N
) rinrm revucrion 2024
A SITUATION REPORT

_/

v ;))} } )!,c/

Section One

A GLOBAL
PERSPECTIVE




& ninrm revuerion 2024
A SITUATION REPORT

Section One

A Global
Perspective



& W GSTHR ORG

The Global State of Tobacco Harm Reduction 2024: A Situation Report

©Knowledge-Action-Change 2024

The Global State of Tobacco Harm Reduction 2024: A Situation Report
ISBN: 978-1-7398231-0-8

Executive Editor and Lead Author: Harry Shapiro

Co-Authors: Tomasz Jerzynski, Giorgi Mzhavanadze and Oliver Porritt
Editor: Ruth Goldsmith

Report and website production coordination: Grzegorz Krol

Report design and layout: WEDA sc; Urszula Biskupska

Print: WEDA sc.

Project Manager: David MacKintosh

The full report is available to download in PDF and to read online in HTML at the Global
State of Tobacco Harm Reduction website, https://gsthr.org.

Knowledge-Action-Change, 8 Northumberland Avenue, London, WC2N 5BY
© Knowledge-Action-Change 2024

Citation: The Global State of Tobacco Harm Reduction 2024: A Situation Report.
London: Knowledge-Action-Change, 2024.

The conception, design, analysis, and writing of The Global State of Tobacco Harm
Reduction 2024: A Situation Report was undertaken independently and exclusively by
Knowledge-Action-Change.

This report was funded with a grant from Global Action to End Smoking (formerly
known as Foundation for Smoke-Free World), an independent, U.S. nonprofit 501(c)

(3) grant making organization, accelerating science-based efforts worldwide to

end the smoking epidemic. Global Action played no role in designing, implementing,
data analysis, or interpretation of the report nor did Global Action edit or approve

any presentations or publications from the report. The contents, selection, and
presentation of facts, as well as any opinions expressed, are the sole responsibility of
the authors and should not be regarded as reflecting the positions of Global Action to
End Smoking.



ASTUATIONREPORT D

Contents

A global perspective

Chapter One:

The global smoking epidemic and the role of tobacco harm reduction....... 8
Chapter Two:

The evidence for tobacco harm reduction ..o, 17
Chapter Three:

Global progress towards tobacco harm reduction..........c..cccceeveveviveienenan. 30
Chapter Four:

Global regulation and control...........ccocoiicieeeeeeee e 57
Chapter Five:

The challenges to tobacco harm reduction ..o, 84
Chapter Six:

CONCIUSIONS ...ttt ettt se s ese s e e sesenis 98

Latin AMEIICA...ueieeeee ettt Book 2
Eastern Europe and Central ASia ..o Book 3
JBPAN ... ettt sttt ettt aeeneeaeas Book 4
Aotearoa New Zealand...........ccooeiieinieeieee e Book 5
NOTWAY ...ttt ettt ettt ettt et e teeteeae et e te s e se st e s ensessensenseneeneas Book 6



IR <44 VWGSTHRORG

Introduction

Key concepts

Tobacco harm reduction (THR) is a potentially life-saving
public health intervention for millions of people worldwide
who currently use high-risk tobacco products. It offers

people the chance to switch to a range of safer nicotine
products (SNP) that pose significantly fewer risks to health.

Most people know that using tobacco is harmful to
health, and that people use tobacco to consume
nicotine. It is less well known that nicotine itself does

not cause the severe illnesses associated with high-risk
tobacco use. Nicotine is a comparatively low-risk drug,
but its effects encourage repeated use. This is one of the

reasons people find it hard to stop smoking, even when
they know it is bad for their health.

The most dangerous way of using nicotine is by burning a cigarette and inhaling the smoke. Burning tobacco
releases tar and gases containing thousands of toxins, many of which pose arisk of severe iliness, leading to
premature death in half of all smokers.

SNP are non-combustible: none of them burn tobacco and some do not contain any tobacco at all. They include
nicotine vapes (e-cigarettes), tobacco-free nicotine pouches, Swedish-style snus (an oral tobacco), many US
smokeless (chewing) tobaccos and heated tobacco products (HTP). Many of these products have only been
developed in the last 10 - 15 years.

In public health, harm reduction reduces health risks by providing people with safer alternative products and/or
encouraging less risky behaviours, rather than by banning those products or behaviours. It emerged in the fight
against HIV/AIDS in the 1980s and has since developed into a range of evidence-based, humane and cost-effective
practices that save countless lives every year.

Harm reduction is a political and social justice issue as well as a public health one. International treaties make it
clear that health is a universal right, and the UN has accepted that harm reduction for people who use drugs is part
of the right to health. The 1.1 billion people worldwide who smoke have the same right to health as anyone else.

The Global State of Tobacco Harm Reduction

The Global State of Tobacco Harm Reduction (GSTHR) is a multi-component project that provides information and
resources on THR for specialist and non-specialist audiences. The GSTHR aims:

to generate and communicate information and evidence about THR;

to map the global, regional and national availability, use of and regulatory responses to SNP;
to provide high quality policy-focused information, critical analyses and resources on THR;
to foster local development and implementation of THR.

The GSTHR website (https://gsthr.org) provides researchers, academics, policymakers and media with a unique
tool to deepen their understanding of THR. Powered by the world's largest THR database, the free-to-access online
resource supplies data on the use, availability and regulation of SNP, as well as smoking prevalence and mortality,
across over 200 countries and regions.
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The GSTHR's publications, including biennial reports such as this, thematic reports and briefing papers, are available

in up to 13 languages, making THR concepts accessible to a global audience. The previous biennial reports (2018,

2020, 2022) document the history, development and potential future of THR, otherwise largely overlooked. These

three reports therefore provide a valuable insight into the scientific, policy and social evolution of THR, and are a

valued resource to those operating and studying this subject area.

All GSTHR publications can be accessed at https://gsthr.org

The previous GSTHR biennial reports

The first GSTHR report, No Fire, No Smoke (2018), set out the importance of THR in
the context of the global smoking epidemic. It documented the growing interest from
existing nicotine consumers, the supporting evidence for THR relative to smoking,
the range of SNP available and the regulation and controls to which they were subject.
No Fire, No Smoke offered a baseline for the use and regulation of SNP as of 2018.

As global use of SNP increased, it became evident that there was rapidly developing
and well-resourced opposition to their use. This reflected both the barriers faced by
new innovations across many fields, as well as elements of traditional tobacco control
which opposed THR in principle. Delineating this opposition was a key focus of the
second report, Burning Issues (2020), published in English, Chinese, French, Spanish
and Russian.

The Right Side of History (2022), the third in the series, was published in English,
Chinese and French. The report draws on interviews with consumers, THR advocates,
and people both from the tobacco industry and tobacco control. Documenting

the failed experiments of the tobacco industry to make a ‘safer cigarette’, and the
technological revolution of the first commercially viable vaping products, The Right
Side of History is the only global report to track the development of SNP over time.

The fourth GSTHR report

This publication, the fourth in the series, takes a new approach, offering a status or
situation report for THR in 2024. We assess global progress towards acceptance of the
principles of THR, changes in the uptake of SNP, and changes in policy and regulation.

The extent to which SNP are replacing and substituting for combustible tobacco
products and risky oral tobaccos is the central theme. Our analysis considers what is
driving these changes, how different regulatory environments have developed, and the
complex interplay between products, consumers, and policy and regulation.

The report is the result of collaborative work by the GSTHR cluster, supported by the
K-A-C technical team. It draws on multiple publicly available sources of information
including market data, regulatory regimes, data on the epidemiology of smoking and
use of SNP, and the extensive country-based information held in the online GSTHR
database. It also draws on information from an extensive network of colleagues
globally, built up through the GSTHR's external engagement work. Other sources include
academic journals, tobacco policy papers and research, market analyses, government
websites, international tobacco control monitoring, mainstream and specialist

journalism and social media commentary.

We are also grateful for the time and expertise offered by key individuals who provided

information through conversations, email exchanges and the supply of documents.

e A
2018

= NO FIRE, NO SMOKE
GLOBAL STATE OF TOBACCO
HARM REDUCTION

2018

L/ / O 4

2020

2022

GLOBAL STATE GF TOBAGGCH
HARM REDUCTION



2 <44 winwcsTHROR:

Report overview

The Global State of Tobacco Harm Reduction 2024: A situation report is a multi-component publication, grouped
into two parts, A global perspective and Regional and national insights. The extent to which SNP are replacing
and substituting for combustible and risky oral tobacco products is the unifying theme.

A global perspective uses the latest evidence and new data projections to report on the current global THR
situation and its potential to rapidly reduce the burden of disease and mortality associated with risky tobacco use.
Measuring changes in SNP uptake, policy and regulation, it considers how these factors interrelate to support or

undermine progress.

After two decades of the WHO FCTC, smoking remains the leading cause of non-communicable diseases,
disproportionately impacting people living in low- and middle-income countries as well as vulnerable groups
elsewhere. THR using SNP could change this.

THR’s path from concept to real-world application, via creative disruption and consumer-led development. We
explore the latest large-scale scientific studies on SNP for smoking cessation and comparisons with NRT, and hear

from consumers who successfully quit by switching.

Are SNP reducing or replacing smoking yet? A look at current evidence, from population-wide studies to seismic
shocks on the markets. Are tobacco companies really intent on change? New GSTHR modelling reveals the global

number of vapers - and projects lives saved by SNP.

A focus on FCTC COP meetings considers how the WHO’s position on SNP developed. But despite the WHO urging
prohibition, the global regulatory picture is varied. We reveal what percentage of the world’s population can legally
access SNP. GSTHR analysis of regulation and a deep dive into tax policies seek best practice options to facilitate
THR.

Obstacles to THR are manifold, and include outright opposition from numerous sources. This fuels media reporting
and underpins negative beliefs about SNP among health professionals, the wider public and adults who smoke.
They are the ones with the most to lose.

What does this report tell us about how we can facilitate THR and hasten the end of smoking as fast as possible?
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Regional and national insights takes an in-depth look at the status of tobacco use and THR in two regions,
alongside an up-to-date assessment of four countries that - in different ways - have enabled THR to drive down

smoking rates.

Latin America hosts several tobacco-producing nations - and large populations mean high numbers of people who
smoke. Consumers can purchase SNP in most countries, but often from unregulated sources. Responses to SNP
are shaped by outside influences, despite the efforts of active consumers.

With relatively late implementation of tobacco control measures in the post-Soviet era, high rates of smoking and
risky oral product use persist across the region. SNP uptake is comparatively low, and recognition of THR virtually
non-existent. The current trend towards heavy restrictions or prohibition of SNP risks undermining the potential of
THR in the region even further.

Cigarette sales halved: heated tobacco products and the experience

Pro-consumer laws and an endorsement for vaping: why smoking is disappearing in

How snus is replacing smoking in : arevolution led by consumers and product innovation

A smokefree Uli1? How research, policy and vapes have cut smoking rates
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Chapter One:

The global smoking epidemic and the role
of tobacco harm reduction

Statistics on the health impacts of smoking are alarming. There are currently over one billion smokers worldwide,

resulting in 8.9 million deaths from smoking-related diseases every year (7.69m from smoking; 1.30m from

secondhand smoke). The annual death toll has increased by nearly two million deaths since 1990, likely as a

consequence of population growth.
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one billion people could die from
smoking by the end of this century

smoking is responsible for around
one in six non-communicable disease
deaths

millions of people have not quit
smoking [and] are still at risk of
serious disease and death

The twentieth century saw an estimated 100 million deaths from smoking, mainly in
higher income countries (HIC)." Now, around 80% of people who smoke live in low- and
middle-income countries (LMIC). Around one billion people could die from smoking
by the end of this century.? At least half of all those who do not or cannot stop
smoking will die prematurely.

Smoking is the primary risk factor for non-communicable disease (NCD) and
contributes significantly to the global NCD burden. The annual death toll from
smoking-related disease is more than the combined total from infectious diseases
such as malaria (630,000), HIV (720,000) and tuberculosis (1.16 million).** It is also more

than all known deaths from COVID, currently at an estimated seven million.®

Smoking is responsible for around one in six NCD deaths.b It causes cardiovascular
disease, lung diseases including cancer, and cancers that affect many other parts
of the body. Each year, 17 million people die from a NCD before the age of 70 - with

86% of these premature deaths occurring in LMICs.’

As their impact is more keenly felt worldwide, tackling NCDs and their causes has
risen up the global public health agenda. The Sustainable Development Goals (SDGs)

are a United Nations initiative, formally adopted by the UN General Assembly on 25
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September 2015 in a resolution entitled Transforming our world: the 2030 Agenda for
Sustainable Development. The resolution includes 17 goals and 169 targets, all of which
were set to be achieved by 2030. Their aim was to “end poverty, protect the planet, and
ensure prosperity for all as part of a new sustainable development agenda”. Reducing
tobacco use (predominantly by reducing smoking) would be essential if the goals on
reducing NCDs were to be achieved by the 2030 deadline.? In fact, very few of the SDGs
will be.®

Smoking prevalence has been falling in most countries over the past two decades,
and longer in some HIC. Many countries have witnessed dramatic falls in smoking.
However, the graphs are now beginning to level off. There are millions of people who

have not quit smoking who are still at risk of serious disease and death.

In at least 60 countries, 30% or more of the male population are current tobacco
smokers.”” In 30 of those countries, that figure is over 40%, and in several it exceeds
50%, with some of those still seeing year-on-year increases.

Data on smoking rates do not include the estimated 300 million people worldwide who
use dangerous smokeless products like nasvay, gutka and betel. These products,

use of which is concentrated mainly in LMIC in Central, South and Southeast Asia, are
implicated in high rates of oral cancer.”

Hidden in plain sight?

In HIC, where general population smoking rates have been falling for longer, smoking
now tends to impact most dramatically on our most vulnerable and marginalised
communities. Those with mental health, drug and alcohol problems, members of the
LGBTQ+ communities and indigenous groups as well as those experiencing poverty and
deprivation all smoke at far higher rates than general populations.’

The concentration of smoking among people of lower socioeconomic backgrounds
and other marginalised groups is affecting the debate about the potential of SNP to

reduce smoking-related harm. That is because in HIC, the adult smoker - generally
poorer, older - is often hidden in plain sight. Meanwhile, concerns about youth vaping

are extremely prominent. y

In The American Journal of Public Health in 2021, David JK. Balfour, Neal L. Benowitz
and colleagues published ‘Balancing Consideration of the Risks and Benefits of

E-Cigarettes’. What they noted about American society can equally apply in many HIC: smoking now tends to impact most

“To the more privileged members of society, today’'s smokers may be nearly dramatically on our most vulnerable
invisible. Indeed, many affluent, educated US persons may believe the problem and marginalised communities
of smoking has been largely ‘'solved’. They do not smoke. Their friends and
colleagues do not smoke. There is no smoking in their workplaces nor in the

restaurants and bars they frequent. Yet 1 of every 7 US adults remains a smoker “
yireq y many affluent, educated US persons

today.”® _ .
y may believe the problem of smoking
Similar perceptions probably apply to medical and public health officials who occupy has been largely ‘solved’” (Balfour,
the same social strata, some of whom perceive the problems smokers face as a Benowitz et al)

situation of their own making. This may partly explain the opposition to tobacco harm
reduction from many in the tobacco control community; their approach can be starkly

expressed as ‘quit or die’. L
P d it is at the human level that the real

However, it is at the human level that the real impact of smoking is felt. Many of us impact of smoking is felt
have watched a family member or friend dying of lung cancer, or suffering from COPD
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or emphysema, living hooked up to an oxygen machine. Many of us know someone who, once active on the sports

field, can hardly manage the stairs without stopping to catch their breath. We may know of families struggling to

make ends meet, because the main breadwinner has succumbed to a smoking-related disease. Imagine being

the doctor having to tell a middle-aged patient they won’t see their grandchildren growing up. Imagine being that

patient. The tragic stories of smoking’s legacy are global and legion.

The business of tobacco

Despite the undeniable, well-documented, and well-publicised reality of smoking harms, millions of people continue

smoking, fuelling a highly profitable global tobacco industry. One firm of market analysts has forecast that global

revenue from tobacco products, which has risen year on year for over a decade, will hit one trillion US dollars by

2027.1

i

market analysts forecast that global
revenue from-tobacco products will hit
one trillion US dollars by 2027

six million metric tons of tobacco
are produced each year in some 120
countries

around 100 million people are
employed worldwide in the tobacco
industry

eight governments have a state
tobacco monopoly; three more own
majority stakes of their domestic
industry

in 2018, the duty paid on cigarettes
raised $360 billion USD worldwide

in many LMIC, where the illicit market
dominates, tax policies are.inoperable

In some HIC, such as the US, UK and Japan, cigarette sales are in long-term decline.

The top multinationals have reacted by increasing their non-combustible portfolios. In
July 2024, Philip Morris International reported that smoke-free products accounted for
38.1% of the company’s total net revenues, an increase of 2.7 percentage points on the

same quarter the previous year.”

In December 2023, British American Tobacco (BAT) announced it was writing down
the value of its major US combustible brands, Lucky Strike and Newport, by £25bn.™

It attributed the downrating both to the impact of macroeconomic conditions and
the huge popularity of “illicit modern disposables”. This indicates that BAT's business
is not only suffering because there are fewer smokers. It is also that those same
smokers are switching to single-use devices, often obtained through the illegal
market - devices that are in competition with BAT's own primary vaping product,
Vuse.”

But in reality, for the multinational tobacco companies, the core business remains
combustibles. The return on investment is substantial and the profits consequentially
massive because the basic product, the cigarette, has hardly changed in a hundred
years. It remains a plug of tobacco leaf wrapped up in paper.

Tobacco and the state

Governments around the world have a complicated relationship with tobacco. Many
countries benefit from income generated by tobacco production and the numbers
gainfully employed by the tobacco industry - and in some, there are even state-owned
or state-involved tobacco companies. The vast majority of countries also benefit from
the tax revenue generated by tobacco sales. But every country must also contend
with the economic impacts of huge numbers of people who are ill, disabled, cannot
work or die prematurely due to smoking-related diseases.

About six million metric tons of tobacco are produced each year in some 120
countries, with 80 per cent of production coming from LMICs and 70 per cent from six
countries: Brazil, China, India, Indonesia, the United States and Zimbabwe.'

According to a report from the International Labour Organization in 2003, around
100 million people are employed worldwide in the tobacco industry. But only about
1.2 million are employed in manufacturing. Some 40 million work in growing and leaf
processing, 20 million more in home industries such as hand-rolling bidi or kretek
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cigarettes in India and Indonesia, and the rest in tobacco-related processes and industries ranging through
distribution and sales.” Employment levels within the industry are falling, but still the global tobacco labour market
is substantial. This is particularly the case in countries such as India and Indonesia, where millions of otherwise
impoverished people rely on the industry for their primary source of income.?

Globally, 18 governments have investments of 10% or more in domestic tobacco product manufacture, mainly
cigarettes. Eight have a state tobacco monopoly; three more own majority stakes of between 51 - 91% of their
domestic industry.?’ The Chinese National Tobacco Company (CNTC) is one such state-owned monopoly, and is the
largest manufacturer of cigarettes in the world.

Even if not directly involved in manufacture and sale of tobacco products, governments benefit from their sale
through tax regimes. The WHO calculated that in 2018, the duty, or excise tax, paid on cigarettes raised $360 billion
USD worldwide, of which $162 billion USD went to governments in LMIC. It's estimated that a further $31 billion USD
would be added to the global total if the illegal market in tobacco could be eliminated.?

Combining import and domestic taxes on tobacco products, the export revenue from the world's major growing
countries, and the income from state-involved or owned tobacco industries, it is clear that tobacco use and
production brings huge benefits to the treasuries of most countries in the world. Yet tobacco use also brings major
economic costs. The annual health expenditure costs and productivity losses associated with smoking have been
calculated at nearly 2% of global gross domestic product: that's a staggering $2 trillion USD.

Nevertheless, many governments have strong financial, political and social drivers towards maintenance of a
vigorous trade in tobacco, which seemingly override societal costs. In addition, through official corruption and
weak governance, illegal cigarettes dominate the cigarette economy in many LMIC. The tobacco control community
argue that raising taxes is the most effective way of decreasing overall consumption. But generally, imposing

a strict tax regime only works in HIC, where the legal market in cigarettes predominates and where robust tax
enforcement structures exist. In many LMIC, where the illicit market dominates instead, tax policies are inoperable
(see also our section on tax in Chapter Four of this report).

Many governments rely on tobacco not just for income, but in some cases political survival. If the state is more
concerned with generating revenue than with the health of its population - a state which may well regard smoking-
related disease as self-inflicted - what incentive is there for governments to provide comprehensive smoking
cessation programmes? To compound the problem, most smokers live in the poorest countries, already burdened
with other health priorities, yet without the health infrastructure to cope.
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Failing the adult smoker

The complications of economic interests aside, the vast majority of governments do need to put - or at least, be
seen to put - the health of their populations first. After the international public health community decided action
had to be taken on smoking, eventually over 180 countries committed to doing so.

For much of the 20t century, smoking-related death and disease was largely an issue for higher income countries.
The WHO therefore regarded this as a problem for those countries to deal with domestically - as it focused on
tackling the deadly communicable diseases affecting LMIC. But a changing global economic climate, as much as

a growing public health imperative, highlighted the need for more concerted action at an international level. The
growth of a transnational tobacco industry needed to be countered by a transnational agreement on tobacco control.?

The WHO Framework Convention on Tobacco Control (FCTC) is the international agreement that was developed

in response to the global nature of the public health challenge of tobacco use and smoking.? Enacted in 2005,
its specific aim is to reduce smoking-related death and disease. The FCTC's guidelines - in the WHO's words -
“provide the foundation for countries to implement and manage tobacco control”. To oversee the progress of
Parties in implementing the FCTC, the WHO introduced a monitoring system in 2007, in partnership with Bloomberg
Philanthropies; the MPOWER measures “are intended to assist in the country-level implementation of effective
interventions to reduce the demand for tobacco, contained in the WHO FCTC".%

Monitor tobacco use
Protect people from tobacco smoke;
Offer help to quit tobacco use;

Warn about the dangers of tobacco;
Enforce bans on tobacco advertising,
promotion and sponsorship; and
Raise taxes on tobacco.

In its annual ‘Reports on the global tobacco epidemic’, the WHO provides updates on the number of countries

that have implemented MPOWER measures, and what level of implementation they have achieved. In 2023, the

WHO reported that, as of 2022, 151 countries had achieved at least one MPOWER measure at the ‘highest level of
achievement’. According to the WHO, this means 5.6 billion people, or 71% of the world’s population, are “covered” by
at least one MPOWER measure.?

The problem is that many of the MPOWER goals, such as smoking bans or bans on sales to minors, simply involve
putting legislation on the statute book, or engaging in activity like a public health campaign. While laws may be
passed, many countries, particularly LMIC, do not have sufficient enforcement capacity to deliver on bans of any
kind, so nothing changes on the ground. Meanwhile, public health campaigns tend to celebrate outputs rather than
outcomes. It could be argued that the same can be said for much of MPOWER itself.

One obvious way to effect population-wide health changes would be to significantly improve smoking cessation
services for people who want to quit. However, the WHO admits that this is the weakest part of the global tobacco
control landscape. ‘Offering help to quit tobacco’ - the ‘0" in MPOWER - is also, not coincidentally, one of the most
expensive measures for countries to implement. In 2021, the WHO acknowledged that cessation services are
“insufficient and unavailable in much of the world”, and that they had been “further neglected” as a consequence of
the COVID pandemic.?
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What does the global landscape for the availability of Nicotine Replacement Therapy (NRT) look like?

s
Il \RT is not marketed in this country
NRT is marketed in this country
No information Data source: WHO, 2019b2?
N

The map does not provide the full picture, however; it only shows where NRT products
can be legally marketed by the pharmaceutical companies that manufacture them.
The fact that legislation allows NRT to be sold does not mean that people who smoke
can easily accessiit.

In some HIC, people can go to their healthcare provider or dedicated smoking
cessation service, and obtain NRT for free. People may also be able to purchase NRT
over the counter from pharmacies or other retailers.

But in many LMIC, home to four in every five people who smoke, accessing NRT may be
a different story. For example, while NRT is officially available in India, its cost may be
beyond the reach of people living in poverty. It is reported that health centres have
few supplies, and access is set to become even more restricted following a recent
decision to make the products available only on prescription.?

What else can be done?

After two decades of the FCTC, at least one billion people smoke, and there are over
eight million smoking-related deaths every year. Writing in The Lancet in 2022, Robert
Beaglehole and Ruth Bonita, both emeritus professors at the University of Auckland
and both global experts on the prevention of NCDs, shared this assessment:

“Tobacco control is not working for most of the world. Four out of five of the
world's smokers are in LMIC. In these countries where most of the eight million
deaths caused by tobacco occur each year, rates of tobacco use are falling only
slowly. Globally, the overall number of tobacco users has barely changed [...]
[M]ost countries are not on track to achieve the SDG 3.4 for non-communicable
diseases; its achievement will require a much more ambitious tobacco target [...]
The FCTC is no longer fit for purpose, especially for low-income countries.”™?

These conclusions are particularly damning given that both formerly worked at the
WHO; Beaglehole was Director of the Department of Chronic Diseases and Health
Promotion, while Bonita was Director of Surveillance in the NCD Cluster.

the growth of a transnational tobacco
industry needed a transnational
agreement on tobacco control

the FCTC’s specific aim is to reduce
smoking-related death and disease

many MPOWER goals simply involve
putting legislation on the statute book

in 2021, the WHO acknowledged that
cessation services are “insufficient and
unavailable in much of the world”

the fact that legislation allows NRT to
be sold does not mean that people who
smoke can easily access it
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“the FCTC is no longer fit for purpose,
especially for low-income countries”
(Beaglehole and Bonita)

it is imperative to encourage people
who do not want to or cannot quit
smoking to switch to less dangerous
ways of consuming nicotine

harm reduction drills to the heart of
the universal right to health

the harm reduction movement was
first initiated not by doctors or public
health officials but communities
affected by HIV and AIDS

the key element is the reduction of,
or complete substitution for, risky
tobacco use

choice is important as consumers may
need to experiment to find which SNP
works for them

People continue to smoke primarily because of the reinforcing properties of
nicotine. Yet it is not nicotine that causes tobacco-related disease, but the toxins
released in smoke when tobacco burns. Therefore, in addition to whatever tobacco
control policies are deemed expedient, it is imperative to try and encourage people
who do not want to or cannot quit smoking to switch to significantly less dangerous
ways of consuming nicotine. This is the principle behind tobacco harm reduction.®%

Tobacco harm reduction

Harm reduction is often explained by reference to car seatbelts. Driving is risky.
But no government would ban people from driving because it carries a risk of
harm. Seatbelts do not eliminate the risks associated with driving, but their use
significantly decreases the chance of serious injury in most collisions. Seatbelts

save lives.

This is a reasonable analogy as far as it goes. But harm reduction is not just about
health and safety. As it applies to drug use and HIV/AIDS prevention - and now
tobacco - harm reduction drills to the heart of the universal right to health.

The universal right to health was one of the founding principles of the WHO when it
was established in 1948. Although not explicitly stated, it follows that this right must
be extended to every citizen, even if they are engaging in activities which may earn
the disapproval of wider society.

It was this principle that lay at the heart of the harm reduction movement of the
1980s. The movement was initiated not by doctors or public health officials, but by
gay and drug-injecting communities affected by HIV and AIDS. These communities
knew that, despite the fear of contracting HIV, people would continue to inject drugs
or have risky sex; simply advising abstinence would not work. It was therefore both
pragmatic and compassionate to ensure people could access help that would
reduce their risk of harm and the onward transmission of the virus to others. This
included the provision of condoms, clean needles and opiate-based medicines,
enabling people who used heroin to reduce their intake or switch completely, helping
stabilise otherwise chaotic lives.

Under a harm reduction approach for tobacco, where nicotine abstinence is
unachievable, the substitution of SNP for smoking represents a net benefit both to
individuals and to public health.

People who cannot quit smoking or using the more dangerous forms of smokeless
tobacco should have access to the full range of SNP - vapes, heated tobacco,

snus, nicotine pouches or nicotine replacement therapy. This is not simply about
consumer choice, but a pathway to better health. People can make improvements to
their health outcomes by completely switching from smoking to SNP or by dual use,
with the potential to reduce the number of cigarettes smoked over time until they
can quit completely.33:3

Product choice is important as consumers attempting to switch away from smoking may
need to experiment with more than one type of SNP until they find one that works for
them. Alternatively, people may use more than one type of SNP over the longer term. The

key element is the reduction of, or complete substitution for, risky tobacco use.

Tobacco harm reduction is supported by the right to health under Article 12 of the
International Covenant on Economic, Social and Cultural Rights (ICESCR).%** The ICESCR

affirms the obligation of States to support people in making informed choices about
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their health. It is an approach that uses a language of empowerment and enablement, and recognises people

as a key resource. This is fundamental to tobacco harm reduction.

Tobacco harm reduction and the FCTC

Article 1 (d) of the FCTC states:

(1%

Tobacco control’ means a range of supply, demand and harm reduction strategies that

aim to improve the health of a population by eliminating or reducing their consumption

of tobacco products and exposure to tobacco smoke "36

While named as the third pillar of ‘tobacco control’,

the term ‘harm reduction’ is not defined in the FCTC.

The architects of the Convention say the phrase was

included following conversations with the tobacco

industry. For years, the industry had been trying to

develop products that would allow the consumption of

nicotine without combustion. But all efforts ended in

failure - failures which are scrutinised in detail in the b
third biennial GSTHR report, The Right Side of History.%

By the time the FCTC was enacted in 2005, there were

still no viable commercial products on the market.

However, despite scepticism among WHO officials that the industry could deliver
viable non-combustible products, or were even sincere in their intentions to do so,
it was recognised that over time such products might be developed. The Convention
preamble therefore obliges Parties to “promote measures of tobacco control based
on current and relevant scientific, technical and economic considerations”.

It is clear tobacco control now needs to be reassessed in light of the advent of SNP.
Beaglehole and Bonita (2022) argue that “neither WHO nor the FCTC are grounded in
the latest evidence on the role of innovative nicotine delivery devices in assisting the
transition from cigarettes to much less harmful products [...] The missing strategy in
WHO and FCTC policies is harm reduction”.®®

MPOWER should be broadened to accommodate the huge potential of harm reduction,

as shown below. The revised system must monitor the degree to which countries are
assisting adult tobacco users to switch away from the most dangerous modes of
consumption. Under a new EMPOWERED model, enforcement interventions would be
balanced with a broader public health approach that enables adults who use risky
tobacco to make informed choices about their health.

tobacco harm reduction is supported
by the right to health under Article 12
of the ICESCR

the FCTC obliges Parties to “promote
measures of tobacco control
based on current and relevant
scientific, technical and economic
considerations”

“the missing strategy in WHO and
FCTC policies is harm reduction”
(Beaglehole and Bonita)

the moral basis for tobacco harm
reduction is clear
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The moral basis for THR is clear, but does it work in practice? There is a growing body of evidence demonstrating the
potential for harm reduction to improve the health of adults who smoke. This can be through a range of both older
and more recently developed safer nicotine products.

The advent of THR has opened up many opportunities for people who want to make that crucial switch away from
using combustible to non-combustible products. An overview of this evidence base forms the focus of the next
chapter.
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Chapter Two:
The evidence for tobacco harm reduction

“People smoke for nicotine, but they die from
the tar.”® These words, which many have
come to regard as the founding statement
of THR, were published in the British Medical
Journal in 1976 in an article by Michael
Russell.

But this British psychiatrist and tobacco
researcher had actually opened the door
to THR five years previously. In a 1971 paper
in the British Journal of Medical Psychology,
he had been the first to identify that

“dependence on the pharmacological

effects of nicotine” was “the main reason”

why people continued smoking.*

At that time, researchers often saw smoking simply as a habit - and consequently, something that should be easy
to stop. But Russell knew this was not the case. Curiosity about people and their actions drove his medical practice;
in a 2003 interview, reflecting on his decision to specialise in psychiatry, he said: *| found learning to understand
people’s thoughts, feelings and behaviour much more interesting than [..] the functioning of their hearts, bowels,
liver or stomach.” With colleagues at the Addiction Research Unit of London’s Institute of Psychiatry, Michael

Russell, fuelled by his understanding of nicotine’s role, worked to develop smoking cessation therapies.

Meanwhile, the tobacco industry was, of course, continuing to sell millions of e
cigarettes. It was also busy trying to quell growing public concern over the detrimental .
health effects of smoking. Since the 1960s, companies had been manufacturing and
promoting ‘low tar’, ‘light” or even ‘ultra-light’ brands, advertising the use of filters \
which they claimed reduced or removed harmful elements - the tar - from the smoke.

Consumers were encouraged to believe these products were healthier than Michael Russell, a British psychiatrist

and tobacco researcher, opened the
tobacco companies would spend many millions of dollars attempting to mitigate door to THR in 1971

conventional cigarettes.®**® They were not. Over the course of the twentieth century,

the risks of combustion or give the impression of doing so. There were numerous
iterations of the filter cigarette, and some companies even experimented with
nicotine delivery without combustion. But all these efforts failed. Chapters Two and

Three of the GSTHR’s 2022 report, The Right Side of History, delve into the history of the tobacco industry was busy trying
to quell growing public concern over

the detrimental health effects of
smoking

these (mostly secretive) ventures in some depth.*

Russell's now famous 1976 article in the British Medical Journal is entitled ‘Low-
tar medium nicotine cigarettes: a new approach to safer smoking’. It addresses a
major issue with the ‘low-tar’ cigarettes then on sale; the products were also low in °

nicotine, and therefore would not satisfy the consumer:
tobacco companies spent many

millions of dollars attempting to
mitigate the risks of combustion or
give the impression of doing so

“To expect people who cannot stop smoking to smoke cigarettes that have
hardly any nicotine is illogical. People smoke for nicotine but they die from
the tar. Their risk of lung cancer and bronchitis might be more quickly and
effectively reduced if attention were focused on how to reduce their tar

intake, irrespective of nicotine intake.™®
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Of course, it is now clear that the ‘safer smoking’ Russell referred to in the title of his BMJ article is an oxymoron.
But his analysis - and the spirit of compassionate enquiry he brought to the field - would resonate for many years to
come, leading many to view him as the ‘father’ of THR.

THR: into the twenty-first century

The next significant scientific milestone for a THR approach came a quarter of a century after Michael Russell's key
findings. In 2001, the US Institute of Medicine published a report titled ‘Clearing the smoke: assessing the science
base for tobacco harm reduction’. It provided one of the first definitions of THR from an official and credible source:

“For the purposes of this report, a product is harm reducing if it lowers total tobacco
mortality and morbidity even though the use of that product may involve continued

y exposure to tobacco-related toxicants.™®

‘Clearing the smoke’ highlighted what it called Potential Reduced Exposure Products
(PREPs) that “have been or could be demonstrated to reduce exposure to some of
“a product is harm reducing if it the toxicants in most conventional products”. At the time of the report’s publication
lowers total tobacco mortality and in 2001, the only products to which this description could refer were certain brands
morbidity even though the use of of smokeless tobacco. Stonewall, marketed in the USA by Star Scientific Inc., and
that product may involve continued General Snus, sold by Swedish Match, had both been the subject of provisional

exposure to tobacco-related toxicants” studies.

— US Institute of Medicine Interest continued to grow in the early 2000s about how to identify tobacco products

that may carry fewer health risks than cigarettes - as well as suitable methods to

test them. And six years after the US Institute of Medicine report, the UK Royal College

“making effective, affordable, socially of Physicians (RCP) published ‘Harm reduction in nicotine addiction’ (2007), which
acceptable, low-hazard nicotine argued “for the application of harm-reduction strategies to tobacco dependence”.

products... could generate significant The authors suggested “that making effective, affordable, socially acceptable, low-
health gains” - Royal College of hazard nicotine products.. could generate significant health gains™*

Physicians, UK As in 2001, however, the only less risky alternatives to cigarettes available were

oral smokeless products, and the UK had effectively banned these back in 1992

after concerns that young people were using an American smokeless tobacco,

look beyond vaping and it is possible to Skoal Bandits. And so THR would remain a concept without widespread real-world
find a wealth of evidence that details application - until vaping devices emerged onto the scene.

both the safety record and substitution s that really the full picture? The safety and efficacy of vaping as a tool for smoking
potential of another SNP: Swedish- cessation has dominated scientific research and media commentary in the early
style pasteurised snus years of the twenty-first century. This is a consequence of the global popularity and

attention that vaping products have gained over the past two decades.

But look beyond vaping and it is possible to find a wealth of evidence that details both the safety record and
substitution potential of another SNP: Swedish-style pasteurised snus.

Meanwhile in Scandinavia: the quiet success story of Swedish snus

Snus has been used in Sweden for over 200 years - and the evidence base for the role snus can play in THR has
developed over a much longer period of time. Named after the Swedish word for snuff, snus is made from ground
tobacco leaves that are mixed with salt and water. It may also contain food-grade tobacco smoke aroma, or other
flavourings, and is placed under the upper lip either in small teabag-like sachets called portion snus, or can be used

loose. Snus is most widely used in Scandinavia, particularly in Sweden and Norway.

The Swedish snus on sale today is distinct from other types of oral tobacco products because of the way it is
produced. Unlike some other smokeless tobaccos, the tobacco in Swedish snus is not fermented, but pasteurised.
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This heat-treatment process inhibits the growth of bacteria that assist in the formation of a range of toxicants
found in tobacco products. Pasteurisation also contributes to its chemical stability, enhancing the shelf-life of the
final product.

The production of snus became significantly more safety-focused during the 20th

century. Changes introduced by manufacturers resulted in substantial decreases in

the levels of unwanted substances in the product; a voluntary quality standard for snus
products, the GothiaTek® standard, now sets maximum levels for certain constituents.* ’
There are also strict requirements for how the tobacco used in snus is grown. The /
tobacco leaves are then either air- or sun-cured, significantly reducing the levels of
a toxicant called benzo(a)pyrene.*

Snus has been used in Sweden since the 18" century. It was the dominant mode
of tobacco consumption until the 1930s, when it was overtaken by cigarettes.
But following two well-publicised UK and US medical reports on the dangers

of smoking in the early 1960s, cigarette use in Sweden began to decline, while
snus use began to increase; this appears to have happened spontaneously,
with no intentional public health messaging that described the relative risks of
the two products.

By the 1990s, snus had overtaken smoking among Swedish men. Uptake
continued and spread to other population groups, and over the border into
Norway; turn to our in-depth country profile for more on the Norwegian
experience in Section Six.

High levels of snus use in Sweden and Norway are today associated with very
low levels of smoking and smoking-related disease. Almost one in four Swedish men
(23%) used snus daily in 2018.5° Sweden has by far the lowest rate of smoking in Europe. It is the ™
only EU state to have achieved ‘smoke-free status’, classically defined as less than 5% adult
smoking prevalence in the adult population aged between 15 and 54. By comparison, the average
EU smoking rate for this population is 26%.5" Swedish men also have Europe’s lowest level of
tobacco-related mortality, with 152 deaths attributable to smoking per 100,000, compared with
the European average of 373 deaths per 100,000. For a closer examination of the product, its

use and role substituting for combustible cigarettes, see the 2022 GSTHR Briefing Paper,

‘What is snus?".%2

The long-term and widespread availability and cultural acceptance of snus in Sweden e
and Norway has led to observable changes in consumer behaviour around nicotine -.
consumption. This is THR in action. So why has snus not brought about an end to :
smoking worldwide? One major factor is the mode of consumption. Many people who \

use nicotine by inhaling the smoke of combustible cigarettes do not find oral use of

nicotine as appealing. And this is why the advent of nicotine vaping devices sparked
the production of snus became

significantly more safety-focused

a global revolution in tobacco harm reduction.

during the 20th century
Vaping — and the role of consumer demand
The first vaping devices, invented by Hon Lik and made by Ruyan, were launched
on the Chinese market in 2004. Just a few years later, similar devices were being by the 1990s, snus had overtaken
sold in the US, UK and elsewhere. The battery-operated devices produce an smoking among Swedish men

aerosol containing nicotine and a range of flavourings. The battery heats up a coil
or atomiser; this turns the flavoured liquid into a vapour to be inhaled. The hand-

to-mouth action and experience of using the product provides a reasonable Sweden is the only EU state to have

simulacrum of smoking. . . 3
g achieved ‘smoke-free status
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in light of the rise in use and
availability of vaping devices,

scientists and regulators began looking
at the products more closely

PHE did not identify any new evidence
that forced a change to its overall
assessment about the relative safety
of vaping compared to smoking

“people in the e-cigarette group
were more likely to report complete
abstinence from combustible
cigarettes” — Hollings Cancer Center

~

Consumers were interested in the products, then most commonly termed
‘e-cigarettes’. They began gaining popularity, as people were successfully using them
to switch away from smoking. Users started sharing information on dedicated online
message boards, posting their experiences, tips on ‘modding’ (modifying) devices, or

simply where to buy quality devices or e-liquids.

In light of the rise in use and availability of vaping devices, scientists and regulators
began looking at the products more closely. In the UK in 2010, vapers were concerned
when the UK's Medicines and Healthcare Products Regulatory Agency (MHRA)

opened a consultation on “whether and how to bring unlicensed nicotine containing
products, such as electronic cigarettes, within the medicines licensing regime”.5

Over a thousand individuals submitted responses to the MHRA consultation. Most
explained that vaping devices had helped them quit smoking, and asked policymakers
to avoid restricting access to vapes fearing that a return to combustible cigarettes
would be the inevitable consequence. The proposals for medical licensing in the UK
were dropped. For more on the history of vaping products, and the important role
consumers played in both their technical and social development, see Chapters
Three and Four of the GSTHR's 2022 report, The Right Side of History.

It was in 2015 that Public Health England (PHE), an executive agency of the UK
Government’s Department of Health and Social Care, published what would become a
landmark review exploring the safety and harm reduction potential of nicotine vaping
devices. In the review, PHE concluded that, while not completely risk-free, emissions

from vapes were unlikely to exceed 5% that of combustible cigarettes.®

The foreword to the report saw PHE's Chief Executive Duncan Selbie communicate
this information in a way that was intended to be more accessible to the public -

alongside another crucial finding of the review:

“In a nutshell, best estimates show e-cigarettes are 95% less harmful to your
health than normal cigarettes, and when supported by a smoking cessation

service, help most smokers to quit tobacco altogether.”™®

In 2016, the RCP published a near two-hundred-page update to its 2007 report.
In ‘Nicotine without smoke: tobacco harm reduction’, its key findings and
recommendations mirrored the conclusions of PHE, and included the following
(emphasis in the original):

“E-cigarettes are not currently made to medicines standards and are
probably more hazardous than NRT. However, the hazard to health arising from
long-term vapour inhalation from the e-cigarettes available today is unlikely
to exceed 5% of the harm from smoking tobacco. [..] [In] the interests of
public health it is important to promote the use of e-cigarettes, NRT and
other non-tobacco nicotine products as widely as possible as a substitute

for smoking in the UK."6

PHE continued with regular updates to its review of vapes for a decade until the
organisation’s dissolution in 2022, when its responsibilities were passed to the new
Office for Health Improvement and Disparities. PHE did not identify any new evidence
that forced a change to its overall assessment about the relative safety of vaping
compared to smoking, and the potential health benefits for smokers who switched.

Another substantive update from the RCP was published in 2024. While the report,
‘E-cigarettes and harm reduction: An evidence review’, did acknowledge concerns
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over arise in the use of vaping products by young people in the UK, the authors did not waver from the RCP’s earlier
conclusions about the important role of vaping in smoking cessation. This was in spite of the huge number of
scientific papers published in the eight years since its previous update. The report concluded that [emphasis added]:

“Since the 2016 RCP report the evidence of the effectiveness of e-cigarettes as an aid to quitting has become
much stronger. Use of e-cigarettes by young people and non-smokers has increased substantially in recent
years, [and] prompt remedial measures are needed to curb youth vaping without undermining use by
adult smokers as an aid to quitting.”’

The 2015 PHE report was the first of its kind. It was in the UK where researchers first identified the link between
smoking and lung cancer in the 1950s; the UK also led the way in acknowledging the lower risks of e-cigarettes
compared to smoking and their potential role in harm reduction. For more on how THR developed in the UK, turn to
the in-depth country profile in the Regional and National insights section.

Medical and public health bodies around the world began to undertake their own assessments of the harm
reduction potential of vaping. Many came out in favour:

“The use of e-cigarettes is expected to have a lower risk of disease and death than tobacco smoking. [..]
E-cigarettes have the potential to reduce the enormous burden of disease and death caused by tobacco
smoking if most smokers switch to e-cigarettes.”

International Agency for Research on Cancer (see footnote).®

“The Ministry considers vaping products could disrupt inequities and contribute to a Smokefree 2025. The
evidence on vaping products indicates they carry much less risk than smoking cigarettes but are not risk-
free. Evidence is growing that vaping can help people to quit smoking. There is no international evidence that
vaping products are undermining the long-term decline in cigarette smoking among adults and youth and may
in fact be contributing to it.”

New Zealand Ministry of Health (2020).5°

“Vaping can benefit public health, given substantial evidence supporting the potential of vaping to reduce
smoking’s [death] toll. [...] Frequent vaping increases adult smoking cessation [and] completely substituting
vaping for smoking likely reduces health risks, possibly substantially.”

From ‘Balancing Consideration of the Risks and Benefits of E-Cigarettes’, a statement from fifteen past
Presidents of The Society for Research on Nicotine and Tobacco, published in the American Journal of Public
Health (2021).5°

“Nicotine vaping products are a safer alternative to tobacco smoking and offer a harm minimisation tool when
first line pharmacotherapies and/or behavioural interventions have been unsuccessful.”
The Royal Australian & New Zealand College of Psychiatrists (2023).%

Vaping to quit smoking

The efficacy of vaping as an exit strategy for smoking has also now been explored in numerous large-scale studies.

The highly respected Cochrane research network has been active in communicating the results of research in
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this area since 2014. Based in the UK but connecting researchers from around the world, Cochrane synthesises,
summarises and interprets the findings of medical research to help people, especially policymakers, make

evidence-based decisions about health interventions.

At the core of its operation are the Cochrane Reviews, a database of systematic reviews and meta-analyses.
Cochrane has now carried out eight systematic reviews under the title ‘Electronic cigarettes for smoking cessation’,
with each review essentially updating the last as new studies are published. The most recent version was published

in January 2024. It concluded:

“There is high-certainty evidence that electronic cigarettes with nicotine increase quit rates compared to
nicotine replacement therapy and moderate-certainty evidence that they increase quit rates compared to
electronic cigarettes without nicotine. Evidence comparing nicotine electronic cigarettes with usual care or
no treatment also suggests benefit [..]. Overall incidence of serious adverse events was low across all study
arms. We did not detect evidence of serious harm from nicotine electronic cigarettes, but the longest follow-
up was two years and the number of studies was small.”®?

In August 2023, The Hollings Cancer Center, part of the Medical University of South Carolina, published the results of
the largest ever US study of vaping as a route to smoking cessation. Those taking part came from eleven US cities

and the research spanned a four-year period. Crucially, the study included people who had not stated any desire to
quit smoking. One group of people were supplied with nicotine vapes and were told they could use them as much or

as little as they liked. The control group were not given anything.

Matthew Carpenter PhD, the first author on the paper, noted that not giving participants strict instructions on how
they should use the vaping devices was a deliberate choice. Unusually for this type of research, the study was
designed to be as naturalistic as possible, mimicking real-world conditions. Its findings were significant:

“The study showed that people in the e-cigarette group were more likely to report complete abstinence from
combustible cigarettes. They were also more likely to report that they'd reduced the number of cigarettes
per day that they smoked and their number of ‘quit attempts’. Quit attempts are an important metric because
people usually need multiple tries before they can successfully stop smoking.”®

In February 2024, Dr Nancy Rigotti, an international expert in tobacco dependence treatment based at Harvard
Medical School, wrote an editorial in The New England Journal of Medicine titled ‘Electronic Cigarettes For Smoking
Cessation - Have We Reached a Tipping Point?". She concluded:

“It is now time for the medical community to [..] add e-cigarettes to the smoking-cessation toolkit. Clinicians
should be prepared to have a risk-benefit discussion about e-cigarettes with their patients who smoke and

recommend a trial of the products in appropriate situations.

“U.S. public health agencies and professional medical societies should reconsider their cautious positions on
e-cigarettes for smoking cessation. The evidence has brought e-cigarettes to a tipping point. The burden of
tobacco-related disease is too big for potential solutions such as e-cigarettes to be ignored”.®

Newer SNP: heated tobacco products and nicotine pouches

In comparison to both snus and vaping devices, heated tobacco products and nicotine pouches are comparatively
new to the market. It is therefore unsurprising that the evidence base for their public health potential is less well
developed. Researchers agree that a lot more information - and specifically, more information from non-industry
sources - is needed to establish to what extent these products could reduce death and disease from smoking. But
what are these products, and what do we know about them so far?

A conventional cigarette burns tobacco at temperatures upwards of 800°C, releasing harmful chemicals into the
smoke inhaled by the user; conversely, heated tobacco products are battery-operated electronic devices which
heat sticks of tobacco to a temperature of no more than 350°C. Heating tobacco to this level causes nicotine to be

released in a vapour inhaled by the user, but the tobacco does not combust.®®
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In 2022, a Cochrane Database Systematic Review titled ‘Heated tobacco products for smoking cessation and

reducing smoking prevalence’ synthesised much of the research available to date. Its conclusions were cautious:

“Heated tobacco probably exposes people to fewer toxins than cigarettes, but possibly more than not using

any tobacco. Falls in cigarette sales appeared to speed up following the launch of heated tobacco in Japan,

but we are uncertain whether this is caused by people switching from cigarettes to heated tobacco. [..]

“We need more independently-funded research into whether heated tobacco helps people stop smoking,

whether it results in unwanted effects, and the impact of rising heated tobacco use on smoking rates.”®

Nicotine pouches, meanwhile, are thumbnail-sized sachets containing vegetable fibres infused with nicotine and

a range of flavours. Placed in the mouth between the lip and gum, nicotine is absorbed through the oral mucous

membrane. Unlike Swedish snus, with which they are often confused, nicotine pouches do not contain any raw or

processed tobacco leaves. The nicotine used in pouches may be synthetic, or extracted from tobacco plants.®

In a scoping review for the journal Nicotine & Tobacco Research published in June
2024, Nargiz Travis and colleagues examined the evidence for the public health
potential of oral nicotine pouches. Their conclusions were also cautious: “[nicotine
pouches] appear to be less toxic than cigarettes and deliver comparable nicotine,
presenting an alternative for combustible product users.” But the researchers noted
that 17 of the 62 studies they included in their review were industry-funded:

“Data from independent research is critically needed. Industry marketing of
[pouches] may encourage initiation in youth and situational and dual use in
adults."

Regardless of their nicotine delivery method, however, the crucial difference
between all SNP and traditional cigarettes remains their lack of combustion. By not
burning tobacco, all of these products, to varying degrees, are safer than continued
smoking. The chart below illustrates the findings of a 2022 systematic review and
meta-analysis by Rachel Murkett and colleagues. It shows the relative risk of different
nicotine-containing products, and the stark difference in risk between those that are
combustible and non-combustible.5

-

A\

a lot more information — from
non-industry sources — is needed to
establish to what extent HTP and
nicotine pouches could reduce death
and disease from smoking

the crucial difference between all SNP
and traditional cigarettes remains
their lack of combustion
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Comparing SNP with nicotine replacement therapy

Resistance to the use of SNP for smoking cessation among some medical professionals may be rooted in their
familiarity with nicotine replacement therapy (NRT), and a sense that SNP are an unnecessary and unwarranted
complication. NRT has been marketed since the 1980s. It aims to enable people to substitute cigarettes for a

range of nicotine-infused products, such as patches, gums and lozenges. Medically approved and licensed, these
products are all manufactured by the pharmaceutical companies with which medical professionals are also familiar.

Over the decades, many thousands of people have used NRT products, often with the support of their doctor
or health professional, to successfully quit smoking. Research shows that their likelihood of success will have
increased if they had access to the kind of talk therapies delivered by dedicated smoking cessation services.
There is no doubt that NRT is an important part of the THR product portfolio.

However, using these products does not suit everyone. Many people do not regard themselves as being in

need of medical help simply because they smoke. Most people who smoke do not seek professional help to

quit. Furthermore, the clinical evidence to date for the efficacy of NRT using currently available products is not
particularly encouraging. Overall compliance is poor: an overview of NRT published by the International Journal of

Health Sciences concluded that “most NRT users discontinue treatment prematurely”.™

The previously mentioned ongoing Cochrane Review, ‘Electronic cigarettes for smoking cessation’, funded by both
the National Institute for Health Research and Cancer Research UK, has compared the use of vaping for smoking

cessation with NRT. The 2022 version concluded:

“If six in 100 people quit by using nicotine replacement therapy, eight to twelve would quit by using electronic
cigarettes containing nicotine. This means an additional two to six people in 100 could potentially quit

smoking with nicotine containing electronic cigarettes™.”

Another important study - again funded by the National Institute for Health Research and Cancer Research UK -
was led by Professor Peter Hajek and colleagues. This randomised controlled trial (RCT) compared the efficacy of

e-cigarettes and NRT in combination with behavioural support.

The research studied the experiences of 886 participants who attended National Health Service Stop Smoking
Services. The participants were randomly split into two groups. One group was able to choose from an NRT of their
choice, including combinations of different products, for up to three months. The other received a vaping starter
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pack, consisting of a refillable device with one bottle of e-liquid at a strength of
18mg of nicotine per ml. This group was encouraged to purchase further e-liquids,
choosing flavours and strengths that suited them. Both groups also received weekly
behavioural support for at least four weeks. The research, published in 2019 in

The New England Journal of Medicine, delivered an unambiguous conclusion:

“E-cigarettes were more effective for smoking cessation than NRT, when both
products were accompanied by behavioural support.”?

The findings of this particular study did much to underpin the UK government’s
decision to launch a pioneering THR intervention in April 2023. Called ‘Swap to

Stop’, the programme is set to offer one million people a free vape starter kit and
behavioural support. If the programme’s ambition is fulfilled, this will reach almost 1in
5 of all those who smoke in England.”™

Evidence is also now emerging of the changes that can occur both in people’s use
of vaping devices and their consumption of nicotine after they have switched from
smoking. In 2024, the results of a longitudinal study conducted by Jean-Francois Etter
were published in the journal Addictive Behaviours. Etter surveyed 375 long-term
vapers online between 2012-2016, and then again in 2021, at an average eight-year

interval. The author concluded:

“In long-term, continuous users, over a period of 8 years, substantial changes
were observed in the models of e-cigarettes used, in the flavours and strength
of e-liquids, and in the reasons for vaping. Their level of nicotine dependence
tended to decrease over time. These users were satisfied with e-cigarettes
and vaped mostly because they felt that vaping was less dangerous than

smoking, and for enjoyment.”™

Etter's conclusion throws up a key, if sometimes controversial, word: ‘enjoyment’.
Much of the scientific literature fails to acknowledge that many people enjoy
vaping, and that this may be key to why vaping is more effective than other smoking
cessation interventions. The same is likely to be true of other SNP. While significant
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attention is given to expert views on the use of SNP, the views and experiences of millions of people who used to
smoke, and who now benefit from SNP, are frequently overlooked.

Consumers’ experiences of switching from smoking to SNP

In the 2020 GSTHR report Burning Issues, Chapter Three, titled ‘Not just the nicotine: consumers speak’, was

dedicated to a series of short interviews with people from around the world whose use of SNP had helped them quit

smoking.” A few of those quotes are reproduced below.

“lwas in really bad shape, chain smoking 40 a day or more. | did not have proper sleep, | used to have a lot of
colds, lot of wheezing, | had to keep going to the doctor again and again. That's when | started researching
e-cigarettes. [..] | tried the gum [and] | tried the patch once, but it’s not as fast as being absorbed in the lung.
[..] Vaping replaced the action of smoking. Smoking is a ritual - the hand to mouth action. Vaping replicates

a lot of that muscle memory, even if you are just vaping 0mg. The one thing that vaping does is make you less
dependent over time. When | started vaping | was consuming 200ml [of e-liquid] a month, now I'm down to
60ml.”

Vaper from India

“| was smoking about 10 a day for at least 30 years. | was [also] using snus from when | was about 18 or 19
years old but back in those days - | am 62 now - people were smoking, drinking and partying so | sort of stuck
to both smoking and snus. [..] Ultimately | threw away the cigarettes [in the early 1990s]. | took the pack of
cigarettes and tore it apart and stuck to snus instead. | could run much longer, | didn't cough in the morning
and there was no stench indoors.”

Snus user from Sweden

“I'd been to Tokyo and seen [heated tobacco products] quite a few times there, and [..] in smoking areas in
Taiwan. | thought | should give it a try because it looked like people were changing their ways of smoking to
this electronic thing. So, why not? | bought it and tried it for a week, while smoking at the same time, then
found | couldn’t bear the smell of smoking. | didn’t really have a reason to quit smoking, | wasn’t really trying to
quit, | just thought maybe this is a better way. When it cleared up my chest and phlegm, | thought, yes, this is
better.”

HTP user from Taiwan
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‘| switched because of breathing problems mainly. | continued to [use] both

for about 3 to 4 weeks, but the vape fulfilled what | needed [..]. | do find an
improvement in my breathing when I'm out walking a lot. | find a big improvement
in that. My cousin uses the vape and my sister as well, they have seen similar
improvements in health and they are similar age to myself [73 years old].”
Vaper from Ireland

The question of dual use

Those who are sceptical of - or in opposition to - THR often cite dual use of cigarettes
and SNP as proof that the products do not help people quit smoking. However, the
reality - as outlined in the testimonies above - is that many people find they can
reduce their consumption of cigarettes when they start using an SNP; many will
eventually manage to quit combustibles all together.

In 2024, the University of East Anglia in the UK published the results of a major RCT.
People admitted to Accident and Emergency Units across six hospitals for any reason
were screened for their smoking status. These were people who were not necessarily
contemplating quitting smoking; the intervention was entirely opportunistic. One group
received a vaping starter pack, advice and a referral to smoking cessation services.
The other group was only given written information about the local services.

Six months later, almost one in four (23.4%) of the people who were assigned to
receive vaping products had quit smoking, compared with 12.9% of those who were
given only the written information about local services. Crucially, it was also found that
those who received the vape packs but didn't quit altogether were more likely to have
reduced the number of cigarettes they smoked than those in the non-vape group. Dr
lan Pope for the University Medical School said:

“Attending the emergency department offers a valuable opportunity for people
to be supported to quit smoking, which will improve their chances of recovery
from whatever has brought them to hospital, and also prevent future iliness.. We
believe that if this intervention was widely implemented it could result in more
than 22,000 extra people quitting smoking each year."

For dual users who smoke fewer cigarettes, there is strong evidence of a dose-
response relationship between smoking and major disease outcomes. Recent work by
the Institute for Health Metrics and Evaluation showed a five-to-seven-fold difference
in mortality rates between smokers who consume five or fewer cigarettes a day
against those smoking 20-30 cigarettes a day.””

Quitting smoking entirely is the best option to reduce health risks. People who quit
smoking entirely before the age of 35 can avoid much of the damage from smoking.”™ But
if quitting entirely is not possible, cutting back does have positive health implications. For
people who want to cut down or quit smoking, but who either want or need to continue
using nicotine, access to SNP can help them do so at significantly reduced risk.

Nicotine addiction, dependence, or use

It appears that some in the global public health community cannot accept the use
of SNP because it means that people are consuming a drug - nicotine - outside of
medical supervision. This discomfort is perhaps grounded in vague or nebulous moral
objections; to ‘not being free’ or being a ‘slave’ to nicotine.™
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Dependence on nicotine - a compulsion to continue using it - is certainly a reality. People who smoke find it hard or
impossible to quit even when they are fully aware of the major impact smoking has on their health. As noted at the
opening of this chapter, this was understood and acknowledged in the work of Michael Russell as far back as 1971.

Arguably, the words ‘addiction” and ‘dependence’ refer to the same thing. However, the word ‘addiction’ has, for
many people, taken on symbolic, cultural and moral connotations far beyond any clinical definitions. When people
talk about an addiction to nicotine, their frame for viewing the state of that addiction is often closely linked to their

concept of the physical and mental misery associated with serious drug or alcohol use.

In clinical terms, addiction means that someone is using a substance in such a way that they are putting their health
at risk, including the risk of death through intoxication or overdose. It means using in ways that cause the person
problems in their relationships and social functioning, the replacement of someone’s usual activities with use of the
substance, the abandonment of their responsibilities at home or work, or criminal activity to facilitate continued use
of the substance.

The impact of the use of nicotine without the attendant risks of smoking simply does not match up to the very
serious damage caused by other types of addiction, either at a personal, community, or societal level. Isolated from
smoking, the use of nicotine offers many people pleasure and even benefit, with relatively low risks attached.

In fact, the habit-forming nature of nicotine is an essential part of the framework for SNP to effectively challenge
the appeal of cigarettes. David Abrams and colleagues developed what they called “a three-dimensional framework
for harm minimisation”. This envisages a ‘sweet spot’ for SNP, at the point where the risks to health are low, while the

appeal to the user is high due to the product’s ability to deliver nicotine in a way that is on a par with smoking.®
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This chapter has reflected on the foundations of tobacco harm reduction, right back to Russell's clear-sighted
analysis that “people smoke for nicotine but die from the tar”.#' The consideration of Sweden’s large-scale and
long-term shift from combustible tobacco to snus has shown that consumers will choose a product that delivers
nicotine at a lower risk to their health, if it is available. And not only that, but the data show that those individual
consumer choices have already led to significant population-wide decreases in tobacco-related morbidity and
mortality.

However, people who smoke will only shift away from combustible tobacco when they have the option of a safer
product that is both appropriate for them and appealing. While several regions have a tradition of oral tobacco
product use, many do not. As a nicotine delivery system, vaping offers consumers several characteristics of
smoking - particularly the hand-to-mouth action and consumption of nicotine via inhalation - but at vastly reduced
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risk. The experiences of people who quit smoking by switching to vaping has shown
that it offers both a satisfying and enjoyable replacement for cigarettes. Thisisin
large part why vapes - and their widespread uptake among consumers - catalysed THR
in the early twenty-first century.

Independent studies provide evidence that vaping is significantly safer than smoking,
leading to their acceptance as a cessation tool by many professional public health
and medical organisations around the world. And large-scale research has shown
time and time again that more people are able to quit smoking by switching to vaping
than when they are limited to using NRT. While more independent evidence is needed
on how heated tobacco products and nicotine pouches can contribute to THR, their
reduced risk profile in comparison to combustible tobacco means that they should be
included in the full range of options for people who smoke.

Fulfilling the public health potential of THR using safer nicotine products rests on their
large-scale substitution for combustible cigarettes. This means widespread availability
and trust in products that appeal to even the most ambivalent of combustible
tobacco users - including those not necessarily looking to quit.

So as we approach the end of the first quarter of the twenty-first century, is it yet
possible to say that SNP are reducing or replacing smoking? To what extent is large-
scale substitution already taking place, and where? Chapter Three will consider the
current evidence, from population-wide studies of SNP use in comparison to smoking
rates, to the major disruptions affecting global tobacco and nicotine markets. It's time
to ask whether SNP are driving cigarettes out for good.
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Chapter Three:
Global progress towards
tobacco harm reduction

Industrial disruption and SNP

The concept of ‘creative destruction’ was first described in a book, Capitalism, socialism and democracy, by
influential Austrian economist Joseph Schumpeter. His phrase describes a process of “industrial mutation that
incessantly revolutionises the economic structure from within, incessantly destroying the old one, incessantly

creating a new one™.#?

Since Schumpeter’'s book was published in 1942, the pace of technological change has increased dramatically.
In 2024, it is harder than ever for companies to keep pace. Just as the digital camera, mobile phone and laptop
upended their respective sectors, the advent of new, safer ways to consume nicotine has been highly disruptive to

the tobacco industry.

In their Annual Report for 2013, investment company Goldman Sachs refreshed Schumpeter’'s concept for the 21t
century:

“The process of creative destruction is primarily driven by product or business model innovation - often
abetted by technology - that results in a superior value offering for consumers, be it higher performance,
greater convenience or lower cost. This enhanced value proposition is the source from which economic
benefits then flow, first to the innovator and over time to its consumers and competitors. The new product
or model often proliferates into a new paradigm until subsequent innovation in turn threatens its dominant
position."?

It is interesting to note that the report authors at Goldman Sachs identified eight ‘Disruptive Themes' for its
audience of investors and financiers in 2013. Among the eight were cancer immunotherapy, 3-D printing and Big Data.
But topping the list were e-cigarettes, which they identified had “the potential to transform the tobacco industry”.

As early as 1958, executives in the tobacco industry knew that anything that could genuinely be described as a
‘safer product’ would challenge their existing commercial model. One remarked that anybody who came up with the

‘safe’ cigarette would dominate the market.®* But no combustible product could ever be truly ‘'safer’ - something
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the industry knew early on. Yet companies still proceeded to market this deception e

in the form of the filter cigarette, while also wasting years and millions of dollars on

unsuccessful efforts to make a viable non-combustible product. )

When it eventually came, the most dramatic disruption ever to hit the tobacco
industry began far beyond its offices, research labs and factories. It was Chinese

chemist Hon Lik, working entirely independently, who patented the first commercially the advent of new, safer ways to
viable vaping device in 2003.8° Hon Lik's revolution went beyond the creation of a consume nicotine has been highly
product that enabled less risky consumption of nicotine. The newly established Beijing disruptive to the traditional tobacco
Saybolt Ruyan Technologies also offered its consumers a level of choice previously industry

unavailable to the cigarette smoker - of flavours, different nicotine strengths and even
styles of device. All were clearly intended to encourage a switch away from smoking.

Hon Lik smoked heavily, and his father died of lung cancer. ]
no combustible product could ever be

Single use vaping products went on sale in the USA in 2006.% In the first year, sales of truly ‘safer’
around $3 million offered proof of consumer demand. However, the US Food and Drug
Administration (FDA) quickly put on the brakes, on the grounds that nicotine vapes

were ‘drug delivery devices’ and thus fell under its jurisdiction. Vaping companies sued ] ]
the most dramatic disruption ever

to hit the tobacco industry began far
beyond its offices, research labs and
factories

the FDA and won, but a legislative war between the government and the emerging
vaping industry was sparked which continues to rage almost two decades later (see
Chapter Four).

Early nicotine vapes were termed ‘cig-a-likes’, for their visible resemblance to the
combustible cigarettes they were designed to replace. But the consumers who

experimented with them found that they suffered from weak battery output and low
sales of around S3 million in the first

nicotine strengths, overheated frequently and often leaked. Creative destruction had
year offered proof of consumer demand

begun, but there were glitches.

for vapes
Consumers at the forefront of innovation
What happened next was quite remarkable, possibly unique, in the history of consumer what happened next was quite
product development. If you are unhappy with the performance of your mobile phone, remarkable, possibly unique, in
TV or toaster, you can either switch to a different brand, or wait for an upgrade. Few the history of consumer product
if any consumers can just go to the garage and build a better one. But that's exactly development

what the early vaping hobbyists did. N

Online chat forums facilitated the exchange of information between people who had taken up vaping. They shared
what they had learned about how to improve on current product deficiencies. After a while came a collective
realisation: vaping devices did not have to resemble cigarettes. This led to the development of larger, sometimes
box or cylindrical-shaped devices known as ‘mods’ (from ‘modification’), enabling a range of innovations such as

refillable tanks and more powerful batteries.

Chinese industry meets consumer demand — and tohacco firms wake up

Alongside DIY consumerism was a need for the necessary components. Once Ruyan had shown the way, a new
industry rapidly built up in Shenzhen, sometimes known as China’s Silicon Valley. Companies began turning out a
range of vaping devices and off-the-shelf components, adopting a business strategy of ‘copy, improve, innovate’.
Today, the global vaping industry is dominated by Chinese companies. While Shenzhen IVPS, Shenzhen KangerTech,
Smoor, and RLX may not be instantly recognisable household names in many countries, they are the major players in
this vast but still-young industry.
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But it was in the US, not China, where the early non-tobacco start-ups began to grow the market. For the first six or

seven years, the major international tobacco companies showed little interest. This changed suddenly in 2012, when

US tobacco company Lorillard bought the US-based vaping company, blu E-cigs.?’

Lorillard’s purchase sounded the gun on a corporate race as tobacco companies vied to keep up. Over the next few

years, major tobacco companies either bought into non-tobacco start-ups or began to develop their own non-

combustible portfolios.

..
a new industry rapidly built up in

Shenzhen, sometimes known as China’s
Silicon Valley

in 2012, US tobacco company Lorillard
bought the US-based vaping company,
blu E-cigs, sounding the gun on a
corporate race

today, the vape market remains fast-
moving and dynamic - but the window
on true product innovation may be
closing

analysis of US data supports the idea
that nicotine vapes are increasingly
being used as a substitute for smoking
among adult tobacco users

Substantial consumer demand also brought many non-tobacco companies into

the market. The result was a dizzying array of devices that generated a new,
21s-century mode of consuming nicotine, with sleek and stylish designs rolling out of
the factories. Awareness of vaping was growing too, with companies like JUUL hitting
the headlines - and often not for positive reasons.

The vape industry - businesses with links to tobacco companies and those which
remained independent - continued innovating. Consumers who like high-tech kit

can now buy vapes with touchscreens that can adjust the device’s performance,

or Bluetooth connectivity that enables users to remotely lock their device, change
presets, track the number of puffs or even adjust the vapour output. Today, the vape
market remains fast-moving and dynamic with regular product launches promising
ever better user experiences. However, as with mobile phones, the window on true
product innovation may be closing.

At first, the major tobacco companies focused exclusively on developing their

own vape products. But before long, they began to seek ways to expand their non-
combustible product ranges. In 2014, Philip Morris International (PMI) launched its

first heated tobacco product (HTP), under the brand name IQOS, in Japan and Italy.®®
Expansion into HTP was primarily an option for the big tobacco companies - notably
PMI, British American Tobacco (BAT) and Japan Tobacco International (JTl) - because
of the significant research and development costs that were required to move these
products from design concept to marketplace.

The big question: are SNP replacing combustible cigarettes?

So how has the introduction of SNP affected smoking? We will look at this from three
perspectives: the acceptability of SNP compared to cigarettes (among consumers),
evidence from market changes in sales of SNP and cigarettes, and changes in the
prevalence of smoking and the use of SNPs.

As we explored in Chapter Two, there is strong evidence that many smokers find SNP,
such as nicotine vapes, snus, nicotine pouches or HTP, to be acceptable alternatives
to traditional cigarettes. In the US, analysis of data in the 2019 Population Assessment
of Tobacco and Health (PATH) supports the idea that nicotine vapes are increasingly
being used as a substitute for smoking among adult tobacco users.?°
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The thesis that substitution is taking place at a consumer level is supported by the many comparative studies
exploring the experiences of people who used either NRT or nicotine vaping in an effort to quit smoking. The major
randomised controlled trial (RCT) by Professor Peter Hajek and colleagues referenced in Chapter Two compared the
satisfaction and craving reduction between nicotine vapes and nicotine gums or lozenges. It concluded that vapes
were more effective at reducing cravings and increasing the participant’s overall satisfaction.®

The International Tobacco Control (ITC) Policy Evaluation Project is also actively investigating tobacco use and public
attitudes towards smoking and vaping in over 30 countries.® Data from this survey indicate that smokeless tobacco
products like snus are increasingly popular alternatives to smoking in some European countries.

SNP and nicotine use: an era heyond smoking?

There are many studies of SNP, and in particular nicotine vapes, demonstrating efficacy in helping people quit
smoking; evidence that we explored in Chapter Two. These studies primarily highlight the positive impact of SNP on

reducing smoking by helping current smokers transition to these alternatives.

However, the broader context of substitution is also important. It is increasingly recognised that, in some markets
and among some groups of consumers, SNP are now acting as total replacements for combustible cigarettes. This
means that these products are not only being used by people who are switching from smoking, but also by people
who are choosing SNPs as their first nicotine product, bypassing combustible cigarettes entirely. Does this mean

that there is a broader role that SNPs can play in reducing smoking?

The phenomenon described is particularly evident in
countries like Sweden and Norway, where the decline

in smoking is associated with two factors: smokers
transitioning to snus, and new nicotine users opting for
snus instead of cigarettes from the outset (see our
in-depth case study exploring the situation in Norway).

These population-level trends challenge the so-called
‘gateway hypothesis’, often cited by critics of THR.

This suggests that the use of nicotine vapes leads
non-smokers, particularly young people, to start
smoking. However, recent literature indicates that

the hypothesis is flawed, as it fails to account for a
pre-existing tendency to use nicotine. An association
between vaping and smoking initiation can be better
explained by a ‘common liability’ to use both vapes and
cigarettes:®93%

“What initially may appear to be a causal
association between ENDS [electronic nicotine

delivery systems, or vapes] use and cigarette
smoking, is likely instead better explained by
other factors (e.g. home and social environment, ' ol
personality characteristics, mental health g &4

or emotional challenges) predisposing some @ ’

people to use products containing nicotine
in general, including both ENDS and cigarettes . - (
whether or not they used ENDS first.”®®
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Further supporting this, research by Shabab et al. (2021) suggests that adolescents who experiment with vapes
are less likely to transition to smoking compared to peers with similar risk profiles.® Population-trend modelling
studies reinforce this finding, showing that youth smoking rates are lower now than they would be if vaping did
not exist.®"%8100 What this evidence suggests is that vaping may actually divert young people away from smoking

cigarettes. The availability of SNP may in fact reduce the initiation of smoking, rather than increasing it.

In summary, the existing research on the substitution effect of SNP suggests that their availability reduces smoking
prevalence and overall cigarette consumption through three key mechanisms:

= as a smoking and nicotine cessation aid, enabling people to
first quit combustible tobacco, and then quit nicotine use, by
reducing their intake over time.

= as a long-term alternative to cigarettes, for people who are
unwilling or unable to give up their consumption of nicotine
entirely, and who would otherwise return to smoking.

= as an alternative product for new nicotine users, who would
otherwise start smoking.

) In the following sections, we'll try to quantify the global progress in THR by assessing
the current and projected extent of the substitution effect and where it is occurring,

. using two main sources: market and prevalence data.

Market data provide insight into overall trends in tobacco and nicotine consumption.

But these data primarily reflect economic activity, and when measured in value

the broader context of substitution is (currency), they can be distorted by fluctuations in absolute and relative product
also important prices. Additionally, market data may be affected by factors such as population

changes or the inability to capture illegal markets. This means that in countries with

dynamic demographics or a significant share of illicit markets, changes in market

. data do not necessarily reflect changes in consumer behaviour and preferences.
the products are not only being used

by people who are switching from
smoking, but also people who are
bypassing combustible cigarettes To gain the fullest picture possible, the addition of prevalence data is therefore

Despite these limitations, research suggests that market indicators can still serve as
useful estimators of changes in prevalence.1?

entirely crucial. Prevalence data directly measure the proportion of the population who are
at risk of smoking-related diseases. This enables targeted interventions and the

planning of THR strategies. They also provide a clearer picture of behaviour change

- . and its impact on health, making these data a more reliable indicator for assessing
an association between vaping and

smoking initiation can be better
explained by a ‘common liability’ to
use both vapes and cigarettes

and improving public health. Unfortunately, high-quality prevalence data are often
scarce, and the data available frequently lack information on consumption levels (for
example, smoking or product use intensity) or dual use. This makes it difficult to fully
capture the extent to which combustibles are being substituted by SNP.

the availability of SNP may in fact Replacement of cigarettes hy SNP: evidence from the markets

reduce the initiation of smoking, rather
than increasing it

The most effective way to use market data to assess the substitution of cigarettes
by SNP is to track volume characteristics (e.g., the number of products used,
measured in sticks, kilograms, millilitres, etc.).
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This is relatively straightforward for HTP, as both HTP and cigarettes can be measured
in sticks. However, comparing volume characteristics is more difficult in the case of
cigarettes and nicotine vapes, because they are measured in different units - sticks
and millilitres of vape liquid - and the nicotine concentration of vape liquid can also
vary significantly, further complicating the comparison.

People also buy their vaping devices separately from the nicotine they consume in it,
contained in vape liquid. When people buy cigarettes, the nicotine is contained in that
one product. This poses problems for the researcher. Should cigarette sales volume
be compared with vape device sales or vape liquid sales? Single use devices present
a further complication. How do you compare a single use vaping product that may be
used over several days and a cigarette that is smoked in five minutes, with average
consumption at around ten per day?

For these reasons, to compare the market trends for combustible tobacco products
versus SNP, we are using value instead of volume in the following graphs, with the value
standardised to a single currency (USD) and adjusted for inflation. This method has its
drawbacks. Firstly, inflation rates can vary significantly between countries. Secondly,
cigarette price inflation often surpasses general inflation due to increasing excise tax
rates. Additionally, because of continuous technological progress that may reduce
SNP production costs, cigarette price inflation likely outpaces SNP price increases.

Bearing these limitations in mind, our calculations nevertheless throw up a number
of interesting findings. Market estimates show that, although the nominal value of
combustible tobacco sales increased from $752 billion in 2015 to over $1 trillion in
2024, when adjusted for inflation (assuming a constant currency value), combustible
tobacco sales actually decreased to $685 billion in 2024. This reflects an 8.9% decline
from 2015.

In contrast, inflation-adjusted SNP sales, which include snus, nicotine vaping products,
HTP and nicotine pouches, grew nearly sixfold from 2015. In non-adjusted terms, the
SNP market reached $96 billion in 2024.

This growth indicates that SNP have moved beyond their niche status. In 2015, SNP
accounted for only 1.4% of the total tobacco and nicotine market. By 2024, this figure
had increased to 8.8%, with HTP at 4.2%, nicotine vaping products at 3.2%, nicotine
pouches at 1.1%, and snus at 0.3%.

While the global combustible tobacco market is valued at $1 trillion, China’s tobacco
market alone accounts for an astonishing $344 billion of this total. Yet despite being
the global centre of production for nicotine vapes, the market for all SNP in China is
extremely small, valued currently at $4 billion. This may sound sizeable in isolation, but

it is equivalent to less than 1.2% of the Chinese market for combustibles.

If we remove China’s data from our calculations, the scale of the acceleration in the
global SNP market becomes clear: it has reached 12.3% of the total market in 2024 - a
massive increase from virtually zero in 2004. Our projections, based on Euromonitor
2021 data and linear extrapolation, suggest that SNP sales could reach $167 billion by 2030.
This would increase SNP’s market share to 13.6% globally, or 16.8% if China is excluded.

These trends suggest that while combustible tobacco sales remain significantly

higher than SNP sales, two key shifts are occurring in the tobacco and nicotine market:

the share of SNP in the total tobacco and nicotine market is increasing, and inflation-
adjusted combustible tobacco sales are declining, while SNP sales are experiencing
rapid growth.
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It should be noted that most of these changes have been in high-income countries (HIC): consumers have more
disposable income, access to online sales, fewer restrictions on SNP, and higher public awareness of the risks
associated with smoking.
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Our analysis of changes in the market value of SNP across various regions reveals several key trends (see charts
below). HTP emerge as the most popular type of SNP in Western Europe and Asia Pacific, with a projected market
value of approximately $22 and $21 billion, respectively, by 2026. HTP also dominate the markets in Eastern Europe,
Latin America, the Middle East, and Africa, indicating a significant consumer shift towards these products. In all
these regions, HTP are experiencing accelerating growth, and are among the fastest-growing SNP globally.

In North America, nicotine pouches stand out as the leading SNP market segment, with a projected value slightly
above $20 billion by 2026. The snus market, however, is only expected to reach about $1 billion. Notably, nicotine
pouches, which were absent in 2015, have shown exponential growth, and are expected to surpass vaping market
values in North America by 2024.

However, there are regions where certain products remain commercially unknown. Nicotine pouches and snus
report zero market value in Australasia, Eastern Europe, Latin America, and the Middle East and Africa. This suggests
either a lack of consumer adoption, or the absence of legal market availability in these areas. In Australasia, Latin
America, and the Middle East and Africa nicotine pouches and snus have shown little to no change, maintaining a
negligible presence throughout the years analysed.
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Changes in SNP markets in regions with smaller SNP markets
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Comparing the charts for SNP (inflation-adjusted value) with those for cigarette sales (number of sticks), cigarette
sales have fallen in all regions except Asia Pacific and the Middle East and Africa, while SNP sales are rising across
all regions. Although this is a positive indicator for the advance of THR, it is difficult to establish a direct association
between the rise in SNP sales and the decline in cigarette sales at a regional level. The lack of association in some
regions may be due to regional specifics, individual country characteristics, or differences in sales measurement
(inflation-adjusted sales versus cigarette sticks). For instance, in the Middle East and Africa, the growing sales

of both cigarettes and SNP may be attributed to factors such as rapidly increasing populations, rising disposable
income, the increased presence of the tobacco industry, and less restrictive tobacco control measures compared
to the rest of the world.'05106
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SNP market structure and geographical allocation

It is important to note that the global SNP market is undergoing notable changes. According to market
estimates, the dominance of nicotine vaping products in the SNP market ended in 2020, when HTP became
the market leader by value. This shift was driven by both an increase in the number of HTP users and the fact
that HTP are generally more expensive than nicotine vaping products. According to Euromonitor’s 2021 data,
about 21 million HTP devices were sold in 2020, with this number expected to reach approximately 55 million by
2026. Assuming the number of HTP devices corresponds to the same number of HTP users, this product still
significantly lags behind the number of vapers, as we estimate below.

Changes in SNP market
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The growth in the number of HTP consumers has been driven by rapid penetration

the US is projected to remain the
in Western and Eastern Europe, alongside continued growth in the Asia Pacific

largest market for nicotine vapes —
and with high sales of both nicotine
pouches and snus as well, it accounts
for more than a quarter of global SNP
sales

region, particularly in Japan. Projections based on Euromonitor’s 2021 data suggest
that the global value of nicotine vapes will reach approximately $53.3 billion by
2030, while the global value of HTP is expected to reach $80.4 billion. This will
account for nearly 32% and 48% of the global SNP market respectively.

The US, a focal point for SNP-related developments, is projected to maintain its
position as the largest market for nicotine vaping products. Additionally, the US
is the largest market for nicotine pouches and the second-largest market for

HTP sales in Italy and Germany are
snus, giving it a leading role in the global SNP market through 2026, accounting for

accelerating rapidly, with combined
sales expected to match those of Japan
by 2026

more than a quarter of global SNP sales. Meanwhile, Japan continues to lead in
HTP sales; however, its share in the global HTP market value is expected to decline
gradually from 39% in 2021 to 25% in 2026. This decline is due to accelerating HTP
sales in other countries, particularly Italy and Germany, where combined sales are
projected to match those of Japan by 2026.

As described earlier, snus use in Sweden has seen dramatic growth, largely due
to increased awareness about its relative safety in comparison to smoking.
Recognition among consumers of the relative safety of nicotine once decoupled
from the cigarette has similarly generated a market for nicotine pouches, which
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allow for discreet consumption in places where use of other safer nicotine products might be

prohibited.

The major tobacco companies have now entered the nicotine pouch market, including: Swedish Match,
with brands Zyn and Volt, now owned by PMI; BAT, with Lyft and Velo; Imperial Tobacco, with Skruf, Zone

X, and Zonnic; JTI with Nordic Spirit; PMI with Shiro; and Altria, with On!. However, smaller companies are

increasingly involved in pouch manufacturing. In Iceland, a non-tobacco company, IcePouch, sells the

market-leading product, while Sweden has seen the growth of several non-tobacco company pouch

start-ups.
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Single-use vapes: disrupting the disruption?

Of course, Hon Lik’s original product was actually the first single-use vaping product. But as noted earlier, the

early cig-a-likes were unsatisfactory and often expensive. Their flaws led to years of product development and

innovation, with refillable or pod systems ultimately coming to dominate the vape market. Or they did, before the

arrival of a very different type of disposable vaping product.

..
the spread of single-use vaping

products could be characterised as
‘disrupting the disruption’

the fact that the FDA was prioritising
enforcement against flavoured
prefilled cartridges led many vapers to
switch to disposable options

single-use vaping product market
share in the US increased from 24.7%
to 51.8% between January 2020 and
December 2022

the vaping industry quickly went on
the front foot

~

J

If the arrival of nicotine vapes in 2004 was disruptive for the tobacco industry, the
more recent explosion in the spread of single-use vaping products has taken things a
step further. It could be characterised as ‘disrupting the disruption’. This latest shock
has not only affected the non-combustible businesses of large tobacco companies,

but also some of the established major vaping industry players.

The disposable products that emerged as we entered the 2020s came at a perfect
time. As global awareness of vaping was increasing, so was demand. And many new
users do not want to be bothered with complicated gadgets. They want to consume
nicotine in a way that is significantly safer than smoking, with something that is easy
to operate, cheap, and available in a variety of flavours. And that is exactly what the
new breed of disposable vapes offered.

There is no doubt that the rise of the disposables has been both dramatic and fast.
Single-use vaping product market share in the US increased from 24.7% to 51.8%
between January 2020 and December 2022."%1" In the US at least, regulatory changes
have played a significant role in this shift. For example, the fact that the FDA was
prioritising enforcement against flavoured prefilled cartridges led many vapers to

switch to disposable options.

It was inevitable that the popularity of disposables would catch out some of the major
transnational tobacco companies. Single-use vaping products have posed an even
bigger threat than JUUL did. Even some of the major Chinese vaping companies like
SMOOR, who take pride in their track record of innovation, failed to see them coming.

But the vaping industry quickly went on the front foot. Backed by years of product
development experience, Chinese manufacturers such as RELX, Vaporesso, Smok,
Oxva, Ecigator, Voopoo and others added to their existing product portfolios and
began producing what are now the world's leading disposable brands.

The rise of the single-use vape has brought with it increased concerns over youth vaping (discussed further in

Chapter Five) and the products’ negative environmental impact. Discussions are underway about electrical waste

disposal, incentivising the return of used vapes and moves towards recyclable disposables, while some retailers

have been offering guidance on recycling.™ These actions alone, however, while welcome, are unlikely to match the

scale of the issue.

Evidence from key HTP markets

As highlighted in the previous section, HTP sales have experienced remarkable growth recently. This has been seen not

only in Asia Pacific (specifically Japan, see in-depth country profile) but also in Western and Eastern Europe. Analysis of

data from places where HTP sales are rapidly increasing is required to understand these trends better.

The following figures present data on retail volume sales of cigarettes and HTP, both measured in sticks. This allows
for more straightforward conclusions than sales value (currency) data. However, it is important to note that one HTP
stick may not be a perfect substitute for smokers, as it contains a lower dose of nicotine than one cigarette.” This
suggests that people who switch from smoking may use more HTP sticks per day than the number of cigarettes they
previously smoked, based on nicotine volume.
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Market data indicate that HTP popularity is accelerating in many countries, coinciding with a decline in cigarette
sales. This suggests a substitution effect. These countries can be categorized into several groups:

= Approximately one-to-one substitution of HTP sticks for cigarettes: Hungary, South Korea, Italy, Germany.
= Cigarette sales drop faster than HTP sales increase: Slovakia, Czech Republic, Russia, Japan, Greece.
= Cigarette sales drop slower than HTP sales increase: Kazakhstan, Lithuania, Portugal.

P
Retail volume of cigarettes and HTP markets in selected countries
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market data indicate that HTP
popularity is accelerating in many
countries, coinciding with a decline

in cigarette sales - suggesting a
substitution effect

Lithuania is the only country where
HTP sales are projected to surpass
cigarette sales by 2026, with Hungary
also nearing this milestone

in Sweden there is a strong negative
correlation between the sales of
cigarettes and snus

snus has been a significant substitute
for cigarettes over many years in
Sweden
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Lithuania stands out as the only country where HTP sales are projected to surpass
cigarette sales by 2026, with Hungary also nearing this milestone. Remarkably, the
rate of HTP adoption and cigarette substitution in these countries is outpacing even

Japan.

Despite positive market dynamics, the EU Delegated Directive, which aims to ban

all flavours in HTP, could significantly impact sales."” The Directive is currently being
challenged in court; the outcome will be crucial in determining the future of cigarette
substitution by HTP in the EU.

Longer term evidence for substitution in Scandinavia

While the market data above focus on recent history and future projections, Sweden
offers a long-term perspective on the substitution of combustible tobacco by safer
products. The article “Swedish snus and the GothiaTek® standard” by Rutqvist et

al. (2011), analyses the consumption of various tobacco products from 1915 to 2011,
including cigarettes, cigars, pipe and RYO (roll-your-own) tobacco, snus, and other
forms of smokeless tobacco."

The graph below tracks the consumption of these products in metric tonnes. It shows
that cigarette consumption peaked around 1920, then decreased until the mid-1930s
before sharply increasing again and reaching its highest point in the 1970s, followed
by a steady decline up to 2011. Cigar consumption rose until about 1920, then dropped
sharply and remained low but stable, with slight changes over time. The use of pipe
and hand-rolled cigarettes slightly increased until the 1940s, then stabilised at a low
level with minor fluctuations.

Notably, snus consumption, which was initially low, increased steadily, peaking in
the 1980s before gradually falling toward 2011. The consumption of other smokeless
tobacco products started to rise significantly in the 1970s, reached a peak around
2000, and then began to decrease, although with some fluctuations.

From these data, we see that there is a strong negative correlation between the sales of cigarettes and snus: as

snus sales decreased, cigarette sales increased between 1920 and 1970. Conversely, an increase in snus sales

= Cigarettes

= Cigars

== Pipes and hand rolled cigarettes
Snus

== Other smokeless tobacco

Source: Rutqvist et al. (2011)"°
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corresponds with a decline in cigarette sales after 1970. This pattern suggests that snus has been a significant
substitute for cigarettes over many years in Sweden.

The complicating factor of illicit markets in nicotine products

It is important to acknowledge that our market data for SNP relate only to the legal sale of these products. However,
in many countries, there are significant illicit markets in nicotine-containing products. We are not referring to these
products as ‘safer nicotine products’ as the lack of certainty over their contents means that their safety cannot be
guaranteed.

Many high-demand consumer products have illicit counterparts. Goods can be considered illegal because they are
illegally manufactured, because they have been smuggled into a country to avoid taxation, or because the product
category is prohibited in the country.

lllegal vapes are especially prevalent in countries such as Australia, Mexico and Brazil which have blanket bans.
However, they are also common in countries such as the UK which have a more proportionate control regime. Sales
may take place from individuals on the street (perhaps alongside other substances), on market stalls, or via social
media platforms.

lllegal products will often be cheaper than regulated versions bought from legitimate shops - but that may not be the
only reason why people buy them. These vaping devices may also contain more e-liquid or a higher nicotine strength
than is legally permitted in the country, for example. Unfortunately, there are inevitably risks to health when nicotine-

containing products have been manufactured in ways that do not conform to agreed product safety standards.

High quality data on these markets and the products they trade in is naturally hard to obtain and therefore is not
incorporated into our understanding of substitution effects.

Replacement of cigarettes by SNP: evidence from prevalence data

While market trends show an increase in SNP sales and a decline in cigarette sales, the critical question from a
public health perspective is how these shifts affect the prevalence of smoking and SNP use. However, monitoring

prevalence data globally is challenging due to limited availability and varying data quality.
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A significant challenge is the inconsistent mapping of tobacco and nicotine use, largely because data collection is
an extremely difficult and costly task for many countries, especially low- and middle-income countries (LMIC). The
COVID-19 pandemic further complicated data collection efforts, while the inflationary pressures that followed have
driven up these costs even more. Establishing a reliable trend typically requires data from at least three time points.
The more data points collected, the higher the quality of the data and the more robust the conclusions. However,
this also increases the cost of data collection.

As of the latest available data, 66 countries have conducted surveys on vaping, and this information has been used
to estimate global vaping prevalence.' We have extended these estimates to approximately 200 countries where
direct survey data might be missing, using statistical methods and country-specific characteristics.'?® However,
the precision of these estimates varies, particularly in regions with fewer surveys, such as Africa and South-East
Asia. Even within those 66 countries, only a few conduct these surveys consistently and with enough frequency to
establish reliable trends.

Table 1
Country name Year range Nicotine vaping product use (%)
Estonia 2017 - 2023 1.0~»9.0
Latvia 2017 - 2023 1.0~ 8.0
United Kingdom 2012 - 2022 1.7-8.7
New Zealand 2016 - 2021 2.0-8.2
Lithuania 2017 - 2023 1.0~ 5.0
Ireland 2017 - 2023 4.0-8.0
Poland 2017 - 2023 1.0~4.0
France 2017 - 2023 40-7.0
Slovenia 2017 - 2023 1.0~ 3.0
Luxembourg 2017 - 2023 20-4.0
Bulgaria 2021-2023 1.1-3.0
Slovakia 2021-2023 1.3->3.0
Italy 2021-2023 1.4 -3.0
Philippines 2015 - 2021 08-21
Croatia 2021-2023 0.9-20
Spain 2017 - 2023 1.0->2.0
Malta 2017 - 2023 2.0~ 3.0
Denmark 2017 - 2023 2.0-3.0
Cyprus 2017 - 2023 3.0-4.0
Austria 2017 - 2023 3.0-4.0

Source: WHO: Global report on trends in the prevalence of tobacco use 2000-2025, Fourth edition™'; Special Eurobarometer 458'%2,
506'%, 539'%; ECigIntelligence'®.
Note: Countries are listed in order of the magnitude of change in nicotine vaping products use in percentage points.

I These countries include Argentina, Australia, Austria, Bangladesh, Belarus, Belgium, Brazil, Bulgaria, Canada, Chile, China, Colombia,
Costa Rica, Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Georgia, Germany, Greece, Hong Kong, Hungary, Iceland,
India, Indonesia, Ireland, Israel, Italy, Japan, Kazakhstan, Kyrgyzstan, Latvia, Lithuania, Luxembourg, Malaysia, Malta, Mexico, Netherlands,
New Zealand, Norway, Pakistan, Paraguay, Peru, Philippines, Poland, Portugal, Romania, Russian Federation, Saudi Arabia, Serbia, Slovakia,
Slovenia, South Africa, South Korea, Spain, Sweden, Switzerland, Taiwan, Ukraine, United Arab Emirates, United Kingdom, United States,
Venezuela.
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Another important factor in understanding smoking versus SNP prevalence is the
extent of dual use, where individuals use both combustible tobacco products

and SNP. Unfortunately, dual-use data are not widely published. Even when surveys
include questions on both smoking and SNP use, it is uncommon for this information
to be combined in published statistics. Since raw survey data is often not publicly
available, it is difficult to produce such statistics later. Furthermore, dual use is a
dynamic process, often common at the beginning of the transition to SNP but usually
diminishing over time as users settle on one product or the other. Current data are
limited, but recent studies indicate that up to 30% of HTP users in Japan also smoke,
while 38% of vapers in the UK and over 46% in Mexico are dual users.'?1%"

Despite these challenges, available data suggest that the prevalence of the use

of various SNP, particularly nicotine vaping products, is on the rise across multiple
countries. The data reveal consistent increases in e-cigarette use, with Estonia
and Latvia recently experiencing the largest gains, at 8 and 7 percentage points,
respectively. The United Kingdom and New Zealand also showed substantial growth,
with increases of 7 and 6.2 percentage points. Countries such as Lithuania, Ireland,
Poland and France witnessed more moderate rises ranging from 4 to 3 percentage
points, while other countries saw smaller increases (see table below).

Moreover, there is strong evidence of an association between the rise in SNP use

and a corresponding decrease in smoking prevalence. For instance, in Sweden, daily
tobacco smoking rates dropped dramatically from 15.6% in 2003 to 6.3% in 2023, while
daily snus use increased to 17.5% during the same period. Similarly, Norway witnessed
a significant rise in daily snus users, increasing from 5.0% in 2005 to 16.0% in 2023, which
coincided with a sharp decline in daily smoking from 25.0% to 7.0%.

New Zealand also demonstrated a notable pattern, with smoking rates plummeting
from 28.9% in 2000 to 10.9% in 2021, while vaping is set to rise from 2.0% in 2016 to

a projected 13.0%in 2025. In the UK, smoking prevalence is forecast to decrease
significantly from 24.0% in 2005 to 10.8% in 2025, while vaping rates are set to increase
t0 10.0% over the same period. Similar trends are observed in other countries,
including the US, Ireland, Luxembourg and the Philippines (and to a lesser extent,

Austria and Lithuania) where smoking rates have declined while vaping rates have
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Prevalence of smoking and vaping in the UK, 2007-2025
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Prevalence of smoking and vaping in the USA, 2007-2025
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Therefore, we can see that both prevalence data and market data provide further convincing evidence of
substitution effects in multiple countries across a number of regions. As we have explored so far in this report,
the last two decades have seen significant progress in the growth of SNP markets and product development,
particularly in HICs. What we are able to demonstrate here is that this progress is reflected in the extent to which

people who smoke have responded by substituting a range of SNP for combustible tobacco.

It is important to acknowledge that this substitution is not limited to current smokers switching to SNP. It also
includes new nicotine users who are choosing SNP over cigarettes from the outset. Turn to Sections Four to Seven
for some closer analysis into substitution effects in the UK, Norway, Japan and New Zealand - four of the countries
that have experienced the most significant changes in nicotine and tobacco consumption since the advent of SNP.

Changes in the number of vapers globally

Obtaining global estimates of vaping product use prevalence is challenging for several reasons, as outlined by the
GSTHR team in this article by Jerzynski and Stimson (2023):

Information on vaping and other nicotine product use is unavailable for over half of the world’'s population.
Existing surveys often employ different definitions and methodologies, complicating data standardisation
across countries.

Some surveys rely on convenience samples or market data, which do not necessarily reflect actual usage
patterns.

Surveys are conducted infrequently or as one-time events, limiting the ability to track changes over time
and adjust estimates accordingly.”®

In our article ‘Estimation of the global number of vapers: 82 million worldwide in 2021, we employed a method of
assumed similarity for countries with missing data. We averaged the prevalence of vaping across WHO regions, World
Bank income classification groups, and the legal status of e-cigarettes in each country. These averages were then
applied to the adult population estimates provided by the United Nations for each country.

The prevalence data were adjusted based on the year of the surveys and the market value growth rates of
e-cigarette sales from 2015 to 2021. For regions lacking recent survey data, the market growth rate was used to
project the prevalence of vaping from the most recent available data. This approach involved correlating market
size with prevalence using a coefficient, derived from the relationship observed in two countries (the UK and New
Zealand) with available data.

The estimates also included an adjustment for market feedback to account for potential discrepancies between
market size and actual consumption. The final global estimate for 2021 was approximately 82 million vapers, with
regional variations reflecting the differing market growth rates and survey data availability.

In 2024, the estimates were updated on the basis of new data that emerged after 2021. The forecasting method has
also been improved to produce more precise results. According to our new estimates, the global number of vapers
increased to 114 million in 2023.

_.
according to the GSTHR’s new

estimates, the global number of vapers
increased to 114 million in 2023
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will an increase in the use of SNP and

a decline in smoking lead to health
gains?

all models indicated that the
introduction of SNP could have a
beneficial effect on population health
by reducing smoking-related mortality

one calculation saw up to 6.6 million

fewer smoking-attributable deaths in

the US between 2016 and 2100 as a

consequence of people switching from
smoking to vaping

data suggests that in the UK, the
majority of the reduction in male
smoking between 2012 and 2019 was
due to vaping, resulting in 165,660
averted deaths by 2052

Lives saved due to SNP

From a public health perspective, what does this increase in SNP use mean? We now
focus on their potential to reduce morbidity and mortality related to smoking. Will an
increase in the use of SNP and a decline in smoking lead to health gains?

In 2021, Lee et al. reviewed 13 studies modelling the potential health impacts of SNP on
mortality.” Four studies focused exclusively on nicotine vaping products, while others
covered a broader range of products, using terms such as modified risk tobacco
product (MRTP), new nicotine product, or new tobacco product. Six studies were
supported by tobacco companies and seven by public funding. Except for one UK
study, all other models focused on the United States.

The models analysed how people transitioned between different tobacco use groups,
typically categorized as never smokers, current smokers, and former smokers.
Researchers used data on existing transitions between these groups (initiation,
cessation, and re-initiation) to estimate how these behaviours changed over time in
the population. In addition to tracking these behaviours, the models also accounted
for the fact that using SNP carries a lower risk of disease and death compared to
traditional smoking.

To calculate the impact of SNP, the models created two scenarios. In the first, SNP
were not introduced, representing a ‘null scenario’. In the second, SNP were available
and used by some people, representing the ‘alternative scenario’. The primary

goal was to compare how the population would evolve over time in both scenarios,
including factors such as how many people started or stopped smoking and how
many switched to using SNP.

By examining the differences in population size between the two scenarios, the
models estimated how many lives could be saved or lost due to the introduction of
SNP. These changes in the simulated population numbers allowed researchers to
estimate the reduction in mortality resulting from people switching from smoking to
SNP use.




SECTION ON A GLOBAL PERSPECTIVE D

These models have limitations, such as considering only two products, focusing on mortality without considering
morbidity impacts, ignoring demographic variables like race or socioeconomic status as risk factors, and not
accounting for reductions in passive smoking or other risk factors. Despite these limitations, all models indicated
that the introduction of SNP could have a beneficial effect on population health by reducing smoking-related

mortality.

David Levy, a professor of oncology at the School of Medicine at Georgetown University, Washington, US, has
undertaken significant research in this area. In a 2017 study, Levy and colleagues compared a ‘status quo scenario’,
which projected smoking rates and health outcomes in the US in the absence of vaping, with several ‘'substitution
scenarios’ where cigarette use was largely replaced by vaping over a 10-year period.”® Both scenarios were tested
with optimistic and pessimistic assumptions about the relative harms of e-cigarettes compared to cigarettes, as
well as their impact on initiation, cessation, and switching. The study projected mortality outcomes by age and sex
in the US from 2016 to 2100. In the optimistic scenario, the researchers estimated 6.6 million fewer smoking-related
deaths and nearly 87 million fewer life years lost, representing a 25% reduction in deaths and a 35% reduction in life
years lost. Even in the pessimistic scenario, there were still 1.6 million fewer deaths (a 6% reduction) and 20.8 million
fewer life years lost (an 8% reduction).

In another study, Levy et al. simulated the effects
of nicotine vaping products on the 1997 US

birth cohort.®® Instead of assuming a complete
replacement of smoking with vaping, the authors
created scenarios that track vaping adoption.
These scenarios follow individuals as they progress
from trying nicotine vaping products to established
use, and even consider dual use of both cigarettes
and vapes. The model also incorporated cessation
behaviours at later stages in life, providing a more
realistic view of smoking and vaping dynamics.
Furthermore, unlike the 2017 study that focused
solely on the health impacts for smokers, this
study examines how vaping among individuals who
might not otherwise have smoked could influence
public health. The study projected significant
public health benefits from the use of nicotine
vaping products, with a 21% reduction in smoking-
attributable deaths and a 20% reduction in life
years lost, equating to approximately 101,000 fewer
deaths and 2 million fewer life years lost for the
1997 cohort.

A similar modelling study conducted by Levy and colleagues in 2021 for all US adults projected that from 2013-2060,
the use of nicotine vaping products would result in 1.8 million fewer deaths (10.4% reduction) and nearly 39 million life
years saved (19.9% reduction in life years lost).™®

Finally, Levy and colleagues also estimated the impact of nicotine vaping products on smoking prevalence and

the resulting smoking-attributable deaths before and after nicotine vaping product access in the US, UK and
Canada.'®138.37 Jsing indirect simulation models, they projected smoking trends in a counter factual (no-vape)
scenario, while controlling for tobacco control policies and comparing these trends with national survey data. The
analysis showed that the use of nicotine vaping products contributed to reductions in both smoking prevalence and

smoking-attributable deaths in all three countries.

For example, in the UK, 20.2% of the 27.5% relative reduction in male smoking between 2012 and 2019 was attributable
to nicotine vaping products, resulting in 165,660 averted deaths by 2052. In the US, half of the reduction in smoking
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between 2012 and 2018 was attributable to nicotine vaping products, resulting in 400,000 averted smoking-
attributable deaths between 2012 and 2052. In Canada, a 14% reduction in male smoking attributable to nicotine
vaping products between 2012 and 2020 yielded 100,000 averted smoking-attributable deaths between 2012 and 2060.
A similar methodological approach in Germany, carried out by Levy and colleagues, also showed substantial
decreases in deaths (300,000) and life years lost (4.7 million) from 2012 to 2060.%

Mendez and Warner (2021) also used simulation analysis to estimate the
potential of nicotine vaping products to reduce smoking-related mortality in
the US.™®® Evaluating 360 possible vaping scenarios, 357 (99%) showed positive
life years saved due to vaping, ranging from 143,000 to 65 million by 2100. Most
scenarios predicted millions of smokers quitting due to vaping, with these
quitters gaining an additional 1.2 to 2.0 years of life compared to those who quit
without vaping. Later replication studies in Russia and Georgia showed similar
results, with potential reductions in life years lost due to smoking reaching
18.6% and 28.9%, respectively.*®*! However, based on current rates of nicotine
vaping product use and SNP regulations in these countries, the most plausible
scenarios indicated a 3-8% reduction in smoking-related life years lost.

One recent study looked away from the HIC that dominate much research,
instead focusing on the potential for lives saved in Kazakhstan, Pakistan,

South Africa and Bangladesh. The authors chose these countries as they are
designated as LMIC and have other pressing health priorities, under-staffed
health agencies, weak tobacco control enforcement and also high levels of
smokeless product users, who also feature in the annual death toll of 350,000
across the four countries. The study found that by combining access to SNP
with improved, earlier diagnosis and treatment of lung cancer, about 2.6 million
lives could be saved in those four countries combined between 2020 and
2060.14

While most public health benefit models for nicotine vaping products are prospective, Sweden provides a real-
world example of the effects of SNP (particularly snus) on public health. In 1981, daily smoking prevalence was 27%

in Sweden. By 2022, this had plummeted to 5.3%, while daily snus use rose to 20.2% from 14% in 1982143144145 This shift
significantly reduced smoking-related diseases. The rate of lung cancer cases amongst Swedish men in 2022 was
less than half the European average.® A 2019 study linked increased snus use to a decline in smoking-related
cancers, attributing nearly half of this decrease to snus.”” Another 2019 study found that substituting smoking

with snus in Sweden reduced smoking-related deaths by 50% compared to other EU countries.*® According to the
European Cancer Information System’s data, Sweden has the lowest lung cancer incidence and mortality rate among
men in the EU and Nordic countries, despite having overall nicotine use around the EU average, underscoring the
life-saving benefits of snus.™®

N Aswe have shown, the evidence available from individual countries enables the

. formation of national projections about the impact of SNP on smoking-related

. morbidity and mortality, with a reasonable degree of confidence. However, as yet,
\ ) global projections for the impact of SNP are currently unavailable. There are major

gaps in data availability. A further significant challenge would be accounting for

. the vast array of cultural, socioeconomic and product availability factors and their
evidence suggests that SNP have a

. . - interactions. How would these affect the transition from smoking to SNP in different
positive impact on reducing smoking-

) . countries?
related mortality — the magnitude of
that impact depends on the rate of But although comprehensive global estimates are lacking, we can say that evidence
transition to SNP from both HIC and LMIC suggests that SNP have a positive impact on reducing smoking-

related mortality. The magnitude of that positive impact depends on how quickly the
transition from combustible tobacco to safer alternatives takes place.
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Reality check

The evidence is stacking up that SNP can both improve and save lives. But if THR is to
have global reach, much will depend on the actions of a few major tobacco companies
and those making regulatory decisions on SNP. To what degree are the companies
willing to invest in making SNP which are genuinely affordable, acceptable, appropriate
and accessible to the global population of over a billion tobacco consumers? Are
these companies really committed to transitioning all of their customers to safer
products? Or will the regulators decide this for them, banning SNP while millions
continue to smoke, allowing the tobacco companies to return to ‘business as usual™?

The major companies have an infamous and egregious track record of lies and
deceit over cigarette safety. This means that public trust in these companies is,
unsurprisingly, virtually non-existent. As the revolution in SNP began a process of
creative destruction on the tobacco industry, it was inevitable that the companies
would get involved in the manufacture and sale of SNP. But this involvement has
brought that lack of public trust with it.

Campaigners against THR have led the public, politicians, and journalists to believe
that tobacco companies dominate the sale and distribution of the most widely
available and visible SNP, nicotine vapes. This is untrue. PMI, BAT and JTI combined are
estimated to command about 26% of the global nicotine vaping product market share
by value.”® The majority share is taken by non-tobacco industry companies, mainly
based in China.

But while they may not be the dominant force in the production of nicotine vapes, it
is the major tobacco companies that make HTP, and as we have seen, they are also
gaining market share in smokeless products, particularly nicotine pouches. And,

of course, they all still derive the majority of their profits from selling combustible
cigarettes.

Statements committing these businesses to bright futures in which they end smoking

and produce SNP instead are frequently issued by the major tobacco companies. They
are just as frequently countered by the question ‘if the company is that committed to

ending smoking, why is it still selling cigarettes today?’
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it was inevitable that tobacco
companies would get involved in the
manufacture and sale of SNP- but
this involvement has brought a lack of
public trust with it

all tobacco companies still derive the
majority of their profits from selling
combustible cigarettes

with combustible cigarettes, tobacco
companies are selling a highly
profitable product that is legal in every
country in the world

only four companies were hacking
public statements with a reasonable
level of action in terms of SNP sales
and investment

the pace and willingness of this
transition largely depend on the level
of competition tobacco companies
face from SNP producers in specific
markets
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In a speech in September 2023, PMI's CEO Jacek Olczak made the case that companies like his have both the means
and the leverage with their consumers to effect a large-scale transition away from combustible cigarettes. He also
took aim at what he perceived as some of the major blocks to the company’s move to smoke-free products:

“Today’s environment and rhetoric make it easier for governments and regulators to do nothing on smoke-
free alternatives. It's perceived as safer for political careers to abstain from the debate completely rather
than be seen as siding with [PMI]. But, in the end, this is just prolonging the life of cigarettes and risks
shortening the lives of those who use them. For smokers today, inaction is not a neutral position. It is a

choice with real-world outcomes.™!

Oil companies continue to sell fossil fuels and automotive companies are still selling internal combustion engines,
arguing that the profits from their current business will fund their transition to a more environmentally sustainable
future. Are there parallels? With combustible cigarettes, tobacco companies are selling a highly profitable product
that is legal in every country in the world. As Chapter Four will explore, strict regulatory frameworks or outright
prohibitions mean the same cannot be said for SNP. All company CEOs are obligated to act in the best interest of the
company - which most often means maximising profits for investors and shareholders. Any other approach sees
that CEO fired.

But exactly how committed are the major companies in transitioning their product portfolio away from combustible
products to SNP in reality? Research organisation Idwala was engaged to rank the performance of the world’s
15 largest tobacco companies against a range of indicators, primarily the level of SNP sales and the degree of

investment being made.

They concluded that only four companies were judged to be backing public statements with a reasonable level of
action in terms of product sales and investment. Nearly all that output was geared to HIC and very little to LMIC.'%?
Since 2008, PMI has invested $12.5 billion USD in its SNP ventures, with SNP making up 36.4% of its net revenue in 2023.
PMI has also indicated its intention that, by 2030, SNP will make up over two thirds of total net revenues.”®®

SNP accounted for 12.3% of BAT's total revenue in 2023, and the company has made a similar declaration to PMI,
stating that smokeless products will make up 50% of their total revenue by 2050."%+'% This is not reflected throughout
the industry, however. SNP made up just 3% of Imperial Brands’ net revenue in 2023.1%
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Recent research by Levy, et al. (2023) suggests that we are a long way from the narrative of transformation

put forward by some tobacco companies becoming a reality.”” The authors argue that US companies will back
alternatives to cigarettes when threatened by competition - in the form of pressure from non-tobacco companies.
In the absence of that competition, those companies have less incentive to promote SNP.

Competition itself is largely dependent on government regulation of safer nicotine products. Thus, policies
stimulating competition will positively impact innovation, in the shape of better alternatives and better substitutes
for cigarettes. The Levy study also emphasises that public health advocates and researchers need to be open to

the concept of both tobacco and non-tobacco companies earning profits from selling SNP.

In truth, the picture is mixed. A few companies at least appear to see significant non-combustible portfolios as a
percentage of overall turnover and profit in future. But most of the global tobacco companies, whether private,
state-owned or with significant state investment, are a very long way from turning all their production capacity
over to non-combustibles. The pace and willingness of this transition largely depend on the level of competition
they face from SNP producers in specific markets. And as we have said, in some of the major tobacco-producing
countries, whole economies are reliant on the more dangerous combustible and risky oral product industry.

Additionally, products that are both available and affordable to HIC consumers are e
simply out of reach to those living in LMIC. Given the financial, political and cultural .
obstacles in the way of SNP take-up in many lower income countries, the reluctance B
of companies with global reach (US or China-based) to invest in developing relevant \

SNP markets is unsurprising.

all the available metrics for SNP

Twenty years of the SNP revolution: development at pace growth ap"ea:‘“‘ hf “’;“‘e up; SNP
are nere to stay

SNP development has come a very long way in a remarkably short space of time since
the first, basic e-cigarette was launched twenty years ago. Today, there is a dizzying

array of product options. Nicotine vapes range from basic, cheap single use products ] .
there is an association between the

increasing numbers of people who
are using SNP and a decline in the
prevalence of smoking

to high tech devices, and a huge range of flavour choices. Numerous different
brands of HTP are available, and Swedish snus and nicotine pouches are gaining in

prominence.

But individual nicotine users’ choices are often limited by regulatory restrictions, bans
or simply by companies deciding not to market a product in their country. This can limit
consumers to certain product categories or within product categories, for example in

terms of their choice of flavours, limiting the efficacy of THR. the data reveal SNP to be life-saving

Of course, consumer uptake has also undergone dramatic shifts. Vaping

remains dominant, with the GSTHR's 2024 estimate of the global number
of vapers increasing to 114 million in 2023, up from our previous estimate
of 82 million in 2021. There seems to be little doubt that the
emergence of the single use vape has played a part in
accelerating this growth.

But other SNP are on the rise as well. HTP have taken off in
several countries around the world since 2015; as a more
expensive product, their market value now exceeds that

of the vape market in those countries. In some Nordic
countries, snus is now the dominant nicotine consumer
choice, while very recently, nicotine pouches have made
substantial inroads into the North American SNP market. All
the available metrics for SNP growth appear to be on the up;
SNP are here to stay.
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Overall market trend data suggest that while combustible tobacco sales remain significantly higher than SNP
sales, the share of SNP in the total tobacco and nicotine market is increasing - and that adjusting for inflation,

combustible tobacco sales are declining, while SNP sales are experiencing rapid growth.

The impact that the growth of SNP is having on smoking is also strongly suggested by prevalence data from a
number of countries including Japan, New Zealand, Norway, the Philippines, Sweden, the United Kingdom and the
USA. All indicate that there is an association between the increasing numbers of people who are using SNP and a
decline in the prevalence of smoking. This is strongly suggestive of substitution effects of SNP for cigarettes at a
population level - and that is good news. Because the data reveal SNP to be life-saving: the significant reductions in
smoking achieved by switching to SNP have been shown to have real-world impacts in terms of the number of early
deaths avoided.

By analysing how far SNP are substituting for combustible cigarettes worldwide, it is clear that the process of
creative destruction unleashed on the tobacco industry is well underway - but it is not complete yet. How can major
transnational and state-owned tobacco companies be persuaded to turn their backs on the vast profits of the
combustible cigarette for good? Much will depend on national and international regulation and control regimes for
SNP - the subject of the next chapter.
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Chapter Four:
Global regulation and control
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The global regulatory and control landscape for SNP is very mixed. There are wide variations in how governments

have responded to the emergence of these products, with official responses ranging from bans - in some cases

using existing tobacco control laws - to a variety of regulatory frameworks, or indifference and inaction.

In this chapter, we look first at how regulation and control of SNP has been discussed at an international level, at

meetings of the Framework Convention on Tobacco Control (FCTC). It is important to note that even for Parties to

the FCTC - the countries that have signed and ratified the Convention - tobacco control remains a domestic issue.

While, technically, the FCTC is ‘legally’ binding, there are no enforcement consequences for non-compliance. If

anything, the FCTC could be seen as "morally” binding.'®

Over recent years, the WHO, and numerous influential organisations and funders associated with it, have explicitly

called for countries to either ban or heavily regulate SNP. In reality, a wide range of measures have been introduced

by countries keen to influence their domestic SNP markets and consumers in different ways. By no means all of

them follow the WHO party line.

Measures brought in to deal with the emergence and uptake of SNP fall into different
groups. At the top level, there is the issue of product legality. Are the main SNP
product categories legally available in the country? Then, where products are legally
available, there are a wide variety of regulations in place covering, for example,
procedures for product approval, product characteristics, marketing, advertising,
health warnings, taxation, packaging and flavours. We will turn to these later in the
chapter, after considering the international context for tobacco control.

An international perspective: the WHO, FCTC Secretariat
and the Conference of the Parties

International tobacco control is guided by the Articles contained in the FCTC, which
was enacted in 2005.%° This was before most SNP became widely commercially
available.

The Convention preamble declares a determination to “promote measures of
tobacco control based on current and relevant scientific, technical and economic
considerations” [emphasis added]. Thus, there is a recognition that developments
may occur in future which could affect the implementation of the FCTC. It is evident
from this text, therefore, that the architects of the Convention never intended it to be
setin stone.

Notably, the phrase ‘harm reduction” appears in Article 1(d), within the Introduction
to the FCTC, but its meaning is not explained further. Article 1(d) offers instead a
definition of ‘tobacco control according to the Convention - with harm reduction
acting as the third of three strategic pillars:

“and then ‘tobacco control’ means a range of supply, demand and harm
reduction strategies that aim to improve the health of a population by
eliminating or reducing their consumption of tobacco products and exposure
to tobacco smoke.™®°

a wide range of measures have been

introduced by countries — not all of
them follow the WHO party line

the architects of the Convention never
intended it to be set in stone

advice on SNP could be accommodated
within the Convention Articles, or in
new guidelines

there has been no attempt to harness
the potential of new technology into
tobacco control — quite the opposite

the WHO’s current position is that
SNP are no safer than smoking, do
not help in cessation, and risk the
renormalisation of smoking, especially
for young people
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Eighth session of the Conference of
the Parties to the WHO Framewaork
Convention on Tobacco Control

In light of the evidence demonstrating that SNP are substantially safer than smoking, and that they can assist in

smoking cessation, advice on SNP could be accommodated within the Convention Articles, or in new guidelines
issued on proportionate control that reflects the science. But to date, no such accommodations have been made.

Every two years, the Parties to the FCTC meet at the Conference of the Parties (COP). Those who observe the COP
process believe that the FCTC Secretariat, which strongly influences the agenda, has been doing all in its power to

avoid a debate on the subject of SNP and their role in tobacco harm reduction.

Decisions taken at COP meetings can be of huge importance for people who continue to smoke and people who use
safer nicotine products - but they are not permitted representation at the summits. Clearly, too, there has been no
attempt to harness the potential of new technology into tobacco control - quite the opposite.

Advertising, covered under Article 13 of the FCTC, is one area in which new guidelines could play a significant part
in assisting people who smoke to switch to safer products, for example. While not undermining the general ban on
cigarette advertising, Parties could be encouraged to allow the promotion (or even be involved in the promotion)
of SNP to adults who already smoke. At the very least, companies should be permitted to place inserts in packs of
combustible products, informing people of the potential to reduce the risk to their health by switching to a safer

product.

But this could not happen without a significant change of policy at the WHO. The WHO's current position is that SNP
are no safer than smoking, do not help in cessation, and risk the renormalisation of smoking, especially for young
people.’® This approach has underpinned almost every recommendation on the subject presented to every COP

since the FCTC Secretariat raised initial concerns back in 2008.

To explore how the WHO position on SNP has developed, we present here a timeline of COP meetings since 2008,
highlighting actions or discussions that took place that hold relevance for SNP as well as their role in THR, with a
particular focus on COP10, the most recent meeting, which took place in February 2024.

We discuss a number of reports which were submitted by the FCTC Secretariat to different COP meetings, all of which
relate to the following two Articles of the FCTC:

Article 9 - Regulation of the contents of tobacco products

“The Conference of the Parties, in consultation with competent international bodies, shall propose guidelines

for testing and measuring the contents and emissions of tobacco products, and for the regulation of
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these contents and emissions. Each Party shall, where approved by competent national authorities, adopt
and implement effective legislative, executive and administrative or other measures for such testing and
measuring, and for such regulation.”®?

Article 10 - Regulation of tobacco product disclosures

“Each Party shall, in accordance with its national law, adopt and implement effective legislative, executive,
administrative or other measures requiring manufacturers and importers of tobacco products to disclose
to governmental authorities information about the contents and emissions of tobacco products. Each Party
shall further adopt and implement effective measures for public disclosure of information about the toxic
constituents of the tobacco products and the emissions that they may produce.”?

These two Articles, or more precisely, the interpretation of the two Articles, are instrumental to determining the
extent of the FCTC’s influence on the regulation of SNP. Currently, Articles 9 and 10 officially apply only to tobacco
products. In recent years, however, some COP observers believe that the FCTC Secretariat has sought to encourage
Parties to widen this scope. If this were to occur, Article 9 and 10 could also be applied to products including vapes
and HTP, which would have significant implications for their regulation and control.

This concern notwithstanding, Articles 9 and 10 have for some time thrown up immensely complicated and technical
issues, and been the subject of considerable discussion, debate and even occasional dissent between the Parties
and the FCTC Secretariat.

Before going any further, it is also important to note that the WHO and FCTC s
terminology for nicotine vaping devices is ‘Electronic Nicotine Delivery Systems’ or X
ENDS, with the later addition of ENNDS for ‘Electronic Non-Nicotine Delivery Systems’ )
and 'D-ENDS’ for ‘Disposable Electronic Nicotine Delivery Systems’. \

by 2009, Brazil, Uruguay and the
Seychelles had implemented a total

ENDS were first mentioned in the context of a COP meeting in a progress report which - . )
ban on nicotine vaping devices

recommended producing guidelines for Articles 9 and 10 to the Third Session of the
COP. 0
At that point, the WHO did not appear to be taking a strong position on their g Neron ENDS containetile
WHO’s first ‘warning’ to Parties that
tobacco companies were now involved
in the manufacture and supply of
nicotine vapes

regulation.’® Nevertheless, by 2009, Brazil, Uruguay and the Seychelles had
implemented a total ban on nicotine vaping devices. 5166167

At the Fourth Session, the working group tasked with producing guidelines for Articles

9 and 10 submitted a progress report, in which the COP was asked to consider whether the clear acknowledgement of the
ENDS should be considered as tobacco products, despite the fact that they do not potential of harm reduction using
contain tobacco. % nicotine-containing products is

striking, given WHO’s later position
For the same session, the Convention Secretariat produced a report, ‘Control and

prevention of smokeless tobacco products and electronic cigarettes’. It contained
the Convention Secretariat’s guidance to the working group: ENDS should be regarded

as tobacco products.'® N

This report set the direction of travel. The section on smokeless tobaccos correctly focused on India and South-
East Asia, home to the most dangerous forms of these products. With regards to ENDS, however, the paper asserted
that there was no evidence to back claims of relative safety, or their efficacy as products to aid smoking cessation.
Still, there was no general call to ban products.
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The Fifth Session of the COP was presented with an FCTC Secretariat report, ‘Electronic nicotine delivery systems
including electronic cigarettes’.'™® It reported the results of a survey conducted by the Secretariat among the
Parties, to ascertain the extent and availability of ENDS use in their countries. Out of 176 Parties, only 33 replied. Only
16 could state that vaping products were available in their country. Only two had any prevalence data.

The WHO did not report any scientific or clinical assessments of the products themselves. Strangely, although the
established recommendation was that ENDS were to be regarded as tobacco products, the WHO Study Group on
Tobacco Product Regulation (TOBReg), the organisation’s scientific body on tobacco control, reported that “ENDS
designed for the purpose of direct nicotine delivery to the respiratory system fall into a regulatory gap in most
countries, escaping regulation as drugs and avoiding the controls applicable to tobacco products™.'

The FCTC Secretariat paper on ENDS did contain something very significant, however: the WHO's first ‘warning’ to
Parties that tobacco companies were now involved in the manufacture and supply of nicotine vapes. In paragraph 30
of the paper, the FCTC reported the purchase of independent vape manufacturers by tobacco companies, stating
“[they] are taking notice of the emerging products”.”

By 2012, no additional countries had banned vapes. Among the few that had replied to the FCTC survey, there was a
mix of regulation and no regulation. Overall, the message to Parties from the WHO was: ‘we don’t know enough about
these products’.

The paper prepared by the FCTC Secretariat for the Sixth Session of the COP in 2014 was titled ‘Electronic Nicotine
Delivery Systems’.” For the first time, the WHO recognised that the emergence of vaping was provoking a range of

reactions in the public health community:

“ENDS are the subject of a public health dispute among bona fide tobacco-control advocates that has
become more divisive as their use has increased. Whereas some experts welcome ENDS as a pathway to
reduction of tobacco smoking, others characterize them as products that could undermine efforts to
denormalize tobacco use.”

Further into the paper, there are hints at the potential benefits of nicotine vapes. Under a section on ‘Health risks
to users and non-users’, the paper concluded that “therefore it is very likely that average ENDS use produces lower
exposures to toxicants than combustible products”. On the issue of helping people who smoke to quit, the paper
refers to the 2014 US Surgeon General Report. It had concluded that:

“ENDS are much more likely to provide public
health benefits only in an environment where
the appeal, accessibility, promotion and use
of cigarettes and other combusted tobacco
products are rapidly reduced.”™

What would be the obvious way of facilitating this
process? To ensure every effort was made to
persuade people who smoke to switch. Instead,
much of the paper is devoted to urging Parties

to prohibit the marketing and promotion of ENDS,
alongside other alleged risks of allowing the ENDS
market to flourish, including referencing the
‘gateway theory’ and undermining tobacco control
efforts.
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Under the heading ‘General Considerations’, the paper stated:

“Public health authorities need to prioritize research and invest adequately to elucidate evidentiary
uncertainties as soon as possible. However, the greater responsibility to prove claims about ENDS
scientifically should remain with the industry.”™

This was disingenuous in two respects. Few countries outside the US would have the capacity to conduct their own
research. They would inevitably rely on scientific advice from the WHO. Judging by the references in this paper, this
was already heavily weighted against the potential public health benefits of nicotine vaping. Secondly, it is hard to
see how industry could make the scientific case as it was (and remains) very difficult for industry science to be
published in academic journals.

Finally, this paper noted the results of the 2014 WHO survey on ENDS regulation, where it was found that 13 countries
had banned the sale of vapes containing nicotine. Among the conclusions was this assessment:

“However, the majority of these countries
report that ENDS are available to the public,
probably through illicit trade and cross-
border Internet sales.”

COP7 (2016): Tobacco industry involvement seals
the fate of ENDS

COPT saw the publication of a WHO report titled
‘Electronic Nicotine Delivery Systems and Electronic
Non-Nicotine Delivery Systems (ENDS/ENNDS)".""

The report directly addressed the ‘role of ENDS/ENNDS
in tobacco control’ under section five. The clear acknowledgement
of the potential of harm reduction using nicotine-containing
products that pose fewer health risks than combustible tobacco

is striking, given the WHO's later position:

“If the great majority of tobacco smokers who are unable or unwilling to quit would switch without delay
to using an alternative source of nicotine with lower health risks, and eventually stop using it, this would
represent a significant contemporary public health achievement.”

This statement was followed by caveats around uptake of any such product among youth and non-smokers. There
was also recognition that debate continued over whether nicotine vapes could perform the function outlined
above:

“Whether ENDS/ENNDS can do this job is still a subject of debate between those who want their use to be
swiftly encouraged and endorsed on the basis of available evidence, and others who urge caution given the
existing scientific uncertainties as well as the performance variability of products and the diversity of user

behaviour.”

Unfortunately for those advocating in favour of harm reduction, while this paper appears to have been influential
in the development of the WHO's stance on vaping, it was not as a consequence of the points above. What seems
to have had the most impact came instead, it would appear, from the section on ‘Commercial interests’, which
contains this observation:

“Initially, the growth of the ENDS/ENNDS market was driven by companies that were independent from
traditional transnational tobacco companies (TTCs). However, TTCs are rapidly increasing their share of what
is so far a generally unregulated market. [...] The engagement of TTCs in the marketing of ENDS/ENNDS is a
major threat to tobacco control.”®
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The point made in this brief paragraph can now be understood as a key driver for the attitude adopted by WHO

and its allies, first toward nicotine vapes, and later, other SNP. To many observers, it seems that from this point on,

organisations which opposed THR/SNP, and the funders of those organisations, were focused less on the potential

benefits of SNP to reduce death and disease from smoking, and more on re-energising the war against the tobacco

industry.

One more important development occurred at COPT, as far as tobacco harm reduction is concerned. It exemplifies

the hardening stance on ‘ENDS’ - along with evidence of discontent emerging among some Parties in response.

The committee stage is where the main business is conducted at COP meetings. There are two committees, formed

from Parties to the FCTC; Committee A deals with policy matters and Committee B with administrative ones. In 2016,

after discussion, Committee A, submitted its draft report for Parties to consider at the plenary stage. The draft

report included this provision:

“INVITES Parties to consider applying regulatory measures such as those referred to in document FCTC/

COP/7/11 to prohibit or restrict the manufacture, importation, distribution, presentation, sale and use of

ENDS/ENNDS, as appropriate to national laws and public health objectives.”®' [emphasis added]

During the committee discussions, some Parties present wanted the statement to reflect that any regulation of

‘ENDS/ENNDS’ should be ‘science-based’. However, after objections from others, those words did not appear.

:
“the engagement of traditional
transnational tobacco companies in
the marketing of ENDS/ENNDS is a

major threat to tobacco control” —
FCTC Secretariat

from this point on, organisations which
opposed THR/SNP were focused [...]
on re-energising the war against the

tobacco industry

some Parties wanted the statement to
reflect that any regulation of ENDS/
ENNDS should be ‘science-based’ — but
those words did not appear

by 2018, 30 countries had banned or
severely restricted consumer access
to vapes

COP8 (2018): HTP enter the fray, and the spread of ENDS continues

By the time of the Eighth Session in 2018, HTP were now on the market in a number of
countries. Produced only by the major tobacco companies and containing tobacco,
Parties were informed that they were therefore unequivocally subject to the
provisions of the FCTC.

The FCTC Secretariat produced a ‘progress report’ on the regulatory and market
landscape since the first COP report in 2008.8? Reading this, there certainly had been
progress in the spread of nicotine vaping devices (or in the WHO's terminology, ENDS/
ENNDS) across the world, although primarily in HIC. However, 30 countries had already
banned or severely restricted consumer access to vapes.

COP9 (2021): The pandemic delays further developments

COPY, initially scheduled for 2020, was delayed for a year because of COVID. Ultimately,
the meeting was conducted online in 2021. There were no substantive discussions on
any topic - although two important papers relevant to THR were held over until COP10.

COP10 (2024): How long can the WHO ignore THR?

In a February 2024 Lancet comment, published immediately prior to COP10, two
distinguished former WHO Directors, Professor Robert Beaglehole, a global public
health practitioner, and Professor Ruth Bonita, an epidemiologist, explicitly called for
a change of direction from their former employers. Titled ‘Harnessing tobacco harm
reduction’, Beaglehole and Bonita said:

“Countries that are reaping the benefit of tobacco harm reduction, such as New
Zealand, Sweden, Norway, England, and Japan, should encourage participating
countries at COP10 to support proposals that will quickly reduce smoking
rates.”®
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This was not the first time Beaglehole and Bonita had spoken up. In a presentation in 2021, Robert Beaglehole argued
that “progressive countries [should] be working together to reform WHO, to reform COP”, directly addressing his WHO
colleagues as “the harm reduction deniers™.’® And in 2022, Beaglehole and Bonita, again in The Lancet, stated baldly
that “the FCTC is no longer fit for purpose, especially for low-income countries” 1%

But in the lead up to COP10, held in Panama City, there was little to indicate that any change of heart was on the
FCTC agenda. In a dedicated Briefing Paper, The FCTC COP10 Agenda and supporting documents: implications for the
future of tobacco harm reduction’, the GSTHR noted:

“Neither the Agenda, nor the accompanying published COP10 documents, nor various other reports intended
to influence the Parties at the COP consider that SNP offer any opportunities for public health. There is no
guidance for countries wishing to incorporate THR and SNP into their tobacco control policies, including
how to regulate them in proportion to the level of risk they pose. SNP are presented as a threat to tobacco
control, rather than as a potential tool to both support a switch from smoking and reduce high-risk tobacco
use."

While the FCTC Secretariat’s position on SNP appeared unchanged in the agenda and supporting documents,

however, some of the Parties’ opening statements in Panama suggested that not all were planning to fall in line.

Most of what takes place at COP happens behind closed doors, and the meetings receive little or no coverage

in mainstream media. A website called Copwatch, established by consumers of SNP who advocate for THR, aims

to rectify this lack of scrutiny. The authors provide updates on what emerges into the public sphere about the
proceedings of COP meetings. Copwatch highlighted some of the countries whose positions looked to be straying

from the official ‘party line’ on THR:

“The [Philippines] was one of many which challenged the WHO to consider harm reduction as a valid option to
reduce the harms of combustible use. [..] They were not the only delegation to do so. Disappointed pro-WHO
groups objected that ‘a number of countries, led by Guatemala and including the Philippines, China, Russia,
Antigua and Barbuda, echoed industry talking points’. Translation: They didn't fall into line with the policies
favoured by the WHO.™'87

Copwatch later added New Zealand, Armenia, El Salvador and St Kitts and Nevis to the list of countries that made
positive statements about SNP and THR.®® In one of the most interesting, a former Prime Minister of the Caribbean
state of St Kitts and Nevis, Denzil Douglas, noted:

“Although the convention that guides us itself describes tobacco control as a range of supply, demand and
harm reduction strategies [..] the public health community must define these terms on a more detailed
manner. It is important to note [..] that the proven concept of harm reduction plays a significant role in other
areas of public health, such as sexually transmitted infections, HIV AIDS, drug and alcohol addiction, and in
fact, air pollution. [...]
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in the lead up to COP10, held in Panama

City, there was little to indicate that
any change of heart was on the agenda

some of the Parties’ opening
statements in Panama suggested that
not all were planning to fall in line

while Working Groups can be open to
all Parties, Expert Groups are firmly
within the control of the FCTC Bureau

this stalemate is indicative that
a growing number of Parties are
resisting the imposition of decisions
made for them by the FCTC leadership

the FCTC Secretariat’s unilateral view

was that all HTP emissions — which do

not burn tobacco, but heat it — count
as ‘smoke’

N

“The tobacco control community should not reject the idea of harm reduction
per se but we should learn from the best practices of proven public health-
oriented measures while preventing the tobacco industry from hijacking that

important term.” 18°

He then said, “with the above in mind, we would like to present a proposal..”, but was
immediately interrupted by the President of the COP, Ms. Dhlamini, who told Douglas
to “confine [himself] to the agenda”. Undeterred, he tried again: “Right. And we are
proposing a working group which | intend to spend more time...". Again, Ms. Dhlamini
interjected swiftly, saying “it is not the time for a proposal”.’®

The St Kitts and Nevis proposal was specifically for a ‘working group’. This is important
- and perhaps explains the President’s desire to close down the suggestion so quickly.
‘Working Groups’ or ‘Expert Groups’ can be established under FCTC procedure to
scrutinise specific issues. But while Working Groups can be open to all Parties, Expert
Groups are firmly within the control of the FCTC Bureau and are heavily linked to WHO
bodies as well as selected NGOs, most funded by Bloomberg, all of which tend to be
opposed to THR.™

The ‘Working Group’ versus ‘Expert Group’ question was the source of one of the most
protracted debates at COP10, in relation to Articles 9 and 10. As noted earlier, these
cover the ‘regulation of tobacco products and their disclosure’ and are crucial to
how the FCTC deals with SNP. The Article 9 and 10 Working Group was suspended in
2018. Following two consultations by the FCTC Secretariat in 2020 and 2021, a majority
of Parties indicated they wished the Working Group to continue.™ Yet in the official
documents supplied ahead of COP10, Parties were instead invited to replace the
Article 9 and 10 Working Group with an Expert Group.

In Panama, the debate over this issue went on for five days. It took up so much time
that multiple other agenda items had to be moved to accommodate it. The St Kitts and
Nevis proposal came up again - as did the question of the inclusion of nicotine vapes

in this workstream. The official report of COP10 notes:

“Some Parties urged the Committee to also consider a draft decision that would

call for the creation of an intersessional working group on harm reduction.
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Other Parties considered that harm reduction went beyond the scope of the Article 9 and 10 agenda item
currently under consideration, which dealt exclusively with the contents and emissions of tobacco products;
a technical report on harm reduction by WHO would be more appropriate. A suggestion that the Working
Group’s mandate should be extended to cover nicotine and non-nicotine delivery systems (ENDS/ENNDS) was
opposed on the same grounds.”

After five days of debating this and other related points, no consensus could be reached. This stalemate is
indicative that a growing number of Parties are resisting the imposition of decisions made for them by the FCTC
leadership and its networks - particularly when it comes to matters relevant to tobacco harm reduction.

The two papers relating to safer nicotine products that had been held over from 2021 formed part of the relevant
substantive discussions at COP10. One of the papers was titled ‘Challenges posed by and the classification of
novel and emerging tobacco products’.'* The paper sought to consider the definition of ‘smoke’ in relation to

the emissions of ‘novel and emerging tobacco products’. This is important, as protecting “present and future
generations from the devastating [..] consequences of tobacco consumption and exposure to tobacco smoke” is
the stated objective of the FCTC.™%

The FCTC Secretariat had urged Parties to conduct their own research into HTP. In reality, the Secretariat would have
been aware this research was unlikely to happen, largely due to the cost. The FCTC Secretariat’s unilateral view was
that all emissions from HTP - which do not burn tobacco but heat it - count as ‘smoke’. By that token, HTP should
logically be controlled under the FCTC. In a report, the Secretariat included information on the approach to HTP from
17 high-income countries. Ten had already applied existing smoke-free legislation to the products.”®® Neither Sweden
nor Germany featured on the list. Perhaps that had something to do with the fact that legal cases in both countries,
brought by PMI, had found that the ‘heat sticks’ used in HTP should in fact be classed as ‘'smokeless tobacco
products’.107198

While the primary focus of this paper was HTP, it is worth noting that some of the wording leaves open the possibility
for the emissions of other products to be similarly reclassified:

“Novel and emerging tobacco products, particularly HTPs, emit pyrolysis products such as volatile aldehydes;
therefore, these aerosols are clearly within the scientific definition of ‘smoke’.”%

The second paper held over from 2021 was titled ‘Comprehensive report on research and evidence on novel and
emerging tobacco products, in particular heated tobacco products, in response to paragraphs 2(a)-(d) of decision
FCTC/COP8(22)". Despite claiming to be comprehensive, the document was only ten pages long. It focused almost
exclusively on HTP, repeating the contents of previous papers about HTP emissions, health risks, and market size,
highlighting areas of ‘uncertainty’ and stating that HTP were not harmless.?® Of course, not even the staunchest THR
advocate would make such a claim.

Beyond COP10 ;
If the organisers were keen to keep harm reduction off the official agenda, outside \ '
of the conference centre in Panama City, things were different. THR advocates
and consumers of SNP - denied entry to the official proceedings - held parallel the Panamanian authorities raided
sessions. It appears that their presence did not go unnoticed by the WHO. According hotels where THR advocates were
to multiple reports, the Panamanian authorities raided hotels where THR advocates staying

were staying, apparently in search of ‘t-shirts and pamphlets advertising harmful
products’.?”

The reality is that any discussion of harm reduction under the FCTC would inevitably safer alternatives to combustible
force a recognition that products like vapes, HTP, snus and nicotine pouches, when cigarettes should not be regarded as,
well-regulated, contribute to tobacco control through harm reduction. The evidence and subject to the same controls as,
supports the assertion that they would “improve the health of a population by the risky tobacco products they could
eliminating or reducing their consumption of risky tobacco products and exposure replace
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to tobacco smoke” (Article 1D, FCTC).?? Logically, safer alternatives to combustible cigarettes should not be regarded
as, and subject to the same controls as, the risky tobacco products they could replace.

But a Party consensus in support of this would signal a complete rejection of current WHO policy on ‘novel and
emerging tobacco and nicotine products’, the term the WHO uses to refer to SNP. This is very unlikely. After yet
another COP meeting, the issue of THR is still not officially on the table. So, everything has gone into stasis once
again, until COP11, scheduled to take place in Geneva in November 2025.

As noted at the outset of this chapter, tobacco control is a matter for individual countries, with the exception of work
on cross-border smuggling of llicit tobacco. Yet while the WHO and FCTC Secretariat are always careful to emphasise
the sovereign rights of Parties to formulate their own policies, there is still clear pressure from the top for policy
harmonisation when it comes to the regulation and control of SNP. In official COP documents and other communiqués,
the FCTC Secretariat (and the WHO more broadly) have encouraged countries to adopt tight controls on these products.
But how have governments chosen to respond to SNP? What does the global legal landscape look like in 20247

Y The current legal landscape for SNP

" The global regulatory environment for SNP is both diverse and constantly evolving. Over
\ the past decade, the trend has generally been toward stricter regulations or outright
bans on SNP. Nicotine vaping products have been at the centre of much of the debate
and regulatory change. This heightened focus is likely due to vapes being more widely
a notable increase in the number of accepted internationally (at least up until 2020, as discussed in Chapter 3), having
countries implementing bans on vaping been on the market longer than HTP and nicotine pouches, and drawing significant

occurred between 2009 and the release | concern from regulators, particularly regarding youth vaping (explored in Chapter 5).
of our first GSTHR report in 2018

A notable increase in the number of countries implementing bans on vaping occurred
. between 2009 and the release of our first GSTHR report in 2018.2%°

. For the past six years, the GSTHR project has been closely monitoring these
the regulatory environment for SNP P y pro) y &

is notably more complex and nuanced
than that of combustible tobacco
products

developments, having established the world’s largest THR database. This free-to-
access online resource supplies data on the use, availability and regulation of SNP,
as well as smoking prevalence and mortality, across over 200 countries and regions.
With frequent, often daily updates, the GSTHR website closely tracks changes in

/ legislation 2

Since the database was created in 2018, there has been movement in both directions in terms of the regulation of
vapes - some countries have imposed new bans, while others have relaxed their laws, making them legally available.
For instance, by 2024, countries such as Chile, India, Kazakhstan, Kuwait, Laos, Norway, Taiwan, and Vietnam had
instituted bans on vapes. Conversely, nations such as Bahrain, Egypt, Lebanon, New Zealand, Saudi Arabia, and the
UAE lifted theirs, making nicotine vaping products legally accessible to their populations by 2024.

The regulatory environment for SNP is notably more complex and nuanced than that of combustible tobacco
products. It is overly simplistic to claim that a country has ‘banned’ vaping, as some media and online sources do. In
reality, a ban can range from an outright prohibition on the sale, production or import of vaping products, to a

de facto ban where products are only available with a prescription, or where nicotine-containing liquids are banned
while nicotine-free liquids are permitted.

Further complexity arises in countries with federal systems like the USA and Canada, where laws can vary
significantly from state to state.

Legal availability

To provide a global perspective on SNP regulation and to simplify the classification of product legality, we grouped
the legal status of SNP in each country into three categories:
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1. Legally available (or legally available consumer products, LACP):

a. Countries where the sale and use of SNP as a consumer product are permitted under specific laws that regulate their
sale and use, without heavy restrictions (in this case, we consider heavy restrictions to be e.g. banning nicotine in the
product, only allowing purchase with prescription or from medically licensed professionals).

b.Countries where there is no specific legislation regulating SNP, but where they are regulated under general tobacco laws.
For example, if combustible or smokeless tobacco products are not banned in a country, SNP would also be considered
legally available under these general laws.

2.Banned: Countries where the sale and/or use of SNP are explicitly prohibited by law or so heavily restricted (e.g.,
prescription-only, medically licensed SNP only, bans on nicotine-containing SNP) that it effectively prohibits their sale as
consumer goods.

3.No information:

a. Countries where there is no information available on their regulatory status, meaning we lack data on whether specific or
general tobacco laws permit or ban their sale/use.

b. Countries where SNP fall outside the legal framework entirely, meaning they are neither specifically banned nor
regulated.

As of 2024, at least one category of SNP (nicotine vapes, HTP, snus or nicotine pouches) is legally available in 129
countries. This covers four billion people, which represents 71% of the global adult population.

Not all countries allow all categories of SNP, however. Moreover, regulators typically favour only one type of SNP,
while banning others. In 45 countries, only one type of SNP is legally available, covering 502 million people (9%). A
further 31 countries allow for two SNP, covering nearly 2 billion people (34%), 26 countries permit three SNP, covering
381 million people (7%). Four types of SNP are legally available in only 27 countries, covering 1.2 billion people (21%).

In 72 countries, no SNP are legally available, affecting 1.7 billion people, or 29% of the global population. ‘Not legally
available’ does not necessarily mean that SNP are banned - while this category includes countries that

do have bans on all products (of which there are five:

India, Qatar, Thailand, Turkmenistan and Vietnam),

it also includes those where there is no specific

legislation on any product, or where

o nene e At least ON@ kind of SNP
is legally available

in 2)@ countries

. Wﬂ y A

- of the global population
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Table 2 Legal availability of SNP (nicotine vaping devices, heated tobacco products, snus and nicotine pouches)

Number of legally available safer nicotine products  Number of countries Population covered Percentage of global
(millions) population covered

At least one SNP is legally available 129 4,066 71.14%

One SNP is legally available 45 502 8.79%

Two SNP are legally available 31 1,961 34.31%

Three SNP are legally available 26 381 6.66%

Four SNP are legally available 27 1,222 21.38%

No safer nicotine products are legally available T2 1,650 28.86%

Analysing the global landscape for SNP by product type reveals significant regulatory diversity. The graph below
illustrates the legal status of SNP across the global adult population.

N
Legal availability of different safer nicotine products
Percentage of global adult population (18+)
6
= 53.73% (3.07B) 35.78% (2.058) 58.32% (3.33B) 35.09% (2.018)
Q
o
6
= 3
o
>3
a2
(@]
[a W
1
10.65% (2.048) 13.08% (2.04B) 9.96% (0.578) 14.66% (0.84B)
0 GSTHR 2024.
NVP HTP Snus Pouches
Nicotine delivery system
Legally available
Il Banned
I No Information
J
@/ About 54% of the global adult population, equivalent to 3.1 billion people, live
About © in countries where nicotine vapes are legally available. In contrast, 36% (2
e . billion people) reside in countries where vaping is banned, while 10% (610 million
of adults live in areas °) reside n co re vapine | winie 102 (6101
° ° people) are in countries with no specific legislation or available information.
where Nicotine vapes

are H@g@ﬂﬂy @W@ﬁﬂ@bﬂ@ HTP have a slightly d?fferent. qistribution. They are legally available.’ro 36% of the
global adult population (2 billion people), while half of the population (50%, or

2.9 billion people) lives in areas where these products are banned. The
remaining 14% (790 million people) are in regions with no clear regulatory stance.

Snus is legally available to 58% of the global adult population (3.3 billion people),

Iegally making it more widely accessible than both vaping products and heated
banned available tobacco. However, 32% of people (1.8 billion) live in countries where snus is

3 60/ banned, and 10% (570 million) are in areas with unclear regulations.
o o
54/0 Finally, nicotine pouches are legally available to 35% of the adult population (2
billion people), while half of the population (50%, or 2.9 billion people) resides
in areas where they are banned. The remaining 15% (840 million people) are in

regions with no specific regulation or available information.
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It is worth noting, in any discussion over the prohibition of safer nicotine products, 4

the fact that no countries currently ban combustible tobacco. This means the

deadliest type of nicotine delivery system - the combustible cigarette - is currently
legally available to 100% of the world's population. \

The maps below illustrate the legal availability of the various safer nicotine product

categories worldwide. Although no clear geographical pattern emerges from these nicotine vapes are legally available to
regulations, there is a notable trend: it is uncommon for a product to have either legal 54% of the global adult population,
availability or banned status in just one or two countries within a region. Generally, HTP to 36%, snus to 58% and

if a product is a legally available consumer product, or conversely, is banned in nicotine pouches to 35% - but
one country, the same status is likely to apply across the majority of neighbouring combustible cigarettes to 100%

countries within that region. This suggests that regional influences often shape

national policies, leading to similar regulatory environments across entire regions.

the deadliest nicotine delivery system
of all — the combustible cigarette — is
legal everywhere on earth

P
Legal availability of nicotine vaping products

LACP
Il Banned
Il No information

Note: LACP - legally available consumer
product

.

LACP
Il Banned
I No information

Note: LACP - legally available consumer
product
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Legal availability of snus

LACP
Il Banned
I No information

Note: LACP - legally available consumer
product

LACP
Il Banned
Il No information

Note: LACP - legally available consumer
product

Regulation of flavours

Even if a product is legally available, the availability of flavours is another important factor incentivising the
substitution of smoking by SNP or helping avoid a relapse to smoking.?%® Our focus is on the regulation of flavours for
nicotine vaping products and HTP, primarily due to the availability of data.

The regulation of flavours varies significantly across different countries. There are no restrictions on flavours

for nicotine vapes in 41 countries, which allow a wide range of choices. However, 10 countries have implemented
restrictions, permitting only tobacco, mint, and menthol flavours, or in some cases, only tobacco or no flavours at
all. When it comes to HTP, 30 countries allow all flavours, whereas 25 countries have put restrictions in place.

The maps below illustrate the diverse regulatory approaches to flavours used in safer nicotine products around the

world.
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Limitations on the availability of flavours
in legal sales of nicotine vaping products

e
Ts)

Most flavours are allowed
Hll Only tobacco, mint, and menthol flavours are allowed
Il Only tobacco flavours or no flavours are allowed
Il This product category is banned
I No information

.

P
Limitations on the availability of flavours

in legal sales of heated tobacco products

Most flavours are allowed
Hll Only tobacco, mint, and menthol flavours are allowed
Il Only tobacco flavours or no flavours are allowed
Il This product category is banned
I No information

-

Other regulatory aspects

Beyond product and flavour availability, several other regulatory domains significantly impact consumers, including
retail restrictions, advertising and promotion, health warnings and labelling, product content, and taxation.

These policies, like those governing product and flavour availability, vary considerably across different countries.
To illustrate the range of regulatory approaches, this analysis focuses on the top countries by SNP market size,
excluding the United States and Canada due to the significant variation in regulations across states within these

countries (see table below).
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Table 3, 4 SNP regulatory provisions in top SNP markets

Country
Japan

Italy

UK

Germany
Indonesia
China
Russia
Poland
South Korea
Sweden
South Africa
Switzerland
Ukraine
France
Czech Republic
Hungary
Greece
Uruguay
Kazakhstan
Norway
Romania
Portugal
Lithuania
Spain
Austria

Denmark

Legal availability Flavours Sale restrictions Sales Age
NVP  HTP SNUS NP NVP HTP SNUS NP NVP HTP SNUS NP  AlISNP
B LACP  LACP B PCB MF MF PCB PCB PCB 20
LACP  LACP B LACP MF  TForNF PCB MF PCB 18
LACP  LACP B LACP MF MF PCB MF GR GR PCB GR 18
LACP  LACP B B MF  TForNF PCB PCB GR GR PCB PCB 18
LACP  LACP  LACP  LACP MF MF MF MF GR GR GR GR 18
LACP B LACP B TForNF PCB MF PCB GR PCB GR PCB 18
LACP  LACP B B PCB PCB PCB PCB GR GR PCB PCB 18
LACP  LACP B LACP MF  TForNF PCB MF GR GR PCB GR 18
LACP  LACP  LACP  LACP MF MF MF MF
LACP  LACP  LACP  LACP MF  TForNF MF MF GR GR GR GR 18
LACP  LACP  LACP  LACP MF MF MF MF GR GR GR GR 18
LACP  LACP  LACP  LACP MF MF MF MF GR GR GR GR 18
LACP  LACP B LACP TForNF MF PCB MF GR GR PCB GR 18
LACP  LACP B LACP MF  TForNF PCB MF GR PCB GR 18
LACP  LACP B LACP MF  TForNF PCB MF GR GR PCB GR 18
LACP  LACP B LACP TForNF TForNF PCB  Noinfo PCB 18
LACP  LACP B LACP MF  TForNF PCB MF GR GR PCB GR 18
B LACP  LACP  LACP  PCB MF MF MF PCB GR GR GR 18
B LACP B B PCB MF PCB PCB PCB GR PCB PCB 21
B B LACP B PCB PCB MF PCB PCB PCB PCB 18
LACP  LACP B LACP MF  TForNF PCB MF GR GR PCB GR 18
LACP  LACP B LACP MF  TForNF PCB MF GR GR PCB GR 18
LACP  LACP B B  TForNF TForNF PCB PCB GR GR PCB PCB 18
LACP  LACP B LACP MF  TForNF PCB MF GR PCB GR 18
LACP  LACP B LACP MF  TForNF PCB MF GR PCB GR 18
LACP  LACP B LACP TFor NF PCB MF GR GR PCB GR 18

Source: GSTHR4



SECTION N A GLOBAL PERSPECTIVE D

Sale via the internet Point of sale product  Health warnings on product  Excise tax compared to
display packaging excise duty on cigarettes
Country NVP HTP SNUS NP NVP HTP SNUS NP NVP HTP SNUS NP NVP HIP SNUS NP
Japan PCB A A PCB  PCB A A PCB  PCB PCB  PCB <50% PCB
Italy A A PCB A A A PCB A PCB <50% PCB
UK A A PCB A A A PCB A PCB Noexcise <50% PCB Noexcise
Germany A A PCB  PCB A A PCB  PCB PCB  PCB >=50% PCB  PCB
Indonesia A A A A A A A A GHW/PP <50% >=50% <50% >=50%
China P PCB P PCB A PCB A PCB PCB PCB >=50% >=50% Noexcise PCB
Russia P P PCB  PCB P P PCB  PCB PCB PCB <50% >=50% PCB PCB
Poland A A PCB A A A PCB A PCB <50% PCB Noexcise
South Korea P P P P A A A A GHW/PPGHW/PPGHW/PPGHW/PP >=50% »>=50% >=50% >=50%
Sweden A A A A A A A A <50% <50% <50%
South Africa A A P A A A A A GHW/PPGHW/PP <50% >=50% >=50% Noexcise
Switzerland A A P A A A A A Noexcise <50% <50% <50%
Ukraine A A PCB A A A PCB A PCB <50% <50% PCB Noexcise
France A A PCB A A A PCB A PCB Noexcise >=50% PCB Noexcise
Czech Republic A A PCB A A A PCB A PCB Noexcise <50% PCB Noexcise
Hungary A A PCB A A A PCB A Noinfo PCB >=50% PCB Noexcise
Greece A A PCB A A A PCB A PCB <50% PCB Noexcise
Uruguay PCB P P Noinfo PCB P P A PCB GHW/PPGHW/PP PCB  No excise No exciseNo excise
Kazakhstan PCB P PCB  PCB  PCB P PCB PCB PCB GHW/PP PCB PCB PCB >-50% PCB PCB
Norway PCB  PCB A PCB  PCB  PCB P PCB PCB  PCB PCB  PCB PCB <50% PCB
Romania A A PCB A A A PCB A PCB <50% PCB Noexcise
Portugal P P PCB A A P PCB A PCB <50% <50% PCB Noexcise
Lithuania P P PCB  PCB P P PCB  PCB PCB  PCB <50% PCB  PCB
Spain A P PCB A A A PCB A PCB Noexcise <50% PCB Noexcise
Austria A A PCB A A A PCB A PCB Noexcise <50% PCB Noexcise
Denmark A A PCB A A A PCB P  GHW/PPGHW/PP PCB <50% PCB  <50%

Source: GSTHR4

The following abbreviations were used in the
construction of the table for clarity and consistency:

A - allowed MF - most flavours are available

B - banned TMMF - only tobacco, mint, and menthol flavours are
P - prohibited allowed

NVP - nicotine vaping products TF or NF - only tobacco or no flavours are allowed

HTP - heated tobacco products THW - text health warning

NP - nicotine pouches GHW or PP - graphic health warning or plain packaging
LACP - legally available consumer product GR - general retail (regardless of licensing schemes)

PCB - this product category is banned SR - specialised retail only



& WV GSTHR ORG

:
South Korea, Sweden, South Africa,
and Switzerland stand out with

some of the most liberal regulatory
frameworks for SNP

Kazakhstan and Norway represent
some of the most restrictive regulatory

environments, where only one type of
SNP is legally available

the availability of SNP through general
retail versus specialist retail channels
further distinguishes liberal from
restrictive markets

From this sample of countries, South Korea, Sweden, South Africa, and Switzerland
stand out with some of the most liberal regulatory frameworks for SNP. In these
countries, all four categories of SNP - nicotine vapes, HTP, snus, and nicotine pouches
- are legally available. Additionally, these nations impose minimal restrictions on
flavours (with the exception of Sweden for HTP) and allow wide availability through
general retail channels (except in South Korea, where only specialist stores can sell
SNP).

Conversely, Kazakhstan and Norway represent some of the most restrictive regulatory
environments, where only one type of SNP is legally available - HTP in Kazakhstan and
snus in Norway. Furthermore, Kazakhstan imposes the same restrictions on HTP as it
does on combustible cigarettes.

In a range of other countries, such as Japan, Germany, China, Russia, and Lithuania,
only two types of SNP are legally available. Others take a more selective regulatory
approach, typically banning one type of SNP, often snus. This is especially the case in
EU countries, where snus is generally prohibited. Uruguay is unique in this list as it bans
only nicotine vapes, while other SNP categories are legally available.

Regarding flavours, existing restrictions primarily affect HTP, for which only tobacco
or no flavour at all is typically allowed. The same restrictions apply to nicotine vaping
products in China, Ukraine, Hungary, and Lithuania. Notably, no flavour restrictions are
in place for snus and nicotine pouches in any countries where these products are

legally available.

Sales restrictions and age limits are other tools used by governments to control
the accessibility of SNP. The table reveals that most countries set the legal sales
age for SNP at 18 years, aligning with global tobacco control standards. However, in
Kazakhstan, Japan, and South Korea the restrictions are slightly more stringent, with
age limits (for both cigarettes and SNP) at 21, 20, and 19 years, respectively.

The availability of SNP through general retail versus specialist retail channels further distinguishes liberal from

restrictive markets. In countries like the UK, Indonesia, Sweden, and South Africa, SNP are widely available through

general retail channels, making them accessible to consumers. In contrast, countries like South Korea, Italy, and

Hungary restrict sales to specialist retail stores, which may require special licenses or for specific conditions

to be met. This approach limits the accessibility of SNP, potentially reducing their appeal and use compared to

combustible cigarettes.

- W

N
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Internet sales and point-of-sale (POS) display regulations add another layer of
complexity to SNP regulation. In China, Russia, South Korea, Uruguay, Kazakhstan, and
Lithuania, the sale of SNP through online retail channels is banned, which restricts
consumer access, particularly in regions where physical retail options are limited.
However, many European countries, including Italy, the UK, Sweden, Poland, and France,
allow internet sales, recognising the growing trend of online shopping and providing
consumers with convenient access to SNP.

Meanwhile, POS display regulations also vary widely, with some countries like Russia,
Uruguay, Kazakhstan, Norway and Lithuania prohibiting the display of SNP at points of
sale to reduce their visibility. Others allow it, making these products more visible and
potentially more appealing to consumers who might otherwise choose combustibles.

Health warnings on SNP packaging range from simple text warnings to graphic health
warnings (GHW) or plain packaging (PP). The majority of the countries in the selected
sample use only text health warnings. These mostly differ from those on combustible
cigarettes, focusing instead on nicotine addiction and potential health hazards
associated with use of the product, rather than standard ‘smoking kills' messages.
However, South Korea, Indonesia, Uruguay, Kazakhstan, and Denmark have adopted
more stringent measures, requiring either GHW or PP for specific categories of SNP.

Lastly, excise taxes on SNP and their rates vary widely. This influences the affordability
and, consequently, the demand for these products. The picture around taxation is

even more diverse than for the previously discussed regulatory domains.

tobacco control analysts often point
Uruguay is the only country in the sample that does not levy excise taxes on the SNP to taxation as the most effective way

categories legally available in the country. of controlling product demand and

Many countries, including Japan, Italy, Germany, Indonesia, South Korea, Sweden, and influencing consumer choices

Denmark, tax all SNP categories that are legally available. Among these, South Korea .
and Indonesia impose relatively high taxes on SNP. Generally, HTP are the product
category taxed most heavily compared to others. In contrast, nicotine pouches are by 2023, among countries permitting
mostly free of excise taxes. the sale of nicotine vapes, at least 52

Due to its importance and complexity, the taxation and pricing of SNP is further had implemented taxes on them

discussed in the following section. \

Taxation and pricing of SNP

We have indicated the primary modes of tobacco control as imposed on SNP. Tobacco control analysts often
point to taxation as the most effective way of controlling product demand and influencing consumer choices.
This section explores the taxation and pricing of SNP, primarily focusing on nicotine vapes and HTP. We examine
the tax regimes and rates applied to these products and assess how much the taxes are reflected in retail prices.
Additionally, and importantly, we compare the affordability of SNP to that of combustible cigarettes.

Taxation of SNP around the world

With the emergence of vapes, HTP and other new nicotine and tobacco products, policymakers have used varied
taxation strategies. By 2023, among countries permitting the sale of nicotine vapes, at least 52 had implemented
taxes on them.? Of these, 37 tax all e-liquids, while 17 only tax those containing nicotine. Most countries impose a
specific excise tax on e-liquids, with 30 applying a uniform tax rate and nine using a tiered system. An ad valorem
system is used in 11 countries while four use a mixed system. A further 12 countries specifically tax vaping devices,
typically imposing a lower tax burden on closed systems compared to e-liquids sold separately.
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Table 5 Types of excise applied to nicotine vaping products, as of May 2023

Type of excise tax

Specific uniform

Specific tiered
Ad valorem uniform

Ad valorem tiered

Mixed

Taxing only nicotine-containing
e-liquids

Albania, Kazakhstan*,
Kyrgyzstan, Portugal,
Romania, Russia

Denmark, Indonesia,
Philippines, Sweden

Bahrain, Ecuador, Jordan,
Saudi Arabia

China

Taxing all e-liquids

Armenia, Azerbaijan, Belarus, Bulgaria, Croatia, Cyprus, Estonia,
Finland, Georgla Germany, Greece, Hungary, Latvia, Lithuania,
MalayS|a Montenegro, North Macedonia, Pakistan, Poland,
Serbia, South Africa, South Korea, Ukraine, Uzbekistan

Canada, Italy, Morocco, Slovenia

Costa Rica, Maldives, Paraguay, Togo, United Arab Emirates

Egypt, Ghana, Israel, Kenya

Source: Global taxation of ENDS and ENNDS: a cross-country evaluation and Recommendations for Taxation?’

Note: While this table reflects the tax situation as of May 2023, Kazakhstan banned the sale of all types of nicotine vaping product in April 2024, with
the ban taking effect in June 2024. As a result, excise taxes on nicotine vaping products are no longer applicable in that country (see Section Three:
Eastern Europe and Central Asia for details).

Out of the 52 countries which tax nicotine vapes, Belarus had the highest excise tax burden at 88%. This was
followed by Portugal at 85%, Norway at 78%, and Kazakhstan at 77%. Ukraine, Georgia, and Malaysia had excise tax
burdens of 62%, 65%, and 60%, respectively. Nineteen countries had an excise tax burden exceeding 50%, while
another 19% had burdens below 30%. The lowest excise tax burdens were noted in Costa Rica and Paraguay (both at
4%), Kenya (3%), and Croatia (0%).

Excise tax burden on e-liquids (2023)
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Countries typically impose lower taxes on nicotine vaping products than on cigarettes. Among the 52 countries
that levy taxes on e-liquids, data on excise tax rates or retail prices are missing for two countries. However, of the

remaining 50 countries with available data, 15 impose a higher excise tax burden on nicotine vapes compared to

cigarettes, which runs counter to the principles of risk-proportionate excise taxation.?*

As of 2023, 66 countries levy taxes on HTP?"® Most countries use a specific excise tax rate based on the weight of

tobacco, which can be challenging for tax collection due to verification difficulties. Consequently, an increasing

number of countries are opting to tax HTP per stick, irrespective of tobacco content.
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Table 6
Type of Excise Tax Base unit Country
Specific Kg of tobacco Albania, Austria, Belarus, Bosnia and Herzegovina, Bulgaria,
Canada, Croatia, Cyprus, Czechia, Denmark, Estonia, Greece,
Iceland, Indonesia, Ireland, Kazakhstan, Kyrgyzstan, Latvia,
Lithuania, Luxembourg, Montenegro, Morocco, Netherlands,
New Zealand, North Macedonia, Pakistan, Romania, Russian
Federation, Serbia, Slovakia, Slovenia, Sweden, United Kingdom
Sticks Armenia, Azerbaijan, Hungary, Italy, Japan, Jordan, Peru,
Philippines, Republic of Korea, Republic of Moldova, South
Africa, Ukraine, United States of America
Ad valorem Retail price Costa Rica, Ecuador, Paraguay, Spain, Switzerland
Retail price excluding VAT Saudi Arabia, United Arab Emirates
Mixed Kg of tobacco / Retail price  Finland, France, Germany, Poland, Portugal
Sticks / Retail price Colombia, Georgia
Sticks / Wholesale price Israel, Palestine

Source: Perucic AM, Sandoval RC, Malik S, Morales-Zamora G. Taxation of novel and emerging nicotine and tobacco products (HTP, ENDS, and ENNDS)

globally and in Latin America. Rev Panam Salud Publica. 2022;46:e175.2"

In 2023, data from 66 countries showed no instances of HTP being taxed higher than
cigarettes, while only a few countries have equal tax rates for HTP and cigarettes.?”
This trend extends to the excise tax burden as well, where the majority of these
countries have a lower excise tax burden on HTP. Therefore, taxation seems to be a
lesser obstacle for the uptake of HTP, at least in comparison to cigarettes.

Taxation of SNP and rates of excise tax are rapidly changing worldwide, along with
regulatory frameworks. An increasing number of countries are introducing excise
taxes on these products or raising existing excise tax rates. However, as of 2024,
where SNP are legally available, they generally enjoy more favourable taxation

compared to cigarettes - although not always proportionate to their relative harms.

The maps below illustrate the diverse taxation approaches to various SNP globally.

..
among 50 countries with available
data, 15 impose a higher excise tax

burden on nicotine vaping products
compared to cigarettes

data from 66 countries showed no
instances of HTP being taxed higher
than cigarettes, while only a few
countries have equal tax rates for HTP
and cigarettes
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Excise duty on nicotine vaping products
compared to excise duty on cigarettes

No excise

Excise up to 10% of cigarettes
Bl Excise of 10% to 50% of cigarettes
Il Beyond 50% or equivalent to cigarettes
Il This product category is banned
I No information

Excise duty on heated tobacco products
compared to excise duty on cigarettes

No excise

Excise up to 10% of cigarettes
Il Excise of 10% to 50% of cigarettes
Il Beyond 50% or equivalent to cigarettes
Il This product category is banned
I No information

Excise duty on snus
compared to excise duty on cigarettes

No excise

Excise up to 10% of cigarettes
Bl Excise of 10% to 50% of cigarettes
Il Beyond 50% or equivalent to cigarettes
Il This product category is banned
I No information
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Excise duty on nicotine pouches
compared to excise duty on cigarettes

No excise
A Excise up to 10% of cigarettes
' ¥ Ml Excise of 10% to 50% of cigarettes
Il Beyond 50% or equivalent to cigarettes
v ) Il This product category is banned
.~ [ No information

-

SNP prices compared to cigarettes

Despite favourable taxation, SNP prices are not always lower than cigarette prices.

A 2017 study compared the price of combustible cigarettes, disposable e-cigarettes,
e-liquids, and e-liquids with rechargeable devices in 45 countries.?”® Despite ,
favourable taxation, combustible cigarettes were still more affordable than nicotine \ N
vaping products. Specifically, disposables were 3.2 times more expensive than o

cigarettes in LMIC and 1.3 times more expensive in HIC. E-liquids alone were more .
a survey of 34 countries found that

HTP, despite being taxed at lower rates

than cigarettes, were more expensive
A 2019 study of 34 countries found that HTP, despite being taxed at lower rates than in half of the surveyed national markets

expensive than cigarettes in LMIC by 27%, while they were priced at only 44% of
cigarette prices in HIC.

cigarettes, were more expensive in half of the surveyed national markets.? By 2023,
data indicated that HTP were generally cheaper than cigarettes, except in Poland,
South Korea, and Uzbekistan.? In 17 of the countries surveyed, the price difference

instead of lowering prices to
encourage consumers to switch

from cigarettes to safer products,
The initial cost of the devices needed to consume e-liquids or heated tobacco adds companies leverage these tax benefits

between HTP and cigarettes was a mere 10%, whereas in the UK and New Zealand, HTP
were notably cheaper, costing 2.5 times less than cigarettes.

another significant cost barrier to switching from smoking to vaping. According to the to increase their profit margins
same 2017 study, accounting for the combined cost of e-liquids and vaping devices,

they were less affordable than cigarettes in almost all countries, except the UK.?"

A 2022 study comparing the cost of nicotine across different products in Switzerland, Germany, the USA, Sweden,
France, and the UK found that when adjusted for device price, HTP cost more than regular tobacco products
(except in the USA) and other nicotine-containing products.?” Considering that cigarette taxes and prices in those
countries are generally high and significantly higher than in LMIC, it is likely that this finding holds true in other HIC,
while the difference will be much greater in LMIC.

The primary reason why lower taxes on SNP are not fully reflected in lower prices compared to cigarettes lies in

the industry’s strategy and pricing. Research raises concerns that tax advantages may primarily benefit producers
by allowing them to maintain higher profit margins on SNP. Instead of lowering prices to encourage consumers to
switch from cigarettes to safer products, companies leverage these tax benefits to increase their profit margins.?’®

Indeed, data from 2023 shows that the difference in excise taxes between cigarettes and HTP was, in most cases,
greater than the retail price differences, supporting this argument.?® Industry reports also suggest that HTP
producers employ this pricing strategy, positioning HTP sticks as value-oriented compared to premium brand
cigarettes, and enjoy significantly higher profits from selling HTP compared to cigarettes.
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demand for nicotine vapes is more

sensitive to price changes than demand
for cigarettes

higher vape prices significantly
increase the likelihood of smokers
opting for conventional cigarettes
without influencing their decision to
quit

although many countries tax SNP
at lower levels than cigarettes, the
discrepancy in tax rates between SNP
and cigarettes often fails to mirror the
actual difference in health risks

government subsidies for SNP, to
encourage uptake by adults who
smoke, present an unconventional
perspective which diverges from
traditional tobacco control approaches

the UK stands out as a country
that already provides subsidies
and preferential tax treatments for
smoking cessation products

subsidising NRT in Sweden is cost-
saving and removes financial barriers,
particularly for socioeconomically
disadvantaged smokers
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Excise and price gaps hetween cigarettes and HTP (2003)
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Additional reasons for the higher cost of HTP compared to cigarettes may include the
significant initial investment that companies had to make in product development.
This made their sales unprofitable during the first years the products were on the
market. Ongoing research and development efforts to improve existing technologies
and create new products also contribute to higher costs.

Optimal SNP taxation

The literature recommends implementing excise taxes on traditional tobacco
products through simple tax structures, employing metrics like the number of
cigarettes, packs, or weight as a basis.??"?*? However, designing an optimal taxation
strategy for SNP is more complex for several reasons. Firstly, their consumption
behaviour differs from that of cigarettes. Secondly, SNP present significantly lower
health risks, thereby offering public health benefits, not costs. Lastly, the diversity
and constant evolution of these products add to the complexity of establishing an
effective taxation framework.

The WHO advises imposing taxes on SNP, recommending that HTP be taxed at the same
rate as cigarettes to discourage use by youth and non-users.??® They also suggest
taxing e-liquids uniformly, regardless of nicotine content, and considering taxes on
the devices themselves. Similarly, the World Bank advocates for increasing excise
taxes on nicotine vapes, combined with even higher taxes on cigarettes, to prevent
non-smokers from starting nicotine vape use, reduce dual usage, and encourage
those who smoke to switch to vapes.??

However, current scientific evidence suggests that these recommendations might
lead to negative public health outcomes.

Research shows that the demand for nicotine vaping products is highly responsive to
price changes, with estimated own-price elasticity ranging from -0.8 to -2.2.225226.221228.229
This means that for every 1% increase in the price of vaping products, the demand falls
by 0.8% to 2.2%, suggesting the demand for nicotine vapes is more sensitive to price
changes than it is for cigarettes.

Additionally, studies have established that nicotine vaping products and conventional
cigarettes are economic substitutes; a price increase in conventional cigarettes
tends to boost nicotine vape sales, and vice versa 202912223 Experimental studies
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highlight that higher vape prices significantly increase the likelihood of smokers opting for conventional cigarettes
without influencing their decision to quit. This indicates that taxing nicotine vaping products could shift vapers
back to smoking.?** Conversely, higher combustible cigarette prices not only decrease the likelihood of choosing
cigarettes but also increase the likelihood of choosing nicotine vaping products or quitting altogether.

Therefore, these findings suggest that raising taxes on conventional cigarettes could motivate people who smoke
to switch to significantly less risky nicotine vaping products. It could also motivate people to quit using tobacco
and nicotine products entirely. However, imposing or increasing excise taxes on nicotine vaping products may
encourage the uptake, continuation or re-initiation of smoking among both youth and adults.?®® These conclusions

might be generalised to other SNP as well.

Although many countries tax SNP at lower levels than cigarettes, the discrepancy in tax rates between SNP and

cigarettes often fails to mirror the actual difference in health risks. Following the evidence suggesting that nicotine
vaping products and snus are 95% and 98% safer than smoking, relative tax rates should be in line with their reduced
risk. Assuming these tax differences are reflected in retail prices (and not in increased producers’ profit margins), it
would both acknowledge their lower harm and promote their use as substitutes for combustible tobacco products.

However, the diverse nature of SNP poses a challenge in establishing an optimal taxation framework for them. The
complexity of determining appropriate tax bases, along with the challenges of monitoring and collecting taxes
from SNP, could lead to policies that exacerbate rather than address market failures associated with smoking.?
Additionally, the administrative costs of taxing SNP proportionately to their relative risks might outweigh the tax
collection itself, potentially having a negative fiscal impact. These considerations suggest that applying zero excise
tax rates on SNP might be the most effective taxation strategy, representing a feasible approach for governments
to adopt.

Exploring government subsidies for SNP, to encourage uptake by adults who smoke, presents an unconventional
perspective which diverges from traditional tobacco control approaches.?®” The primary rationale behind subsidising
SNP is to improve public health outcomes, through the provision of direct government support to reduce the cost of
safer alternatives compared to combustible tobacco products for individual consumers. This financial assistance
aims to lower barriers, encouraging smokers to switch to SNP and thereby potentially mitigating the health risks

of smoking. This approach aligns with harm reduction strategies that prioritise minimising the adverse health

consequences of nicotine use or dependency through safer nicotine delivery mechanisms.
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The UK stands out as a country that already provides subsidies and preferential tax treatments for smoking

cessation products, particularly those classified as medicinal. The UK applies a reduced VAT rate of 5% to NRT

products, compared to the standard 20% VAT for consumer goods.?*® While nicotine vaping products licensed as

medicinal products would also qualify for this tax reduction, it is important to note that currently no vape on the

market holds such a license.

Furthermore, the UK's National Health Service (NHS) offers a programme to make NRT products, such as patches,

gums, inhalers, sprays, and lozenges, as well as prescription drugs aimed at helping people quit smoking,

more accessible and affordable. These products can be prescribed by doctors, and the cost can be reduced

or completely covered depending on an individual's income.?* A 2020 study analysing the impact of this NHS

programme in England found that it contributed to 156.3% of the overall 10.8% reduction in smoking prevalence

between 2001 and 2016, highlighting its effectiveness.?® The ‘Swap to Stop’ programme - currently being rolled out

at the time of writing - is a world-first, that will see nicotine vape starter kits given free of charge to around a million

adults who smoke.?*

A 2023 study analysing the cost-effectiveness of subsidising NRT in Sweden found that this cessation policy is cost-

saving and removes financial barriers, particularly for socioeconomically disadvantaged smokers. This may play a

role in reducing health inequalities.?”> Considering the evidence demonstrating the greater effectiveness of vapes

compared to NRT in encouraging smoking cessation, subsidising SNP will likely lead to even greater public health and

economic gains.

..
the WHO has tried to fill the vacuum

of uncertainty around new ways of
consuming nicotine

interventions from a handful of
countries at COP10 indicated that the
conversation about harm reduction
cannot be put off forever

all of these policy levers should be
directed towards encouraging more
people who smoke to switch to safer
products

increasing access to safer products
that can act as actual and economic
substitutes for combustible cigarettes
should only be seen as good news for
public health

Conclusion

New ways of consuming nicotine have developed so quickly over the past twenty years
that governments have been unsure as to the most appropriate regulatory regime

to adopt. The WHO has tried to fill this vacuum of uncertainty. Using its influence at
meetings of the FCTC COP, the WHO has encouraged countries to adopt a progressively
more prohibitionist approach to regulating new products, while denying that any public
health benefit can be gained from enabling people who smoke to switch to SNP. This
directly contradicts the weight of scientific evidence in relation to nicotine vaping

and smoking cessation, as well as the experiences of millions of people who have
successfully quit smoking by switching.

While the phrase ‘harm reduction’ appears in the FCTC, it still remains undefined. But
there were interventions from a handful of countries at COP10 indicating that the
conversation cannot be put off forever, and COP11in 2025 will be one to watch.

Despite the WHO's encouragement toward prohibition, however, tobacco control
remains solely a matter for domestic regulation. In that respect, the regulatory
landscape for SNP is both very diverse and constantly evolving. In big picture terms, in
2009, four countries had banned the sale of nicotine vaping products. By 2024, there
were 40. Even since 2018, the regulatory landscape has been anything but stable. Some
countries have imposed new bans on nicotine vapes, while others have relaxed their
laws, making vape products legally available.

But what does it mean when it is claimed that to country has ‘banned’ vaping, or any
SNP category? A ban can range from an outright prohibition on the sale, production and
import of SNP, to a de facto ban. And even legality comes with its complexities. In this
chapter we have distinguished between countries where SNP are on sale as consumer
products under tailored regulation, where they are on sale in the absence of specific
legislation, but covered under tobacco laws. And, of course, there are countries

where there is no information available on the regulatory status of various product

categories, or where they are outside the legal framework neither banned nor
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regulated. In many of these countries, the upshot is

that consumers are left in the dark - and more likely
to remain using the nicotine delivery system they are
most familiar with, the combustible cigarette.

As well as product legality, there are other regulatory
domains that significantly impact consumers and
their likelihood to adopt SNP. These include the
availability of flavours, retail restrictions (both
internet and domestic sales points), advertising
and promotion, health warnings and labelling,
product content, and taxation. These policies
vary considerably across different countries. All
of these policy levers should be directed towards
encouraging more people who smoke to switch
to safer products. And a tobacco industry

that grandstands about a non-combustible
future must ensure that lower,

risk-proportionate tax rates for SNP

are reflected in price points that make

switching more cost-effective to adults who smoke.

But despite the many regulatory obstacles to product access as of 2024, our research shows that at least one kind
of SNP (nicotine vaping products, HTP, snus or nicotine pouches) is legally available in 129 countries. That covers four
billion people, representing 71% of the global adult population. Given that combustible cigarettes, the most lethal
method of nicotine delivery, are legally on sale in every country worldwide, increasing access to safer products that
can act as actual and economic substitutes should only be seen as good news for public health.

Unfortunately, the legislative response to SNP in many countries, particularly LMIC, has too often been caught up
in a web of financial, political, professional and ideological interests laced together by mis- and disinformation
from public health agencies, medical organisations and charities that are otherwise credible. The result has been

nothing short of an ‘infodemic’, the subject of the next chapter.
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Chapter Five:

The challenges to tobacco harm reduction
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To reach its potential and hasten an end to smoking, tobacco harm reduction must
overcome a multitude of challenges, many of which have been discussed in previous
chapters. But here, we will propose that some of the most significant challenges to
THR are both more fundamental and more intangible. This is because they are rooted
in people’s attitudes and emotions, in their ideals and moral outlook.

The arrival of most major disruptive technologies bring with them understandable
concerns about unintended or unforeseen consequences when they first arrive. This
chapter considers fears about safer nicotine products (SNP), which often centre

on the role of the tobacco industry, the perceived health risks of nicotine, their

use among young people, and more recently, their environmental impacts. Many
fears have developed as a result of poor quality science on SNP, or formed through
persistent exposure to mis- and disinformation about SNP and THR. There are active
campaigns that seek to undermine and discredit THR and those who advocate for it.

There is frustration among those who advocate for THR that a lack of trust in the
approach is drawing focus from the much bigger crisis: the eight million people who
die every year as a direct result of smoking. Ultimately, however, until the trust issue
is overcome among all stakeholders - including people who smoke, people working in
tobacco control, health professionals, policymakers, and the media - harm reduction
for tobacco will not reach its full potential.

Distrust of the tobacco industry and its motives

As highlighted earlier in this report, views about SNP and their role in smoking
cessation are polarised among experts who work in tobacco and nicotine research.
In this regard, THR has similarities with other contested areas of science and health
research.

The arrival of vaping was the creative disruption in the delivery of nicotine that
opened up new possibilities in THR. When the first vaping products emerged in the
early 2000s, they did so with little fanfare, remaining fairly niche for several years.
These products were either manufactured and sold directly by Chinese companies,
or by independent companies working with suppliers in Shenzhen. It is fair to say that
many professionals, even those with an interest in smoking cessation and tobacco
control, were broadly unsighted on their arrival. And while the industry was in the
hands of small and medium size non-tobacco companies, it generally remained under
the radar of political and media scrutiny.

Once vaping increased in popularity among consumers, this began to change. Health researchers started to pay

more attention to vaping products, to consider their potential risks as well as their potential benefits to public

health. Our first biennial report in 2018, No Fire, No Smoke, quantified this surge of interest. From 2007-12, there were

a total of 53 publications recorded which had the terms ‘e-cigarette’, ‘electronic cigarette’, or ‘e-cig’ in either the

abstract or the title. Between 2013 and 2017, that figure jumped to over 1500.%°

But it was not only among researchers that interest had been piqued. With proof of consumer demand, from 2012

onwards, tobacco companies began to take a stake in vaping. This development marked a major shift in attitudes in
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the health and tobacco control community. As noted in Chapter Four, in documentation prepared for COPT in 2016,

the WHO stated unequivocally: “the engagement of traditional tobacco transnational companies in the marketing of
ENDS/ENNDS is a major threat to tobacco control.”* It is both unsurprising and understandable that concerns would
be raised, given the tobacco industry’s egregious history of deception about the dangers of smoking (see Chapters

Two and Three).

There is no doubt that concerns about the tobacco industry’s involvement have negatively impacted attitudes to
vaping and other SNP. But these suspicions are coupled with a limited understanding of who is actually producing
many of the products. As shown in Chapter Three, the reality is that the majority of vaping products are still made by
non-tobacco industry players. PMI, JTI and BAT combined command around 26% of the global nicotine vaping product

market share by value.*®

This does little to allay concerns, however - especially as those same companies still manufacture and make most
of their profits from cigarettes, are the sole manufacturers of HTP and are increasingly moving into oral nicotine
products. From the moment that traditional tobacco company involvement in SNP production began, there was a
marked increase in hostility, not only towards individual products, but also towards the very concept of THR.

The subsequent adoption of the phrase ‘tobacco harm reduction’ by some tobacco companies, as part of their
communications about transitioning away from combustibles, has unfortunately done nothing to improve trust

in the approach.?® The tobacco industry’s legacy is colouring what should be an objective, science-based and
evidence-led assessment of THR, which has the potential to be one of the most impactful public health advances
of our time. While discomfort at the involvement of the tobacco industry is understandable, the reality is, as always,

complex.

As noted in Chapter Three, unless those tobacco companies who have stated their ambitions to transition to
manufacturing SNP are permitted to do so, there is a risk they will return to a combustibles-led, business-as-usual
model. There are few major Research and Development costs associated with the combustible cigarette - in
contrast to the costs of developing new SNP. Over a billion people still smoke, so profits will continue coming in.
The tobacco industry is not simply going to disappear because it has been wished away. It sells a highly profitable
consumer product that, as well as being lethal, is legally sold in every country in the world.

Although they garner a significant amount of attention - and criticism - the companies that have identified a desire
to transition toward SNP are actually very few. The majority of global tobacco production is not in their hands, but in
those of major state-owned or state-involved companies. The Chinese National Tobacco Corporation is the world’s
largest manufacturer of cigarettes.?” In most of these organisations, transition to SNP is not even on the agenda.
The arrival of SNP onto domestic markets dominated by state-owned tobacco companies might not be welcomed by

governments with economic interests in tobacco manufacturing.

Intertwined with concern about who manufactures SNP, however, is another barrier to the acceptance of THR: fear
of nicotine’s perceived risks to health.

Perceived risks of nicotine

NICOtme Concern about the health risks of nicotine appear to
cluster into three main groups:

C!OHMN2 1) Conflation of the risks between smoking and
nicotine use;

2) The absolute risks of using nicotine, in isolation
from smoke;

3) Nicotine dependence.
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Most people know that smoking is very dangerous for their health; if asked what is in
cigarette smoke, the majority are unable to identify benzene, cadmium, formaldehyde
or any of the other harmful chemicals released when a cigarette burns. They are,
however, much more likely to be able to identify nicotine and tar. The association
appears clear in many people’s minds: nicotine must be harmful in itself.

Evidence of this confusion is supported by data from the International Tobacco
Control Four Country Smoking and Vaping Survey. Researchers analysed the responses
of people who smoke to understand their perceptions of the relative contributions

to smoking-related morbidity from combustion products, nicotine, other substances
present in unburnt tobacco and additives, and the impact this may have on their
intention to use vaping products to quit. The study found that “most smokers lack
conceptual coherence about smoking harms, with many either not knowing the
relative harm that combustion, nicotine, additives, and unburnt tobacco cause or
reporting inconsistent responses”. The researchers concluded that:

“Health educators should be aware that many smokers have inadequate
knowledge to make informed decisions, and do not automatically make logical
integrating links between information. Empowering smokers to make sensible
choices will require supporting them to develop the necessary understanding
through public health messaging of the relative harms of combustion in
relation to other sources of harm from smoking tobacco. This may also help
them recognize and reject the misleading messages to which they are often
subjected.”®

Healthcare professionals have also been shown to misunderstand the type and nature of the risks of nicotine.

This has been demonstrated in multiple studies and in multiple countries over time. A study of US nurses in 2007,

published in Nicotine and Tobacco Research, found that 60% believed that nicotine causes cancer and 72% believed
that nicotine patches could cause heart attacks.”® A study of US physicians in 2020, published in the Journal of
General Internal Medicine, found that “the majority of physicians ‘strongly agreed’ that nicotine directly contributes
to the development of cardiovascular disease (83%), COPD (80%), and cancer (81%)."%%° And a survey of 15,335 physicians
in 11 countries, conducted by Sermo and funded by Global Action to End Smoking in 2022, found that 97% of doctors in
Indonesia, 91% of doctors in China, and 88% of doctors in India believed that nicotine caused lung cancer.?

These misperceptions persist despite the fact that nicotine has been used in NRT products for many years, and
joined the WHO’s Model List of Essential Medicines in March 2009.2%

Fears about ‘addiction to nicotine’ are also frequent and significant. Although nicotine dependence is
undoubtedly real, without the accompanying risks of smoking, long term use of nicotine has been determined to
be safe.?®® Isolated from smoking, many people enjoy and find that they benefit from their use of the substance,
and in the form of SNP, they can do this with relatively low risks attached.?* Yet the words ‘addiction” and
‘dependence’ are heavy with cultural connotations, judgements and stigma. A study published in the International
Journal of Drug Policy asked people who smoke about their attitudes to what they termed ‘clean nicotine’
products. It found that:

“Many smokers are interested in using clean nicotine, but do not want to replace their addiction to smoking
with addiction to an alternative product. Negative attitudes towards nicotine addiction may be a deterrent to
harm reduction approaches that entail the continued use of nicotine.”?*

There are challenges ahead in navigating a social and cultural reassessment of nicotine without smoke, and this

is in no small part due to concerns about how the use of SNP affects young people. However, in order to maximise
the smoking cessation potential of SNP, directly working to overcome fears related to nicotine among people who
smoke, among healthcare professionals and among policymakers will be essential in order to expand delivery of and
trustin THR.
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Vaping and young people

It is unsurprising that some young people have been attracted to experiment with vaping. It is also unsurprising that
this would raise concerns - among health researchers, parents, educators and politicians. Driven by significant
media interest, concerns about young people vaping have been exacerbated by the recent and rapid rise of cheap
single use vapes in a wide range of flavours. This has been characterised by some as part of an attempt by ‘Big
Tobacco’ to draw in young nicotine users as cigarette sales fall.

Effective regulation and enforcement is necessary to restrict access to those who are underage and curb any
inappropriate sales or marketing. But much of the anxiety about young people’s use of SNP builds on people’s
existing fears of nicotine, its perceived risks to health and the threat of addiction - some of which may be
inaccurate or exaggerated.

Official pronouncements, public or NGO-led campaigning, and some science reporting, have raised concerns
among the general public about ‘epidemic’ levels of vaping among young people.?¢%7|n many countries, these
concerns have had political ramifications, in the form of overly restrictive legislative controls or prohibitions which
prevent adults who smoke from accessing safer products.

How valid are such claims of an ‘epidemic™ The data are largely limited to those HIC which represent the most
significant vaping markets. The chart below detailing trends in youth vaping in a number of HIC is compiled using
national data from each country listed.?®® It shows that from a peak in 2018-21, the trends in youth vaping are
beginning to decline in a number of countries. The exceptions to this are the UK (labelled GB), which remains on an
upward curve, and Australia, which - despite imposing very restrictive regulation - is experiencing a significant rise.

Trends in youth current vaping
past 30-day use
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The chart above shows that the most dramatic fall in youth vaping has taken place in the US. This has had little

impact on US-based campaign groups who continue to focus on the teen vaping narrative.?®

When exploring the results of various surveys and studies it is important to recognise that most youth who
experiment with vaping are not frequent users.?s' For example, in Australia in 2022-2023, while around 15% of
youth reported ‘current’ vaping, only 3% vaped ‘daily’. In the US, only 3% of youth vaped ‘daily’, with 4% involved

in ‘frequent’ vaping. Similar patterns are observed in other countries, indicating that much of youth vaping is
temporary experimentation rather than habitual use. This pattern of temporary experimentation is aligned with
the findings that most youth engage in vaping out of curiosity, boredom, or social reasons, rather than as a
habitual practice.??
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Definitions of frequent/regular vaping:

AU: 20+days per month;

US 20-30 days per month;

NZ: weekly or monthly;

GB: >weekly (includes daily);

England: at least weekly (includes daily)
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In Canada, youth vaping rose temporarily after 2018 when vapes were legalised, but then returned to very low levels,

as shown in the chart below. A small upturn in use, prior to a return to the status quo, mirrors other situations when

banned products or substances have become legal (for example, cannabis).?6%264
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Even in countries without evidence of widespread youth vaping, vape bans have been
introduced under the banner of ‘protecting young people’. The prohibitive stance
taken by the Indian authorities offers one such example. In 2019, the government
announced a ban on e-cigarettes “to prevent a youth ‘epidemic™.?® Yet in 2022, the
authors of a study of adolescent vaping in India admitted, “there is [a] dearth of
qualitative data on adolescent use of e-cigarettes in the country”.?®® The study was
limited to 24 teenagers who self-reported vaping. Data from the Global Adult Tobacco
Survey, a study of 14 countries covering the earlier years of 2015-2018, identified fewer
than 186,000 people in the whole of India who were current users of vapes. This in

a country with a population of 1.5 billion, over 80 million consumers of combustible
tobacco products and 199 million consumers of smokeless tobacco products.?67.268

Kazakhstan presents another case. In June 2024, the country banned the production,
import, and sale of e-cigarettes. While this was ostensibly to protect younger
generations, official data hardly supported claims of an ‘epidemic’. In May 2023, Deputy
Nurgal Tau proposed the ban to the country’s Prime Minister Alikhan Smailov, stating:

“Electronic cigarettes destroy human lungs... According to the results of a study
conducted by the WHO in Kazakhstan, the number of adolescents aged 11 to 15
using electronic cigarettes has tripled in four years. The current epidemic of

addiction to electronic cigarettes is growing at a progressive rate.”?°
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The most recent data from the Health Behaviour in School-Aged Children Survey (HBSC)
conducted in Kazakhstan in 2022 found that 5.8% of children reported e-cigarette use
in the past 30 days (current vaping) with 9.8% having used e-cigarettes once or twice in
their lifetime.?® Whether this can be defined as an epidemic is perhaps a moot point,

as the products are banned.

Vaping and environmental concerns

As noted earlier, the rise of the single-use vape has been both dramatic and fast.
Concern about young people’s use of vapes is now accompanied by consternation
about the negative environmental impact of single-use vapes. This has become

a very visible problem in many places, with single-use vapes and vape packaging now a
regular addition to the tonnes of litter thoughtlessly discarded every day on streets, in
parks and on beaches.?"

Single-use vapes - and to a certain extent, other vaping devices and some other
safer nicotine products - pose specific challenges in terms of the environment and
sustainability. The need to limit single-use plastics is relevant both to disposable
devices and e-liquid bottles. There are issues over the sourcing and use of lithium,

a limited natural resource, particularly for single-use products. And there is also the
question of how to dispose of these batteries safely, avoiding potential contamination
and fire risks.?? Some parts of the vaping industry are responding to these problems,
including by incentivising the return of used vapes for recycling, and improvements to
device design and electrical waste disposal.?™
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The context of SNP waste should be viewed in the far more significant issue of cigarette waste. In 2023, an article

in the Journal of Hazardous Materials found that cigarette butts are one of the world’s most frequently littered

items. The authors noted that “the low biodegradability of cellulose acetate filters and toxic chemical leaching from

cigarette butts are the most important aspects of [their] environmental toxicity”.?™

With environmental concerns high on political, media and societal agendas, awareness of these problems has

now been hitched to the wagon of anti-THR campaigning, seized on as another useful tool by the people and

organisations who oppose and seek to discredit the concept.
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Bad science — which can inform bad policy

Research that investigates the safety profile of all nicotine-containing products, their efficacy as smoking
cessation tools and the applicability of harm reduction strategies is essential to the future of THR. Most researchers
produce independent and well-constructed studies that do just that.

Unfortunately, however, there have also been numerous instances of research published in peer-reviewed journals
that have used flawed methodologies and come to unwarranted conclusions. Several high-profile retractions

have occurred after complaints.?”® In one now infamous example, a study, conducted by UCSF's Stanton Glantz and
published in the Journal of the American Heart Association, claimed that vaping doubled the risk of heart attacks.
It was retracted after it was confirmed that the majority of the heart attacks experienced by study participants
occurred before people began vaping.?

In an article for Tobacco Reporterin 2023, policy consultant Clive Bates listed a number of flaws he has frequently
observed in studies about SNP.2" Some of his points are paraphrased and summarised here:

Poor toxicology. If a product, for example vape liquid, contains a dangerous chemical, this may not make it toxic — there must
be sufficient exposure to cause harm.

Lack of meaningful comparisons. Many studies fail to show data on the effects of smoke-free products with context, for example
in comparison to cigarette smoke.

Observations versus risks. Although it is a stimulant with many effects on the body, epidemiological studies generally do not
show nicotine exposure to be harmful to health.

Unrealistic operating conditions. Some research employs machines to measure emissions from vapes or HTP, but using
conditions that do not replicate how people would actually use the product - e.g. if it was overheated, it would taste terrible.

Over-interpreting animal and cell studies. Human cells in Petri dishes (‘in vitro’) or tests on animals (‘in vivo’) do not necessarily
respond the same way that the human body would.

Correlation # causation. Observations may show, for example, that research participants who vape also experience a harmful effect.
However, while this may be a correlation (or association), too many studies suggest that vaping causes the harmful effect.

Confounding by smoking history. Studies must make the smoking history of participants clear. Most of those who are old enough
to vape and experience conditions such as heart disease used to smoke, and it is likely that the smoking caused the ill health.2"

As well as poor quality science, there is also misleading communication of science.

The results of the vast majority of scientific studies are never communicated to the general public. But if
considered newsworthy, studies will be selected by university press offices, written up into a press release, and
thenissued to journalists - most of whom will not be subject specialists - for them to write up in print or online
articles, or report in broadcast media. What qualifies as newsworthy is often issues that are emotive, contentious or
draw a lot of political focus. SNP, and in particular vaping, definitely qualify. And journalists receive hundreds of press
releases every day. Good news is not as interesting as bad - and headlines have to grab attention.

The misinterpretation of scientific findings is by no means limited to the science on SNP. However,
misunderstandings or misrepresentations are particularly frequent with regards to SNP research, especially about
vaping. In one example, an article in The Sun, one of the UK's most-read tabloid newspapers, was headlined 'HOLY
SMOKES: Vaping teens at risk of toxic metal exposure ‘linked to brain damage’ - worst-offending flavours revealed’
(29 April 2024).2" The first line of the article reads: “"VAPING could damage teenagers’ developing brains because
liquids contain toxic metals, according to research.”

The Sun’s report was referring to a study published in Tobacco Control, ‘Biomarkers of metal exposure in adolescent
e-cigarette users: correlations with vaping frequency and flavouring.”® Experts responded to the study via the UK's
Science Media Centre, which aims to support high-quality reporting on science, “particularly on controversial and
headline news stories when most confusion and misinformation occurs™.?®' One came from a statistician, Professor
Kevin McConway:
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“It's interesting that the researchers point out generally that lead, uranium and 4

their compounds are known to cause human health problems, without referring .
to the levels of lead and uranium actually found in the research participants.
This research didn't directly measure any health problems in the participants, \
only biomarker levels in their urine. More important to me as a statistician, is

that this research can’t establish that the higher levels of lead and uranium in -
the results of the vast majority

of scientific studies are never
communicated to the general public

the urine of participants who said they vaped more often were actually caused
by their vaping. It's possible that that was the cause, or at least part of it - but
there are several alternative explanations.”?

On this occasion, The Sun article was updated to incorporate Professor McConway's

comment, but it appeared late in the article. This more reassuring assessment is - . A
the misinterpretation of scientific

findings is by no means limited
to the science on SNP

unlikely to be the impression that most readers would take away from the report,
especially if they simply glanced at the headline, opening lines and brightly coloured
infographic showing which flavours were the “worst offenders”. And there are many

instances when no such counterpoint is even included, leaving readers worried about
teenage sons, daughters or grandchildren. -

The role of the WHO and Article 5.3

As the leading global public health agency, the WHO has a central role in reducing death and disease from smoking,
and so it is in their interest to promote all possible options in fulfilment of the mission of the FCTC. Likewise, the WHO
should be at the forefront of dispelling the many myths about SNP. The organisation has an excellent track record
when it comes to addressing what is often dangerous misinformation about HIV/AIDS, vaccines and COVID (with the
exception of suggesting that people who vape are more likely to contract the virus).?69264285

The universal right to health, enshrined in the WHO's founding charter, states that “the enjoyment of the highest
attainable standard of health is one of the fundamental rights of every human being”.?¢® This includes people who smoke.
To ensure its commitment of ‘leaving no one behind’, the WHO and all public health agencies have a moral duty to present
balanced health information, to give people agency over their own health, and the right to make informed choices.

Everyone working in tobacco control and in
tobacco harm reduction wants the same
outcome: an end to smoking-related death
and disease. The differences arise in how best
to achieve this. The fear and lack of trust that
characterise many people’s responses to THR
are likely to be particularly acute among those
who have spent their whole professional lives
viewing the tobacco industry as ‘the enemy’.
With colleagues and peers, they have been
united against a common cause for decades.
And for most of the time that the FCTC has been
in existence, the more ‘ideological opposition
to the industry has been knitted into its
implementation through the guidelines to one

particular article of the Convention.

As originally formulated, Article 5.3 of the
Convention encourages Parties to avoid being
influenced by the industry in crafting tobacco

control polices, and to be open and transparent
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about dealings with the industry.?®” In 2008, five years after the FCTC came into force,
‘Guidelines for the implementation of Article 5.3 were published.?® In the document,
the WHO set out guiding principles, the first of which is asserted as a statement of
fact:

“There is a fundamental and irreconcilable conflict between the tobacco
industry’s interests and public health policy interests.”

Operating in line with this principle, nothing that is beneficial to the tobacco industry
can ever be beneficial for public health. Not even switching from the production of

lethal combustible tobacco products to products that are demonstrably safer.

And so the WHO has been active in its opposition to SNP and THR. This has included
the dissemination of mis- and disinformation. Among many examples, one stands
out in particular; a Q&A section of the WHO website about e-cigarettes, published

in 2020. It claims - falsely - that nicotine is harmful to health, vapes are a danger to
bystanders, pose a significant risk of lung injury and threaten the brain development
of teenagers. It also states: “E-cigarettes as consumer products have not been
proven to be effective for cessation at the population level.”?® This is simply untrue:
the statement ignores the gold standard Cochrane Review (to name just one) that
says the opposite.?®

The WHO E-cigarette Q&A drew strong criticism when it was published. Professor Peter
Hajek, Director of the Tobacco Dependence Research Unit at Queen Mary University of
London, was especially scathing:

“The WHO has a history of anti-vaping activism that is damaging their
reputation. This document is particularly malign. Practically all the factual
statements in it are wrong. [..] Vaping does not lead young people to smoking
- smoking among young people is at [an] all-time low. There is no evidence
that vaping increases risk of heart disease or that [it] could have any effect
at all on bystanders’ health. [..] There is clear evidence that e-cigarettes help
smokers quit. The authors of this document should take responsibility for
using blatant misinformation that is likely to prevent smokers from switching
to a much less risky alternative.”

As Professor Hajek notes, the effect of this type of misinformation - from the world’s
leading global public health organisation - is to undermine efforts to help people quit
smoking. Persistent misinformation around SNP has prompted uncertainty among
legislators about the most appropriate control regime for these products. Despite
the overwhelming body of evidence demonstrating their safety relative to smoking,
and their huge potential as cessation aids, our research shows that legal purchase
of any SNP category is not possible for 1.7 billion people worldwide (see Chapter Four).
Whereas combustible cigarettes remain legal to purchase for the entire global adult
population.

The implementation of the FCTC could be adapted to incorporate harm reduction;
the wording is there in Article 1d), as we have noted in Chapter Four. If the MPOWER
monitoring mechanism was broadened to our proposed EMPOWERED model,
incorporating ‘Engage with affected communities’, ‘/Encourage smokers to switch
to SNP" and ‘Deliver accurate information about safer alternatives’, enforcement
interventions would be balanced with a broader public health approach. This
would enable adults who use risky tobacco to make informed choices about their
health.??
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The campaign against THR
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Another important factor in the WHO’s approach to SNP can be found in its funding. As we have explored in previous

reports, the WHO's work on tobacco control is largely funded by Bloomberg Philanthropies and, to a lesser extent,

the Gates Foundation.?®® Through his philanthropic work, Michael Bloomberg has committed nearly $1 billion to

combatting tobacco use worldwide. In recent years, Bloomberg has directed hundreds of millions of dollars to

public-facing anti-vaping campaigns. As Kenneth Warner, distinguished former president of the Society for Research

on Nicotine and Tobacco said in an interview with Marc Gunther in 2021: “Michael Bloomberg has done great things

for public health. But he is way off base on this.”?%

A global network of NGOs, also funded by Bloomberg, is closely allied with the WHO. These organisations are

permitted to attend and observe meetings of the FCTC COP. Allied to this network are several medical associations

and academic institutions, some of whom also benefit from the same funding sources, who promulgate mis- and

disinformation about SNP and THR, through academic journals that appear to have ‘taken sides’ in the debate.?®

In the ‘Guidelines to the implementation of Article 5.3, Principle 2 states that Parties
should be accountable and transparent “when dealing with the tobacco industry”
whilst Principle 3 states that Parties should “require the tobacco industry and those
working to further its interests to operate and act in a manner that is accountable
and transparent”.?®® Transparency and accountability are vital in relation to potential
corporate influence on policymaking - but it should also extend to the potential
influence of philanthropic actors.

The over-interpretation of these principles has ultimately led to the suppression

of free speech in the tobacco and nicotine field and about THR. A situation has

been created whereby even to advocate for THR is taken as de facto support for

the tobacco industry and its products. Ad hominem attacks are commonplace, on
academics, health professionals and consumer advocates, who either have had, or are
assumed to have had any interaction with the tobacco industry, for whatever reason,

however tangentially and however long ago.

Individuals and representatives from organisations that are publicly pro-THR have been
banned from speaking at certain tobacco control conferences, or had invitations
abruptly withdrawn after information about their views or activities is quietly shared
with conference organisers. Many THR experts are never invited to speak at tobacco
control conferences, and those who advocate for THR are banned from attending
certain events. Whisper campaigns have led to the abandonment of planned

THR events; in February 2023, the “THR Summit Spain 2023 Congress’, saw its host
organisation pull out and its cancellation just days before opening, after a media storm
of accusations about its content, deemed ‘favourable to electronic cigarettes’ 2%

Researchers working in public health and tobacco control have been warned off
attending some events by their institutions. People are told that attendance at
conferences which host certain THR experts, or industry scientists or representatives,
could put their future careers and funding in jeopardy. This stifles the potential for
learning and innovation in tobacco control and broader efforts to reduce smoking-
related disease and death - and it has a chilling effect on the very research into SNP
that the WHO and others insist is needed.

The Tobacco Tactics website is run by the University of Bath's Tobacco Control
Research Group with funding from Bloomberg Philanthropies among others.?®
Described as a “knowledge exchange platform”, the site's stated purpose is to detail
“key issues in tobacco control, as well as focussing on the global tobacco industry and

%

in recent years, Bloomberg has
directed hundreds of millions of dollars
to public-facing anti-vaping campaigns

a global network of NGOs, also funded
by Bloomberg, is closely allied with
the WHO

a situation has been created whereby
even to advocate for THR is taken
as de facto support for the tobacco
industry and its products
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speak at tobacco control conferences,
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banned from attending certain events
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working in THR by the threat that
simply being associated with the field
could pose to their future prospects
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those connected to or interacting with it”.? It offers a searchable database of names and organisations deemed to
be connected to or interacting with the tobacco industry - many people associated with the making of this report
are ‘named and shamed’. The website’s ‘About us’ page ensures that it covers all bases:

“Being mentioned on Tobacco Tactics does not necessarily mean that the organisation or individual receives
funding, monetary or in-kind, from the tobacco industry; instead we attempt to detail the nature of any

link to the industry. Conversely, where there is no information on Tobacco Tactics about an organisation or
individual, further research or due diligence should still be undertaken before assuming that there is no link to
industry or potential conflict of interest.”

Bloomberg also funds the work of investigative journalists, such as those at The Bureau of Investigative Journalism
(funding through Vital Strategies) and The Examination (funding from Bloomberg Philanthropies).®*%%? Their journalists
supply mainstream media outlets with articles that seek to discredit individuals or organisations whose support for
THR is determined to be solely as a consequence of alleged or actual interactions with the tobacco industry.

While scrutiny of the tobacco and SNP industry and their actions is both necessary and important, the policing and
denial of science, the ad hominem attacks, no-platforming and personal smears are not. Early career researchers
are either being warned off or are scared off working in THR by the threat that simply being associated with the field
could pose to their future prospects. This is not healthy.

Prohibition, illegal markets, fear and lack of trust

As shown earlier in the chapter, policymakers can be influenced in their decision to prohibit SNP or institute heavy
restrictions on their use by a range of factors. These may include the encouragement of the WHO FCTC Secretariat
and public communications from the WHO more generally. They may also include a focus on domestic matters,
perhaps due to fears around youth vaping and the significant negative media and public attention this attracts. But
prohibition and heavy restrictions on SNP, as well as the existence of widespread illicit markets and links to crime,
all have the effect of raising fears about and lack of trust in SNP and THR even further - and can also lead to other
unintended consequences.

As we noted briefly in Chapter Three, there are a variety of ways in which nicotine-containing products can be
classed as illegal:

* In some countries, all SNP are illegal, regardless of who has made them or how they have been
manufactured.

* In many countries, certain categories of SNP are legal, but products made by reputable manufacturers are

smuggled in to avoid paying tax and import duties. These products may be sold more cheaply than those
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imported legally, potentially through more informal retail

channels, such as on market stalls or by street sellers.
= Counterfeit nicotine-containing products that mimic
well-known products, or simply products of unknown
branding can be present on any illegal market. This type
of product can be unsafe in various ways. They may be
poorly manufactured, have low quality or dangerous
batteries, contain additives that would not pass

safety standards, or contain excessively high nicotine

strengths and cannot be referred to as ‘safer nicotine

products’.

Counterfeit nicotine-containing products are a problem even in countries
such as the UK which have a relatively proportionate control regime. The UK
Vaping Industry Association (UKVIA) estimates that anything up to 60% of the
single-use vapes on the UK market are illegal or counterfeit.®® In just one
month at UK ports in the south of England, 300,000 illegal vapes were seized.®*

In the USA, where the FDA has only authorised a handful of SNP, the vape market

has been flooded with illegal imported products, not necessarily unsafe, but simply
cashing in on demand.®®® Meanwhile, observers in Australia have linked the expanding
presence of an illegal market in vapes with the government’s prohibitionist policies.
The country’s restrictions on vapes are so strict they almost amount to prohibition, yet
Australia has one of the highest youth vaping rates in the world. Criminal gangs control
the vape market, with fire-bombings of shops, homicide, extortion and other criminal
activity linked to the supply of both illicit tobacco and illegal vapes.®%

In countries where prohibition is not total, highly restrictive regulations can also have
unintended consequences. As shown in Chapter Four, the tendency towards e-liquid
flavour bans, which began in the USA, has now reached into other regions such as the
European Union. This is a regulatory response driven by the belief that adolescent
vaping is substantially driven by a wide range of flavours and the use of eye-catching
names. The 2023 UK ASH Briefing, ‘Addressing common myths about vaping’, makes

clear that a wide choice of flavours is not the main reason why young people vape.®

Flavour bans often have the effect of a proxy ban on vaping more broadly. Flavours

are an essential part of the process that enables people to transition out of smoking,
by ridding themselves of the taste of tobacco and finding a flavour of vape liquid that
appeals to them.08309310 Nevertheless, in the USA, 375 locations and seven states have
banned all flavours, with most also including menthol in the ban. Only tobacco flavour is
permitted.

Researchers from the Yale University School of Health analysed data from all the
locations that had banned flavours to assess the impact. The headline finding was
that flavour restrictions caused a fall in vape sales and a rise in cigarette sales,
which the authors noted aligned “with 16 out of 18 other studies” assessing cigarette
use following adoptions of a range of policies making SNP harder to access, more
expensive or less appealing.®"

In 2023, new restrictions were introduced in New Zealand on flavour descriptions.
Labels can only describe the actual flavour of the liquid, using one or two names from
a list that has nearly 60 words on it. Both flavour names and descriptors are allowed,
meaning that, for example, tropical watermelon or sweet custard would be permitted.’”
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THR consumers are entitled to choice when it comes to flavours, but there may be a case for expediency as in the
example of New Zealand.

So while fear and lack of trust feeds into policymakers’ decisions to effect bans, bans and illegality further drive
fear and lack of trust in SNP and THR among consumers. Regular consumers will know their trusted retail sources
and products. But the public health imperative is to encourage current adult smokers to switch. If somebody who
smokes is looking to switch, how are they to assess what products to buy and from where, when the headlines on
SNP and THR are almost always bad?

Fears about and lack of trust in SNP among people who smoke

As we have argued throughout this chapter, the people who are most likely to experience negative consequences
from the fear and lack of trust around SNP are those who smoke. And as we have also shown, it is not at all surprising

that there is confusion about the relative safety of SNP compared to combustible cigarettes.

Studies have confirmed that repeated exposure to negative news coverage about vaping increased beliefs
about harms and reduced beliefs about benefits.?®3* A randomised controlled experiment among US adults
found that viewing negative headlines about vapes “led to stronger beliefs about harms and weaker beliefs about
benefits, compared with positive headlines”, while “viewing conflicting headlines appeared to have a similar
effect as negative headlines in lowering never users’ beliefs about e-cigarette benefits, compared with positive
headlines™.’®

7\ Perhaps unusually, the UK population not only sees negative stories in the media

. about vaping, but also receives advice from the National Health Service about using

B vaping devices to quit smoking, and news of the rollout of the government’s major
\ ’ ‘Swap to Stop’ programme, through which a million free vaping starter kits will be

given to people to help them quit smoking.?637.318 But recent research from University

i College London has found that harm perceptions about vaping had worsened
the people who are most likely to € P P ping

experience negative consequences
from the fear and lack of trust around “In 2014, the most common perception was that e-cigarettes were less

significantly over the last decade among adults in England:

SNP are those who smoke harmful than cigarettes. However, by June 2023, the proportion who thought
e-cigarettes were less harmful had decreased by 40% and the proportion who
thought they were more harmful had more than doubled. [..]. As a result, only

a minority (26.7%) of adults who smoke now think e-cigarettes are less harmful

evidence from both HIC and LMIC
suggests that access to SNP can
reduce smoking-related mortality

than cigarettes, including only 19.0% of smokers who do not vape, who would

most benefit from switching to a reduced harm product.”™"

Thus fear and uncertainty about SNP are dominating the attitude of people who smoke
even in the UK, where, as we showed in Chapter Three and demonstrate in our UK

_ country profile later in this report, vaping for smoking cessation is a success story.

Evidence from both HIC and LMIC suggests that access to SNP can reduce smoking-related mortality. The scale of this
reduction will depend on how quickly the transition from combustible tobacco to safer alternatives takes place. The
divide has to be bridged between tobacco harm reduction, public health and ‘traditional tobacco control. Animosities
must be set aside and fear redirected - as the biggest concern should be what happens if THR is not facilitated.

Listening to affected communities — people who use nicotine

Our latest estimations show that the global number of vapers increased to 114 million in 2023 (see Chapter Three).
Previous estimates have put the number of heated tobacco product users at 20 million and users of snus and
other smokeless products at 10 million - although given market changes, it is likely that these numbers have also
increased.
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Most consumers use SNP because their chosen product or products have helped
them reduce their cigarette use or quit and maintain smoking cessation. In countries .
where legal SNP access is denied, they often have to purchase illegal and potentially
dangerous counterfeit products. In response to the challenges they face, groups of \
consumers have come together to advocate for and counter the opposition to THR

in many countries. Like those who drove the early uptake and development of vaping,
most consumers use SNP because

their chosen product or products have
helped them reduce their cigarette
use or quit and maintain smoking
cessation

today’s consumer advocates are also unusual; it is rare to find groups advocating for
access to a consumer product on health grounds. Many people are motivated to join
a consumer advocacy campaign because they fear that losing access to their chosen
product or products may lead them smoke again.

As we note in our GSTHR Briefing Paper on consumer advocacy organisations:

“Their approach and activities depend on the situation in their country and

region, but they are all working to raise awareness of tobacco harm reduction. the voice of the consumer is absent

If regulatory proposals threaten to restrict access to products, it is often however, from most policymaking

consumer advocates who step in to voice opposition, and to campaign for on tobacco and nicotine at a

appropriate regulation.™ national level, and especially at the
GSTHR research found that the majority of these groups have little or no funding and international level

are run by volunteers.® Yet they communicate with politicians and policymakers,
respond to official consultations, establish websites and social media accounts
and set up communication channels with colleagues around the world. National there is no mechanism for people who
organisations will often group with others to form more resilient regional associations.

use nicotine to share their experiences

The voice of the consumer is absent, however, from most policymaking on tobacco with international tobacco control
and nicotine at a national level, and especially at the international level. This is policymakers

despite the fact that consumers are directly impacted by the regulation, control and
prohibition of SNP. Consumer advocates are denied access to FCTC COP meetings, are
subject to many other discriminations, and are frequently accused of being industry

‘shills” simply for campaigning for product access.

Barred from entry to the FCTC COP, there is no mechanism for people who use nicotine to share their experiences
with international tobacco control policymakers. No consumer group has ever been invited to speak at an FCTC COP
meeting. This is very different to the COP meetings for the Framework Convention on Climate Change, where a broad
spectrum of civil society groups is invited to observe and participate.® It is also very different to how the UN system
treats other affected populations.

This failure to take account of the experience of people who used to smoke, or indeed still do, is replicated in many
other settings. Yet the principle of ‘nothing about us without us’is well established in many countries, throughout
many sectors of health and social policy. It is understood that individuals and populations affected by particular
issues have their own expertise, which when taken into consideration during the policymaking process, can help
deliver positive outcomes for all.

The WHO itself has recognised the value of this approach, and in April 2021, it produced a report, Nothing for us,
without us, highlighting the opportunities and potential value of engaging with people to tackle non-communicable
diseases (NCDs).? The report overview states: “People living with NCDs are experts in their own right and if
meaningfully engaged can be key partners and drivers in the co-creation, implementation and evaluation of NCD
policies, programs, and services.”

It is a matter of huge regret that this admirable ambition is yet to influence the WHO's approach to dealing with one
of the greatest contributors to non-communicable disease, premature death and morbidity.
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Chapter Six:
Conclusions

More than one billion people are still smoking, leading to over eight million deaths a year. A billion people could

die from smoking-related causes by the end of this century. Smoking-related diseases top the list of preventable

global deaths arising from non-communicable diseases. And around two-thirds of the impact of smoking occurs in

low- and middle-income countries. In addition to the human cost, the economic costs of smoking-related disease

are also staggering, estimated at $2 trillion per annum.

The efforts of tobacco control, focussed on taxation and restrictions, have helped achieve reductions in smoking

prevalence in some countries, particularly higher income nations. But even here, vulnerable populations are being

left behind. Additional strategies are needed to drive down smoking prevalence, save lives and reduce ill health, as

rapidly as possible.

smoking-related diseases top the list
of preventable global deaths arising
from non-communicable diseases

additional strategies are needed to
drive down smoking prevalence, save
lives and reduce ill health, as rapidly
as possible

the development of a new range of
combustion-free SNP — vapes, heated
tobacco products and nicotine pouches
— now offer people the opportunity to
consume nicotine in a fundamentally
safer way

the first review of e-cigarettes
published by Public Health England
in 2015 concluded that compared to
smoking, e-cigarettes were relatively
safe

_J

A change of approach

Tobacco harm reduction using safer nicotine products has the potential to bring
about the most dramatic global public health revolution in decades. If fully realised,
it could achieve swift and significant reductions in the stark figures of death and
disease caused by smoking.

One essential scientific truth is central to the approach: that the primary source of
the many health problems associated with the combustible cigarette lie in the act
of inhaling the smoke released when it burns. Remove that risk and we are left with
the possibility of nicotine consumption being relatively safe. The development of a
new range of combustion-free SNP - vapes, heated tobacco products and nicotine
pouches - now offer people the opportunity to consume nicotine in a fundamentally
safer way. These newer smoke-free products sit alongside longer-established
products like snus, American smokeless and nicotine replacement therapy,
significantly expanding the range of options.

Two decades on: 2004 to 2024

Although the first commercially viable e-cigarette was introduced in China in 2004,
it took a decade before there was significant consumer uptake. Over the past two
decades, other new and more established forms of SNP have proved increasingly
popular with people who use nicotine. This has created challenges for various
sectors, including public health, particularly tobacco control, for policymakers and
regulators, and for the tobacco industry. The issue of how to identify and track the

uptake of SNP - and so the progress of harm reduction - has become apparent.

An obvious starting point is the scientific evidence. The first review of e-cigarettes
published by Public Health England in 2015 concluded that compared to smoking,
e-cigarettes were relatively safe. This key message has remained unchanged in close
to a decade. Subsequent UK updates and reviews from other medical and public
health bodies around the world have supported that conclusion. There is also now
arobust and growing body of evidence that the use of nicotine vapes provide an
effective exit ramp from smoking, and in so doing, provide an opportunity for improved
health.
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Similarly favourable scientific assessments have been expressed in respect of oral products such as snus - which
brings with it a wealth of epidemiological evidence about its role in reduced smoking-related morbidity and mortality
from Scandinavia. And while there have been more cautious assessments in relation to heated tobacco products,
these have also been shown to fall significantly lower on the spectrum of risk compared to cigarettes and other

combustible tobacco products.

Product development and market growth

The relationship between product development

and consumers has been an important factor in

the growth of SNP use. The new nicotine industries
developed a range of products consumers were willing
to use, with elements of the established tobacco 5 - /
sector subsequently playing catch up. There has & \-é&i

been continued growth in the range of products, with various

types of nicotine pouches, snus, and a wide range of vapes
and heated tobacco products now available in some markets.

Many people who were smoking have been motivated to switch to these products, on

the understanding that they can continue consuming nicotine but at much lower risk e
to their health. Trying to determine the actual numbers of people who use SNP instead .
of smoking is challenging, due to the limited number of public health surveys looking )
at this issue, and the lack of publicly available market data. However, our research \

suggests that the global number of vapers has increased from 58 million in 2018 to

reach an estimated 114 million in 2023. While regulatory responses to SNP may limit i
many people who were smoking have

been motivated to switch to SNP, on the

understanding that they can continue
The market data that are publicly available provide another valuable indicator - consuming nicotine but at much lower

consumer choice in many countries, the evidence is clear: millions are substituting
SNP for the cigarette.

particularly in countries where a rise in SNP sales has been matched by a downturn in risk to their health
the cigarette market. Japan, where the introduction of HTP has seen cigarette sales
fall over 50% in five years, provides a striking example. No legislative or public health
intervention has ever delivered such a dramatic drop in cigarette sales over such a
brief period. N

Several countries, including New Zealand, Norway and the UK, have witnessed a sharp drop in smoking prevalence
at the same time as widespread uptake of one or more categories of SNP. Data now support the theory that, when
consumers are given accurate information about the relative safety of SNP and access to affordable and suitable
products, significant reductions in smoking rates will occur.

The challenges of regulation

Before the advent of SNP, the role of tobacco regulators and their legislators was relatively straightforward.
Cigarettes come in a simple form. They are easy to classify and therefore regulate. The same is largely true for other
combustible tobaccos. Things became more complicated when new products emerged that did not burn tobacco,
but still contained nicotine.

The mistaken belief that nicotine is among the most dangerous elements in combustible tobacco persists in many
sectors. It continues to affect decisions made by regulators about SNP. They also face the challenges posed by
understanding any new product category. Many are simply unsure what to do.

Some major organisations, notably the WHO, have adopted a highly sceptical and prohibitionist approach. Despite
the increasing weight of evidence to support THR, the WHO continues to deny any potential health benefits of
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despite the increasing weight of
evidence to support THR, the WHO
continues to deny any potential health

benefits of switching from cigarettes
to SNP

the country profiles presented all
provide evidence of the significant
progress that can be made when

people who smoke are given the
opportunity to substitute cigarettes
with safer products

most countries have chosen to
assimilate regulations about these
products into existing tobacco laws,
which over time have become aligned
with the recommendations of the FCTC

switching from cigarettes to SNP. The organisation and its allies have sought to
encourage countries to introduce regulatory frameworks at least as restrictive as

those for cigarettes, and in some cases more so.

In several countries, the result is that safer products have been banned while
cigarettes remain universally available. At the 2024 Conference of the Parties to the
Framework Convention on Tobacco Control in Panama, however, some Parties signalled
that they are uncomfortable with the current position on tobacco harm reduction.

Tobacco policy is set domestically in most countries, except in the European Union,

in which countries must adopt a minimum regulatory framework. Every country has its
own economic, political, social and cultural factors that help determine its individual
tobacco control policies. The diversity of the challenges faced and approaches taken
are revealed by the national and regional profiles within this report.

Contrasts and contradictions

In Eastern Europe and Central Asia, while smoking rates are high, there is also
widespread use of an estimated fifty different varieties of the oral product nasvay.
Often of unknown provenance and with unquantified health risks, nasvay use makes
up a significant proportion of overall tobacco consumption in the region. In Latin
America, meanwhile, there are some striking contrasts. Despite having the highest
absolute number of smoking-related deaths and associated costs in the region, the
government of Brazil does not appear ready to relax restrictions on vapes, having
banned them way back in 2009. By contrast, Chile, which has the highest smoking
prevalence and largest proportion of smoking-related deaths in Latin America,

has recently introduced a comprehensive package of measures that have been
specifically designed to encourage people who smoke to switch to SNP.

The four country profiles presented all provide evidence of the significant progress
that can be made when people who smoke are given the opportunity to substitute
cigarettes with safer products. This represents a major public health win, but notably
one that has required minimal financial investment from the state.
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Each of the country profiles shows a different pathway to achieving success in reducing smoking prevalence. The

rise in the use of HTP in Japan had little to do with the government, apart from the fact that vapes were effectively

banned under existing legislation. A non-interventionist tobacco policy allowed for the advertising of HTP as safer

than smoking, and consumers responded. Snus has been available for over two hundred years in Norway, but

had been overtaken by smoking in terms of popularity. A shift back towards snus use followed improvements in

manufacturing techniques and evidence of its relative low risk compared to cigarettes.

Meanwhile the UK’s generally supportive, public health-oriented SNP policies developed after a long history of

harm reduction in drugs and the prevention of HIV/AIDS. The New Zealand government adopted a similar approach,

explicitly supporting a switch from cigarettes to vapes, which has contributed to a significant reduction in smoking

prevalence.

Inevitably, SNP have thrown up numerous challenges for regulators. A number of
countries initially banned them but have since lifted some restrictions. Others have
introduced new controls. Most, however, have chosen to assimilate regulations about
these products into existing tobacco laws, which over time have become aligned with
the recommendations of the Framework Convention on Tobacco Control.

Progress hindered by fear, lack of trust and misinformation

Concern about young people’s use of SNP, particularly vaping, has prompted regulatory

action in some countries - whether this has been supported by evidence or not.
Adolescent use of vapes has also been linked in many instances to the availability of
flavours, prompting some regulators to introduce flavour bans of varying specificities.
The narrative on young people and flavours ignores the evidence around the
important role flavours play for people quitting smoking.

The rise of cheap single-use vapes has also amplified concerns about use by young
people and the environmental impact of these products, with a number of bans
already in place and other countries set to follow suit. There is no doubt that these
products are both affordable and easy to use. What is often overlooked, however, is
that these features make them particularly well-suited to the most hard-to-reach
cigarette users seeking an exit from smoking.

Various financial and economic obstacles to the uptake of SNP were to be expected.
The arrival of innovative nicotine-containing products onto the market has
constituted the most significant disruption to the global tobacco industry since the
invention of the cigarette rolling machine. The agricultural value and export value of
tobacco, as well as the domestic tobacco industry, are sizeable in some countries

- competition from SNP may not be welcome. And most multinational tobacco
companies have been reluctant to invest substantially in SNP, both because of the
uncertain trajectories of regulatory control, and an obligation to maximise profits for

investors. Combustible cigarettes remain hugely profitable for their manufacturers.

Perhaps less predictable has been the resistance of many organisations to accept
the potential offered by SNP. Where research and critical analysis were needed, an
infodemic of myths, misinformation and disinformation has emerged. This has been
disseminated by often well-intentioned international and national NGOs, as well as
some medical, academic and public health organisations. They are frequently funded
by generous but misguided philanthropy from sources hostile to THR using SNP.

Some in the media have been happy to amplify more lurid stories and concerns about
safer products, which often relate to the lack of trust in the legacy tobacco industry

the arrival of innovative nicotine-
containing products onto the market
has constituted the most significant

disruption to the global tobacco

industry since the invention of the
cigarette rolling machine

where research and critical analysis
were needed, an infodemic of myths,
misinformation and disinformation has
emerged

unlike in many other areas of public

health, the views and experiences of
people who used to smoke and are now

using SNP are rarely sought or heard

people are continuing to smoke
because they have been led to believe
that SNP are as dangerous as or even
worse than cigarettes

over two-thirds of the world’s
population — in nearly 130 countries
— can legally access at least one form
of SNP
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and its motives. Much of the professional discourse and debate around THR has now become toxic. Unlike in many
other areas of public health, the views and experiences of people who used to smoke and are now using SNP are
rarely sought or heard. Sometimes they are suppressed. The end result is fear and uncertainty about THR, among
frontline health professionals, policymakers and - worst of all - among people who smoke. People are continuing to

smoke because they have been led to believe that SNP are as dangerous as or even worse than cigarettes.

Tobacco harm reduction: into the future

Despite all the challenges, however, there are many reasons for optimism as we approach the end of this century’s
first quarter. The use of SNP is increasing. We have clear evidence that, where circumstances allow, people are
keen to switch from smoking to safer forms of nicotine use. Our research shows that over two-thirds of the world’s
population - in nearly 130 countries - can legally access at least one form of SNP. The consumer base is growing,
alongside evidence of the public health benefits of the substitution of SNP for smoking. These products are here to

stay. And the voice of consumer advocates whose lives they have improved is getting louder.

So much more can be achieved as we look to the next twenty-five years and beyond, if the potential of harm
reduction is seized. Many are already benefiting from having switched from smoking to SNP - often despite
opposition or indifference from their governments and mixed messaging from health bodies. Statistical modelling
demonstrates that in the coming decades, millions of people could live healthier, longer lives if SNP are substituted
for smoking. If fully realised, tobacco harm reduction has the potential to rapidly reduce the global number of
smokers. This would deliver one of the greatest public health gains of the 215t century.
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