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The white paper that you are holding is the result of several months of research
and analysis with which we want to clarify the issue of reducing the harm caused
by smoking given the considerable confusion surrounding this notion, and at the
same time provide ideas and solutions from this standpoint in order to advance
the fight against smoking.
At the Platform for Reducing the Harm caused by Smoking, we believe that health
authorities are wasting a golden opportunity to place our country at the forefront
of the fight to eradicate this plague, which causes the death of 60,000 people
a year in our country. Furthermore, it is clear that, instead of focusing on a new
approach, the country continues to go deeper into policies that are rooted to the
past and that are not allowing Spain to take decisive steps in the right direction.
This is demonstrated by the figures: the percentage of smokers in Spain in 2020 is
the same as before the first anti-smoking law in 2005.
This is a piece of information that should force us to reflect and act in a decisive
manner. However, one thing that seems clear is that if we continue to take the
same measures we will get the same results and we will just be stuck. Therefore,
it is imperative to seek solutions.
In this regard, we at the Platform for Reducing the Harm caused by Smoking believe that the solution lies in a new approach that is complementary to quitting
and prevention: harm reduction, which we at the Platform call “the third way” in
the fight against smoking.
There are already many countries that have committed themselves to this path
with great results and, therefore, we ask the health authorities to study it, to investigate and to commit themselves to science, the importance of which has once
again become clear in these times of coronavirus that we are currently facing.
We have addressed all these issues in this white paper, which, in the following pages, we hope will contribute to a better understanding of what harm reduction for
smoking is, what are the views on this notion in the medical and scientific community, what does science say and which countries are successfully implementing it.
However, we did not want to stop at a mere descriptive approach. Therefore, the
white paper concludes with a series of proposals that address a strategic change
by incorporating the pillar of harm reduction in the fight against smoking in order to achieve a smoke-free Spain in 2030 in a more timely, effective and modern
manner.
I hope that this White Paper on reducing the harm caused by smoking will be of
interest to you.
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PD: I want to point out that this work would not have been possible without the involvement of the members of the Platform, but I would like to give special thanks
to Dr. Josep María Torrell Ramón, Director of the Preventive Medicine Service
and of the Tobacco Control Unit of the Bellvitge University Hospital; Dr. Fernando Caudevilla, family practitioner and expert in drug addiction; and Dr. Antonio
Sierra, Professor of Preventive Medicine and Public Health at the University of La
Laguna.

Fernando Fernández Bueno, spokesperson of the Platform for Reducing the
Harm cause by Smoking and oncology surgeon at the Gómez Ulla Hospital.

About the Platform for Tobacco Harm Reduction in Spain. The Platform for
Tobacco Harm Reduction in Span is an initiative comprising of doctors, professors, health care professionals and independent scientists committed to
public health The Platform is founder member of the International Association on Smoking Control & Harm Reduction (SCOHRE), recently constituted.
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1.1 An X-ray of the smoking epidemic in Spain
Nowadays, smoking is the main cause of preventable diseases in Spain, with
60,000 people dying each year in our country due to smoking. Despite the known
deadly effects of smoking, Spain still has one of the highest smoking rates in Europe. According to the data available from the latest 2019 EDADES survey (data
referring to 2017), prepared by the Ministry of Health, 34% of the population aged
between 15 and 64 in our country smokes on a daily basis1 (approximately 10.5
million people).
This percentage has remained practically the same over the last decade, following
the remarkable reduction in smoking incidence - the percentage of smokers in
the total population - between 2003 and 2006, despite the introduction of two
anti-smoking laws in 20052 and 20103 and the significant increase in the price of
tobacco over the last 20 years, which together led to a slight decrease of 30-31%.

Source: Spanish Monitoring Centre for Drugs and Addiction. 2019 Report.

In terms of gender, the X-ray on smoking shows that in Spain there is a higher
percentage of male smokers than female smokers4 - 38.3% of all men between 15
and 64 years old and 29.6% of all women of the same age - the age groups with the
highest consumption generally being those between 25-34 and 45-54 years old.
1. Observatorio Español de las Drogas y las Adicciones. Informe 2019. Alcohol, tabaco y drogas ilegales en España. Encuesta sobre alcohol y drogas en España (EDADES), 1995-2017, https://pnsd.
sanidad.gob.es/profesionales/sistemasInformacion/sistemaInformacion/pdf/2019_Informe_EDADES.pdf
2. https://www.boe.es/buscar/doc.php?id=BOE-A-2005-21261
3. https://www.boe.es/diario_boe/txt.php?id=BOE-A-2010-20138
4. Encuesta EDADES 2017, página 60 https://pnsd.sanidad.gob.es/profesionales/sistemasInformacion/sistemaInformacion/pdf/EDADES_2017_Informe.pdf
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Source: Spanish Monitoring Centre for Drugs and Addiction. 2019 Report.

In turn, the smoking incidence is not stable throughout our country. A comprehensive analysis of the X-ray on smoking shows that there are regions where, for
various reasons (social, cultural, economic, etc.) there is a higher incidence than
in others. In fact, five Autonomous Communities have a particularly high smoking
incidence compared to the national average (34%):
•

Asturias, with 42.1%.

•

Extremadura, with 39.1%.

•

Valencia, with 38.9%.

•

Aragon, with 36.8%.

•

Murcia, with 34.7%.

Despite policies to raise public awareness about the risks and adverse health impacts caused by smoking and the shocking images on cigarette packs, these figures show that the smoking rates in Spain are practically the same as they were
20 years ago (35%).
Even despite the fact that on January 1, 2006, Law 28/2005 on Health Measures
against Smoking and Regulation of the Sale, Supply, Consumption and Advertising of Tobacco Products5 came into force, which, together with its legislative
reinforcement in 2010, represented a great leap forward in the fight against smoking and was taken as an example by other European Union countries (as well as
internationally, as was the case of Japan, among others). This law resulted in strict
controls on exposure to second-hand tobacco smoke (all public indoor spaces
were declared smoke-free and even some outdoor spaces such as playgrounds
were included), to date one of the strictest measures in the world. If the legislation resulted in the control of second-hand smoke, one of the consequences of
its implementation was a reduction in the amount of tobacco consumed by each
smoker, a trend that has continued over time.
However, the flattening of smoking incidence levels (even its rebound in recent
years to 34%), indicates a stagnation of traditional anti-smoking measures in
Spain, focused exclusively on prevention (making sure there are no new smokers)
and quitting (making smokers quit), such as the #nonsmokingchallenge cam5. https://www.boe.es/eli/es/l/2005/12/26/28/dof/spa/pdf

8

paign led by the Ministry of Health for young people in 2017 and 2018. In any case,
all these measures adopted over the last 15 years have not led to a reduction in
the daily smoking incidence levels in Spain below 29-30%, the lowest rate achieved in the country.
The X-ray on smoking in Spain confirms that not only is it necessary to reinforce
the main pillars of prevention and quitting, but it is also urgent to go beyond them
if we want to provide a solution for the millions of people who are unable to quit
smoking and reduce in a more significant measure the smoking rates in Spain
and, as a direct consequence, the harm associated with this addiction.
1.2 Current anti-smoking policies in Spain
The current legislation includes a series of restrictions and prohibitions that place Spain in the leading group of countries in terms of anti-smoking policies. It is
worth noting the broad list of smoke-free areas (practically all enclosed areas),
the ban on advertising and promotion of tobacco products, the control of sales
in a closed system or the progressive increase of special taxes to increase their
cost and discourage consumption, especially for young people. These regulatory
measures are combined with public policies that provide for a twofold strategic
approach: prevention and quitting.
•

Prevention

One of the main lines of action in the fight against smoking in Spain has been, and
still is, prevention of the initial consumption of tobacco. For this purpose, both
the Ministry of Health and the Autonomous Communities have been carrying out
information and awareness campaigns in the media and in health and educational
centres to warn of the risks of smoking.
These campaigns have been directed mainly towards the community of nonsmokers and in particular towards young people and minors, which is the most
vulnerable group on which prevention policies are focused in order to prevent
them from starting this or any other habits that are harmful to their health and
growth.
However, despite the prevention efforts and the regulatory and fiscal measures
undertaken, many young people still start smoking, and the average age of initiation is still 16.6 years of age6. In this regard, although great progress has been
made, in view of these data the prevention approach must be strengthened by
using means and messages that are more effective on these groups.
•

Quitting Smoking

Health authorities are not just interested pursuing prevention measures but also
in helping people who are already smokers to quit smoking. To this end, many
measures have been implemented, ranging from awareness campaigns on the
harmful effects of smoking, to public support and financial assistance to help quit
smoking (hotlines and information, provision of health experts to accompany the
process, etc.).
The latest step taken in the field of quitting smoking in Spain has been the decision to subsidise two drugs for this very end - Bupropion and Varenicline - by
the National Health System. There is still no data available on the impact of this
measure on smoking incidence.
In this regard, the latest EDADES survey reveals that 67% of smokers have considered quitting smoking at some point, and among them, 66% have tried to do so.
6. Encuesta EDADES 2017, http://www.pnsd.mscbs.gob.es/profesionales/sistemasInformacion/sistemaInformacion/pdf/2019_Informe_EDADES.pdf
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However, statistics show that only 3%-4% of individuals who try to quit smoking
on their own manage to do so7. Attempts to quit smoking when accompanied by
behavioural and pharmacological support increase these rates with varying degrees of success8. En general, en torno al 15%-20% de los que lo intentan, consigue dejar de fumar y, por tanto, más del 80% de aquellos que manifiestan que
quieren dejar de fumar y lo intentan fracasa. Y esto pese a que el 93% de los fumadores opina que fumar un paquete de cigarrillos al día puede producir muchos
problemas para salud.
Are these two approaches of prevention and quitting enough to tackle the
issue of smoking?
Despite the undeniable strides that have been made in our country in the fight
against smoking, the data show that there is still a long way to go: at least 4.5 million smokers in Spain fail to quit smoking each year despite having tried. While
our society, habits and products have changed radically from decades ago, anti-smoking policies in Spain have remained largely stagnant, and continue to be
designed in response to a reality in which tobacco and nicotine are consumed
through smoking.
This reality calls for reflection and debate in order to find new ways both to reduce the still high rates of smoking and to reduce the harmful effects and damage
caused by smoking to the more than 4.5 million smokers who are unable to quit
and to the people around them, by offering solutions adapted to this group.
There is an increasing need for a more practical and realistic vision of the future,
adapted to today’s Spanish society and taking into account the new tools, resources, technologies and scientific evidence that are currently at our disposal. We
need a renewed and innovative approach which, on the one hand, reinforces current prevention and quitting policies, but which goes far beyond them.
This is the path that a growing group of countries that are leading the fight against
smoking, such as the United Kingdom, France, the United States, Sweden, New
Zealand and Canada, with a clear commitment to introduce harm reduction as a
third way in their anti-smoking policies to complement quitting and prevention.

7. NCSCT UK 2017 https://www.ncsct.co.uk/usr/pub/Stop%20smoking%20services%20effectiveness.pdf
8. Cochrane Review 2017 https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.CD001292.
pub3/abstract
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2.1 Background and use of harm reduction in health policies
Harm reduction strategies have been used for decades in the public health field.
The distribution and promotion of condoms and information among risk groups
or the use of methadone in drug withdrawal processes are some examples.
Harm Reduction International, an NGO that specialises in reducing the negative
health impacts of drug use and which has special status with the United Nations
Economic and Social Council, defines harm reduction as “policies, programmes
and practices that aim to reduce the harms associated with the use of psychoactive drugs in people who are unable or unwilling to quit using them. It is based
on the focus on prevention of harm rather than prevention of drug use itself and
focuses on people who continue to use drugs”9. This notion was born from its
application to the use of drugs and the serious harm they cause.
Harm reduction strategies, as a purely medical intervention, date back to the
1920s (opioid control), the 1960s (led by users in North America and Europe) and
regulations to reduce the risk of contamination and poisoning in the case of alcohol. The main focus of these strategies was to mitigate the harms of consuming
certain substances that could not be tackled by other means and thus reduce the
harm they were causing.
Harm reduction as a health strategy gained considerable importance in the 1980s
with condom campaigns and programmes to provide sterile needles and syringes
in the face of the HIV epidemic. It originated primarily in the United Kingdom,
when the threat of HIV spread through unsafe sexual practices and injecting drug
use was detected. The distribution of condoms to sex workers and the general
population, and of sterile needles and syringes to drug users, along with other
harm reduction strategies, prevented the spread of the virus to the extent that
the UK established itself as the country with the lowest rates of HIV infections
from these causes in the world.
Based on the British model, other countries also began to successfully implement harm reduction strategies. We can use as examples the cases of Switzerland and Portugal, which from the 1980s to early 2000s dealt with HIV outbreaks
related to injecting drugs by instituting low threshold methadone treatments,
syringe exchange programmes and supervised drug use sites in many locations.
Both countries recorded sharp reductions in infections and have remained at low
levels since then.
Spain did not fall behind in this area and similar measures were promoted. The
pioneering policy promoted by the Community of Madrid at the beginning of
2000 with its venipuncture room project is worth mentioning. In these facilities,
multi-professional teams (social workers, doctors, nurses) made it easier for individuals who were going to inject heroin in any case to do so under safer hygienic
conditions, thus preventing the spread of contagious diseases such as HIV. This
programme was supported by the National Plan on Drugs and had a clear harm
reduction approach that helped reduce HIV infections during its peak.
9. Harm Reduction International, What is harm reduction? A position statement https://www.hri.
global/what-is-harm-reduction
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2.2 Harm reduction in other fields of public policies
The principles of harm reduction are applied beyond the field of drugs to other
areas of public policies, aimed at mitigating the adverse effects that certain activities generate both in public health and in other areas.
Of the many cases that can be found in different fields, we can name a few just to
demonstrate their impact:
•

Transportation and automotive industry: the use of seat belts in cars and
helmets in motorbikes. Road safety regulations.

•

Energy: progressive replacement of coal-based electricity production in
favour of renewable and clean energy, electric means of transportation. Environmental regulations.

•

Nutrition: awareness of the benefits of healthy eating and good practices,
educational projects and practices and regulations in favour of healthy
products.

•

Labour: adequate training and equipment in risky professions (e.g. construction). Workplace accident prevention regulations.

Although each field and area of application requires an adapted study and
approach, as well as a specific measurement of its results, harm reduction strategies have been successfully applied for decades in different fields of public
policy.
Despite everything, a part of society will always continue to use drugs, an important part of society will undeniably continue to smoke and it is in this sector of the
population where the full potential of harm reduction can be applied.
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In order to address the role that harm reduction can have in anti-smoking policies
it is necessary to remember that harm reduction is not an end in itself, but rather
a strategy that can complement prevention and quitting policies to help a clearly
defined group (smokers who are unwilling or unable to quit) and thus contribute
to the overall goal of improving public health.
It should be noted that in Spain tobacco is one of the main addictive substances
to which harm reduction is routinely denied. There is harm reduction for opioids
(funded directly by the National Plan on Drugs), alcohol (medical societies have
published their Recommendations for at risk alcohol drinkers) and it is acknowledged in international publications for cannabis, stimulants and hallucinogens.
However, smoking seems to have the peculiarity of being an ideal pathology for
the design, development and evaluation of harm reduction programmes. It is a
health problem that causes high morbidity and mortality and for which the available treatments have demonstrated limited efficiency.
There is no doubt that the aim of any anti-smoking policy is to make smokers quit.
However, data and experience show that many of them are unable to do so despite using various alternatives and therapies, relapsing again and again, and many
others simply do not want to quit smoking.
For such cases, harm reduction tools can be a way to minimize the damage to the
health of these individuals by switching from smoke to a safer form of nicotine
use. The approach based on a moral model with a hegemonic and dogmatic message —“abstinence or nothing at all”— has failed to prove fully effective in public
health policies. By prohibiting or over-regulating a substance, its potential risks
are not always diminished, but in many cases multiplied and greater risks emerge.
Harm reduction in smoking is supported by products that deliver nicotine with or
without tobacco but whose use does not involve combustion and therefore does
not involve smoke inhalation (electronic cigarettes, oral tobacco, heated tobacco
and nicotine replacement therapies). These are products designed to replace cigarettes or other combustion products and reduce the highly toxic effects they
produce, since it is not the nicotine itself that causes them but the smoke generated by combustion and, in particular, the large quantity of toxic substances that
the smoker inhales through the smoke.
Combustion and smoke: the key to the damage
According to the WHO, smoke from combustion of cigarettes produces around
7,000 substances10, many of which are toxic and/or carcinogenic to active and second-hand smokers. Four groups can be highlighted from this large quantity of
substances: tar, carbon monoxide, toxins and nicotine.
•

Tar

Tar is responsible for the major cancers caused by smoking. It is a group of chemical substances produced when tobacco or any other organic matter is burned,
10. OMS 2019. https://www.who.int/es/news/item/29-05-2019-who-highlights-huge-scale-of-tobacco-related-lung-disease-deaths
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and whose composition contains a very high concentration of toxic substances
that in many cases can be initiators, promoters or a coadjutant of malignant cells
and, therefore, of the tumour process.
•

Carbon monoxide

One of the most toxic components generated by the combustion of tobacco and
any other organic matter, such as cigarette paper. It is a colourless gas that penetrates the blood flow through the pulmonary alveoli and binds to the haemoglobin in the blood, displacing oxygen and making it difficult to oxygenate the
tissues, especially at capillary level, causing a multitude of vascular problems.
•

Toxines

Substances such as hydrogen cyanide, ammonia or acetone are also responsible for the non-cancerous respiratory illness associated with smoking, which incapacitates and damages the epithelium of the lungs, causing a whole range of
symptoms that are generally included in the term COPD or Chronic Obstructive
Pulmonary Disease, which includes chronic bronchitis and pulmonary emphysema. They produce the typical smoker’s cough, the characteristic lack of air, etc.
•

Nicotine

Nicotine is an organic alkaloid compound found mainly in the tobacco plant and is
also present in other plants of the Solanaceae family (tomato, aubergine, pepper,
potato... although in smaller quantities). The tobacco leaf has a high concentration
of nicotine (about 5% of the plant’s weight). However, like any other compound,
smoking it can be toxic at very high concentrations, but at low concentrations
(smokers’ consumption levels) it has a slight stimulating effect, which has often
been equated to caffeine. Yes, its capacity to induce addiction by activating the
neurochemical circuits of the reward mechanism is particularly noticeable.
The role of nicotine
As previously mentioned, nicotine is not the cause of cancer or other serious
smoking-related diseases (COPD and heart attack, among others). These diseases are caused by the inhalation of smoke resulting from the combustion of cigarettes (tar, toxins and carbon monoxide). This is why Michael Russell, known as
the father of harm reduction in smoking and one of the most influential figures
in tobacco control in the 20th century, coined the now legendary phrase “People
smoke for nicotine but they die from the tar” in 1976.
Surprisingly enough, and despite the existence of more than established and
scientifically documented evidence11, today a large part of society thinks that nicotine is what causes cancer and other diseases. Furthermore, what is much more
worrying is that 80% of the health care community also believes the same12. Most
people and health professionals still have a misguided and distorted view of the
role of nicotine in smoking, seeing it as the main cause of harm caused by tobacco
both to smokers and to those around them.
However, although nicotine does not cause the serious illnesses associated with
smoking, it does have the capacity to induce addiction and is not risk-free since,
like caffeine, it has a certain power to activate a state of alertness, thus generating some minor cardiovascular events (slight increases in heart rate). Therefore,
its general use is not recommended for vulnerable population groups such as
11. RCP http://www.rcplondon.ac.uk/projects/outputs/nicotine-without-smoke-tobacco-harm-reduction-0
12. Nicotine Risk Misperception Among US Physicians https://www.newswise.com/pdf_
docs/159957895319124_Steinberg2020_Article_NicotineRiskMisperceptionAmong%20(1).pdf
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growing young people, pregnant and lactating women, people with hypertension
or heart disease, and of course, non-smokers.
However, nicotine has historically been used as a tool to fight smoking through
Nicotine Replacement Therapies (NRT) such as gum, patches, etc. Despite containing carcinogenic nitrosamines13, these therapies are safe enough to have been
approved by the authorities for consumer use without a prescription for more
than two decades, including dual use - consumption combined with tobacco -,
several at a time and over the long term14. However, smokers have not embraced
these types of quitting therapies on a massive scale.
As with NRTs, for new smoking harm reduction products to work effectively as
an anti-smoking tool they must be able to provide efficient nicotine delivery. It
should be noted that smokers already have a prior addiction to this substance,
which is also enhanced by other compounds present in the smoke15.
Despite its role in addiction, it is important to remember that the use of clean
nicotine has not been shown to cause serious clinical harm and, in any case, is infinitely more limited than the harm associated with continued tobacco smoking.
The consequences of smoking on individual and public health are devastating
and it is imperative to offer alternatives to people who have failed all available
treatments or have already developed smoking-related diseases and are still
unable to quit.
The great breakthroughs in medicine over the last century are largely a result of
the use of the scientific method as the main working tool. However, in the field
of drugs and addictive disorders, moral or ideological constructions and judgements have often taken precedence over a rational approach. When it comes to
nicotine, given the strong scientific evidence on harm reduction products for
smoking, the “abstinence or nothing at all” approach could be costing thousands
of lives.
Keeping this in mind, the principles of harm reduction in smoking focus on how to
ensure that individuals who smoke - seriously harming themselves - and are unable or unwilling to quit in any way, continue to consume the nicotine - very limited
damage - that their body “requires” but in a way that is substantially less harmful
to their health. To do so, the main element that generates the harm is eliminated:
the smoke caused by the combustion1617.
What do we mean by harm reduction tools for smoking?
When referring to harm reduction tools for smoking, a number of basic principles
are considered:
1. These tools should be aimed at adult smokers who are unwilling or unable to quit
through the means currently available.
2. They deliver nicotine efficiently without combustion or smoke inhalation.
3. The smoker’s organism is significantly less exposed to toxic substances when compared to combustion cigarettes.
13. Cahn 2010 https://link.springer.com/article/10.1057/jphp.2010.41
14. Fucito 2014 https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6281057/pdf/ntu087.pdf
15.
NIH
https://www.drugabuse.gov/es/publicaciones/serie-de-reportes/adiccion-al-tabaco/
es-adictiva-la-nicotina
16. Abrams 2014 https://jamanetwork.com/journals/jama/article-abstract/1812971
17. Kozlowski 2016 https://pubmed.ncbi.nlm.nih.gov/27221096/
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4. They do so in a way that easily allows the smoker to replace combustion
cigarettes (they must generate sufficient interest as a replacement product
from a sensory point of view).
Based on these principles, we now have a wide range of alternative products that
fall into three main categories of tobacco harm reduction tools:
•

Electronic cigarettes or vaporisers

According to the Directive 2014/40/EU on tobacco products and related products,
an electronic cigarette or a vaporiser is “a product, or any component thereof,
including cartridges and a cartridge-free device, which can be used for the consumption of nicotine-containing vapour through a mouthpiece. Electronic cigarettes can be disposable, rechargeable by means of a charging container or rechargeable with a single-use cartridge”.
The electronic cigarette, also called the electronic vaporiser, is an electronic inhaler system designed to simulate and replace the consumption of combustion
tobacco. These devices use a battery and a resistor to deliver inhaled nicotine by
vaporising, rather than burning, a solution generally composed of water, propylene glycol, glycerol and food flavourings. The nicotine is included within the degree demanded by the consumer, who can modify the concentration of nicotine
as desired.
•

Heated tobacco products

These products extract nicotine from a specific blend of pressed tobacco using
an electronic heating system. This technology applies a temperature significantly
lower than the combustion temperature in a controlled manner, generating an
aerosol. The US Food and Drug Administration (FDA)18 has authorised their sale as
part of the Modified Risk Tobacco Products category. Mitch Zeller, director of the
FDA’s Centre for Tobacco Products, said that “marketing these particular products with the approved information could help addicted adult smokers make
the transition from combustion cigarettes and reduce their exposure to harmful
chemicals, but only if they change completely.” At that time, the agency itself has
described the first heated tobacco product as “adequate for the protection of
public health”. Evidence indicates that these products are far less harmful than
smoking, as tests confirm much lower exposure to many of the harmful agents
when compared to combustion cigarettes19.
•

Oral tobacco products

Oral smoke-free tobacco, known as snus (although there are other variants), is
a mixture of chopped tobacco that can include flavours and is subjected to drying, fermentation or pasteurisation. According to the FDA, “smoke-free tobacco
is a tobacco product that is used by means other than smoking. Its use involves
chewing, smelling or placing the product between the gums and the cheek or
lip”. It is marketed in small permeable bags to be consumed orally i in contact
with the oral cavity. This type of product has a strong tradition and implantation
in the Nordic countries for more than 300 years, although in the rest of the EU
its commercialisation is not allowed. New nicotine products for oral application
are now emerging, which no longer even contain tobacco, by soaking inert resins
with nicotine solutions and flavourings. These products have had a strong impact
18. Food and Drug Administration (US). 2019 Premarket Tobacco Product Marketing Orders: iQOS
system holder and charger. Decision Report, 4 May 2019
19. Simonavicius E, McNeill A, Shahab L, Brose LS. Heat-not-burn tobacco products: A systematic
literature review. Tob Control. 2018:054419 https://tobaccocontrol.bmj.com/content/28/5/582.abstract
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in reducing disease and smoking rates in the countries where their consumption
has been consolidated.
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The use of harm reduction as a third pillar to complement traditional anti-smoking policies of prevention and quitting is generating a major scientific, health
and also social debate worldwide.
Although the experts’ opinions are constantly under debate, we can currently divide them into two main views that shape the scientific approach to harm reduction in smoking:
-

The conservative view: does not consider any role for harm reduction in
the fight against smoking and advocates a position of suspicion towards
these new products. This group follows a traditional approach, whereby public health policy efforts should continue to focus exclusively on prevention and quitting, expanding them as a method to reduce smoking rates in
society.
Under this premise, this view applies the precautionary principle at an extreme level, justifying it by the lack of long-term data on the harmful effects
or benefits of harm reduction tools. Therefore, they are suspicious of these
products and call for protection against them by advocating, regardless
of what the scientific evidence indicates, that harm reduction products be
considered as equally harmful and dangerous as traditional combustion
cigarettes, despite the fact that many of them acknowledge that they are
less toxic than traditional cigarettes20. They believe that they are not useful
for harm reduction or quitting smoking, that they contain toxic substances
(without going into dosage assessment) and defend that they are but a gateway to smoking for young people and non-smokers.
According to these positions, these products must be equated with conventional smoking in all respects (restrictions on consumption, sales, advertising and promotion, etc.). This group’s position assumes, despite the
figures, that every smoker is capable of quitting and that giving up tobacco
and nicotine consumption is the only possible route (a position known as
“quit or die”).

-

Innovative view: This second view of scientific positions and opinions is
based on the principle that, despite the methods of quitting available, a
high percentage of smokers are unable to quit smoking after systematic
attempts and argue that a more effective solution can be found. To do so,
they advocate exploring the role that these tools can play in reducing the
harm caused by smoking in such smokers based on the scientific evidence
currently available.
This group includes scientists, experts and health researchers from many
fields and countries, important leaders in both harm reduction (in addiction policies) and traditional anti-smoking policies, academics, doctors,
consumers (organised in hundreds of associations in different countries)
and several governments and prestigious scientific and health institutions.
Its approach addresses harm reduction in smoking as an opportunity to

20. WHO 2016 https://www.who.int/fctc/cop/cop7/FCTC_COP_7_11_EN.pdf?ua=1

19

reduce more decisively the smoking rates and the devastating effects of
smoking on the group of smokers who are still unable to quit after decades
of anti-smoking legislative initiatives.
This group shares the premise of clear and growing scientific evidence that
these smoke-free products are significantly less harmful than smoking and
therefore pose a lower risk to smokers who would otherwise continue to
smoke. They also argue that these tools are useful in reducing harm and in
quitting smoking21, that the likelihood of significant long-term harm is low
and that there is a clear reversal of the harm done22. They also believe that
although the levels of toxic and carcinogenic substances detected in these
products are not harmless, they are far below23 the limits legally established
by the regulatory institutions for many other commonly consumed products and that, with appropriate and specific regulation, the possibility of
them acting as a gateway to smoking in young people and non-smokers2425,
can be avoided, while protecting the right to health of adult smokers.
This group also notices, with deep concern, how an incorrect perception
of these products, motivated by poor communication of scientific evidence, not only alienates millions of smokers from tools that, if well-regulated
and with a correct communication and information policy, could reduce the
damage of smoking, but also encourages them to continue smoking, maintaining the rates of diseases and deaths from smoking, as well as the enormous health costs associated with it.
While the two approaches - conservative and innovative - represent the dynamism and complexity of the debate, non-inclusive positions are still predominant
to date However, approaches that advocate for the role of harm reduction have
grown rapidly in recent years, supported by the growing scientific evidence on
non-combustible products (while in 2012 there were approximately 53 scientific
publications on these tools, today there are more than 7,000) and the progressive
increase in the number of smokers worldwide who have chosen these alternatives
(in 2018 there were more than 35 million26 and it is estimated that there will be 55
million by 202127).
4.1 What does science tell us today?
Although it is necessary to continue to advance with scientific evidence research
that will shed more light on the effects of these alternatives and their potential
long-term benefits, the remarkable increase in scientific publications in recent
years makes it possible to identify several conclusions about these products28.
21. Cochrane 2020 https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.CD010216.pub4/
full#0
22. Polosa 2020 https://journals.sagepub.com/doi/10.1177/2040622320961617
23. Shahab 2017 https://pubmed.ncbi.nlm.nih.gov/28166548/
24. Bauld 2017 https://pubmed.ncbi.nlm.nih.gov/28850065/
25. Levy 2018 http://dx.doi.org/10.1136/tobaccocontrol-2018-054446
26. McCausland, Kahlia; Maycock, Bruce; Leaver, Tama; Jancey, Jonine (2019). “The Messages Presented in Electronic Cigarette–Related Social Media Promotions and Discussion: Scoping Review”. Journal of Medical Internet Research. 21 (2): e11953. doi:10.2196/11953. ISSN 1438-8871. PMC
6379814. PMID 30720440
27. Euromonitor https://www.bbc.com/news/business-44295336#:~:text=The%20number%20
of%20vapers%20has,almost%2055%20million%20by%202021.
28. Warner 2018 https://academic.oup.com/ntr/article/21/10/1299/4990310
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4.1.1 Not all nicotine products are the same: the “risk continuum”
Harm reduction maintains as a starting point that the safest thing for health is
not to start smoking nor vaping; however, it has often been found that aiming for
this type of goal is unrealistic, which is why anti-smoking policies do not have the
intended impact.
Therefore, when harmful behaviour cannot be eliminated, it seems obvious that
we should try to drastically reduce its negative health consequences. An approach
that is clearly fully consistent with the objectives of tobacco control as set out in
Article 1d of the WHO Framework Convention on Tobacco Control29:
“Tobacco control” includes a range of supply, demand and harm reduction strategies to improve people’s health by eliminating or reducing their consumption
of tobacco products and their exposure to tobacco smoke
Evidence shows that the main source of harm caused by smoking is combustion
and many alternative nicotine products have been developed that eliminate it,
thus being substantially less harmful. But how much less harmful? The answer to
this question, which is part of the damage minimisation notion, leads to the definition of the so-called “risk or damage minimisation continuum”30.

Source: Global State of Tobacco Harm Reducction

We currently have extensive research and a sufficiently clear toxicological profile
of most of the currently available nicotine products with and without combustion.
This is due to the fact that the technology and regulatory capacity exist to make
independent toxicity assessments of each product placed on the market.
Based on this knowledge, the risk continuum (image) shows that all nicotine
products are not equally harmful and their level of toxicity varies from very low
(patches) to substantially high (cigarettes). In turn, the risk may vary within each
product type. The risk continuum points to one key aspect: non-combustible products are not harmless, not even patches; but they are far safer than smoking
because of the drastic reduction in the number of toxic substances absorbed by
the body.
Today, the vast majority of nicotine users in the world consume it in the most toxic
and harmful way possible: through smoking tobacco, in particular cigarettes. The
29. CMCT OMS https://www.who.int/tobacco/framework/WHO_fctc_spanish.pdf
30. Fairchild 2018 https://pubmed.ncbi.nlm.nih.gov/29342380/
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objective of harm minimization leads to the conclusion that an efficient public
health and tobacco control approach would be to ensure that all individuals who
are not going to stop using nicotine obtain it in the least harmful way possible;
that is, to shift that group to products and strategies located as far to the left of
the graph as possible. To do so, there is a fundamental factor: the appeal factor.
For the smoker of the products on the left of the graph, it should be much higher than the products on the right. This factor could pose a risk as a gateway for
young people to start consuming, so it is important to carry out adequate monitoring so that flavourings or appeal encourage change in smokers but are not a
“trigger” for initiation in non-smokers.
4.1.2 Vaping is far less harmful than smoking.
The agency in charge of public health policies in the United Kingdom, Public
Health England31, has concluded in its first report that vaping is 95% less harmful
than smoking. This view was reinforced by another report from the Royal College
of Physicians32 the United Kingdom’s leading independent professional organisation that develops evidence-based health policy recommendations. These works
analyse the impact of smoking on public health, the health of individuals and society, and estimate the harm reduction to be expected when switching from traditional to electronic smoking after reviewing and analysing more than 185 bibliographical references available at the time of publication; therefore, they are not
based on a single reference. 95% is an estimate obtained from the analysis of all
the data that served as a tool to communicate a simple and understandable idea
in a practical way: “The use of these devices offers smokers the option of consuming nicotine through a method that causes them only a minimal fraction of the
risks they would assume if they continue to smoke,” said Professor John Britton,
Director of Tobacco Studies at the Royal College of Physicians. After six more
revisions of the report from Public Health England analysing all the new updated
literature, these organisations have not retracted the 95% estimate.
However, the US National Academy of Sciences is more cautious, but points out
that “there is conclusive evidence that completely replacing combustible tobacco cigarettes with electronic cigarettes reduces users’ exposure to numerous
toxic and carcinogenic compounds”33. The FDA has been more specific in endorsing the continued risk and minimisation of harm with the use of alternative
nicotine delivery systems to combustion tobacco34. In fact, the WHO itself (which
to date has taken a very conservative position on non-combustible products), admits that “the routine use of electronic nicotine delivery systems (ENDS) is very
likely to result in lower toxic exposures than combustible products”35 and that
“if the vast majority of smokers who cannot or will not quit were to switch to
non-combustible nicotine delivery alternatives, such a change would represent
a remarkable achievement for public health”36.

31.
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_
data/file/733022/Ecigarettes_an_evidence_update_A_report_commissioned_by_Public_Health_
England_FINAL.pdf
32. Royal College of Physicians. Nicotine without smoke; tobacco harm reduction. A report by the
Tobacco Advisory Group of the Royal College of Physicians. RCP, 2016
33. Academy of Sciences, The Public Health Consequences of E Cigarettes (2018)
34. FDA 2017 https://www.fda.gov/news-events/press-announcements/fda-announces-comprehensive-regulatory-plan-shift-trajectory-tobacco-related-disease-death
35. World Health Organisation. Electronic nicotine delivery systems: a report by WHO. 2016, p.4
36. World Health Organisation. Electronic nicotine delivery systems: a report by WHO. 2016, p.4
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4.1.3. There are no known long-term health effects for the lower-risk alternatives.
Electronic cigarettes and other smoke-free alternatives are neither harmless nor
without risk. They should therefore be aimed at individuals who cannot or do not
want to quit smoking. Since their target audience is smokers, the valid scientific
approach will always be to compare their safety with combustion tobacco, rather
than to examine their safety in absolute terms and in isolation. We are talking
about harm reduction, not the complete absence of harm.
As research progresses over time and these products are studied in greater detail, more data will be known about their long-term effects, but the scientific evidence available so far confirms not only that exposure to harmful substances is
substantially lower than in smoking, but that there is a reversal of harm (improvements in parameters of COPD, asthma and other symptoms) in smokers who switched during the time studied to one of these alternatives37 and therefore leads
to reasonable assumptions that their impact on health will also be lower in the
long-term.
Not knowing the long-term effects applies to all new consumer products, so this
lack of knowledge should not be used as the main argument to rule out the potential of the use of these products in harm reduction. Whenever new foods, cosmetics and also new medicines appear, we do not ask to wait decades to know
their long-term effects, but only to make scientific inferences and evidence based on previous knowledge about their components and effects.
4.1.4 We need standardised quality and safety criteria.
We need a commonly accepted and credible scientific assessment process to establish the safety of all products that are part of the “toolbox” for reducing harm
caused by smoking, which should have several key elements in common:
1. Chemical and physical classification of emissions.
2. Initial and relativised toxicological studies in cells and animals.
3. Quantification of human exposure to chemicals and toxins.
4. Evaluation of health risk reduction.
5. Epidemiological studies on the long-term health of each product.
6. Population studies that evaluate the possible gateway effect and the evolution of smoking rates.
Based on these criteria, correct communication must be made under common
or standardised parameters of the relative risk of these products to society, the
health community and institutions in order to establish policies and regulations
that maximise their potential benefit to public health and minimise the identified
risks. The FDA has already stated that these products “could help addicted adult
smokers quit smoking cigarettes and reduce their exposure to harmful chemicals”, while cautioning that their effects need to be monitored and controlled.

37. Polosa 2020 https://journals.sagepub.com/doi/full/10.1177/2040622320961617?fbclid=IwAR3I0vKE5r4yP3y5zkKsKZhgXv3ba1Iz8-HjeVPkOuNq-rOXplkrPYAcV4I%23articleCitationDownloadContainer
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4.1.5 Harm reduction products have the potential to change the smoking
profile of countries.
Sweden38, the United Kingdom39, Japan40, France41, New Zealand42 or Iceland43 are
some examples, and not the only ones, of the potential that these products have
to reduce rather than increase smoking rates. This is more than enough reason
to pursue both serious research and regulatory approaches that maximise the
potential for benefits and minimise the risk to public health. An issue as complex
and urgent as the millions of annual deaths from smoking in the world cannot be
addressed with preconceived stances of denialism - “it can only be bad” - and
reductionism - “it’s just as bad as tobacco” -. It has been well documented that
when these products are ignored, banned or over-regulated (hindering access to
smokers), illegal or informal markets proliferate for millions of consumers regardless of what health authorities do or say, with the consequent risk to both public
and individual health.

38. Eurostat 2014
39. PHE 2018
40. Stoklosa 2020
41. ANM 2019
42. NZ Herald 2020
43. Visir 2018

24

While maintaining the pillars of prevention and quitting as the core of the fight
against smoking, many of the most advanced anti-smoking countries are exploring and successfully implementing innovative ways to achieve a faster reduction
in smoking rates and associated harms, thus trying to inform and promote less
harmful alternatives to smokers for whom regular replacement or quitting therapies have not worked.
These countries have several common denominators: they are advanced economies; they have an ambitious public health system, environmental and sustainability agenda; they are at the forefront of the fight against smoking; and they are
all committed to a smoke-free future. This group includes the United Kingdom,
France, the United States, Sweden, Iceland, New Zealand, Japan and Canada.
These countries have a defined and clear strategy in which prevention and quitting are still the core pillars, but to which a third pillar has been added: harm
reduction.
5.1 United Kingdom.
The United Kingdom has set 2030 as the date to become a smoke-free country. To achieve this, in addition to relying on the usual anti-smoking policies such
as quitting and prevention, it is making a major and responsible commitment to
harm reduction. This commitment began several years ago with the publication
of the reports of its public health agency (PHE): E-cigarettes: an evidence update44 (2015) and the report of the Royal College of Physicians of the United Kingdom, RCP: Nicotine without smoke. Tobacco Harm Reduction45 (2016). It started
recommending these tools to smokers in order to quit smoking46. Thanks to these
initiatives, and according to the PHE, the smoking rates in the United Kingdom
have gone from 33% to 14.4% in 10 years. Today, smoking rates in the country are
at an all-time low.
Therefore, and as a result of all the work done, the United Kingdom has a defined
strategy to become a “smoke-free country” by 203047. To achieve this plan, the
United Kingdom has combined prevention and quitting measures with a harm
reduction strategy to encourage smokers to switch to non-combustion products
when they are unable to quit smoking48.
In particular, the strategy for the United Kingdom relies on strong quitting measures, such as the obligation for each cigarette pack to include a leaflet with tips
on how to quit smoking, among others. There are also prevention measures, such
as the powerful information campaigns in the United Kingdom.
44. E-cigarettes: an evidence update. PHE 2015. https://www.gov.uk/government/publications/e-cigarettes-an-evidence-update
45. Tobacco Advisory Group, Royal College of Physicians. Nicotine without smoke: Tobacco harm
reduction. London, RCP, 2016. p.11. Available at https://www.rcplondon.ac.uk/file/3563/download?token=Mu0K_ZR0
46. Leicester Stop Smoking Service: E-cig friendly service. https://livewell.leicester.gov.uk/
47.
https://www.gov.uk/government/publications/towards-a-smoke-free-generation-tobaccocontrol-plan-for-england
48. https://www.dailymail.co.uk/news/article-7275351/Government-aims-end-smoking-England-2030.html
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The 2030 strategy complements these measures by incorporating a harm reduction approach to encourage and support smokers who are unable to quit to switch
to less harmful products such as the electronic cigarette. The United Kingdom
in particular expects to achieve its goal by 2030 either by having smokers quit
or switch to electronic or heated tobacco. This harm reduction strategy is also
endorsed by the Royal College of Physicians49, which has been the driving force
behind these measures in the United Kingdom. In this regard, awareness campaigns such as Stopober - which in 2017 began to include the use of the electronic cigarette as a tool to help quit smoking by explaining the scientific evidence
that indicates that they are 95% less harmful than tobacco - or One You - which
includes the electronic cigarette as another of the different tools available to quit
smoking along with prescription medicines and nicotine replacement therapies have contributed to the fact that in the first half of 2020, 3.2 million British citizens
used these tools as an alternative to combustion cigarettes and that, between
2018 and 2019, two thirds of the smokers who used them with the supervision and
help of the Stop Smoking Services quit smoking.
5.2 France.
France has been rapidly implementing new health policies similar to those in the
United Kingdom, which aim to reduce the regulations on vaping products. Instead of restricting electronic cigarettes, France is encouraging vaping as a means
of fighting smoking addiction. The recent 62-page report from the French government’s Economic, Social and Environmental Council50, highlights a significant
drop in smoking rates in recent times since the electronic cigarette appeared
on the French market. This government agency believes in promoting vaping as
a means to quit smoking, which includes informing the public about the related
health benefits. They also emphasise the need to train health professionals so
that they can support former smokers as they change their consumption habits.
In turn, the French National Academy of Medicine has been supporting the use
of electronic cigarettes since 2015. In fact, in December 2019, the Academy took
an institutional position51 on the outbreak of lung diseases in the USA (associated
with a specific illegal market toxin and not with vaping52), in which it stated that
“this trust crisis could cause the death of thousands of smokers, while tobacco kills half of its regular consumers. The container’s harmfulness should not be
confused with the toxicity of its content (...) Vaping is less dangerous than cigarettes and helps to quit and reduce tobacco consumption. Thanks to this, 700,000
smokers have quit smoking in France”.
The French Ministry of Health’s tobacco information service recently launched a
web information campaign for the Smoke-Free Month under the slogan I choose
the electronic cigarette. Welcome to a life without tobacco, with all the useful information on how to stop smoking with the electronic cigarette53.

49. Royal College of Physicians (2018) What the RCP thinks about tobacco, retrieved from https://
www.rcplondon.ac.uk/projects/outputs/what-rcp-thinks-about-tobacco on 07/02/2020
50. https://www.lecese.fr/content/le-cese-adopte-son-avis-addictions-au-tabac-et-lalcool

51. http://www.academie-medecine.fr/lacademie-nationale-de-medecine-rappelle-les-avantages-prouves-et-les-inconvenients-indument-allegues-de-la-cigarette-electronique-vaporette/
52. CDC 2020 https://www.cdc.gov/tobacco/basic_information/e-cigarettes/spanish/enfermedad-pulmonar-grave/index.html
53. https://www.tabac-info-service.fr/j-arrete-de-fumer/je-choisis-la-cigarette-electronique
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5.3 United States of America.
The United States of America has followed the same path as the United Kingdom
in adapting and modernising its anti-smoking policies. In August 2017, the Food
and Drug Administration (FDA) launched a comprehensive plan to improve public
health by increasing the prevention of cigarette smoking and ensuring that adult
smokers have access to alternative, lower-risk products54.
According to the FDA Commissioner at the time, Scott Gottlieb, “finding new ways
to reduce nicotine to less than addictive levels without changing the nicotine
content of non-combustion products is one of the pillars of our new comprehensive approach to an effective tobacco regulation”.
The FDA believes that in order to make progress in the fight against smoking, there must be
alternatives to cigarettes that carry a lower risk, including non-combustion products, in addition to other measures to reduce smoking. Accordingly, after a regulated and complex marketing authorisation process in which numerous scientific evidences were analysed and studied,
the FDA55 ha calificado el primer producto de tabaco calentado como “apropiado
para la protección de la salud pública”, ya que los ensayos confirman exposiciones mucho más bajas a agentes nocivos56.
5.4 Sweden and Norway.
Sweden’s tobacco legislation has been historically very strict and is, according
to EU statistics, the country with the lowest rate of daily cigarette smoking57. For
many years, Sweden has been culturally rooted in smoke-free tobacco products
such as snus and is one of the EU countries where this product can be legally
purchased and where it is considered an alternative to combustion tobacco consumption. In this context, smoking rates have fallen in Sweden in inverse proportion to the use of snus58.

54. https://www.fda.gov/news-events/press-announcements/fda-announces-comprehensive-regulatory-plan-shift-trajectory-tobacco-related-disease-death
55. Food and Drug Administration (US). 2019 Premarket Tobacco Product Marketing Orders: iQOS
system holder and charger. Decision Report, 4 May 2019
56. Simonavicius E, McNeill A, Shahab L, Brose LS. Heat-not-burn tobacco products: A systematic literature review. Tob Control. 2018:054419 https://tobaccocontrol.bmj.com/content/28/5/582.
abstract
57. Eurostat (2014) Tobacco consumption statistics, retrieved from https://ec.europa.eu/eurostat/
statistics-explained/index.php?title=Tobacco_consumption_statistics on 10/02/2020
58. GSTHR https://gsthr.org/
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Source: Source: Global State of Tobacco Harm Reduction.

Furthermore, if we look at the figures for the incidence of cancer and cardiovascular diseases, we can see how the decrease in these types of diseases in the
country is the second consequence of the use of smoke-free products. It is no
coincidence that Sweden has the lowest incidence of lung cancer and cardiovascular diseases in the European Union.

Source: Ramström, Lars and Wikmans, Tom: Mortality attributable to tobacco among men in Sweden and
other European countries: An analysis of data in a WHO report.

In turn, Norway has experienced a similar evolution as Sweden since 2008, where
the significant decrease in smoking rates is undeniably correlated with the increase in acceptance and consumption of snus.
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Source: Global State of Tobacco Harm Reduction.

5.5 Japan.
Japan is a country with traditionally high smoking rates which, in recent years,
has witnessed a recent decline in the consumption of conventional cigarettes59.
While electronic cigarettes with nicotine can only be marketed under a pharmaceutical license, the Japanese Tobacco Industry Law regulates tobacco products
including heated tobacco products and allows their marketing to individuals over
the age of 18.
One of the most remarkable developments in Japan’s transition to harm reduction has been the exponential increase and wide acceptance of these products in
Japan. Statistics show that increased consumption of tobacco heating products
is correlated with decreased smoking rates in Japan and that sales of combustion
tobacco have fallen by 33% since the emergence of heated tobacco60.
5.6 Iceland.
Tobacco consumption in Iceland has decreased by 40%61, since 2014. A decrease
that is inversely proportional to the growth of the electronic cigarette segment,
in a clear trend that confirms the shift of Icelandic smokers to these less harmful
alternatives. Among teenagers, the smoking rates are less than 2%, while in the
young adult segment (18-24 years) the number of users of tobacco products is
twice as high as that of smokers of combustion tobacco.
In order to encourage this trend, the Icelandic government was the first government in the world to implement a specific law on electronic cigarettes62, n force
since March 2019. This law is in line with the European Union’s Tobacco Products
Directive 2014/40/EU regarding the requirements for the manufacture, packaging
and sale of tobacco and similar products.

59. https://www.mdpi.com/1660-4601/17/10/3570
60. Stoklosa M, Cahn Z, Liber A, et al (2019) Effect of IQOS introduction on cigarette sales: evidence of decline and replacement, doi: 10.1136/tobaccocontrol-2019-054998 https://tobaccocontrol.
bmj.com/content/early/2019/06/11/tobaccocontrol-2019-054998
61. https://www.visir.is/g/2018180309766/reykingar-hvergi-minni-en-a-islandi
62. https://www.government.is/library/04-Legislation/Act%20on%20electronic%20cigarettes%20
and%20refill%20containers%20for%20electronic%20cigarettes%20No%2087%202018.pdf
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5.7 New Zealand.
In recent years, the smoking rates in New Zealand have dropped from 20.1% in 2006/07 to
14.9% in 2017/18. This success has been largely credited to the regulatory approach to vaping and smoke-free tobacco products as tools to help adult smokers switch to smokefree nicotine alternatives.

New Zealand has acknowledged that vaping products such as electronic cigarettes are legitimate and effective tools for quitting smoking63. Consequently, vaping
products are sold in specialised and convenience stores and also in pharmacies
since October 2019.
Evidence of New Zealand’s commitment to harm reduction in smoking is provided by the campaigns launched by its Ministry of Health in cooperation with the
Health Promotion Agency to spread information to the public about smoking. The
Vaping Facts64 campaign website highlights that vaping is not harmless, but that
it is far less harmful than traditional cigarettes. The new Quit Strong65 campaign
encourages all smokers to switch from tobacco to vaping. The website, which is
full of useful information and education about this harm reduction tool, introduces itself with the statement “Vaping is a lot less harmful than smoking, and a lot
cheaper! Switching to vaping makes quitting easier and can still be social”. This
campaign is being launched to reinforce the transition to vaping based on the
data in the country’s smoking surveys66.
On August 4, 2020, the New Zealand Parliament finally passed the Smokefree Environments and Regulated Products (Vaping) Amendment Bill, which became
effective in November 2020 and regulates the sale and consumption of these tobacco harm reduction tools intended for use by adult smokers to quit smoking.
This was stated by New Zealand’s own Associate Minister of Health, Jenny Salesa,
who stated the following after the bill was approved: “We know that vaping is not
harmless, but it is 95% less harmful than combustion tobacco” and she pointed
out that the new bill seeks to strike a balance “between helping smokers to quit
by offering them the use of these regulated tools as an alternative and discouraging minors from using them”.
5.8 Canada.
Canada’s public policies approach to tobacco has been very firm, with governments favouring vaping products over traditional cigarettes67. This is all done with
a strong acknowledgement of the lower risk profile of these products and considering them as a key tool to help people quit smoking.
Canada’s Tobacco Act and its regulations, passed in May 2018, have been a key
component in promoting the Government’s strategy to protect the health of Canadians from smoking-related deaths and illnesses, but most importantly for the
use of harm reduction as a key instrument in the short and medium term, while
strongly regulating the access of minors to the product.

63. Lists vaping as less harmful than traditional tobacco and a tool to quit: https://www.health.govt.
nz/news-media/news-items/ministry-health-reminder-about-vaping
64. https://vapingfacts.health.nz/
65. Quit Strong 2020 https://www.quitstrong.nz/switch-vaping
66. NZ Herald 2020 https://www.nzherald.co.nz/nz/cigarette-sales-down-as-vaping-up-end-smoking-nz-says-but-smokefree-2025-target-wont-be-met/VEZ2CIQWBZVMP3CUQIPDU7UCTU/
67. Lists vaping as an effective tool to quit smoking here https://www.canada.ca/en/health-canada/
services/smoking-tobacco/vaping/smokers.ht
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5.9 Greece.
In accordance with the principle adopted by the United States FDA, which acknowledges the differences in the risk profile of some nicotine-delivery products,
and seeking to align itself with other European Union countries that have also
incorporated harm reduction into their anti-smoking strategies, Greece amended
its national smoking legislation in July 2020 to include harm reduction in Article
36. Greece has incorporated the fourth pillar of the national anti-smoking plan,
which acknowledges the principle of harm reduction in smoking, in the justification of Law 4715/202068 on the Prevention of Smoking and Advertising of Novel
Products, adopted on July 30, 2020.
This legislative amendment incorporates harm reduction in smoking aimed at
achieving the maximum reduction of harm caused to smokers and second-hand
smokers with the help of new technologies such as nicotine delivery systems, an
element which is incorporated into policies for prevention at an early age, a complete quitting of smoking and protection against second-hand smoking. This new
policy reinforces the strict implementation of the existing anti-smoking law.
At its core, the justification for this change is based on the principle that individuals who do not want to or cannot get rid of the addiction caused by smoking
have the right to receive scientifically validated information on the properties of
the newest nicotine delivery systems designed to reduce the harm caused by
combustion tobacco.
Greek legislation also establishes a strict procedure for the presentation, evaluation, scientific substantiation and approval or rejection of promotional messages
relating to the ability to reduce the harmful effects of smoking. To this end, a
Special Scientific Committee for the Evaluation of Tobacco Products was created.

These examples from countries with a proven track record against smoking show
that not only is it possible to innovate the traditional approach to anti-smoking
policies, but that the introduction of a third approach that complements quitting
and prevention can act as a strong catalyst for reducing smoking rates, as well as
reducing harmful effects on specific population groups that will otherwise continue to smoke.

68.
https://www.hellenicparliament.gr/Nomothetiko-Ergo/Anazitisi-Nomothetikou-Ergou?law_
id=b9bdf6fa-1b15-4aa7-a496-ac00016cf310
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An increasingly informed society committed to health and the environment, and
increasingly aware of the serious effects of smoking, must aim to end the harmful
effects of smoking in all its forms and aspects, just as we strive for a world without
emissions and pollution.
However, in the same way that to achieve a world without CO2 emissions all technological and economic means must be used to achieve an effective as well as
sustainable transition, to achieve a smoke-free Spain the approaches that have
been taken so far must be innovated if the number of smokers is to be reduced
both efficiently and rapidly.
Despite the great strides that have been made in Spain in the fight against smoking, the data show that what has been done is not enough and that traditional
tools have reached their limits, as there is a large percentage of smokers still
unable to quit and who are not being offered effective solutions today. We must
go further.
This chapter does not seek to present a comprehensive list of the measures in
each of the three pillars, but rather to promote a debate on the incorporation of a
third pillar of action in this new comprehensive tobacco control strategy. Therefore, the measures and actions detailed below should not be seen as comprehensive but rather as a first step towards change:
-

In prevention: strict compliance with the law, tax increases and generic
packaging, awareness campaigns and the spread of smoke-free spaces.

-

In quitting: improve drug financing programmes and combination with behavioural support programmes.

-

In harm reduction: to provide objective and scientifically validated information, specific training for health professionals, a flow of international and
European experts, pilot harm reduction programmes in hospitals, a monitoring centre for the follow-up of nicotine consumption, revision of monitoring systems for these products, ensuring quality and safety controls and
standards, a scientific committee to monitor scientific evidence annually,
public-private research and the drive for the transformation of the tobacco
industry towards less harmful products.

6.1 A new comprehensive anti-smoking strategy. Prevention, quitting and
harm reduction.
Given the high rates of smoking in Spain and the success of harm reduction strategies in other countries, Spain has the opportunity to update its anti-smoking
strategy and policy, to adapt it to technological and scientific advances and to
equip itself with new tools to strengthen it and improve its effectiveness.
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While prevention and quitting policies have a key role to play and should therefore continue and be strengthened, they should also be accompanied by a third
line of action focused on reducing harm in smokers who are unable to quit and
encouraging their smooth and informed transition to products that are proven to
be less harmful. Not giving these tools a chance results in many smokers continuing to smoke in the absence of a practical alternative.
This paradigm change should not be seen as a package of isolated measures unrelated to the rest of the actions. This change must be structural and based on the
integration of a new central pillar into a new comprehensive anti-smoking strategy in our country. The data from the UK, US, Iceland, Sweden, Japan, New Zealand
and Canada speak volumes. It is time for Spain to take that step.
The fight against smoking must have a well-defined strategy based on three pillars of action: quitting, prevention and harm reduction, accompanied by a package of measures that intersect with these actions and serve as a basis for action under all three pillars. A strategy that sets an ambitious but tangible goal: to
achieve a smoke-free Spain by 2030.
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6.2 Cross-sectional measures
6.2.1 First pillar: prevention.
Prevention should remain the main focus of anti-smoking public policies, as well
as the primary and necessary tool to prevent the emergence of new smokers. It
must therefore continue to have a particular focus on minors and young people, further developing current measures and reinforcing them with new actions.
Some of the measures to be reinforced are:
Improving and strengthening compliance with existing legislation
Efforts should be intensified to ensure effective compliance with tobacco legislation and restrictions on the sale to minors, advertising and strict control over
public spaces where consumption is not permitted. In this sense, special focus
should be placed on areas such as the surrounding areas of health centres and
schools and institutes, as well as on playgrounds or other places frequented by
minors and young people.
Increasing taxes on combustion products and generic packaging
The tax system should aim, among other things, to encourage smokers to quit
in the first place, or at least to consider less harmful alternatives. Consideration
should be given to applying specific taxation to these tools and not imposing the
same taxes on them as on cigarettes in order to avoid discouraging smokers.
Furthermore, it is recommended to apply the use of generic packaging for combustion products, as this type of different packaging would also help to convey
to consumers the differential risk profile of these products in a clear and intuitive
manner. Warning labels and packaging must also convey accurate and scientifically supported information on non-combustion products, including messages explaining the relevant risks. Warnings should not be misused to scare off smokers.
Instead, they should focus on helping smokers make decisions by providing information on the level of risk of each type of product.
Promoting and strengthening public awareness campaigns especially aimed at
young people.
Awareness campaigns aimed at young people about the consequences of smoking must take into account the existing reality including the use of new social
media, as traditional campaigns are less and less adapted to the main audience
they should be focused on: young people and minors. The use of social media
channels should not overlook the need to continue to carry out awareness campaigns in schools, colleges and universities on the consequences of smoking.
Preventing smoking from being depicted in programmes, films or fiction series
particularly aimed at young people should be part of the awareness campaigns.
These actions should be particularly aimed at preventing young people from starting to use both tobacco and nicotine. Prevention among young people should
cover both combustion and non-combustion products. But it should provide truthful and objective information on these products without putting them all in the
same category. Prevention aimed at young people, taken to the extreme, must not
override the right to truthful and objective information.
Expanding smoke-free areas (especially areas used by young people)
Existing restrictions on smoke-free areas need to be further strengthened in order
to protect minors. To prevent the exposure of minors to smoking, the ban on smoking in open spaces such as beaches, sports venues or public parks and natural
areas of special interest should be further expanded. These prohibitions should
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also be applied to cars when there are minors inside. Considering the characteristics of smoke-free products, these restrictions should focus on cigarettes and
other combustion tobacco products, which are proven to produce second-hand
smoking. Given the solid scientific evidence that supports the non-existence of
second-hand smoking in vaping, and which can be found in the attached literature, equating non-combustion products to combustion products will send the
following wrong and confusing message to smokers: “If they ban it just like tobacco, it must be just as bad.” A message that deters and discourages smokers
from switching to less harmful products.
6.2.2 Second pillar: quitting.
There are no individual or public health benefits from smoking and nicotine consumption, so quitting should be the main goal for smokers and they should have
all the tools and support available to do so. They need to be provided with different elements, from behavioural programmes to improvements in funding for
treatment and counselling to quit smoking.
Improving funding programmes for medicines to quit smoking
A number of nicotine replacement drugs and therapies are currently available on
the market that help quit smoking with considerable investment by the smoker.
Some products proven to be effective should be much more accessible to the
smoker. In this sense, the recent decision by the health authorities in Spain to
finance certain treatments to quit smoking is a step in the right direction. However, currently the financing of these treatments is focused on only two products
and should be extended to other options. Furthermore, there should be regular
evaluation mechanisms in place to monitor the impact and effectiveness of these
measures so that they can be continuously improved.
Supporting behavioural programmes combined with pharmaceutical drugs
Behavioural programs in specialised smoking support services help extreme cases of true disability to quit smoking with supervised pharmacological assistance. These programmes should not just continue to be part of quitting strategy of
anti-smoking public policies, but should also promote the creation of specialised
smoking services in health centres. These services should also include in their
protocols harm reduction approaches for smokers who have not been responsive
to the behavioural-pharmacological support combination and be publicly promoted at zero (or significantly reduced) cost to smokers.
6.2.3 Third pillar: harm reduction.
While it is essential to maintain the public, medical and scientific debate on the
potential of harm reduction strategies to reduce the smoking rates in Spain, it is
also essential that current anti-smoking public policies integrate the possibility
of offering smokers less harmful non-combustion alternatives in cases where all
attempts at quitting have systematically failed.
Just like harm reduction strategies have been applied with proven efficacy for
other addictions as part of the national plan on drugs, a progressive integration
of this path must be initiated in the scenarios for dealing with smoking, as other
countries have done.
These new circumstances opened up a wide range of non-combustion products
for smokers in Spain and many other countries. Updating our anti-smoking plans
to integrate the shift to a non-combustion alternative when absolutely everything
else has failed is a simple step but one that can make a significant positive impact
by reducing the harm caused by smoking.
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For example, the following measures can be considered in this strategic pillar:
Provision of objective and scientifically validated information
There must be objective and scientifically validated public information on reduced risk products. Health authorities should acknowledge the differences between traditional cigarettes and products with potential to reduce risk by providing smokers, society at large and the medical community with objective, truthful
information based on all scientific evidence and not just a part of it, without unfounded fears that smokers will opt for products that reduce the harm caused by
smoking.
However, health authorities should always provide this information in the context that these products are not safe and should only be considered by smokers
who have tried to quit and failed to do so. The goal should be to provide smokers
with as much information as possible to facilitate their transition to a full stop or
- should that fail - to non-combustion alternatives. A careful and objective institutional and medical pedagogy is essential for society to make informed decisions
about its own health.
Therefore, it is necessary to update the medical and health protocols to adequately reflect the reality of the new products and the strategic approach of this new
pillar. In particular, medical surveys, hospital forms and consultations on whether
one is a smoker/vaper or a user of other smoke-free alternatives, medical information leaflets, etc. should be updated in this regard, as well as a thorough critical
review of the messages and awareness campaigns currently in place.
Specific training for health professionals
Since these are new products, the health and medical community is largely
unaware of the functioning and scientific reality of these products. As a consequence of the previous point, training programmes should be implemented for
health professionals (both in the public and private network) on the characteristics of these products. Guidelines on how to register them in patient surveys and
reports, what protocols to follow and what essential information they need when
recommending them and in which cases, how to monitor patient use of these products and assess their effectiveness in quitting smoking, as well as the potential
of different types of devices to reduce the harm caused by smoking (assessment
of clinical parameters) in smokers unable to quit by any other means.
Promoting the flow of international and European experts in reducing the harm
caused by smoking
An unbiased and cooperative dialogue of professionals and institutions with other
tobacco harm reduction experts from pioneering and leading tobacco control
countries is needed to facilitate the exchange of information and good practices in the field of harm reduction. The creation of technical committees and the
holding of international scientific congresses that promote the updating and exchange of ideas between specialists is imperative in an area that generates such
a volume of scientific literature on an ongoing basis.
Implementing pilot harm reduction programmes in hospitals
This initiative seeks to evaluate the combined effectiveness of protocols for integrating harm reduction programmes with behavioural therapies, supervised
pharmacological programmes and nicotine replacement therapies. With these
pilot programmes and their monitoring by health authorities and the medical
community, it will be possible to control their impact on reducing smoking and to
combine all existing efforts and programmes in the most efficient way.
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This will be especially important in vulnerable groups with more exposure to tobacco, such as psychiatric patients or those with dual pathology, where very high
rates of smoking and associated mortality prevail. Additionally, it is of paramount
importance in patient populations with chronic diseases such as heart diseases
and COPD.
The conclusions of these studies can serve as a basis for updating and improving
the implementation of anti-smoking public policies.
Creating a monitoring centre for the follow-up of nicotine consumption
This monitoring centre should be in charge of monitoring nicotine consumption,
the use of harm reduction tools in its administration and its impact on anti-smoking policies, so that its quality and safety profile, its risk reduction potential and
its impact on public health can be assessed. This monitoring centre, which will be
guided by the principle of maximum transparency, will also have among its goals
the monitoring of the evolution of smoking rates and their relation to the evolution of consumption of non-combustion nicotine products.
Strengthening public monitoring systems for these products
Serious and rigorous analysis of smoke-free products is needed, based on well
formulated and objective statistical methods, unbiased and based on scientific
evidence. The official studies to date do not adequately measure the impact of
these products. If their evolution and effectiveness are to be verified, official studies such as EDADES or ESTUDES should incorporate specific methods applied to
the characteristics of these products and the profile of their users.
Ensure quality and safety controls and standards for non-combustion products
Products must meet the highest standards of quality and safety specific to devices, liquids and ingredients as stipulated by regulations as well as ensuring compliance by consumer authorities. Standardisation of rules regarding quality, safety and consumer information must be a priority.
Establishing a scientific committee on these products and producing annual reports on the status of scientific publications
Science must be the driving force behind decisions of importance to public health, and it is therefore proposed that a scientific committee of experts be established to review the available evidence and literature and to study the characteristics of low-risk products. As a source of accurate scientific information, this
committee should be multidisciplinary, balanced and bring together different
skills and profiles (health, medical, academic, chemical, physical, industrial, data
analysis, sociological, among others) to ensure adequate capacity and training in
the area of harm reduction in smoking to review the available scientific literature
and make recommendations to public policy makers.
In line with other successful models such as Public Health England, it is proposed that this committee of experts should draw up an annual report to provide a
scientific update on all public health policies and to adapt the different levels of
action to the socio-economic evolution of tobacco consumption patterns.
Promotion of public-private research
To complement the previous point, it is necessary to promote a transparent public-private dialogue to advance research and generate studies on innovative
products to reduce the effects of smoking and its impact on public health. Transparent interaction with industry actors is necessary and inevitable, as they are the
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ones who research, develop and create the disruptive technology associated with
these devices.
Encouraging the transition of the tobacco industry to less harmful products
In line with other countries, we propose to launch a programme to encourage
the industry to devote all possible resources to research and innovation in harm
reduction products, ultimately aiming to move away from the sale of combustion
products. A specific measure could be to allocate a percentage of its revenue to
research into these products.
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Almost 15 years after the anti-smoking law of 2005 came into force, which placed
our country at the forefront of the fight against smoking, smoking rates in Spain
are similar to those at that time. Currently, 34% of Spanish citizens are smokers
and smoking is responsible for the death of 60,000 people a year, according to
the Ministry of Health.
During this period, smoking policies in Spain have revolved around two main pillars: prevention and quitting. However, the most recent data reveal that these policies have been fully exhausted and that a new, complementary strategy needs
to be implemented, one that responds to the reality of our times and reinforces
the quitting approach.
The prevention of smoking and quitting must continue to be fundamental pillars
alongside strict compliance with the legislation in force. However, a new strategic
pillar, harm reduction, must be added to make anti-smoking strategies a truly
comprehensive national plan that will not abandon individuals who are unable
or unwilling to quit smoking. Many countries at the forefront of the fight against
smoking are integrating harm reduction with quitting and prevention strategies,
enabling them to reduce their smoking rates to historical lows even quicker. Spain
cannot fall behind.
The United Kingdom is an example. Over the last few years, it has been implementing with remarkable success harm reduction policies based on rigour and
scientific evidence that have made it possible to substantially reduce the number
of smokers. It has been such a success that British authorities have set themselves the challenge of making the United Kingdom a smoke-free country by 2030.
Spain has an opportunity to commit itself to a realistic and innovative yet effective smoking policy based on the British model, as well as that of France, the United
States and other leading countries in the fight against smoking.
To do so, it is essential to define a holistic and realistic long-term strategy. A
science-based strategy in which harm reduction also offers tools and solutions
for smokers who have not been able to quit.
In this regard, it is essential to inform and train health professionals, to promote
research and science, to ensure that smokers have easy access to objective information on non-combustion products as alternatives to smoking, to promote
the exchange of knowledge among experts, to carry out pilot programmes and to
measure the effectiveness of harm reduction tools in the fight against smoking.
The high smoking rates and the innovative solutions available to health professionals to fight smoking are more than enough arguments for our country to take a
decisive step forward.
Spain cannot afford to do nothing while 11.5 million Spanish citizens continue to
smoke and 60,000 of them die every year from smoking. We must be ambitious
and adapt innovative approaches by taking advantage of the scientific and technological advances of our time. We must aim to be a smoke-free country by 2030
and harm reduction can be a key pillar in achieving this.
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