






























________________________________________________________________________________ 

- Nr. 40008042591 
-73 

t. 67297372, 67687233, e: info@lta.lv; www.lta.lv 
 

 
 

 
 
Ministry of the Interior and Health 
sum@sum.dk 
cfma@sum.dk 
 

UDKAST TIL BEKENDTGØRELSE OM GRÆNSEVÆRDIER FOR NIKOTININDHOLD I 
TOBAKSSURROGATER JOURNAL NO: 2024 - 4511  

 
We represent the Latvian Traders Association (LTA), which protects, represents, assists, and 
promotes its members in governmental institutions, European institutions, and Latvian society. 
Moreover, the LTA is the only national and official representation body for Latvian traders. 
Established in 1912, it renewed its work in 1994, after Latvia regained its independence. Today, 
more than 800 of the largest Latvian trading companies are members of the LTA. 
 
As representatives of the largest Latvian retailers association, we are deeply concerned that 

retail, leaving it to exist only on paper. We believe this proposal could have significant negative 
implications not only for Denmark but also for the broader European market. We urge Denmark 
to consider a more balanced approach that addresses public health concerns while also 
recognizing the benefits of regulated nicotine pouches. 
 
Current Situation in Latvia: 
 
Due to the lack of reasonable regulation in Latvia, nicotine pouches with dangerously high 
nicotine levels often exceeding 40 mg per pouch and far surpassing any established safety 
limits have become widespread. This situation is further exacerbated by the uncontrolled illegal 
market for nicotine products. 
 
Online sales and social media platforms have become primary channels for distributing these 
products, often reaching young people, including minors, without regulatory oversight. As a 
result, illicit nicotine pouches are sold without any safety standards, age verification, or oversight 
of their nicotine content. This has created a booming black market that has grown beyond the 
control of local authorities. The ease of accessibility undermines public health efforts and 
regulatory frameworks. Denmark should take this situation into consideration to prevent similar 
challenges. 
 
Recommendations: 
 

1. Regulated Market with Clear Limits: In supporting 
reduction while protecting public health, we strongly recommend that Denmark considers 
adopting a maximum nicotine limit of 18.7 mg per pouch, in alignment with the scientific 
a Federal Institute for Risk Assessment (BfR). This limit strikes a balance 
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between providing adult consumers with effective harm-reduction tools and mitigating the risks 
of overexposure to nicotine. When nicotine products are regulated with clear limits, like the 18.7 
mg/pouch threshold, it allows governments to control the market and prevent the rise of unsafe, 
unregulated products that often flood the black market. In Latvia, for instance, the lack of 
reasonable regulation has resulted in a proliferation of high-nicotine, unregulated products sold 
online, many of which exceed safe consumption levels; 
 

2.  Strengthen Regulation of Online Sales: European countries like Denmark and Latvia are 
struggling to control the sale of nicotine pouches through online platforms. We suggest closer 
cooperation between EU member states to enhance control over online sales, develop better 
technical solutions for screening parcels, and introduce robust age-verification systems for 
online purchases. The existing tools for tracking and monitoring online sales of nicotine products 
are insufficient and reasonable and ballanced local legislation is essential;  
 

3. Increase Awareness and Education: A proactive approach to educating the public, particularly 
young underage people, about the risks associated with nicotine pouches is essential. Denmark 
could invest in campaigns that highlight responsible use and the dangers of unregulated illegal 
products; 
 

4. Strengthen Enforcement Capabilities: While we recognize the challenges in enforcing laws 
around nicotine pouches, maximum nicotine limit 9mg per pouch will only increase these 
challenges. Law enforcement agencies in Latvia have found that intercepting nicotine pouches 
being smuggled in small parcels is nearly impossible without significant investment in resources 
and technology. Denmark should focus on enhancing the capacity of its customs and 
enforcement agencies to better detect and deter illegal imports, rather than supporting 
regulations pushing them into the shadows. 
 

: 
 
Denmark plays a crucial role in shaping European policy. However, the current maximum nicotine 
limit of 9 mg per pouch 
experience. Denmark should exemplify EU coherence by seriously reconsidering its proposed 9 
mg/pouch upper limit and aligning it with of other European countries: 20mg/pouch, Romania, 
Slovakia: 17mg/pouch, Hungary, Serbia and 16.6mg/pouch Finland. Denmark has the 
opportunity to lead by example in regulating nicotine pouches. A balanced regulatory approach 
would help avoid the issues faced by Latvia and set a positive precedent for other European 
countries. Denmark can help shape a pan-European strategy that prioritizes consumer safety, 
market regulation, and the elimination of illegal trade. The current proposal of 9 mg/pouch will 
only encourage cross-border trafficking of nicotine pouches and create challenges for both 
consumers and retailers across the European countries.  
 
Kind Regards 
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Submission to the Danish Ministry of Health  

 
Submission by Oral Nicotine Commission 

 
Dr Delon Human, Joseph Magero, Jessica Perkins, Dr Hazel Ebenezer 

30 September 2024  
 
Thank you for the opportunity to submit comments and deeply respect the Danish 
commitment to multi-stakeholder engagement. 

 
1. Introducing the Authors 

 
We are a group of global health experts and physicians specialising in harm reduction science and 
policy across diverse areas, such as alcohol, tobacco, food, drugs, HIV, and Covid-19. We consider 
Tobacco Harm Reduction (THR),1 as a valuable public health tool. Our mission is to prevent and 
control disease, disability and premature deaths linked to various lifestyle habits and substance 
abuse, including tobacco and drugs.  
 

2. Tobacco harm reduction as component of tobacco control  
 
We fully  support tobacco control, in line with the Framework Convention on Tobacco Control 
(FCTC),2 where harm reduction is recognised as an integral part of tobacco control (Article 1d of 
the FCTC).2 However, we would argue that Article 1(d) of the FCTC has not been fully developed or 
leveraged to help prevent and control smoking-related disease, disability and premature death. 
Harm reduction methods can and should be used to strengthen tobacco control and that is our 
basic plea. We believe that modern oral products, including e-cigarettes and vapes, are a tool to 
help adult smokers escape the deadly consequences of combustible tobacco and that risk-
proportionate regulation would better facilitate access and use of these smokefree nicotine 
alternatives as cessation or switching method, we have outlined some of the evidence below. 
 

3. The regulation of nicotine as part of tobacco control 
  
Nicotine has been included by the WHO in its list of Essential Medicines, as part of nicotine-
replacement therapy for smoking cessation.3 There is consensus, that when delivered by 
combustible tobacco products (cigarettes), it is highly addictive. It is debatable whether it is 
dependence-forming, or addictive, when consumed via vapes or oral nicotine pouches.4  
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There is no evidence to link nicotine with cancer, even after decades of use of nicotine as part of 
NRTs.4 
 
Dr Delon Human, a physician and global public health expert, Nicotine does not cause cancer. 
Many physicians believe that this molecule is carcinogenic when in fact it is a stimulant, like caffeine 
is  

  
there is much value in 

highlighting (on a global scale) the difference between addiction and dependence when it comes to 
nicotine. Much of the negative perception and fear of nicotine comes from people wrongly believing 
that nicotine itself is addictive, when in fact it is dependence-forming like caffeine is.  He adds, There 
are some intriguing research pathways that are opening for nicotine. For example, regarding the 
therapeutic benefits of this molecule  
 
Nicotine may have benefits for patients suffering from mild cognitive impairment. Dr Paul Newhouse, 
a psychiatrist in the US, is conducting some interesting research in this area. I urge you to investigate 
this. 5 I encourage you to read this paper on the topic: Nicotine treatment of mild cognitive 
impairment - A 6-month double-blind pilot clinical trial by Dr Paul Newhouse (psychiatrist).5 The main 
finding here was that Nicotine stimulates receptors in the brain that are important for thinking and 
memory and may have neuroprotective effects  

 
To properly understand the distinctions between tobacco and nicotine, the level of harm can also be 
examined from the point of view of the THR risk continuum6  a scientific method comparing the 
harms of continuing to smoke against various nicotine alternatives. This method found that the harm 
associated with e-cigarettes is comparable to common nicotine replacement therapies, such as 
nicotine gum. Through this method, priority is placed on minimising harm by moving down the 
continuum rather than villainising nicotine, with fewer risks, while tobacco, with much greater risks, 
remains legal. For more information about the safety of nicotine, please read this report: No Smoke 
Less Harm.7 

 

 

 
4. Modern Oral (MO) pouch regulation 

 
4.1 Plain packaging 
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For smoke free nicotine delivery systems to be effectively used as smoking cessation tools by 
consumers, appropriate packaging plays a role. Plain packaging/standardised formats for reduced-
risk products (like e-cigarettes, nicotine patches, or heat-not-burn products) can discourage smokers 
from switching to these alternatives for several reasons: 
 

 
 Health communication: Limited Communication of THR Benefits 

Packaging serves as a key communication tool to communicate the potential harm reduction benefits 
of alternative nicotine products, such as the absence of combustion and reduced toxicants. Plain 
packaging limits the ability to convey these benefits effectively, preventing smokers from gaining 
crucial information that might encourage them to switch to safer alternatives. 

 
 Absence of risk differentiation 

Plain packaging strips reduced-risk products of their ability to be risk-differentiated from  traditional 
tobacco products. Smokers who might otherwise consider switching could be less inclined if the 
alternatives look just as unappealing and dangerous as cigarettes, thus blurring the perceived 
benefits of switching.  

 
 Impeding Innovation  

Similar to pharmaceutical nicotine replacement therapies (NRT), smokefree nicotine alternatives 
often compete based on innovation  such as flavour choices, nicotine levels, or technological 
advancements like temperature controls. If these products are forced into plain packaging, it 
diminishes their ability to highlight these innovations, making it harder for smokers to see the 
advantages over traditional smoking. This reduced visibility of innovation may lead to fewer smokers 
choosing to switch. 

 
In summary, plain packaging/standardised packs for reduced-risk products can obscure their 
potential benefits and reduce the appeal, making it less likely that smokers will feel motivated to 
switch to these potentially safer alternatives. The lack of differentiation, communication, and appeal 
can hinder the transition away from smoking, which is detrimental to public health.  
 
4.2  Nicotine as harm reduction tool in oral nicotine pouches 

 
 Oral nicotine pouches for smoking cessation and harm reduction 

Against the background of approximately 110 million users of smoke-free nicotine alternatives, oral 
nicotine pouches are increasingly being used as substitute for smoking or for quitting smoking.8 An 
arbitrary limit to the nicotine content of nicotine pouches, that does not consider actual pouch user 
choice and preferences, might have the unintended consequence of adult users switching back to 
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cigarette smoking.  The maximum nicotine content of oral nicotine products needs to be high 
enough to provide sufficient nicotine that the product can be a satisfying alternative to smokers, 
yet low enough that the risks from exposure are acceptable. Another unintended consequence 
might be for smokers to resort to the growing illicit market, not only in Denmark but across all the 
EU if this measure was generalized. 
 

 Smoking prevalence goals 

Denmark should set an example for pan-European coherence and consider the wider implications 
of setting unrealistic upper limits on nicotine in pouches, which does not reflect actual user choices 
and preferences in staying away from cigarettes. This would help not only Denmark but Europe to 
achieve its smoke-free goals of 5% by 2040.  Europe remains at ~28% of tobacco incidence 
compared to for example Sweden at 5%. Denmark is not only lagging well behind Sweden but 
experiencing an increase from 21.5% to 23.9% from 2020 to 2023. A 9mg/pouch limit might worsen 
this trend. 

 Safety and Quality of nicotine pouches  

This product category has already been extensively tested for safety and quality related 
requirements (UK9 and Sweden10 where the maximum amount of nicotine per pouch unit is to not 
exceed 20mg). The stated aims of these two standards were: 

o To provide requirements governing their composition relating to safety and quality, 
 

o To control how products are made and ensure product safety and quality is 
maintained.  

o To identify analytical methodologies and provide evidence for compliance reasons. 
This includes the testing the amount of nicotine present, or its content, to not 
exceed a maximum of 20mg/pouch. 

o To ensure that appropriate information is provided and/or available to 
governments, regulators, and consumers. 

o Also, specific to the highest nicotine content and purity is stipulated: Nicotine 
derived from tobacco is to be of pharmaceutical grade purity specifications.  

 

 Scientific basis 

The German Bundesinstitut für Risikobewertung (BfR) report recommends a maximum strength of 
16.6 mg/pouch.11 Based on the  

o 
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o This is aligned with the multi-party-political agreement which stated that the 
nicotine content per pouch should be comparable to e-cigarettes and cigarettes.    

o 
 

o And this is an applicable upper limit for nicotine pouches for the classification of 
nicotine under the EU chemicals legislation. 

 
 Comparing nicotine limits in the EU 

The average nicotine content in a cigarette is 17mg per stick and for e-cigarettes of 20mg/ml.  
Current nicotine limits on oral nicotine pouches across Europe include 20mg/pouch in Romania, 
17mg/pouch in Slovakia, Hungary, Serbia and 16.6mg/pouch Finland. It is recommended tat a full 
impact assessment is performed first, to determine whether reducing the nicotine limit in oral 
nicotine pouches might have the unintended consequence to reduce its effectiveness as a smoking 
cessation method.  

 

 Variability amongst users  

Lunell et al (2020), noted the product and consumer differences in that the 
12 or simply means is not a 1 to 1 relationship being 17mg contents equals 17mg released 

and absorbed. Other elements need to be considered including the pouch size and its surface area 
in contact with the mucosa cells, saliva penetration, pouch residual nicotine after use (40-50%), 
(Calculated 33% and 58% nicotine released from Swedish-style Snus and pouch respectively from: 
Chemical characterization of tobacco-free 
the toxicant and risk continuums. Azzopardi et al., Drug and Chemical Toxicology, 2021) and audit 
consumer differences in diffusion factors and varying pouch month-hold times. 

 
 

5. Flavours contributing to smoking cessation   
 

Most NRTs are flavoured, to increase compliance and use by adults quitting smoking. For the same 
reason, flavours play a role in the use of smokefree nicotine alternatives, such as vapes and oral 
nicotine pouches.  The comprehensive review by Konstantinos Farsalinos,13 on the role of flavours in 
THR, provides an in-depth analysis of the scientific evidence supporting the use of flavours in 
electronic nicotine delivery systems (ENDS) and nicotine vaping products. The document shares that 
flavours were the primary reason for e-cigarette use among former smokers, with fruit and sweet 
flavours being the most popular. Additionally, research within the report demonstrates that e-
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cigarettes with flavours were more effective in reducing cigarette cravings and withdrawal symptoms 
than those without flavours.  

 
Furthermore, the review delves into safety studies of flavoured e-liquids, highlighting that most 
flavouring materials utilised in these liquids have received the designation of Generally Recognised 
as Safe (GRAS) from the FDA, primarily for ingestion, while advocating for continual and additional 
research. Moreover, the review emphasises that the availability of flavours is crucial to the 
experience perceived by smokers and facilitates smoking cessation, ultimately preventing disease 
and saving lives.  

 
In conclusion, the scientific evidence presented in the review strongly supports the role of flavours 
in attracting smokers to switch to vaping and aiding in their transition away from traditional tobacco 
products for harm reduction purposes. The existing evidence robustly advocates for the use of 
flavours in ENDS and nicotine vaping products as a means of reducing harm associated with 
traditional smoking. 
 

Here are some of the studies and sources regarding the benefits of flavours in smoking cessation 
products: 

 Nicotine & Tobacco Research (2020) highlights that flavours in e-cigarettes are associated 
with higher satisfaction and increased chances of quitting smoking among adults. The study 
found that adults who preferred non-tobacco flavours had 2.3 times higher odds of smoking 
cessation compared to those using tobacco-flavoured e-cigarettes. This supports the idea 
that flavoured alternatives are more appealing and effective for cessation efforts.14,15 

 
 A systematic review and meta-analysis published in Nicotine & Tobacco Research concluded 

that flavoured nicotine e-cigarettes were more effective for smoking cessation compared to 
nicotine replacement therapies like patches or gum. The sensory experience provided by the 
flavours plays a critical role in maintaining the smoking-like behaviours that make it easier to 
transition away from combustible cigarettes.16 

 
 Frontiers in Pharmacology explored the role of flavours in increasing the appeal of e-

cigarettes and other cessation products. It found that smokers randomised to menthol or 
tobacco-flavoured e-cigarettes were more likely to quit smoking than those using placebo or 
lower nicotine options.17 
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6. Risk Continuum  

 
According to a 2022 governmental report on vaping from the United Kingdom, their comprehensive 
review of evidence acknowledges that while vaping is not entirely risk-free, it represents only a 
fraction of the risks posed by smoking.18 
 
Biomarker studies,19 including those considered in the report above,18 highlight the relative harm 
between smoking and vaping. Analysis of biomarkers measuring toxicant exposure indicates a 
significantly lower presence of harmful substances in the body from vaping. 

 
The UK government's findings also emphasise the absence of a significant increase in harmful 
exposure after short-term second-hand exposure to vaping among non-vapers and non-smokers. 
Additionally, studies examining biomarkers of potential harm, assessing biological changes due to 
smoking or vaping, have not identified major concerns associated with vaping in short- and medium-
term risk assessments. 

 
The level of harm can also be examined from the point of view of the THR risk continuum6  a 
scientific method comparing the harms of continuing to smoke against various nicotine alternatives. 
This method found that the harm associated with e-cigarettes is comparable to common nicotine 
replacement therapies, such as nicotine gum. Through this method, priority is placed on minimising 
harm by moving down the continuum. 
 

7. Smoke-Free Sweden is an example of Good Public Health Practice  
 
Sweden has a smoking prevalence of 5,6%, which is a huge achievement. Sweden has 41% less 
tobacco-related cancers and 40% less deaths from tobacco-related disease, and they regularly 
consume oral nicotine products, including snus. The evidence base for this life-saving transformation 
can be found in a report titled Saving Lives Like Sweden4 compiled by a group of international 
experts. 
 

reduction strategies. Sweden has 
proactively implemented what Article 1d of the FCTC2 
supply, demand and harm reduction strategies that aim to improve the health of a population by 
eliminating or reducing their consumption of tobacco products and exposure to tobacco smoke. 
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Swedish smokers have easy access to a wide range of products: snus, tobacco free nicotine pouches, 
e-cigarettes and heated tobacco are all legal and available, so smokers who want to quit have a 
choice of products and can choose the one that best suits their needs. In contrast to some other 
jurisdictions, these safer alternatives are available both online and in stores, and in the case of 
nicotine pouches, product advertising is permitted. This has resulted in raised awareness of a 
relatively new product category and has likely contributed to its uptake.20  
 
These smoke-free alternative products are also available in a wide range of flavours and nicotine 
concentrations, meaning smokers are more likely to choose them as acceptable alternatives to 
cigarettes.  
 
Another piece of evidence that should be considered is in the booklet titled Prevent Disease, Save 
Lives. An Introduction to Oral Nicotine Delivery Systems.21 This booklet contains a thorough and 
detailed evidence base for oral nicotine products and their potential to improve public health 
outcomes for smoking populations.  

 
 

8. Recommendation: Risk-Proportionate Regulation 
 

Taking into consideration the evidence provided above, we encourage the Danish government to 
actively embrace harm reduction as an integral part of tobacco control, in the form of risk-
proportionate regulation. This would encourage the migration of smokers to low-risk products, by 
creating incentives for both consumers and producers to transition.22 
 
The approach adopted in Britain has been successful23 in positioning these products as adult 
alternatives to smoking, controlling marketing themes and placement, and avoiding generating 
excessive public concern among adults, which in turn triggers youthful curiosity  one of the main 
drivers of youth uptake. 

 
We stand ready to engage in any further discussion about the evidence base for THR and hope that the 
Danish government will fully embrace this policy option.   
 
Thank you, 
 
Dr Delon Human, Joseph Magero, Jessica Perkins, Dr Hazel Ebenezer 
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26 
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as a scientist in the R&D of a multinational company. The focus of her work was the novel 
implementation, development, and testing of analytical devices to characterise the aerosols from 
reduced-risk products in the tobacco and nicotine industry. She then became an innovation product 
developer, focusing on materials science and device development within the heated tobacco 
products category. Jessica is now a harm reduction advocate and leads several advocacy platforms 
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nurturing the next generation of human rights activists and scholars in their pursuit of gender 
justice. Hazel has dedicated her career to raising awareness and advocating for policies and 
opportunities that empowering individuals and communities across the world.28 

  



 
 

11 
 

References 
 
1 Tobacco Harm Reduction. What is tobacco harm reduction? [Internet]. 2024 [cited 2024 Sep 17]. 

Available from: https://www.tobaccoharmreduction.net/thr  
 
2 WHO Framework Convention on Tobacco Control. Overview [Internet]. 2024 [cited 2024 Sep 17]. 

Available from: https://fctc.who.int/who-fctc/overview  
 

3 WHO Model List of Essential Medicines. 22nd List [Internet]. 2021 [cited 2024 Sep 25]. Available from: 
https://iris.who.int/bitstream/handle/10665/345533/WHO-MHP-HPS-EML-2021.02-
eng.pdf?sequence=1 

 
4 Tobacco Harm Reduction. Saving lives like Sweden [Internet]. 2023 [cited 2024 Sep 17]. Available 

from: https://www.tobaccoharmreduction.net/en/article/saving-lives-like-sweden 
 
5 Newhouse P, Kellar K, Aisen P, et al. Nicotine treatment of mild cognitive impairment: A 6-month 

double-blind pilot clinical trial. Neurology [Serail online]. 2012 Jan 10 [cited 2024 Sep 17]. Available 
from: https://pubmed.ncbi.nlm.nih.gov/22232050/  

 
6 Africa Harm Reduction Alliance. Risk continuum [Internet]. 2024 [cited 2024 Sep 17]. Available from: 

https://ahra.info/thr-risk-continuum/  
 
7 Tobacco Harm Reduction. No smoke less harm [Internet]. 2024 [cited 2024 Sep 17]. Available from: 

https://media.thr.net/strapi/365b1f099c6aa1e41040bc4bd5a97756.pdf 
 
8 Patwardhan S, Fagerstrom K. The New Nicotine Pouch Category: A Tobacco Harm Reduction Tool? 

Nicotine Tobacco Research [Serail online]. 2022 Apr [cited 2024 Sep 25]. Available from: 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8887571/ 

 
9 BSI Knowledge. Tobacco-Free Oral Nicotine Pouches [Internet]. 2022 [cited 2024 Sep 25]. Available 

from: https://knowledge.bsigroup.com/products/tobacco-free-oral-nicotine-pouches-composition-
manufacture-and-testing-specification?version=standard&tab=references 

 
10 Swedish Institute for Standards. Nicotine-Containing, Tobacco-Free Oral Products [Internet]. 2024 

[cited 2024 Sep 25]. Available from: https://www.sis.se/en/produkter/agriculture/tobacco-tobacco-
products-and-related-equipment/sists-722024/ 

 



 
 

12 
 

11 BfR Health Risk Assessment of Nicotine Pouches: Updated BfR Opinion No. 023/2022 of 7 October 
2022. Available from: https://mobil.bfr.bund.de/cm/349/health-risk-assessment-of-nicotine-
pouches.pdf 

 
12 Lunell E, Fagerström K, Huges J, Pendrill R. 2020. Pharmacokinetics Comparison of Novel Non-

Tobacco-Based Nicotine Pouch (Zyn) With Conventional, Tobacco-Based Swedish Snus. Nicotine & 
Tobacco Research, 2020. 1-7. Available from: https://pubmed.ncbi.nlm.nih.gov/32319528/ 

 
13 Farsalinos K. The case for flavours in tobacco harm reduction [Internet]. 2023 [cited 2024 Sep 17]. 

Available from: https://www.tobaccoharmreduction.net/en/article/flavours-in-tobacco-harm-
reduction-latest-research-2023  

 
14 Gravely S, Cummings KM, Hammond D, et al. The association of e-cigarette flavors with satisfaction, 

enjoyment, and trying to quit or stay abstinent from smoking among regular adult vapers from 
Canada and the United States: Findings from the 2018 ITC Four Country Smoking and Vaping Survey. 
Nicotine Tob Res [Serial online]. 2020 Oct 8 [cited 2024 Sep 17]. Available from: 
https://pubmed.ncbi.nlm.nih.gov/32449933/  

 
15 Friedman, AS. Associations of flavored e-cigarette uptake with subsequent smoking initiation and 

cessation. JAMA Netw Open [Serial online]. 2020 Jun 1 [cited 2024 Sep 17]. Available from: 
https://pubmed.ncbi.nlm.nih.gov/32501490/  

 
16 Grabovac I, Oberndorfer M, Fischer J, et al. Effectiveness of electronic cigarettes in smoking 

cessation: A systematic review and meta-analysis. Nicotine Tob Res [Serial online]. 2021 Apr [cited 
2024 Sep 17]. Available from: https://academic.oup.com/ntr/article/23/4/625/5906696  

 
17 Hayes JE, Baker AN. Flavor science in the context of research on electronic cigarettes. Frontiers in 

Neuroscience [Serial online]. 2022 Jul 27 [cited 2024 Sep 17]. Available from: 
https://www.frontiersin.org/journals/neuroscience/articles/10.3389/fnins.2022.918082/full  

 
18 Office for Health Improvement and Disparities. Nicotine vaping in England: 2022 evidence update 

main findings [Internet]. 2022 Sep 29 [cited 2024 Sep 17]. Available from: 
https://www.gov.uk/government/publications/nicotine-vaping-in-england-2022-evidence-
update/nicotine-vaping-in-england-2022-evidence-update-main-findings  

 
19 Akiyamaa Y, Sherwood N. Systematic review of biomarker findings from clinical studies of electronic 

cigarettes and heated tobacco products. Toxicol Rep [Serial online]. 2021 Jan 27 [cited 2024 Sep 17]. 
Available from: https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7850959/  



 
 

13 
 

 
20 Tobacco Harm Reduction. The Swedish experience [Internet]. 2023 [cited 2024 Sep 17]. Available 

from: https://www.tobaccoharmreduction.net/en/article/swedens_stunning_smoke_free 
 
21 Oral Nicotine Commission, Health Diplomats. Prevent disease, save lives: An Introduction to oral 

nicotine delivery systems [Internet]. 2020 [cited 2024 Sep 17]. Available from: https://thr-
media.ams3.cdn.digitaloceanspaces.com/strapi/d7f8438e6e17bdf8f8e355e20997a7e3.pdf  

 
22 

2024 Sep 17]. Available from: https://www.tobaccoharmreduction.net/thr  
 
23 NHS: Better Health. Vaping to quit smoking [Internet]. 2023 [cited 2024 Sep 17]. Available from: 

https://www.nhs.uk/better-health/quit-smoking/vaping-to-quit-smoking/  
 
24 Tobacco Harm Reduction. Delon Human [Internet] [cited 2024 Sep 17]. Available from: 

https://www.tobaccoharmreduction.net/dr-delon-human 
 

25 Research Gate. Karl Fagerström [Internet]. 2024 [cited 2024 Sep 17]. Available from: 
https://www.researchgate.net/profile/Karl-Fagerstroem  

 
26 INNCO. Joseph Magero [Internet]. 2024 [cited 2024 Sep 17]. Available from: 

https://innco.org/joseph-magero/  
 
27 LinkedIn. Jessica Perkins [Internet]. 2024 [cited 2024 Sep 17]. Available from: 

https://www.linkedin.com/in/jessica-perkins-963a4b32/?originalSubdomain=uk  
 
28 LinkedIn. Dr Hazel Lincy Ebenezer [Internet]. 2024 [cited 2024 Sep 17]. Available from: 

https://www.linkedin.com/in/hazelebenezer/?originalSubdomain=in  
 

  



Dr Delon Human 
President, Health Diplomats 
E-mail: delon@healthdiplomats.uk 
 
30th September 2024 
 
Ministry of Health 
Holbergsgade 6 
1057 København K 
Denmark 
 
Dear Minister, 
 
Subject: Concerns Regarding Proposed Legislation on Oral Products and its Impact on Smoking 
Cessation 
 
I am writing to you on behalf of Health Diplomats, a global health agency specializing in health, 
nutrition, and wellness. We leverage our expertise and network to assist governments and 
institutions in developing and delivering effective solutions to complex health challenges, 
including tobacco harm reduction. 
 
Thank you for the opportunity to submit comments regarding the governmental consultation 
on oral nicotine pouches. We write within the context, that the United Nations Political 
Declaration on the Prevention and Control of Non-Communicable Disease 

tant area and multi-sector 
action. We stand ready to assist all stakeholders to achieve this goal. Notably in tobacco 
control, to use harm reduction methods to complement the progress already made.  
 
As a private sector stakeholder specialising in public health, may we submit some suggestions 
regarding the proposed legislation changes in Denmark that seek to restrict flavours of modern 
oral products to tobacco and menthol. While we understand the intention to regulate the 
market, we fear that this approach may unintentionally hinder the country's efforts to reduce 
smoking rates by limiting access to safer alternatives for smokers. 
 
A key driver in helping individuals transition from combustible cigarettes to less harmful 
alternatives, such as vaping or oral nicotine products, has been the availability of a range of 
non-tobacco flavours. Restricting this diversity may reduce the appeal of these products to 
smokers looking for safer options, which could stall progress in smoking cessation. 
 
Evidence of Tobacco Harm Reduction Effectiveness 
 
The success of Smoke-Free Sweden serves as a model for effective public health practices. With 
a low smoking prevalence of 5.6%, Sweden has achieved a 41% reduction in tobacco-related 
cancers and a 40% decrease in deaths from tobacco-related diseases [1]. A key factor in 



Sweden's success is the widespread use of oral nicotine products at different nicotine 
strengths and flavours, as well as the government putting higher taxes on cigarettes than oral 
nicotine products. The government has recognised the important role that these reduced risk 
products play in helping smokers to transition off combustible tobacco, on to safer alternatives. 
The tax system reflects the risk continuum of these products, and taxes them accordingly. The 

" The Swedish 
Experience: The Road Map to a Smoke Free Society" [2].  
 
Evidence from another report, "Prevent Disease, Save Lives: An Introduction to Oral Nicotine 
Delivery Systems" [3], further demonstrates the benefits of oral nicotine for harm reduction. 
This report is a must-read for anybody seeking to understand the evolving science of oral 
nicotine, the differential risks, their benefits as part of a tobacco harm reduction strategy and 
regulatory considerations. This is an evolving category and if the products are regulated 
appropriately, they can literally save lives for smokers from things like lung and oral cancers.  
 
Another example of a country which has embraced a balanced tobacco control strategy and has 
driven down smoking rates by 50% in the last 10 years is New Zealand. New 
to regulating vaping has led to substantial declines in smoking rates, with smoking prevalence 
falling to 6.8% (2023) from 16.4% (2012). The regulated vaping market, alongside government-
led public health campaigns, has been pivotal in encouraging smokers to switch to less harmful 

comprehensive and balanced tobacco control strategy can be effective. 
 
The Role of Flavors in Smoking Cessation 
 
While the proposed flavour restrictions may be introduced with good intentions, they could 
potentially act as a barrier to helping smokers transition to less harmful alternatives. In Dr. 
Konstantinos Farsalinos' report, "The Case for Flavours in Tobacco Harm Reduction: To Save 
Lives", a German randomized controlled trial by Von Mulzer et al. (2011) is referenced. This 
study compared new fruit and mint-flavoured nicotine gums to traditional ones and found that 
the new flavours were more appealing, with participants showing greater confidence in their 
ability to quit smoking [5]. 
 
Although there is limited trial evidence comparing flavoured versus non-flavoured nicotine 
replacement therapies (NRTs), existing research indicates that flavours enhance the appeal and 
efficacy of these products. Perkins et al. (1997) demonstrated that female smokers who 
refrained from smoking increased their consumption of sweets, suggesting that sweet flavours 
may reduce cravings during smoking cessation [6]. Additionally, Cohen et al. (2018) showed 
that flavoured gums, such as vanilla and baked apple cardamom, were more effective in 
reducing the negative effects associated with quitting smoking compared to unflavoured or 
peppermint gums [7]. 
 
Health Diplomats believes that, with appropriate regulations in place, Denmark can replicate 
the successes seen in Sweden and New Zealand in reducing smoking prevalence. We encourage 



your ministry to carefully consider the potential unintended consequences of limiting flavour 
options for oral products, and to explore proven strategies that could lead to meaningful 
reductions in smoking rates while ensuring public health safety. 
We would welcome the opportunity to further discuss our insights and provide evidence-based 

 
 
Thank you for your attention to this important matter. I look forward to your response. 
 
Yours sincerely, 
Dr Delon Human 
President, Health Diplomats 
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Submission to the Denmark Public Consultation  3rd party activation 
Ministry of the Interior and Health
 

Submitted by: Dr Ingrid Taricano, Independent Toxicologist 

Date: September 27, 2024 

Denmark Public Consultation  3rd party activation 

 

Introduction: 

With my 30 years of experience as a registered toxicologist (as detailed on my LinkedIn 
profile https://www.linkedin.com/in/ingrid-dragan-taricano- 
9b66b2b1/?originalSubdomain=br), I am particularly interested in contributing to the 
discussion surrounding nicotine regulation proposed by Denmark, Ministry of the 
Interior and Health. 
Throughout my career, I have developed a deep understanding of the complex 
interactions between various substances and the human body. My specific interest lies 
in tobacco harm reduction, and I have closely followed successful in many countries, 
which promotes alternative products demonstrably less risky than traditional cigarettes. 

Concerns Regarding Proposed Nicotine Limit: 

I would like to express my opinion on the proposal to fix the nicotine content in pouches 
at 
limit consumers choice and flexibility.  

A standardization of nicotine content could have adverse effects on public health. Users 
looking for alternatives with different nicotine concentrations should have the freedom 
to choose products that best suit their profile and needs. Furthermore, these restrictions 
can encourage the clandestine market, where there are no regulations and quality 
control, increasing the risks associated with its consumption, and worst, the consumer 
could become a smoker again regarding the lack of those alternatives.  

I believe a more effective approach would be to focus on consumer education and 
regulations that ensure the safety and quality of products available on the market, 
rather than limiting the options available and help Denmark to become a smoke-free 
country like Sweden for example.  

In U.K., commercial nicotine pouches are sold with varying nicotine content, with 
between 4 and 18 mg of nicotine per pouch being offered across all brands. In addition, 
each of the nicotine content levels has a choice of strength. For example, a commonly 
used brand of nicotine pouches used in the UK offers nicotine content of 8, 14 and 16 
mg per pouch, with at least two levels of strength (between 1  4) available for each of 
the nicotine contents. The perceived strength of the pouch by the user does not 
necessarily reflect the nicotine content as it is determined by the amount of nicotine 
released during use which varies with flavor, the presence of other constituents, 
moisture content and pH, as well as with nicotine content.  

Addressing the Bundesinstitut für Risikobewertung (BfR) Report: 



It appears the Public Health Agenc s report may conflate nicotine levels in pouches with 
the Classification, Labelling, and Packaging (CLP) Regulations proposed in a separate 
report by the German Federal Institute for Risk Assessment (BfR). 

The BfR acknowledged the harm reduction potential of nicotine pouches and 
recommended setting a maximum nicotine strength not exceeding 16.6mg/pouch, 
which they consider reasonable ; from a toxicological perspective. Their rationale is 
based on two factors: 

1. Peak Nicotine Levels: Estimates suggest a 16.6mg pouch yields a peak nicotine 
blood plasma level comparable to smoking a cigarette for 5 minutes, which this 
this is in according to the BfR, which recommends maximum strength of 16.6 
mg/pouch and  aligned with the multi-party political agreement which stated 
that the nicotine content per pouch should be comparable to e-cigarettes and 
cigarettes. However, higher absorption is possible if pouches are used longer 
than recommended. 
 

2. CLP Regulations: Under EU REACH chemicals legislation, nicotine is classified as 
acutely toxic for oral administration at a 1.67% level by weight. This means a 1-
gram nicotine pouch could have a nicotine concentration of 16.6mg/pouch and 
still be classified as hazard category 4, avoiding skull and crossbones labelling. 
 

3. Nicotine: remember that nicotine causes dependence but unlike combustible 
cigarettes it is not carcinogenic. 
 

Proposed Balanced Approach: 

I propose a more balanced approach that considers the following: 

Excessive regulation of nicotine levels in products such as pouches can, in fact, 
encourage the emergence of an illegal or clandestine market. When consumers do not 
have access to products that meet their needs or preferences, they may seek 
alternatives to conditional regulations.  

This can result in several problems, including: 

1. Quality and Safety: Illegal products are often not subject to quality controls, or 
they can expose users to health risks, such as impurities or contaminating 
dosages.  

2. Smuggling and Criminalization: The increase in the illegal market can lead to 
the criminalization of users and traders, creating a series of social and legal 
problems.  

3. Impediment of Harm Reduction: Many users turn to nicotine products as a less 
harmful alternative to tobacco. Too strict regulation can make it difficult to 
access options that could help reduce traditional tobacco consumption. 

4. Inequality of Access: The illegal market may be more easily accessible to 
certain populations, creating inequalities in access to regulated and safe 
products.  



Therefore, regulation must be approached in a balanced way, considering not only 
public health, but also the social and economic repercussions that may arise from 
temporary restrictive policies. A combination of consumer education, promotion of safe 
products and a sensible regulatory environment may be a more effective approach. 

 

Conclusion: 

Setting an appropriate nicotine content limit for nicotine pouches is crucial. However, a 
limit of 9.0 mg per pouch/bags overly restrictive and could undermine s 
successful public health strategy. We urge to consider the points raised in this 
submission and adopt a more balanced approach that prioritizes harm reduction while 
safeguarding public health. 

Additional Information: 

This submission provides links to relevant sources for your reference: 

Health risk assessment of nicotine pouches Updated BfR Opinion no. 023/2022, 7 
October 2022. https://doi.org/10.17590/20220204-105615 

Swedish Standard for Nicotine Pouches (SIS/TS 72:2020): [Nicotine Pouches - Svenska 
institutet för standarder, SIS] 

Price LR, Martinez J. Cardiovascular, carcinogenic and reproductive effects of nicotine 
exposure: A narrative review of the scientific literature. F1000Res. 2019 Sep 4;8:1586. 
doi: 10.12688/f1000research.20062.2. PMID: 32595938; PMCID: PMC7308884. 

 

 

 

 

 
























