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Heated tobacco products (HTPs) are: To prevent the tobacco industry undermining
o _ progress in tobacco control, governments should act
. Addlkctllvze tobacco products that emit tobacco quickly to apply one of two regulatory options:
smoke.b

. . 1. Banthesale of HTP irel
e Heavily marketed to young people as lifestyle anthesaleo sentirely

products. 2. Regulate all parts of the products strictly, using
measures that align with the WHO Framework
Convention on Tobacco Control (WHO FCTC)

e Aserious health risk to people who smoke them.

e Not provento be “reduced risk” or less harmful as
compared to conventional cigarettes.®*

Therefore, HTPs should play no role in a government’s
strategy to reduce tobacco use and nicotine
addiction, and governments should reject tobacco
industry lobbying to regulate HTPs less strictly than
conventional tobacco products.

HTPs and the WHO Framework Convention on Tobacco Control (WHO FCTC)

Parties to the WHO FCTC have recognized that consumption of and exposure to any tobacco product
causes death, disease, and disability and have adopted as a guiding principle the need “to decrease the
consumption of tobacco products in any form.”¢ In 2018, Parties to the WHO FCTC agreed that they
should “regulate, including restrict, or prohibit” novel and emerging tobacco products such as HTPs,
including “the devices designed for consuming such products.””



This resource sets out a three-step process to assist decision makers in determining which regulatory
approach is best for their country and provides the evidence-based rationale to support each approach:

1. PURSUE PUBLIC HEALTH POLICY GOALS

The public health policy goals for any government regulating HTPs should be to:

1.1 Prevent HTP use by non-smokers, particularly youth

1.2 Minimize potential health risks to HTP users and non-users

1.3 Prevent HTPs from undermining progress in reducing tobacco consumption and nicotine addiction
14 Protect public health policy from the commercial interests of the tobacco industry

15 Assist existing smokers and HTP users to quit and avoid use of multiple tobacco and nicotine products

2. ASSESS COUNTRY-SPECIFIC CIRCUMSTANCES

2.1 Existing market for HTPs
2.2 Current status of tobacco control measures

2.3 Government capacity and resources

3. SELECT REGULATORY OPTION

3.1 Complete sales ban

3.2 Regulate strictly applying WHO FCTC measures to tobacco inserts and devices
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1. PURSUE PUBLIC HEALTH POLICY GOALS

The reasons and evidence supporting the public health policy goals are set out below. For more details on the

evidence, see HTPs: Harms and Scientific Evidence.

m Prevent HTP use by non-smokers,

particularly youth

Marketing and sales practices by tobacco companies
target non-smokers and young people.

e  Tobacco companies target an unlimited audience
of mostly young people on social media to promote
their brands and re-normalize addictive products
through a combination of influencer marketing, paid
advertisements, brand pages, concerts, events,
and contests.812

e Tobacco companies have organized off-line branded
promotional events and parties that appeal to
young people.’314

e Products are sold at sleek, trendy product stores
(resembling popular tech stores), with young-looking
staff and free HTP trials.®

e Novel device designs tap into young peoples’ passion
for cutting-edge technology.®

e HTPsaresoldin avariety of fruity and minty/menthol
flavored variants. The use of flavors in tobacco
products as well as flavor descriptors on packaging
are associated with the appeal and uptake of tobacco
products in young people.”
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Young people are more likely to use HTPs than
older people.

e HTPuseis more prevalent among younger individuals
in Japan, the UK, Hong Kong (SAR), and Italy.1¢20

Evidence demonstrates non-smokers have
initiated HTP use.

e A 2019 study found that nearly half of all ever-users
of Philip Morris’ HTP product IQOS in Italy had never
smoked conventional cigarettes.?*

e Researchinthe Republic of Korea found that HTPs
were likely to attract young people who had not
previously used tobacco.??

e Surveysin Canada, England, and the United
States found that non-smokers were interested in
trying HTPs.2®


https://google.com

m Minimize potential health risks to HTP users

and non-users

HTPs are NOT smokeless tobacco products.

The emissions from HTPs include chemicals produced
from pyrolysis, such as volatile aldehydes, and fall
within the scientific definition of “smoke."*?

Industry claims that HTPs are “reduced risk”
are unproven.

Multiple evidence reviews and government agencies have
concluded there is insufficient evidence to show that HTPs
are less harmful compared to conventional cigarettes.®>

The US Food and Drug Administration (FDA) found that
there is evidence of reduced exposure to some chemicals in
emissions from one brand of HTPs (IQOS) as compared to
emissions from conventional cigarettes. However,

FDA also found that there is no overall reduced risk of
health harms from use of the product. FDA was clear

that it did not find that IQQOS is safe, or even safer than
conventional cigarettes, nor did it find that IQOS can

help people quit smoking conventional cigarettes.®

Smoke from HTPs poses serious health risks.

The smoke inhaled from HTPs contains dangerous
chemicals. WHO has stated that “reducing exposure
to harmful chemicals in [HTPs] does not render them

harmless, nor does it translate to reduced risk to human
health. Indeed, some toxins are present at higher levels in
HTP aerosols than in conventional cigarette smoke, and
there are some additional toxins present in HTP aerosols
that are not present in conventional cigarette smoke.?*
In at least one well-selling brand, these additional toxins
include “four chemicals that are possibly cancer-causing
and 15 potentially damaging to the genetic structure.”?>

A large-scale study of non-smoking participants living in
Japan reported that exposure to secondhand emissions
from HTPs was associated with increased reports of
respiratory symptoms including asthma attacks, asthma-
like symptoms, and persistent cough, compared to study
participants not exposed to HTP emissions. Notably,

the prevalence of these respiratory symptoms in study
participants increased as the frequency of exposure to
HTP emissions increased.?

HTP use exposes bystanders to smoke.

While more research is needed on non-users’ exposure
to HTP secondhand smoke, current evidence suggests
that non-users are exposed to particulates, nicotine,
and other constituents, which may put such

individuals at risk.>

m Prevent HTPs from undermining progress in reducing
tobacco consumption and nicotine addiction

The introduction of HTPs has not resulted in
reductions in rates of tobacco use.

In Italy, the introduction of HTPs and e-cigarettes resulted
in a halt of the downward trend in smoking prevalence.
Use of HTPs was more likely to lead to non-smokers
starting to use conventional cigarettes than to existing
smokers quitting. In fact, 2019 was the first year that an
increase in overall nicotine use (conventional cigarettes,
HTPs, and e-cigarettes) was observed.?”

A study of the impact of HTPs on the tobacco market
in the Republic of Korea found that: (1) the decline in
smoking rates slowed or even rose in some groups; (2)
the decline in total cigarette sales slowed; and (3) the
number of visitors to cessation clinics decreased after
the introduction of HTPs.?8

Another Korean study from 2021 showed that users of
HTPs were more likely to make quit attempts but less likely
to successfully stop smoking conventional cigarettes.



m Protect public health policy from the
commercial interests of the tobacco industry

The tobacco industry has a profit motive.

e HTPsare tobacco products, which are produced by the
tobacco industry. Tobacco manufacturers have a profit
motive, not a public health motive. Their primary goal is
to sell as many products as possible and maintain or grow
their customer base.

HTPs are part of the tobacco industry’s new
global strategy.

e Industry investments in HTPs can be interpreted as a
strategic business decision to compensate for a shrinking
customer base - global cigarette consumption has
been steadily declining since 2012 and is forecasted to
continue to fall.?

Tobacco companies’ investments in HTP products and
marketing® raise serious concerns given their history
of targeting youth, deceiving the public about the
deadly consequences of using tobacco products and the
addictiveness of nicotine, and fighting against proven
tobacco control measures.®!

The industry lobbies governments and policymakers
to seek favorable HTP regulation.

Tobacco companies are lobbying lawmakers and
regulators and running public relations campaigns
in countries around the world to seek favorable HTP
regulation.’2-3>

m Assist existing smokers and HTP users to
quit and avoid use of multiple tobacco and

nicotine products

There is evidence that, rather than quitting smoking
altogether, smokers use both HTPs and conventional
cigarettes (dual use) in countries where HTPs are sold.

e Surveys have shown very high rates of dual use of HTPs
and conventional cigarettes - 67.8% in Japan, 81% in Italy,
and 96.25% in one province in the Republic of Korea.?”:3657

HTPs do not assist people to quit cigarettes.
HTPs are smoked tobacco products and not
cessation products.

Even if people who smoke conventional cigarettes
switch entirely to using HTPs, this is not quitting
smoked tobacco.

A national longitudinal study of more than 7,000 adults
in Japan, which is one of the largest markets for HTPs,
found that HTP use decreased cessation in current
smokers and increased relapse in former smokers.38

As referenced in Section 1.3, a 2021 Korean study
showed that although users of HTPs were more
likely to make quit attempts, they were less likely to
successfully stop smoking conventional cigarettes.



2. ASSESS COUNTRY-SPECIFIC
CIRCUMSTANCES

There are several factors that governments should consider when determining how best to
regulate HTPs given the unique situation in each country. However, no single factor will dictate

the best regulatory option. Instead, the circumstances must be considered together to determine the
soundest policy approach.

m Existing market for HTPs

Whether there is an existing market for HTPs is a factor in determining how to regulate these products.

Limited or small market in HTPs: Significant or well-established legal adult market

in HTPs:
Governments should consider banning their sale before
their use becomes established in the population. There is Governments should consider strict regulation using WHO
no public health reason to allow yet another type of highly FCTC measures rather than banning HTP sales. If there
addictive tobacco product to enter a country’s market is already a well-established legal adult market for HTPs,
where that product category does not currently exist. a ban might be impractical and potentially raise concerns
HTPs are not “reduced risk” products and should not be about creating anillicit market.

part of a government’s strategy to reduce tobacco use
and nicotine addiction.
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m Current status of tobacco control measures

Fully implementing WHO FCTC measures and giving them time to produce results is the most effective approach for reducing

tobacco use and nicotine addiction. These proven policies encourage and assist smokers to quit while also preventing young

people from initiating tobacco use.

Comprehensive WHO FCTC measures regulating

tobacco products have not yet been fully implemented,

or more time is needed for measures to take effect:

Governments should consider banning the sale of HTPs.
This would allow time to maximize the number of people
who quit smoking conventional cigarettes completely
while avoiding the risk of non-smokers and young people
initiating smoking HTPs. In addition, if HTPs are allowed
onto the market and regulated under the less-than-
comprehensive WHO FCTC measures, the tobacco
industry will be able to market HTPs in a way that is
attractive to youth and non-smokers.

Comprehensive WHO FCTC measures have been
fully implemented for tobacco products with
time given for them to take effect:

Governments could consider strictly regulating HTPs in
accordance with those measures, ensuring that the law is
drafted in a such a way that those measures would apply
to both tobacco inserts and devices. Doing so would limit
the risk that non-smokers or young people will initiate
HTP smoking.

m Government capacity and resources

Effective regulation of tobacco and nicotine products requires the responsible health agency to have the authority,

capacity, and resources for:

o Effective enforcement of rules for the manufacture, sale, and marketing of tobacco and nicotine products;

e Effective surveillance of population use patterns (including youth initiation and dual/poly use), marketing of, and

consumer attitudes towards HTPs; and

e  Government-led messaging around the health risks and harms of HTP use.?4°

Limited capacity and resources devoted to
enforcement, surveillance, and messaging:

Governments should consider prohibiting the sale
of HTPs at least until such time that the appropriate
infrastructure is in place.

Sufficient capacity and resources devoted to
enforcement, surveillance, and messaging:

Governments could consider allowing HTPs onto the
market and strictly regulating them using WHO FCTC
measures. Devoting sufficient resources as described
above will help governments minimize initiation of HTPs
by non-smokers and young people.



3. SELECT REGULATORY OPTION

Taking into account the public health policy goals and country-specific circumstances, the

following regulatory options should be considered:

m Complete sales ban

HTPs may not be manufactured, imported, or sold.

Factors that favor this option:

e Theexisting market in HTPs is sufficiently small to
make effective enforcement of a ban feasible.

e  Strong WHO FCTC measures are not yet in place, OR
strong measures are in place but need more time to
take effect.

e The government has limited capacity to implement,
monitor, and enforce the strict regulation of HTPs
using WHO FCTC measures.

e The precautionary principle is applied: HTPs are
relatively new and there is significant scientific
uncertainty about potential health risks and harms,
although there is certainty that tobacco consumption
in any form causes death, disease, and disability.

HTPS: POLICY GUIDANCE

At least 17 countries ban the manufacture, import,
and/or sale of HTPs.

In addition to a ban on manufacture, importation, and/or sale,
several of these countries prohibit the use of HTPs in public
and their advertising, promotion, and sponsorship. This is
advisable to remove any uncertainty as to whether their use
and promotion are permitted.



m Regulate strictly applying WHO
FCTC measures

HTPs - including tobacco inserts and devices - are subject to requirements that fully align with the WHO FCTC and its
implementing guidelines.

Factors that favor this option:

e Thereis awell-established existing legal market in HTPs, At least 71 countries have taken specific action to
making effective enforcement of a ban difficult. regulate HTPs (either tobacco inserts, devices, or
e  Strong WHO FCTC measures are in place, have had time both) using WHO FCTC measures.

to take effect, and the effects are being monitored.

e The government has sufficient capacity and resources
to implement, monitor, and enforce the strict regulation
of HTPs using WHO FCTC measures, and a strong
commitment to government-led messaging about the
health risks and harms of all tobacco use, including HTPs.

FOR MORE INFORMATION, SEE HTPS: GLOBAL REGULATION AND RECOMMENDED MEASURES.




GOVERNMENTS SHOULD NOT CONSIDER REGULATING HTPS LESS STRICTLY THAN
CONVENTIONAL CIGARETTES

Tobacco companies argue that HTPs should be subject to different and less restrictive regulation

than conventional cigarettes** because they claim HTPs are “reduced risk”#? products (relative to
conventional cigarettes), should be used as part of a tobacco “harm reduction” approach, and that HTP
emissions do not constitute smoke, among other arguments.

Key reasons for rejecting this option:

e Thereis no independent, credible evidence showing that smoking HTPs instead of conventional
cigarettes reduces the risk of disease or death.

e HTP emissions are unambiguously smoke and contain dangerous chemicals known to increase
the risk of serious health issues.

o The WHO FCTC makes no provision for applying measures less strictly to certain tobacco
product categories.

For more information about the tobacco industry’s false tobacco “harm reduction” arguments, see the
Perspective of the Campaign for Tobacco-Free Kids on Harm Reduction.

FURTHER DETAILS ON COUNTRIES’ EXISTING
LAWS REGULATING HTPS ARE AVAILABLE AT
WWW.TOBACCOCONTROLLAWS.ORG.



https://www.tobaccofreekids.org/assets/factsheets/0417.pdf
https://www.tobaccocontrollaws.org/
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