
 

 

 

 

 

 

The European Union Cardiovascular Health 
Plan: Call for Evidence 

Introduction 
Our submission is on behalf of the European Tobacco Harm Reduction Advocates (ETHRA). 

ETHRA is the voice of 27 million EU consumers of safer nicotine products (SNPs). The safer 
nicotine products we use include vapes, nicotine pouches, snus, and heated tobacco products. 
ETHRA is a consortium of 24 grassroots consumer associations in 17 European countries, 
supported by experts in tobacco control and nicotine research. We are a voluntary operation 
with no industry funding or conflicts of interest. Our transparency registration number is 
354946837243-73. 

Key points 

Focus policy on reducing tobacco smoking 
Our focus is on the cardiovascular implications of tobacco and nicotine use. Our 
submission is focused on the cardiovascular (CVD) risks arising from smoking and the potential 
positive role of nicotine-containing smoke-free alternatives to smoking. We believe that most 
actions related to CVD (e.g., diet, exercise, and medical practice) should be undertaken at the 
member state level, and that the European Union does not have a strong mandate to address 
most of the behavioural and metabolic risks and remedies for CVD. The EU does, however, play 
a substantial role in tobacco and nicotine policy through the Tobacco Products Directive, the 
Tobacco Advertising Directive, the Tobacco Excise Directive, and the Council Recommendation 
on Smoke-Free Environments. It is essential, therefore, that its approach to tobacco and 
nicotine is grounded in sound science. Unfortunately, this is not currently the case. 

The CVD risks arise primarily from smoking tobacco. Smoking is a significant modifiable risk 
factor for ischemic heart disease and stroke. According to the Global Burden of Disease (GBD) 
study, 156,444 CVD deaths were attributable to smoking and secondhand smoke exposure in 
the European Union in 2021.1 2 These deaths equate to 29.5% of the 529,826 smoking-
attributable deaths and 9.5% of the 1,654,602 CVD-attributable deaths in the EU in 2021. 
Smoking is not the most significant behavioural risk factor at the population level (compared to 
diet), but for individuals who smoke, it is their most critical and modifiable risk factor.  
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Eliminating the smoke is the priority. The most pragmatic new policy package to reduce 
smoking in the European Union would be to enable, encourage, and accelerate the migration of 
smokers to smoke-free nicotine products (vapes, pouches, oral tobacco, heated tobacco). 
Switching to safer nicotine products means that people who smoke can reduce or eliminate 
smoke exposure, but without the extra step of having to quit nicotine use. Achieving nicotine 
cessation is a substantial barrier to smoking cessation and the reason why most smoking 
cessation therapies have low success rates. Switching can be facilitated through truthful, 
candid, and actionable communication, combined with risk-proportionate regulation, to ensure 
the effective functioning of the internal market, operating with a high level of health and 
consumer protection. 

The focus of GBD is correctly on smoking. Smoking exposes the user to thousands of 
combustion products. The primary cardiotoxic agents in tobacco smoke are combustion 
products, including carbon monoxide, oxides of nitrogen, free radicals, aldehydes such as 
acrolein, polycyclic aromatic hydrocarbons (PAHs), and volatile organic compounds.3 These are 
either not present in smoke-free nicotine products or detectable at much lower levels than in 
cigarettes. While vaping products may generate some exposures to cardiotoxic agents such as 
metals and aldehydes, these are significantly lower than exposures arising from cigarette 
smoke and may be below.4 5  

Much safer alternatives to smoking. One effort to capture the overall pattern of relative risk in 
the range of tobacco and nicotine products was attempted by Murkett et al.6 and represented 
visually in the Global Status of Tobacco Harm Reduction 2023 report,7 as shown below: 

 

This bar chart should not be regarded as definitive estimates of relative risks, but more as a 
representation of the distinction between combustible and non-combustible products based 
on a literature survey. It does, however, provide a clear basis for why all tobacco and nicotine 
products should not be regarded as comparable or equivalent in risk.  If the Commission 
disagrees, it should produce its own equivalent, evidence-based assessment. The green bars to 
the right of the chart represent a substantial opportunity for harm reduction to improve 
cardiovascular disease outcomes, as well as cancer and severe respiratory conditions.  
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The Council has misunderstood tobacco and nicotine risks. The 2024 Council Conclusion on 
improving cardiovascular health in the EU inappropriately refers to:8 

Reducing risk factors such as […] tobacco and other nicotine-containing or nicotine-free 
tobacco-related products,” and “behavioural risk factors, such as tobacco use, use of 
other nicotine-containing products. 

The material CVD risks arise specifically from smoking tobacco. Tobacco and nicotine products 
that do not involve combustion offer a substantial risk mitigation or harm reduction opportunity. 
This insight is fundamental; an undifferentiated approach to combustible and non-combustible 
tobacco and nicotine products will lead to more deaths from cardiovascular disease. Unless 
the European institutions can grasp this, there is little point in doing more of the same on 
smoking. It would be better to do nothing than to do more harm than good. 

The Council proposes policies that would cause harm. The Council Conclusion proposes: 

… implementing comprehensive interventions to combat and prevent […] the use of 
tobacco, and other nicotine-containing or nicotine-free tobacco-related products. 

If such an approach were adopted, it would be a further case of the European Union denying or 
obstructing 90 million citizens’ access to a significantly safer alternative to smoking. The 
obstruction of access to safer products began with the 1992 ban on oral tobacco (snus) in the 
European Union. The denial of the option to switch to a proven safer product may have been 
responsible for millions of premature deaths from cancer, cardiovascular disease, and 
respiratory conditions over the intervening 33 years. An expert group, the Snus Commission, 
concluded in 2017:9 

As compared with Sweden, tobacco-related mortality rates are more than twice as high 
relative to population size in 24 of the other 27 EU member states. In total and among 
men over the age of 30, 355,000 lives per year could have been saved if the other EU 
countries had matched Sweden’s tobacco-related mortality rate. 

While some activists will undoubtedly object to this estimate, we should expect those who 
promoted the policy (repeating it in 2001 TPD-1 and 2014 TPD-2) to provide their own 
assessment. We have seen no official estimate of the human cost of this disastrous policy. Yet, 
we still see a stubborn unwillingness to learn from the harmful consequences of this prohibition 
– and, worse, an apparent determination to repeat it.  

The European Commission’s misunderstandings would cause great harm. On 16 July 2025, 
Commissioner Várhelyi stated on social media: 10   

For the first time ever, we acknowledge that new tobacco and nicotine products pose 
health risks comparable to traditional ones. 

There is zero credible evidence to support this assertion, and a vast body of scientific research 
refutes it, including several major assessments.11 12 13   Soon after the posting, a parliamentary 
question inquired about the basis of this scientifically untenable position.14  The Commission’s 
response15 has three main fatal flaws:  
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1. Built on a logical fallacy. The Commission’s defence relies on a well-worn and trivial logical 
fallacy to equate: “no safe levels of tobacco or nicotine consumption” with “new tobacco 
and nicotine products pose health risks comparable to traditional ones. This casually 
manipulative and misleading formulation has been in use in the United States for many 
years, with exasperated experts pointing out the dangers of irresponsibly creating false risk 
perceptions.16 17   

2. Misrepresents expert advice. The Commission response also asserts that the 2021 
SCHEER report on e-cigarettes18 somehow supports the Commission’s new language, which 
it does not: SCHEER was told “to focus only on health impacts compared to non-smoking,” 
not the comparison with smoking.   

3. Falsely claims a gateway effect. Finally, the Commission draws on the idea of a gateway 
effect (“the potential of opening the ways towards conventional smoking”). This is the notion 
that use of new nicotine products causes subsequent smoking that would not otherwise 
happen. There is no credible evidence for this claim: the evidence points to novel products 
as an exit from smoking and diversion from smoking uptake. For example, a 2024 review of the 
gateway effect evidence concluded:19 

Evidence offered in support of the gateway hypothesis does not establish that ENDS 
use causes youth to also smoke cigarettes. Instead, this evidence is better interpreted as 
resulting from a common liability to use both ENDS and cigarettes. Population-level trends 
are inconsistent with the gateway hypothesis, and instead are consistent with (but do not 
prove) ENDS displacing cigarettes. Policies based on misinterpreting a causal gateway effect 
may be ineffective at best, and risk the negative unintended consequence of increased 
cigarette smoking. 

The adverse effects of being wrong. Suppose this false and flawed perspective somehow 
formed the scientific basis of EU policymaking in product regulation, marketing controls, and 
taxation. In that case, we should expect the EU to establish barriers to switching from high-risk 
to low-risk products. As with the snus ban, that would be the cause of more cancer, more 
cardiovascular disease, and more severe respiratory conditions. To the extent that EU policy 
was successful on this basis, we should expect millions more EU citizens to die prematurely, 
illegal markets to form in the products people want, and for desperate citizens to try to work 
around EU policies that will harm them.   

The Commission should make an objective assessment of the evidence. The most 
persuasive evidence comes from biomarker data.20 These are measures of toxicants found in 
users’ blood, saliva, or urine. Switching from cigarettes to vapes,21 22 23 24 25 26 heated tobacco,27 28 
29 30 31 32 snus,33 34 35 or nicotine pouches36 37 38 39 dramatically reduces exposure to hazardous 
chemicals associated with smoking. Many biomarkers of exposure decline to background levels 
or fall below the limit of detection, and most others are significantly reduced.40   

The European Union remains hostile to innovation. Despite spending millions of euros on a 
science and policy research and dissemination programme (see Joint Action on Tobacco 
Control41), the Commission and Council continue to act as if non-combustible nicotine 
products are a threat, rather than an opportunity. Instead of using competition and regulation to 
encourage uptake of low-risk alternatives to cigarettes and innovation that would end the 
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cigarette era, the Commission acts as a barrier to progress and competition. Although a reason 
for dismay, it is not a surprise; it is one of Mario Draghi’s criticisms of EU bureaucratic inertia.42 

Aim for nicotine use without smoke 
Nicotine risks are very low. There are studies of long-term nicotine use without smoke 
exposure in users of NRT and smokeless tobacco. Long-running surveys of American exclusive 
smokeless tobacco (SLT) users do not show elevated mortality risks: “SLT users, in general, did 
not display a significantly increased risk for all-cause mortality, all-cancer mortality, or diseases 
of the heart compared to never-tobacco users […] Additionally, SLT use had no discernible 
adverse effect on any of the nine leading causes of death and did not increase mortality risk for 
any of the major neoplasms often associated with SLT use”.43 

People smoke for the nicotine but die from the tar. Nicotine is the primary reason why around 
24% of European adults still smoke44 (approximately 90 million people), despite the widely 
known risks. It is also the reason why many find it difficult to quit or are reluctant to do so. 
However, nicotine has only a minor effect on cardiovascular disease, primarily by increasing 
risks to people with pre-existing cardiovascular conditions. According to the world’s leading 
independent authority on nicotine, Neal Benowitz.45  

The cardiovascular safety of nicotine is an important question in the current debate on 
the benefits vs. risks of electronic cigarettes and related public health policy. Nicotine 
exerts pharmacologic effects that could contribute to acute cardiovascular events and 
accelerated atherogenesis experienced by cigarette smokers. Studies of nicotine 
medications and smokeless tobacco indicate that the risks of nicotine without tobacco 
combustion products (cigarette smoke) are low compared to cigarette smoking, but are 
still of concern in people with cardiovascular disease. Electronic cigarettes deliver 
nicotine without combustion of tobacco and appear to pose low cardiovascular risk, at 
least with short-term use, in healthy users. 

Studies of nicotine use without smoke exposure, for example, snus use, do not show elevated 
cardiovascular risk:  

…toxic components other than nicotine appear implicated in the pathophysiology of 
smoking-related ischemic heart disease46  

…use of snus was not associated with the risk of stroke. Hence, nicotine is unlikely to 
contribute importantly to the pathophysiology of stroke47.  

There is some suggestion of higher rates of fatality among snus users experiencing heart 
attacks,48 but there are disagreements about whether this relationship is genuine and causal.49 

Incentivise migration from high-risk to low-risk nicotine use 
The NGOs’ dream of a nicotine-free society is an idealistic barrier to meaningful progress. 
Some Brussels-based NGOs believe that it is preferable to eliminate all tobacco and nicotine 
use, at least from a public health perspective, and the goal should be to aim for a nicotine-free 
society. The main problem with this Utopian approach is that it will not work. It will cause higher 
rates of smoking and promote illicit trade. It is essential to understand that such idealism is not 
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benign: it stands in the way of pragmatic workable progress in reducing the overall burden of 
harm associated with nicotine use, including cardiovascular disease.   

The chaos in Australia serves as a crucial cautionary tale for EU legislators. Australia 
provides a live case-study on how excessively restrictive and punitive policies have led to a 
chaotic fiasco in which violent criminal gangs have taken over the vaping trade and are well 
advanced in absorbing the tobacco trade.50 51 To understand what not to do and the risks of 
doing it anyway, European Union policymakers and legislators should pay close attention to 
developments in Australia.  

Focus on adult smoking. CVD develops over decades of smoking. In the EU, there are 
approximately 18 times as many smoking-related CVD deaths in people aged 50 and over, 
compared to under-50s.52 The critical at-risk population for reducing CVD between now and 
2060 consists of adults currently aged over 30 who already smoke, especially those 
experiencing poverty or other forms of disadvantage, which tends to entrench dependence. 
Young people who take up nicotine use today are increasingly unlikely to smoke from the outset 
and are more likely to migrate to safer forms of nicotine use well before they are old enough to 
suffer CVD. If people take the first step of quitting smoking, they can then move on to quit 
nicotine if they wish, having already achieved a substantial reduction in their health risks. The 
significant improvements in CVD mortality in the foreseeable future will come from changing 
the smoking behaviour of middle-aged adults, whether or not they quit nicotine.  

The right approach is to develop risk-proportionate regulation. The idea of regulation in 
proportion to risk (and opportunity) is sound and long-established. It is one of the cornerstones 
of European Union policymaking.53  In overview, the European Union should reserve its toughest 
measures for smoking products, but for the smoke-free, safer nicotine products, it should focus 
on consumer protection, rather than prohibitions. Here are some proposals:  

1. Strategy. Determine that the overriding cancer and cardiovascular policy objective is to 
reduce smoking to the greatest extent possible as quickly as possible, including exploiting 
the untapped potential of safer nicotine products (vapes, snus, pouches, heated tobacco) 
and align all policies with this strategy.   

2. Information and communications. Instead of promoting misinformation, the EU 
institutions should present assertive messaging in support of switching from high-risk to 
low-risk nicotine products for tens of millions of Europeans who continue to use nicotine.  

3. Excise duty. Ideally, restrict taxes on safer nicotine products to zero or VAT only. 
Alternatively, set a minimum tax of zero, allowing member states to pursue harm reduction 
if they choose to. Set a maximum duty rate for safer nicotine products that is a fraction of 
the minimum duty rate for smoking products, ensuring a meaningful price gradient is 
always maintained. 

4. Advertising, sponsorship, and promotion. Outright bans on tobacco advertising (etc) 
should be confined to smoking products only. For safer nicotine products, regulation 
should control themes and placement. Bans on advertising safer nicotine products protect 
the incumbent cigarette trade and limit competition.  
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5. Packaging. Packaging provides a surface for marketing and should be subject to the same 
restrictions that apply to marketing, with controls on branding, trademarks, descriptors, 
and imagery. 

6. Warning labels and consumer information. Provide actionable statements for safer 
nicotine products: “No nicotine product is completely safe, but this product is a 
significantly safer alternative to cigarettes.”  

7. Flavours. Do not ban flavours in safer nicotine products – they are integral to the consumer 
acceptability of safer nicotine products. Instead, place controls on flavour descriptors so 
that they are literal and accurately describe the flavour, thereby reducing the promotional 
impact of frivolous descriptors while increasing the consumer protection value. 

8. Youth protection. Above all, ensure the market remains largely legal and supplied through 
legitimate retail outlets. Apply age restrictions to the sale of all nicotine products. Utilise 
marketing controls to eliminate youth-oriented themes and branding from marketing 
materials, packaging, trademarks, and descriptors. 

9. Nicotine regulation. There is no scientific basis for the 20mg/ml limit for e-liquids, and it 
may mean that more dependent smokers find it more challenging to switch. That limit 
should be abandoned. Pouches should be subject to a maximum nicotine content of 
16.6mg as per the German Federal Institute for Risk Assessment.54 

10. Oral tobacco. Given the astonishing and unambiguous success of snus in the Nordic 
countries, the next revision of the Tobacco Products Directive should lift the lethal 
prohibition of snus and stop denying other Europeans the health benefits experienced in 
Sweden, Norway, Iceland, and, via cross-border trade, in Finland.  

If we can be of further service or you would like to follow up on any of the points raised in this 
letter, please get in touch.  

Damian Sweeney 
On behalf of ETHRA & Partners 
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