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ALLEGATIONS OF THE SPANISH ASSOCIATION AGAINST CANCER TO THE 
DRAFT ROYAL DECREE AMENDING THE ROYAL DECREE 579/2017 ON TRIS. 

Introduction: 

From the Spanish Association Against Cancer, we support the Draft Royal Decree 
amending Royal Decree 579/2017 of June 9th, which regulates certain aspects 
related to the manufacture, presentation, and marketing of tobacco products and 
related products, as it constitutes a fundamental step towards the protection of 
public health by preventing tobacco and nicotine addiction among minors and young 
people in Spain. 

This new Royal Decree is part of the regulatory update driven by the Comprehensive 
Plan for the Prevention and Control of Tobacco Use 2024–2027 and aims to include 
new products such as nicotine-free electronic cigarettes, nicotine pouches, and other 
emerging devices with the goal of reducing the prevalence of tobacco and nicotine 
use and minimizing exposure to their emissions, particularly among minors and 
young people. 

We express our concern over the arguments put forward by the tobacco and nicotine 
industry regarding the possible "public health benefits" of maintaining the current 
regulation, especially for minors and young people. 

Childhood and adolescence are vulnerable stages during which harmful health 
behaviors are more easily acquired. Specifically, 80% of smoking cases begin before 
the age of 18 and are sustained by nicotine dependence1.. According to the 
ESTUDES report (2023) 2, in Spain, one out of every two young people between the 
ages of 14 and 18 has tried electronic cigarettes at least once (54.6%). These figures 
have shown rapid growth, doubling in just two years. 

The measures proposed in the draft royal decree submitted to TRIS—which address 
the naming of new nicotine products; the use of flavors; herbal heated products; and 
nicotine pouches—are primarily aimed at protecting youth from smoking, which 
has been shown to serve as a gateway to tobacco use and thus poses a danger to 
public health and to achieving the European Commission’s goal of a smoke-free 
generation by 2040. 

According to Article 36 of the Treaty on the Functioning of the European Union, “The 
provisions of Articles 34 and 35 shall not preclude prohibitions or restrictions on 
imports, exports, or goods in transit justified on grounds of public morality, public 
policy or public security; the protection of health and life of humans, animals or plants; 

 
1 Jiménez-Ruiz C.A., Fagerström K.O. 4.a edición. EioSalud; 2021. Tratado de tabaquismo. [consultado 23 Nov 2022]: 
https://tratadodetabaquismo.com  
2 Observatorio Español de las Drogas y las Adiciones. Estudes 2023. Encuesta sobre uso de drogas en enseñanzas 
secundarias: 
https://pnsd.sanidad.gob.es/profesionales/sistemasInformacion/sistemaInformacion/pdf/ESTUDES_2023_Inform
e.pdf  
 

https://tratadodetabaquismo.com/
https://pnsd.sanidad.gob.es/profesionales/sistemasInformacion/sistemaInformacion/pdf/ESTUDES_2023_Informe.pdf
https://pnsd.sanidad.gob.es/profesionales/sistemasInformacion/sistemaInformacion/pdf/ESTUDES_2023_Informe.pdf
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the protection of national treasures possessing artistic, historic or archaeological 
value; or the protection of industrial and commercial property.” 

Thus, the draft regulation is duly grounded in the principle of protecting human 
health and life, as is explained below. 

 

1. Need to increase public health protection among minors given the 
consumption figures 

In recent years, there has been an alarming increase in the use of electronic 
cigarettes among minors. According to data from the ESTUDES report, the 
percentage of Spanish adolescents aged 14 to 18 who have tried these products 
rose from 17% in 2014 to 54.6% in 2023, representing a 221.2% increase. 
Furthermore, their use within the last 30 days has more than tripled in just three 
years, going from 8.1% in 2021 to 26.3% in 2023. This trend is further exacerbated by 
the fact that the average age of initiation into electronic cigarette use is now 13.9 
years, showing increasingly early contact with addictive substances such as nicotine. 

The main public health objective must be to prevent new generations from 
initiating nicotine use in any form to avoid falling into addiction. It is known that 80% 
of smoking cases originate before the age of 183, making the prevention of first 
contact with this substance essential. The lack of regulation of these products has 
triggered their consumption, so it is essential that public policies are carried out in 
compliance with the duty of protection by public administrations, as established by 
the Spanish Constitution and the legislation on the protection of minors, this being 
the greatest legal asset protected by the state.  

Beyond its addictive nature, nicotine has harmful medical effects4: it reduces 
apoptosis (the natural process of cell death) and promotes angiogenesis, which can 
enhance tumor progression. Additionally, the solutions and vapor inhaled through 
these devices contain toxic chemical substances such as propylene glycol, ethylene 
glycol, diethylene glycol, and nitrosamines, all of which are associated with an 
increased risk of cancer5. 

Far from functioning as an alternative to tobacco, electronic cigarettes encourage 
dual use—that is, the simultaneous use of vapes and conventional cigarettes. Minors 
who vape are 6.3 times6. more likely to become smokers and 5.7 times more likely 

 
3 Jiménez-Ruiz C.A., Fagerström K.O. 4.a edición. EioSalud; 2021. Tratado de tabaquismo. [consultado 23 Nov 2022]: 
https://tratadodetabaquismo.com  
4   Emily M. Castro, Shahrdad Lotfipour, Frances M. Leslie, Nicotine on the developing brain,Pharmacological 
Research, Volume 190, 2023, 106716, ISSN 1043-6618: 
https://www.sciencedirect.com/science/article/pii/S1043661823000725) 
5 Ídem. 
6 Dutra LM, Glantz SA. 2014. Electronic cigarettes and conventional cigarette use among U.S. adolescents: a cross-
sectional study. JAMA Pediatr. 168:610-617 

https://tratadodetabaquismo.com/
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to develop an addiction. Moreover, the use of aerosols increases the likelihood of 
transitioning to traditional cigarette smoking by a factor of 3.877. 

International data supports this: in the United States, 93% of electronic cigarette users 
also smoke; in France, 83%; in the United Kingdom, 60%8. In Spain, the latest national 
survey by the Spanish Society of Family and Community Medicine reported a dual 
use rate of 58% among adults9. This demonstrates that electronic cigarettes have 
not replaced tobacco but have instead generated a new form of nicotine 
dependence, perpetuating consumption. 

Furthermore, there is currently no solid evidence suggesting that electronic 
cigarettes are useful as a tool for smoking cessation. In fact, most adult users of these 
products started using them to quit smoking; however, more than half did not reduce 
their tobacco use, indicating that their use has not proven effective in quitting 
smoking10. Instead of decreasing the number of smokers, aerosol use maintains the 
number and hinders the elimination and disappearance of tobacco. 

The data shows that electronic cigarettes are not helping to eliminate tobacco use 
but are instead expanding and diversifying pathways to nicotine consumption, 
particularly among minors. This phenomenon does not represent progress in public 
health but rather a setback, as it normalizes and perpetuates consumption among 
new generations. 

In conclusion, given the rising use of electronic cigarettes among minors—surpassing 
even the historical levels of conventional tobacco use—a strong and effective 
regulation of these products is urgently needed. This is not a positive market 
transformation but a change in format that leaves the core problem intact: the 
early and widespread exposure of young people to addictive and harmful 
substances. Protecting minors from this new gateway to addiction is an unavoidable 
obligation of the State. 

 

2. Flavors and Aromas Facilitate the Onset of Addiction and Serve as an 
Entry Point to Smoking, Especially Among Youth 

Flavors play a crucial role in attracting users to tobacco and nicotine11 products, 
particularly young people, by masking the natural taste of tobacco with options like 
fruit, candy, or beverages. This facilitates initiation into consumption, especially 

 
7 Bold KW, Kong G, Camenga DR, Simon P, Cavallo DA, Morean ME, Krishnan-Sarin S. Trajectories of E-Cigarette and 
Conventional Cigarette Use Among Youth. Pediatrics. 2018 Jan;141(1):e20171832. doi: https://dx. 
doi.org/10.1542/peds.2017-1832. Epub 2017 Dec 4. PMID: 29203523; PMCID: PMC5744268. 
8 Glantz SA, Bareham DW. E-Cigarettes: Use, Effects on Smoking, Risks, and Policy Implications. Annual Review of 
Public Health 2018 39:1, 215-235. 
9 29. Encuesta de la Semana Sin Humo. Sociedad Española de Medicina de Familia y Comunitaria (semFYC) 2023. 
10 Ministerio de Sanidad (2022). Informe Sobre los Cigarrillos electrónicos. 
https://www.sanidad.gob.es/areas/promocionPrevencion/tabaco/profesionales/docs/InformeCigarrilloselectroni
cos.pdf 
11 OMS. Grupo de estudio sobre la regulación de los productos del tabaco, 2021.   

https://dx/
https://www.sanidad.gob.es/areas/promocionPrevencion/tabaco/profesionales/docs/InformeCigarrilloselectronicos.pdf
https://www.sanidad.gob.es/areas/promocionPrevencion/tabaco/profesionales/docs/InformeCigarrilloselectronicos.pdf
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among adolescents, who often perceive these products as less harmful due to their 
appealing flavors and presentation. 

According to the Tobacco Products Directive, “The likelihood of divergent regulation 
increases further due to concerns about tobacco products with a characteristic 
flavor different from tobacco, which could facilitate the initiation of tobacco use 
or influence consumption patterns.” Thus, this European Directive acknowledges the 
role of flavors in initiating the consumption of tobacco, nicotine, or similar products. 

Additionally, according to the WHO study Hooking the Next Generation12, nearly 90% 
of current e-cigarette users choose flavored products, while approximately 70% 
of young consumers would stop using them if only tobacco-flavored options were 
available. This link between flavors and youth consumption highlights the 
importance of limiting flavor options in new tobacco and nicotine products. 
Restrictions on flavors and strict regulation could reduce their appeal—especially 
among young people—and help curb the growth of tobacco use among new 
generations. 

Inhaling pleasant flavors can provide a sensory experience similar to that enjoyed by 
traditional tobacco smokers when inhaling tobacco smoke. However, flavorings have 
harmful effects beyond the sensory experience. The flavoring agents in e-cigarette 
liquids break down into toxic substances such as formaldehyde, which can cause 
health issues such as coughing, wheezing, nausea, and cancer. Furthermore, these 
substances can also harm the health of nearby individuals through passive 
exposure13. It has also been shown that flavorings in electronic cigarettes are toxic to 
human bronchial epithelial cells. The liquids used in electronic cigarettes—
particularly those with banana, cappuccino, chocolate, and mint flavors—induce cell 
apoptosis, with chocolate being the most toxic flavor14. 

Across Europe, several countries have adopted strict measures to restrict flavors 
in e-cigarette liquids, recognizing their role in attracting and addicting young 
people. Finland, for example, has mandated that the liquids used in these devices 
can only be marketed if they do not contain features or additives that are banned in 
traditional tobacco products. 

In the Netherlands, the prohibition of flavors in electronic cigarettes has had a 
significant impact on youth behavior: 40% of surveyed users reported reducing 
their use as a result of the ban, while 22% said they had stopped using them 
altogether15. 

 
12 OMS, Informe Enganchando a la próxima generación, 2024. Link  
13 Martínez-Larenas, Marnix Valdemar, Montañez-Aguirre, Ángel Antonio, González-Valdelamar, César Antonio, 
Fraga-Duarte, Mariana, Cossío-Rodea, Gabriela, & Vera-López, Juan Carlos. (2022). Efectos fisiopatológicos de los 
cigarrillos electrónicos: un problema de salud pública. Neumología y cirugía del tórax , 81 (2), 121-130. Publicación 
electrónica del 28 de agosto de 2023. Link  
14 Idem 
15 Instituto Nacional de Salud Pública y Medio Ambiente, Ministerio de Salud, Bienestar y Deporte, Nota de prensa, 
Dos de cada cinco redujeron el uso de cigarrillos electrónicos después de la introducción de la prohibición de sabores 
2025. Link.  

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Firis.who.int%2Fbitstream%2Fhandle%2F10665%2F376853%2F9789240094642-eng.pdf%3Fsequence%3D1&data=05%7C02%7Cm.sancheztrasancos%40contraelcancer.es%7C88ee3eeb7dc745a520c508dc7fb937ac%7Cbca3ca2e624c43aa9181f67f1c279029%7C0%7C0%7C638525680707686303%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=HjxMLiNX98mIjG3L0tvEIJz3dLNottdmfkolNPsECvU%3D&reserved=0
https://doi.org/10.35366/108498
https://www.rivm.nl/en/news/two-in-five-reduced-use-of-e-cigarettes-after-introduction-of-flavour-ban
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Both the European Commission and the European Ombudsman have supported 
these restrictions, deeming them proportionate and justified. They have emphasized 
that the public health benefits—especially in preventing use among adolescents and 
young people—far outweigh any negative impact on the single market16. 

This approach aligns the regulation of electronic cigarettes with that of other tobacco 
products, representing a significant step forward in public health protection and in 
the fight against early initiation into nicotine consumption. 

 

3. Reduction of Maximum Nicotine Doses 

Nicotine, as widely recognized by scientific evidence, is a substance that causes 
strong dependence and addiction, especially when consumption begins at an 
early age. 

Nicotine use during childhood and adolescence can cause significant brain damage, 
affecting control, attention, mood, and impulse regulation. It can also cause 
gastrointestinal issues and harm to the oral mucosa. Nicotine is highly addictive; 
therefore, higher doses contribute to the persistence of use and the intensification of 
addiction. Moreover, the normalization of these products can push young people 
toward the consumption of other drugs1718. 

This reality has led international organizations such as the World Health Organization 
to include, in the Framework Convention on Tobacco Control, specific measures to 
limit both the ingredients and emissions of tobacco products, as established in 
Articles 9 and 10. Among these measures, the need to reduce nicotine levels to 
decrease their addictive potential stands out—particularly in products that are 
attractive to young people. 

In this context, imposing strict limits on the maximum allowable nicotine content in 
all products—including new formats such as nicotine pouches—constitutes an 
essential public health tool. Although these products are often marketed as “less 
harmful” alternatives to tobacco, they carry an equivalent risk of causing 
addiction and act as a gateway to nicotine dependence, particularly among minors. 
For example, in the case of Sweden, data indicates that those who use nicotine 
pouches are not former smokers, but rather a new generation developing nicotine 
addiction19. In fact, due to tobacco control policies, smoking rates were already 
declining for decades before these products gained popularity. 

For this reason, several European countries such as Belgium, France, and the 
Netherlands have chosen to ban their marketing altogether. The European 

 
16 Decisión sobre la tramitación por parte de la Comisión Europea de una denuncia contra Dinamarca relativa a la 
prohibición de la venta de cigarrillos electrónicos aromatizados - CHAP (2021)00273 (asunto 1661/2021/FA).  
17 Ye D, Rahman I. Emerging Oral Nicotine Products and Periodontal Diseases. Int J Dent. 2023 Feb 10;2023:9437475. 
doi: 10.1155/2023/9437475. PMID: 36819641; PMCID: PMC9937772. 
18 Neal L. Benowitz, 
Predicting Cardiovascular Risk With Use of Various Tobacco Products, Circulation, 151, 14, (1006-
1008), (2025)./doi/10.1161/CIRCULATIONAHA.125.073894 
19 Cancer Fonden, Swedish Tobacco Policy, 2024. Link 

https://www.ahajournals.org/doi/10.1161/CIRCULATIONAHA.125.073894
https://www.cancerfonden.se/om-oss/about-us/swedens-road-to-reduced-tobacco-smoking
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Commission has confirmed that these decisions are compatible with EU law and 
has raised no objections, demonstrating that Spain can also adopt similar measures 
with legal and political backing. 

Thus, advancing toward a ban on highly concentrated nicotine products or 
establishing strict content limits is not only consistent with Spain’s international 
commitments, but also constitutes an effective strategy to reduce addiction among 
minors. Protecting minors and new users must be a priority in any tobacco and 
nicotine control policy, framed within a comprehensive vision of prevention and 
public health. 

 

4. Environmental Protection to Adopt a One Health Perspective 

Lastly, in the specific case of single-use electronic cigarettes, these devices not only 
promote nicotine addiction but also generate large amounts of electronic and plastic 
waste that is difficult to manage. This accumulation of waste contributes to 
environmental pollution and the degradation of ecosystems, thus expanding the 
impact beyond the scope of public health20. 

In this regard, it is urgent to promote the integration of the One Health approach into 
tobacco- and nicotine-related policies and regulations, jointly considering human 
health, environmental impact, and the social consequences of consuming these 
products. 

In summary, nicotine is one of the greatest threats to public health. For all the 
above reasons, the draft regulation is duly based on the principle of protecting 
public health and the lives of individuals. 

 

 

ANNEX. Generic Packaging: An Effective and Proven Strategy in Tobacco 
Prevention 

At the Spanish Association Against Cancer, we regret that generic packaging was not 
ultimately included in the draft Royal Decree, as this policy plays a key role in 
preventing the initiation of smoking among young people. Numerous studies and 
research from the World Health Organization21, as well as data from countries like 
Australia, France, and the United Kingdom, support the effectiveness of generic 
packaging in reducing the appeal of tobacco, especially among young people. 

In the case of Australia, after the implementation of this measure, a 3.7% decrease in 
prevalence was observed, and attempts to quit smoking increased, rising from 20.2% 
to 26.6%. Behavioral studies also indicated that the number of cases of avoidance 

 
20 Ngambo G, Hanna EG, Gannon J, Marcus H, Lomazzi M, Azari R. A scoping review on e-cigarette environmental 
impacts. Tob Prev Cessat. 2023 Oct 2;9:30. doi: 10.18332/tpc/172079. PMID: 37789930; PMCID: PMC10542855 
21 Tobacco plain packaging: global status 2021 update. Geneva: World Health Organization; 2022. Licence: CC BY-
NC-SA 3.0 IGO. Link 

https://www.paho.org/es/documentos/empaquetado-neutro-tabaco-actualizacion-estado-global-2021
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behavior increased. In France, since the introduction of the National Tobacco 
Reduction Program (2014-2019), there has been a 3.9-point decrease in smoking rates 
and a reduction of up to 4.5 points in daily smoking22. 

The European Commission has set a goal to achieve a tobacco-free generation by 
2040, as mentioned in Europe’s Beating Cancer Plan. In this regard, a particular focus 
on preventing tobacco use among young people is crucial for achieving the outlined 
goals, as recognized by the WHO. 

The use of generic packaging, not only for tobacco but also for novel products, has a 
positive impact on protecting young people's health. According to a study conducted 
in the United Kingdom23, the reduction of brand image through the standardization 
of e-cigarette packaging is associated with a decrease in the appeal of e-cigarette 
products among young people, particularly among those who have never smoked 
or vaped. The data suggests that this measure helps discourage initiation, as 
attractive packaging has historically been a key tool in attracting new consumers. 

Regarding new products, the impact is significantly greater than that of traditional 
tobacco. More than 3 out of 5 young people (60.2%) are being exposed to new forms 
of consumption. It is noteworthy that the impact of identifiable brands and logos, or 
direct advertising, is significantly higher compared to traditional tobacco, rising from 
21.5% to 31.4%24. 

As for the generic packaging of nicotine pouches, in Sweden, Swedish Match filed a 
petition before the Oslo County Court, requesting a court order against the 
implementation of neutral packaging regulations. 

The issue in this case was twofold: (i) whether standardized packaging for nicotine 
pouches was a necessary measure; (ii) whether standardized packaging for nicotine 
pouches was proportionate, given that the product was an alternative to cigarettes 
and reduced harm. The court ruled that the state demonstrated that introducing 
standardized packaging for nicotine pouches was a necessary measure, and that the 
objectives could not be achieved with less comprehensive measures or restrictions. 
While Swedish Match appealed the decision, it was dismissed by the Oslo Court of 
Appeals25. 

For these reasons, we believe that generic packaging is an effective measure in 
tobacco prevention policies. 

 

 
22 Pasquereau A, Andler R, Arwidson P, Guignard R, Nguyen-Thanh V. Consommation de tabac parmi les adultes: 
bilan de cinq années de programme national contre le tabagisme, 2014-2019. Bull Epidémiol Hebd. 2020;(14):273-81. 
Enlace 
23 Taylor E,Arnott D , Cheeseman H, et al. Asociación de envases de cigarrillos electrónicos totalmente 
estandarizados y de marca con interés en probar productos entre jóvenes y adultos en Gran Bretaña. JAMA Netw 
Open. 2023;6(3):e231799. doi:10.1001/jamanetworkopen.2023.1799 
24 World Health Organization (2024). Hooking the next generation: how the tobacco industry captures young customers. 
Disponible en: https://iris.who.int/bitstream/handle/10665/376853/9789240094642-eng.pdf?sequence=1  
25 Empaquetado neutro del tabaco. actualización de estado global 2021. OMS 

http://beh.santepubliquefrance.fr/beh/2020/14/2020_14_1.html

