pouches. There is strong evidence that nicotine pouches dramatically 
reduce the exposure to hazardous chemicals associated with smoking. 13 14 15 16 Even if it is too soon 
to have long-term disease epidemiology for pouches, we have compelling evidence of very low 
exposures and no sign of novel risks. It follows by analogy to snus that disease risks will be very low. 
Given adequate nicotine delivery and a pleasant sensory experience, these products can replicate 



clivebates.com 3 

the public health success of snus at no cost to the state and with the consent (rather than coercion) 
of nicotine users.  

Regulators are now the main risk. The most critical risk to this proposition is that regulators in 
Denmark or the European Union will intervene to make the nicotine pouches alternative less 
attractive relative to continued smoking or smoking initiation. There is considerable scope for 
regulation to cause harm compared to not intervening. I agree that a limit on the nicotine contained 
in oral nicotine products should be set, not least to stop products with very high levels  Russian 
products with over 200mg of nicotine have been found.  However, great care should be taken not to 
set this too low, triggering perverse unintended consequences.  

The limit, as specified, is too low. There is no need to artificially impose a lower level than 
necessary with the risk that some heavier smokers would find the pouch alternative to smoking 
unsatisfactory. The risk to youth is minor, and there is no evidence from the effects of snus that 
higher nicotine is a causal reason for snus uptake. It is much more likely that the recent youth 
uptake of snus in Nordic countries is a rejection of smoking and, therefore, highly beneficial. In fact, 
for young people who would otherwise become smokers, a higher nicotine level may be desirable. 
The risks of setting a level that is too low (causing more smoking among adults or youth) are greater 
than setting a limit that is too high (risk of poisoning). The goal should be to set limits that 
accommodate the range of mainstream snus products already on the market. It is essential to 
understand the products that adults use and not restrict their choices unnecessarily. It is essential 
to reference the use of products already on sale in the market for snus to calibrate the impact of 
restrictions on pouches.   Norwegian researchers Vedøy & Lund show the following:17 

In all snus products combined, the nicotine content per gram snus (mg/g) increased from 
16.3 to 24.1, while nicotine per serving (mg/s) was stable around 13.0.  

However, the figures above reflect the market weighted average. The mainstream snus market 
studied in Norway shows a range that goes up to around 35 milligrams per gram and 20 milligrams 
per serving, as shown in the figures below:  

Figure 1. Distribution and weighted mean of milligrams 
nicotine per gram dry snus (mg/g) 2005, 2010, 2015, and 
2020 across product type and manufacturer. Marker 
shape denotes manufacturer, and marker size denotes 
market share, Vedøy, T. F., & Lund, K. E, 2022. 

Figure 2: Distribution and weighted mean of milligrams 
nicotine per serving (mg/s) snus in 2005, 2010, 2015, 
and 2020 across product type and manufacturer. Marker 
shape denotes manufacturer, and marker size denotes 
market share, Vedøy, T. F., & Lund, K. E, 2022. 

The range in this market exceeds the proposed limit for nicotine concentration of 9 mg by 
approximately twice. It would be, therefore, a very intrusive standard. To my knowledge, there is no 
data suggesting that the existing snus market in either Norway or Sweden with the range of nicotine 
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content shown in the figures above is creating problems. On the contrary, it should be assumed that 
this range meets most consumer demand. Setting a much lower threshold renders the regulation 
vulnerable to unintended consequences.  

3. Proposed alternative approach 

I would like to suggest a two-part alternative to the proposal:  

1. Set the threshold relatively high initially. The nicotine threshold is set at a relatively high level 
initially; for example, 20 milligrams per serving. The aim would be to eliminate dangerous rogue 
products with irresponsibly high levels of nicotine without disrupting the mainstream market 

The Swedish Standards Institute (Svenska Institutet 
för Standarder) defines a reasonable model for a standard of this nature and sets a threshold of 
20 milligrams per serving.18 It also defines measurement methodology and sets limits for pH 
and water content. A riskier approach would be to set a standard at a lower maximum nicotine 
content per serving based on a notional toxicity threshold suggested by  
Bundesinstitut für Risikobewertung, a standard of 16.6mg nicotine per serving.15 Setting any 
lower threshold increases the risks of adverse consequences (more smoking, illicit trade, 
workarounds) arising from banning products already used by adult consumers. It is not 
inherently cautious to set a lower threshold. 

2. Monitor the development of the market and lower thresholds over time if justified. The 
impact of the initial threshold should be assessed in a market survey (i.e. what products are 
available and who is using them), and this would then form the basis for a possible future 
lowering of the nicotine threshold, providing the Minister is satisfied it will not trigger harmful 
unintended consequences. Under such a system, the Minister would have powers to set 
nicotine thresholds through secondary legislation and under conditions specified in the law 
(e.g. following a market survey).  

Such an approach would deal immediately with rogue high-nicotine products with no risk of 
unintended consequences, provide a basis for a well-managed market meeting adult consumer 
needs, and support future regulatory development based on evolving learning and insight or 
responding to innovation. 

I hope the comments are helpful as you consider the benefits and risks of this regulation and 
determine the appropriate policy response. Please let me know if I may be of further assistance or if 
I can clarify any aspects of this letter.  

Yours sincerely, 

 
Clive Bates 
Counterfactual Consulting 
London 
United Kingdom 
+44 77 6879 1237 
clivedbates@gmail.com 
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