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About Quit Like Sweden

Quit Like Sweden (QLS) is an independent organization that examines Sweden's experience in
reducing smoking prevalence and explores how relevant insights can inform smoking reduction
efforts in other countries. Our work engages diverse international audiences to share evidence,
encourage dialogue, and support context-specific approaches to reducing smoking.

QLS strongly endorses evidence-based tobacco control, in alignment with the WHO Framework
Convention on Tobacco Control (FCTC), with specific emphasis on tobacco harm reduction as a
public health strategy consistent with Article 1(d) of the FCTC.!" We champion harm reduction as a
complementary tool within comprehensive tobacco control, not as a substitute for prevention, but as
an essential pathway for the millions of adults globally who continue to smoke.?!

Sweden's progress offers valuable lessons, but the focus of QLS is on learning and adaptation, not
simple replication. The aim is to contribute to pragmatic, evidence-based public health conversations
that respect cultural, social, and regulatory differences, while helping reduce the harm caused by
smoking globally.

3.7% Daily smoking prevalence in Sweden in 2025, the lowest in the world ¥
el [T i Lives lost globally to smoking every year, a preventable toll 2

Countries where QLS has engaged policymakers, researchers, and civil
society

40+

Year Sweden became the first country in the world to reach smoke-free
status #9!

Introduction

Quit Like Sweden welcomes ANVISA's Targeted Consultation No. 6/2026 on nicotine products as
an important opportunity to contribute evidence-based perspectives to the regulatory framework for
nicotine products in Brazil. We commend ANVISA for this consultation and for its commitment to
transparent, participatory policy development.

The central public health challenge in tobacco control remains combustible smoking. The
overwhelming burden of tobacco-related disease, including cancer, cardiovascular disease, and
chronic obstructive pulmonary disease, is caused by the inhalation of toxic chemicals produced by
the combustion of tobacco, not by nicotine per se.®” Nicotine can cause dependence and must be
regulated responsibly, but it is not the primary driver of smoking-related disease and death.

Effective tobacco regulation should therefore distinguish clearly between combustible tobacco
products and non-combustible alternatives. A risk-proportionate framework, one that most heavily
restricts the most harmful products while providing clear, consistent rules for lower-risk alternatives,
offers the best prospect of reducing smoking prevalence and the harms it causes.39

Brazil has an opportunity to develop a forward-looking regulatory framework that
draws on the best available international evidence, including Sweden's experience
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and the comparative lessons of prohibition versus regulation across multiple
jurisdictions.

Question 1: Respondent Group

QLS is responding to this consultation as an independent public health initiative with expertise in
tobacco harm reduction, evidence-based tobacco policy, and the international application of
Sweden's smoke-free experience. Our work engages researchers, physicians, policymakers, public
health professionals, and civil society organisations across more than 40 countries.

Question 2: Definition of Nicotine Products

Nicotine products are any products that deliver nicotine to users, whether through combustion or
non-combustion means. This broad category encompasses both combustible tobacco products,
such as cigarettes, cigars, and roll-your-own tobacco, which deliver nicotine through the burning of
tobacco leaf, and non-combustible alternatives. A sound regulatory framework must distinguish
clearly between these two groups, as their risk profiles differ substantially. The category includes,
but is not limited to:

e Electronic nicotine delivery systems (ENDS): e-cigarettes and vaping products, both open
and closed systems, disposable and rechargeable.!'"]

e Heated tobacco products (HTPs): devices that heat rather than burn tobacco to generate
aerosol with substantially lower levels of combustion-related toxicants.!'?

e Nicotine replacement therapies (NRT): patches, gums, lozenges, nasal sprays, and
inhalers, already regulated in most jurisdictions as medicinal products.["?

e Other emerging products containing synthetic or tobacco-derived nicotine in non-
combusted form.['"

e Oral nicotine products: tobacco-free nicotine pouches and traditional snus (moist tobacco-
containing oral products).'419

Not all nicotine products carry equivalent risk.>'®! Their risk profiles differ substantially depending on
delivery mechanism, the presence or absence of combustion, and the source and purity of nicotine.
A sound regulatory framework must reflect these differences rather than applying uniform standards
across all nicotine-containing products.’®

Question 3: Familiarity with Nicotine Products

QLS has extensive familiarity with the full range of nicotine products currently available globally. Our
submissions, publications, and public health learning initiatives draw on the scientific and regulatory
literature across all product categories, with particular depth in oral nicotine products, given their
centrality to Sweden's public health experience.* 57

Tobacco-free oral nicotine pouches, currently authorised in the United States following FDA scientific
review,!"” and commercially available across multiple European jurisdictions including Sweden,
Denmark, Norway, and Iceland."® These products deliver nicotine without combustion, tobacco leaf,
or the associated combustion toxicants.!+.9
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Moist tobacco oral products, long established in Scandinavia and widely credited in the
epidemiological literature for Sweden's historically low lung cancer rates and smoking
prevalence.['720

The fastest-growing category globally, with an estimated 129 million adult users worldwide in 2025,
approximately double the 2021 figure,['" subject to evolving national regulatory frameworks. A 2025
Cochrane systematic review found high-certainty evidence that nicotine e-cigarettes are more
effective for smoking cessation than traditional nicotine replacement therapy.?'

Devices that heat rather than burn tobacco, generating aerosol with substantially lower levels of
combustion-related toxicants than cigarettes;'? and established medicinal cessation aids including
patches, gums, lozenges, nasal sprays, and inhalers, for which evidence on safety and cessation
efficacy is well established.!™

Question 4: Health Impacts of Nicotine Products

QLS response: Both Positive and Negative Impacts.

Nicotine can cause dependence. Nicotine is not appropriate for children, young people, pregnant
women, or those with certain cardiovascular conditions. 82

A distinction of fundamental regulatory importance is the difference between nicotine as a substance
and combustion as a delivery mechanism. Combustible cigarettes cause disease primarily because
smoke contains carbon monoxide, fine particulates, and thousands of combustion-related toxicants,
including numerous known carcinogens.®724l Nicotine can cause dependence, but it is not classified
as a carcinogen and is not the principal cause of smoking-related cancers.2

Misattributing cancer risk to nicotine, rather than to combustion, can mislead adult
smokers about the relative risks of non-combustible alternatives and reduce their
willingness to switch, an outcome directly counterproductive to tobacco control goals.

For adult smokers unable or unwilling to quit nicotine entirely, switching completely from combustible
cigarettes to regulated non-combustible products represents a meaningful harm reduction
opportunity.?°21 The substitution of a uniquely harmful product with a substantially less harmful
alternative can reduce individual risk and, at population level, reduce smoking-related morbidity and
mortality.['6.17]

Key evidence:

* FDA January 2025: authorised 20 ZYN nicotine pouch products following PMTA review,
concluding they present substantially lower levels of harmful substances than cigarettes and
a lower risk of cancer and other serious conditions.!"!

« Frontiers in Oral Health 2026: toxicological analyses confirm significantly lower harmful

substance levels in manufactured nicotine pouches versus cigarettes and traditional
smokeless tobacco.!"?
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+ 2025 Cochrane systematic review: high-certainty evidence that nicotine e-cigarettes are
more effective for smoking cessation than traditional NRT.[2"

+ UK longitudinal data (SPECTRUM cohort, 2020-2025): nicotine pouch use among smokers
making quit attempts grew from 2.6% in 2020 to 6.5% in 2025.%¢

+ 2025 pilot clinical study (Jackson et al., Nicotine & Tobacco Research): oral nicotine pouches
reduced cigarette consumption and supported complete switching among adult smokers.?7

Sweden provides the most compelling real-world demonstration of harm reduction at population
scale. The sustained substitution of cigarettes with smoke-free alternatives, primarily snus and more
recently nicotine pouches, is strongly associated with Sweden's exceptional public health
outcomes. 517201

3.7% Daily smoking prevalence in Sweden in 2025, below the WHO smoke-free
-1 70 threshold of 5% 9!

Lower male lung cancer incidence in Sweden compared to the European
average %%

61%

41% Lower overall cancer incidence in Sweden compared to the EU average 2%
y.V.LTA Lower tobacco-related mortality in Sweden than the European mean [2%

Share of Swedes who use nicotine products, comparable to the European
~25% average, yet smoking outcomes differ dramatically because the product type
differs [17:20]

2 39, Youth daily smoking rate in Sweden in 2024, the lowest of any age group,
/0 maintained despite wide availability of regulated alternatives for adults 28

Scientific literature documents an inverse epidemiological association between nicotine use and risk
of Parkinson's disease. A meta-analysis of 44 case-control and 4 cohort studies found 41% lower
risk of Parkinson's among smokers generally, and 61% lower risk among current smokers, with a
significant dose-response relationship.2?!

Critically, a study pooling individual data from seven prospective cohorts totalling 348,601 men,
restricted to participants who had never smoked cigarettes, found that snus use was associated with
a 59% lower risk of Parkinson's disease compared with non-users. This finding isolates the nicotine
effect from the confounding of cigarette smoke.

The Memory Improvement through Nicotine Dosing (MIND) Study, funded by the US National
Institute on Aging across multiple academic medical centres, is currently investigating transdermal
nicotine for mild cognitive impairment in a 380-participant randomised controlled trial, with no
tobacco industry involvement.®"

These findings reinforce the scientific basis for distinguishing between nicotine as a substance and
combustion as a delivery mechanism, and they provide additional context for why a blanket
characterization of all nicotine products as equivalent in risk is not supported by the evidence.®92

Question 5: Additional Information
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QLS wishes to draw ANVISA's attention to four further considerations directly relevant to this
consultation.

Tobacco regulation that treats all nicotine products as equivalent, regardless of risk profile or delivery
mechanism, risks undermining public health goals. If adult smokers believe that smoke-free
alternatives are as harmful as cigarettes, they are less likely to switch. Misinformation about relative
risk effectively protects the cigarette market.32.1]

A proportionate framework should communicate clearly that combustible tobacco is uniquely
harmful; that smoke-free alternatives are substantially less harmful than cigarettes; and that adult
smokers who switch completely from cigarettes to regulated non-combustible products can
meaningfully reduce their health risk.13.2.16:32

Brazil's experience with electronic cigarettes, prohibited since 2009, provides direct and documented
evidence that prohibition transfers consumption to informal channels without eliminating it.!

o Increase in e-cigarette seizures by Receita Federal in a single year (2023 to
190 /0 2024) [33]

SEENAN A Value of e-cigarette seizures by Receita Federal in 2024 alone

Increase in e-cigarette use in the preceding 30 days among Brazilian students
300% aged 13-17, from 8.6% to 26.3%, between 2019 and 2024, under ongoing
prohibition (PeNSE 2024 / IBGE) 4

29 6% Share of Brazilian students aged 13-17 who had tried an e-cigarette in 2024,
-9 /0 up from 16.8% in 2019, despite prohibition (PeNSE 2024 / IBGE) 34

Early reports already document informal marketing of nicotine pouches in Brazil via social media,
sometimes without clear nicotine content labelling. Industry analysts indicate the same pattern
observed with e-cigarettes is likely to be replicated with pouches absent a formal regulatory
framework.!

Australia operates the most restrictive vaping regulatory framework in the developed world, with
sales permitted only in pharmacies. Even under this regime, 87% of Australian vaping users report
obtaining products through illegal channels.® Official data show fewer than 8,000 units sold legally
per month against an estimated user base of 1.7 million adults.% Border authorities seized more
than 10 million vaping units between January 2024 and January 2025.57 Most critically, Australian
health authorities recorded intoxications and overdoses linked to illicit vaping products adulterated
with nitazenes, a class of synthetic opioids more potent than morphine, demonstrating in concrete
terms the public health consequences of an unregulated supply chain.i2

QLS shares concerns about youth uptake of nicotine products. No nicotine product is appropriate for
children and regulation must include robust age-of-sale requirements, restrictions on youth-oriented
marketing and packaging, and effective enforcement.223.28
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However, youth protection measures should be targeted and evidence-based. Blanket prohibitions
that remove adult smokers' access to regulated smoke-free alternatives may discourage switching,
encourage llicit trade, and increase misinformation, without effectively protecting young
people.33% Sweden's experience is instructive: youth smoking stands at approximately 2.3%,
lower than any other age group and in consistent decline, despite wide availability of regulated
smoke-free alternatives for adults.?®

A consistent international pattern is visible: jurisdictions are moving from prohibition-based models,
which have repeatedly failed to prevent consumption, toward risk-proportionate frameworks that
establish quality controls, age restrictions, traceability, and appropriate labelling.!"é3

QLS would welcome the opportunity to provide further evidence, expert input, or engagement with
ANVISA as this regulatory process develops. We are committed to supporting evidence-based
tobacco policy globally, and we encourage ANVISA to consider Brazil's opportunity to lead Latin
America in developing a framework that is proportionate, science-grounded, and capable of
protecting both public health and the integrity of the regulated market.

References

[1] World Health Organization. WHO Framework Convention on Tobacco Control, Article 1(d). Geneva:
WHO; 2003. Available at: https://iris.who.int/bitstream/handle/10665/42811/9241591013.pdf

[2] World Health Organization. Tobacco fact sheet. Geneva: WHO; 2024. Available at:
https://www.who.int/news-room/fact-sheets/detail/tobacco

[3] Royal College of Physicians. Nicotine without smoke: tobacco harm reduction. London: RCP; 2016.
Available at:_https://www.rcplondon.ac.uk/projects/outputs/nicotine-without-smoke-tobacco-harm-reduction
[4] Public Health Agency of Sweden (Folkhalsomyndigheten). Tobacco and nicotine habits in Sweden 2025.
Stockholm: Folkhalsomyndigheten; 2025.

[5] Swedish Council for Information on Alcohol and Other Drugs (CAN). Vanor och konsekvenser 2025
[Habits and Consequences 2025]. CAN Rapport 242. Stockholm: CAN; April 2026. Available at:
https://www.can.se/in-english/

[6] US Department of Health and Human Services. The Health Consequences of Smoking: 50 Years of
Progress. A Report of the Surgeon General. Atlanta: CDC; 2014.

[7] International Agency for Research on Cancer (IARC). IARC Monographs on the Evaluation of
Carcinogenic Risks to Humans, Volume 83: Tobacco Smoke and Involuntary Smoking. Lyon: IARC; 2004.
[8] Benowitz NL. Nicotine addiction. N Engl J Med. 2010;362(24):2295-2303. doi:10.1056/NEJMra0809890
[9] Independent Scientific Committee on Drugs / Public Health England. E-cigarettes: an evidence update.
London: PHE; 2015. Updated: McNeill A et al. Evidence review of e-cigarettes and heated tobacco products
2018. London: Public Health England; 2018.

[10] World Health Organization. WHO global report on trends in prevalence of tobacco use 2000-2030.
Geneva: WHO; 2024.

[11] Global State of Tobacco Harm Reduction. Burning Issues: The Global State of Tobacco Harm Reduction
2024. London: Knowledge-Action-Change; 2024.

[12] Food and Drug Administration (US). Heated Tobacco Products. Silver Spring: FDA; 2020. Available at:
https://www.fda.gov/tobacco-products/products-ingredients-components/heated-tobacco-products

[13] National Institute for Health and Care Excellence (NICE). Stop smoking interventions and services.
NICE guideline NG209. London: NICE; 2023.

[14] Lunell E, Fagerstrom K, Hughes J, Pendrill R. Pharmacokinetic comparison of a novel non-tobacco-
based nicotine pouch (ZYN) with conventional, tobacco-based Swedish snus and American moist snuff.
Nicotine Tob Res. 2020;22(10):1757-1763. doi:10.1093/ntr/ntz212



https://iris.who.int/bitstream/handle/10665/42811/9241591013.pdf
https://www.who.int/news-room/fact-sheets/detail/tobacco
https://www.rcplondon.ac.uk/projects/outputs/nicotine-without-smoke-tobacco-harm-reduction
https://www.can.se/in-english/
https://www.can.se/in-english/
https://www.can.se/in-english/

Quit

LIKE
SWEDEN

ANVISA Consultation No. 6/2026 - June 2026

[15] Food and Drug Administration (US). FDA authorizes marketing of ZYN nicotine pouches. FDA news
release. Silver Spring: FDA; January 2025. Available at: https://www.fda.gov/news-events/press-
announcements

[16] Levy DT, Yuan Z, Luo Y, Abrams DB. The relationship of e-cigarette use to cigarette quit attempts and
cessation: insights from a large, nationally representative U.S. survey. Nicotine Tob Res. 2018;20(8):931-
939.

[17] Ramstrom L, Wikmans T. Mortality attributable to tobacco among men in Sweden and other European
countries: an analysis of data in a WHO report. Tob Induc Dis. 2014;12(1):14. doi:10.1186/1617-9625-12-14
[18] European Tobacco Harm Reduction Advocates (ETHRA). Nicotine pouches: regulatory overview.
Brussels: ETHRA; 2025. Available at: https://ethra.co

[19] Djordjevic MV, Doran KA. Nicotine content and toxicological assessment of nicotine pouches and
comparison with cigarettes and smokeless tobacco. Front Oral Health. 2026;7:1432680.

[20] Swedish Institute for Health Economics (IHE). Cancer incidence and tobacco-attributable mortality in
Sweden and Europe. Lund: IHE; 2023.

[21] Hartmann-Boyce J, McRobbie H, Butler AR, et al. Electronic cigarettes for smoking cessation. Cochrane
Database Syst Rev. 2025;(3):CD010216. doi:10.1002/14651858.CD010216

[22] Dani JA, Bertrand D. Nicotinic acetylcholine receptors and nicotinic cholinergic mechanisms of the
central nervous system. Annu Rev Pharmacol Toxicol. 2007;47:699-729.
doi:10.1146/annurev.pharmtox.47.120505.105214

[23] World Health Organization. MPOWER: a policy package to reverse the tobacco epidemic. Geneva:
WHO; 2008. (Protection of young people from tobacco.)

[24] Peto R, Lopez AD, Boreham J, Thun M. Mortality from smoking in developed countries 1950-2010. 2nd
ed. Oxford: Oxford University Press; 2012.

[25] International Agency for Research on Cancer. IARC Monographs Volume 109: Smokeless Tobacco and
Tobacco-Specific Nitrosamines. Lyon: IARC; 2021. (Nicotine not classified as carcinogen.)

[26] Jackson SE, Hitchman SC, Shahab L, et al. Use of nicotine pouches among smokers attempting to quit:
longitudinal data from the SPECTRUM cohort 2020-2025. Addiction. 2026 [in press].

[27] Jackson SE, Brown J, Beard E, et al. Nicotine pouches for smoking cessation: a pilot randomised
controlled trial. Nicotine Tob Res. 2025;27(3):412-420. doi:10.1093/ntr/ntae285

[28] Public Health Agency of Sweden. Tobacco habits among young people in Sweden 2024. Stockholm:
Folkhalsomyndigheten; 2024.

[29] Ritz B, Ascherio A, Checkoway H, et al. Pooled analysis of tobacco use and risk of Parkinson disease.
Arch Neurol. 2007;64(7):990-997. doi:10.1001/archneur.64.7.990

[30] Hansson J, Pedersen NL, Wirdefeldt K, et al. Association between smokeless tobacco and Parkinson's
disease: a Swedish cohort study. Eur J Epidemiol. 2014;29(7):449-456. doi:10.1007/s10654-014-9909-4
[31] Newhouse P, Kellar K, Aisen P, et al. Nicotine treatment of mild cognitive impairment: a 6-month double-
blind pilot clinical trial. Neurology. 2012;78(2):91-101. [MIND Study: ongoing Phase Ill, funded by NIA,
ClinicalTrials.gov NCT02720445]

[32] McNeill A, Brose LS, Calder R, et al. Evidence review of e-cigarettes and heated tobacco products
2018. A report commissioned by Public Health England. London: Public Health England; 2018.

[33] Ministério da Fazenda / Receita Federal do Brasil. Dados de apreensdes de cigarros eletrbnicos 2023-
2024. Brasilia: Receita Federal; 2024.

[34] Instituto Brasileiro de Geografia e Estatistica (IBGE). Pesquisa Nacional de Saude do Escolar (PeNSE)
2024. Rio de Janeiro: IBGE; 2024. Available at: https://www.ibge.gov.br/estatisticas/sociais/saude/9134-
pesquisa-nacional-de-saude-do-escolar.html

[35] Euromonitor International. Brazil nicotine pouches market assessment 2025. London: Euromonitor;
2025.

[36] Australian Institute of Health and Welfare (AIHW). Vaping in Australia 2025: prevalence, sources and
patterns of use. Canberra: AIHW; 2025.

[37] Australian Border Force. Annual illicit tobacco and e-cigarette seizure report 2024-2025. Canberra: ABF;
2025.

[38] Therapeutic Goods Administration (Australia). Safety alert: adulterated vaping products linked to
synthetic opioid intoxication. Canberra: TGA; 2024. Available at: https://www.tga.gov.au/safety/alerts-and-
recalls

[39] Danish Ministry of Health. Executive order on nicotine pouches. Copenhagen: Ministry of Health; 2025.
[40] Administracion Nacional de Medicamentos, Alimentos y Tecnologia Medica (ANMAT). Resolucion
549/2026: Regulacion de productos de nicotina. Buenos Aires: ANMAT; May 2026.

[41] Ministerio de Salud de Chile / Pan American Health Organization (PAHO). Chile Law 21.642 on nicotine
pouches: implementation guidance. Santiago / Washington: PAHO; 2025.



ANVISA Consultation No. 6/2026 - June 2026




