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Executive Summary

The Australian Government is taking a precautionary approach to e-cigarettes, due to
current evidence that raises concerns about direct health harms associated with e-cigarette
use, concurrent use of e-cigarettes with tobacco products, and the potential for e-cigarette
use to lead to nicotine addiction and tobacco use, particularly among youth.

All smoking cessation products lawfully available for sale in Australia have been evaluated
by the Therapeutic Goods Administration (TGA) for safety and efficacy and have been
registered with the TGA. There are no restrictions on who might apply to the TGA to market
a smoking cessation product in Australia. However, at this time no e-cigarettes have been
approved by the TGA for this purpose.

There is no international consensus on the most appropriate regulatory framework for
e-cigarettes and there is significant variation in the regulatory treatment of e-cigarettes
within, and between, countries. In Australia, the regulatory framework draws on existing
laws that may apply to tobacco products, poisons, therapeutic goods, consumer goods and
industrial chemicals. However, there remains variation between states and territories in
their regulatory approaches to e-cigarettes.

It is important that e-cigarette regulation takes a comprehensive, evidence-based and
proportionate approach that can be adapted as new evidence emerges. There is also a need
to closely monitor and eliminate marketing strategies employed by the tobacco and
e-cigarette industries to circumvent tobacco control efforts. Regulation should aim to
protect the Australian community from the potential harms of e-cigarette use and ensure
that e-cigarette use does not undermine Australia’s achievements in tobacco control and
public health.

On 23 September 2020, the TGA announced an interim decision that would clarify the
scheduling of nicotine in the Standard for the Uniform Scheduling of Medicines and Poisons
(the Poisons Standard).! The proposed changes, if made final, would mean that e-cigarette
products containing nicotine could only be lawfully supplied with a prescription from an
Australian registered medical practitioner in specific circumstances and subject to state and
territory legislation. Other affected products would also include heated tobacco products,
chewing tobacco, snuff and other novel nicotine products. The proposed changes are
consistent with existing state and territory legislation that prohibits the sale of nicotine
containing e-cigarettes and nicotine liquids for use in e-cigarettes. Public consultation on the
interim decision will be open until 12 November 2020, with a final decision anticipated in
mid-December 2020.

Australia continues to invest in tobacco control measures that have resulted in
long-standing progress in reducing smoking prevalence. Notably, smoking rates have
continued to decline in Australia in recent years without the surge in uptake of e-cigarettes
that has been observed in some other countries, particularly among youth.> 34

Ministers in all Australian jurisdictions have agreed that any change to the regulation of
e-cigarettes in Australia will have protecting the health of children and young people as its
primary focus, as well as protecting the health of existing adult cigarette smokers.>
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Part one: Australia’s policy and regulatory framework for e-cigarettes

1.1 Introduction

Electronic cigarettes, also known as e-cigarettes, are devices for making vapour for
inhalation (vaping). Nicotine vaping products comprise components designed to deliver an
aerosol via inhalation. Nicotine vaping products:

e may or may not contain tobacco;

e may to a greater or lesser extent resemble tobacco products and/or simulate the act
of smoking;

e may or may not use electrical power to generate an aerosol; and

e include, but are not limited to, e-cigarettes.

Given that e-cigarettes are likely to be the most common type of nicotine vaping product on
the Australian market, the focus of this submission is on e-cigarettes.

Certain e-cigarette products marketed globally are labelled as being nicotine free, even
though some have been found to contain nicotine.® Some e-cigarette products may also be
used to deliver other substances such as cannabis. However, given that the majority of
e-cigarette products marketed globally are likely to contain nicotine,” the focus of this
submission is on e-cigarette products containing nicotine unless stated otherwise.

1.2 Summary of Australian Government Department of Health position on e-cigarettes

All Australian governments are taking a precautionary approach to e-cigarettes. This
position is based on the need to consider the overall impacts these products pose to
population health, including on non-smokers and smokers. The precautionary approach is
consistent with the current regulatory controls governing access to nicotine for use in
e-cigarettes in Australia.

The Australian Government Department of Health’s (the Department) concerns regarding
the marketing and use of e-cigarettes are in the context of the current state of evidence of
the risks these products pose to population health. These risks relate to the direct harms
e-cigarettes may pose to human health, dual use of e-cigarettes with tobacco products, and
the potential for e-cigarette use to lead to nicotine addiction and tobacco use, particularly
among youth.® % 10 At a population level, evidence is not sufficient to support any
widespread promotion of e-cigarette use for smoking cessation or harm reduction-- 1213, 14

Notably, smoking rates have continued to decline in Australia in recent years without the
increase in uptake of e-cigarettes that has been observed in some other countries,
particularly among youth.? 34

1.3 Policy context for Australia’s approach to e-cigarettes
World Health Organization (WHO) Framework Convention on Tobacco Control (FCTC)

The WHO FCTC, to which Australia is a Party, aims to advance international cooperation to
protect present and future generations from the preventable and devastating health, social,
environmental and economic consequences of tobacco consumption and exposure to
tobacco smoke. The WHO FCTC and its guidelines commit nations to implementing a range
of demand and supply-side tobacco control measures and to act to protect these measures
from commercial and other vested interests of the tobacco industry in accordance with
national law. The WHO FCTC also obliges Parties to adopt and implement effective
measures to prevent and reduce nicotine addiction.’®
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Australia’s policy and regulatory response to e-cigarettes continues to be guided by
decisions of the Conference of the Parties (COP) to the WHO FCTC, the governing body of
the WHO FCTC. The COP has previously invited Parties to take measures in relation to
Electronic Nicotine Delivery Systems (ENDS)/Electronic Non-nicotine Delivery Systems
(ENNDS) and to consider prohibiting or otherwise regulating them, including as tobacco
products, medicinal products, consumer products, or other categories, as appropriate,
taking into account a high level of protection for human health. The COP has also invited
Parties to apply regulatory measures to prohibit or restrict the manufacture, importation,
distribution, presentation, sale and use of ENDS/ENNDs.®

Principles that underpin the current approach to e-cigarettes in Australia

On 28 November 2019, the Ministerial Drug and Alcohol Forum, which comprised
Commonwealth, state and territory health and law enforcement Ministers, agreed to
updated principles that underpin the current policy and regulatory approach to e-cigarettes
in Australia.” The updated principles reaffirm the precautionary approach to e-cigarettes
being undertaken by all Australian governments. The principles emphasise that any change
to the regulation of e-cigarettes in Australia will have protecting the health of children and
young people as its primary focus and goal, and that protecting the health of existing adult
cigarette smokers is a second key goal.

1.4 Current legislation applicable to e-cigarettes in Australia

E-cigarette regulation is a shared responsibility between the Commonwealth, state and
territory governments. The current regulatory framework draws on existing laws that may
apply to tobacco products, poisons, therapeutic goods, consumer goods and industrial
chemicals. The possession, supply and/or sale of nicotine for use e-cigarettes is currently
illegal under state and territory legislation, unless exempt in specific circumstances and
when accessed by patients on prescription. The possession of nicotine for use in e-cigarettes
without a prescription is illegal in all states and territories except South Australia.

Therapeutic goods

The Commonwealth Therapeutic Goods Act 1989 (TG Act) and associated regulations
provide for the establishment and maintenance of a national system of controls to ensure
the quality, safety, efficacy and timely availability of therapeutic goods.*’

Products claiming to help people quit smoking are therapeutic goods, regardless of whether
they contain nicotine. It is illegal to import or sell products in Australia that make
therapeutic claims, unless they have received market authorisation by the TGA or they are
otherwise exempt or subject to an approval or authority granted by the TGA.

All smoking cessation therapy products (such as nicotine replacement therapies) entered on
the Australian Register of Therapeutic Goods are lawfully available for commercial sale in
Australia and have been evaluated by the TGA for quality, safety and efficacy. To date, the
TGA has not approved any e-cigarettes for smoking cessation.

If e-cigarettes (and/or their components including the liquids used in e-cigarettes) are
detected at the border and appear to make a therapeutic claim, such as for smoking
cessation (regardless of nicotine content), the goods may be referred by the Australian
Border Force to the TGA. The TGA would advise whether the goods are unlawful therapeutic
goods, and whether they are appropriately dealt with under the Customs Act 1901 including
being detained, seized and possibly destroyed.
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At present, the importation of e-cigarettes and/or their components that do not make
claims of therapeutic use as an aid for smoking cessation, do not constitute therapeutic
goods and therefore do not come within the TGA’s regulatory remit, regardless of their
nicotine content.

In some circumstances, it may be lawful for people to import and possess nicotine for use in
e-cigarettes for up to three months of personal therapeutic use under the TGA’s Personal
Importation Scheme. Under the scheme, an importer must hold a written authority issued
by an Australian registered medical practitioner and the possession and use of nicotine for
this purpose must also be legal within the importer’s state or territory.

There are also other avenues that are available for an individual to be supplied with
unapproved therapeutic goods, including the Special Access Scheme (SAS) and Authorised
Prescriber Scheme (APS). Under these schemes, medical practitioners are required to apply
to access the unapproved therapeutic good on behalf of their patient, and they are required
to formally prescribe them to the patient.

While the SAS and APS may be used to supply unapproved therapeutic goods in Australia,
they are intended to enable access to products in cases when suitable TGA-approved
alternatives that achieve the same therapeutic purpose are not available on the Australian
market. Unapproved goods have not been evaluated in Australia by the TGA and therefore
there are no guarantees about their quality, safety or efficacy.®

Medicines, Chemicals and the Poisons Standard

The Poisons Standard is a legislative instrument made under the TG Act which supports a
national classification system that controls how ‘poisons’ (medicines and chemicals) are
made available to the public. Medicines and chemicals are classified into Schedules in the
Poisons Standard according to the risk of harm and the level of access control required to
protect public health and safety. Substances or groups of substances may be considered for
potential scheduling (or rescheduling) on the basis there might be a public health benefit if
they were down-scheduled or up-scheduled. Decisions regarding the scheduling of
substances for inclusion in the Poisons Standard are made by the Secretary of the
Department. In practice, decisions for medicines scheduling are made by their delegate who
is a senior medical officer in the Department. Anyone can lodge an application to the TGA to
amend the Poisons Standard.

The Poisons Standard is implemented and enforced by the state and territories, through
relevant drugs, poisons and controlled substances legislation. Each state and territory has its
own laws that determine the availability of a particular medicine or poison, and how it is to
be packaged and labelled. However, state and territory governments classify the majority of
medicines and poisons (such as nicotine) in accordance with the Poisons Standard to
achieve a uniform national approach to the scheduling of substances and uniform labelling
and packaging requirements.

The impact of the scheduling of nicotine under the Poisons Standard would be that it is
unlawful to import nicotine for use in e-cigarettes for smoking cessation without a doctor’s
prescription. For further information on the scheduling of nicotine, see Section 1.5.

Chemical safety and the Australian Industrial Chemicals Introduction Scheme (AICIS)

A range of Australian and state and territory government agencies share regulatory
responsibility for chemical safety, with each chemical being regulated according to its use,
whether as a therapeutic good, veterinary medicine, pesticide, food additive or industrial
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chemical (which includes any chemical with a use not falling into one of the other
categories). A chemical with a therapeutic use, such as a chemical that aids in the cessation
of cigarette smoking by influencing, inhibiting or modifying a physiological process, is
regulated under the TG Act.

AICIS is a statutory scheme established by the Commonwealth Industrial Chemicals Act 2019
(IC Act) that is administered by the Department. The IC Act regulates the introduction into
Australia of individual chemicals (whether alone or contained in a mixture). AICIS does not
register products or articles and registration obligations under the IC Act do not require
importers or manufacturers to advise the types of imported or manufactured products that
contain industrial chemicals.

Under AICIS, introducers must categorise their chemical introduction against objective
criteria. Chemical introductions categorised as medium to high risk to human health or the
environment are required to have a pre-market risk assessment before they can be
introduced into Australia. Following a pre-market assessment on the introduction and
intended use of industrial chemicals, recommendations are made to relevant risk
management bodies who regulate and enforce appropriate chemical use. The regulatory
requirements under the IC Act also apply to industrial chemicals in e-cigarettes.

Chemicals used in e-cigarette liquids are a specified class of introduction, under the
definition ‘introductions of an industrial chemical for an end use in a personal vaporiser’.
Additional, or different, requirements relating to hazard information, reporting or record
keeping apply to specified classes of introductions. This is due to an increased level of
concern for these introductions because of greater potential for particular hazards or high
levels of human or environmental exposure. The requirements for chemicals in e-cigarette
liquids are specified by the Industrial Chemicals (General) Rules 2019 and associated
Industrial Chemicals Categorisation Guidelines.'® Industrial chemicals specifically for use in
e-cigarettes have not been assessed under the IC Act (that commenced in July 2020) or its
predecessor, the Industrial Chemicals Notification and Assessment Act 1989.

Additional state and territory laws applicable to e-cigarettes

All state and territory governments have tobacco control laws with provisions that relate to
e-cigarettes. Seven state and territory jurisdictions' have amended their tobacco control
laws to treat the advertising and sale of e-cigarettes in a similar manner to conventional
tobacco products in their respective jurisdictions. These jurisdictions have also prohibited
the use of e-cigarettes in legislated smoke-free areas.

In Western Australia (WA), it is an offence under the WA Tobacco Products Control Act 2006
to sell products that resemble tobacco products, regardless of whether they contain
nicotine or not.?? In a Supreme Court of Western Australia decision, e-cigarettes were found
to resemble a tobacco product.?!

The possession, supply and/or sale of nicotine for use in e-cigarettes is currently illegal
under state and territory legislation, unless exempt in specific circumstances and when
accessed by patients on prescription. The possession of nicotine for use in e-cigarettes
without a prescription is illegal in all states and territories except South Australia.

i South Australia, Queensland, New South Wales, the Australian Capital Territory, the Northern Territory, Tasmania and Victoria.
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1.5 Future policy and regulatory directions for e-cigarettes in Australia
General considerations

The Department considers that the evidence base supports maintaining and, where
appropriate, strengthening the current controls that apply to the marketing and use of
e-cigarettes in Australia. To this end, evidence from tobacco control shows that
comprehensive public health strategies focussing on both the supply and demand of
e-cigarettes are needed to protect the Australian community from risks associated with the
marketing and use of e-cigarettes in Australia.

TGA interim decision for the scheduling of nicotine

On 23 September 2020, the TGA announced an interim decision that, if made final, would
clarify the scheduling of nicotine in the Poisons Standard.! The proposed changes would
mean that e-cigarettes containing nicotine, and nicotine fluids for vaping, could only be
supplied with a doctor's prescription. The interim decision will be open for public
consultation until 12 November 2020, with a final decision expected in mid-December 2020.
Decisions related to medicines under the Poisons Standard are made by a senior medical
officer in the TGA and independently of elected government.

Proposal to prohibit the importation of nicotine containing e-cigarettes

The Australian Government has deferred its decision to ask the Governor-General in Council
to make regulations from 1 January 2021 prohibiting the importation of e-cigarettes
containing vaporiser nicotine (nicotine liquids and salts) and nicotine containing e-cigarette
refills unless on prescription from a doctor.?? To proceed, at the present time, with such an
amendment would unnecessarily pre-empt any further deliberations of the scheduling
Delegate to reach a final decision for the scheduling of nicotine in the Poisons Standard, in
accordance with the therapeutic goods regulatory scheme. The Government will also
monitor the impacts of any changes to the Poisons Standard, if the delegate’s final decision
confirms the interim decision.


https://www.tga.gov.au/nicotine-scheduling
https://www.tga.gov.au/scheduling-decision-interim/notice-interim-decision-amend-current-poisons-standard-relation-nicotine
https://www.tga.gov.au/scheduling-decision-interim/notice-interim-decision-amend-current-poisons-standard-relation-nicotine
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Part two: Tobacco control, smoking and e-cigarette use in Australia
2.1 Tobacco control in Australia
Costs of tobacco use to the Australian community

Tobacco use remains a leading cause of preventable death and disability in Australia and
was estimated to kill almost 21,000 Australians in 2015.23 Tobacco use compounds health
and social inequalities and is a major contributor to poorer health status in
socioeconomically disadvantaged populations.

The most recent available estimates of the overall social (including health) costs of tobacco
use in Australia were $137 billion in 2015-16. This included $19.2 billion in tangible costs
and $117.7 billion in intangible costs.?*

Tangible costs included health care costs (6.8 billion), workplace costs (S5 billion), costs
related to premature deaths ($1.8 billion) and other costs primarily associated with fires,
litter and expenditure on tobacco by dependent smokers ($5.7 billion). In addition to the
tangible costs of smoking, there are substantial intangible costs (e.g. the value of life lost,
pain and suffering), both from premature mortality ($92.1 billion) and from the lost quality
of life of those experiencing smoking attributable ill-health ($25.6 billion).?*

Summary of Australia’s approach to tobacco control

Tobacco control is a shared responsibility between the Commonwealth and state and
territory governments. At the national level, the Australian Government continues to
implement a range of tobacco control measures to reduce smoking prevalence. These
measures include increased tobacco excise and excise-equivalent customs duty; education
programs and campaigns; plain packaging of tobacco products; labelling tobacco products
with graphic health warnings; prohibiting tobacco advertising and promotion; providing
support for smokers to quit; and measures to minimise the illicit tobacco trade.

State and territory governments have also implemented a broad range of measures, such as
restrictions on the advertising, promotion and sponsorship of tobacco products, measures
to reduce exceptions to smoke-free workplaces, public places and other settings, education
programs and campaigns, and measures to support smokers to quit.

Figure 1 illustrates that the comprehensive range of measures progressively implemented
by all Australian governments has been instrumental in ensuring the long-term decline in
smoking prevalence, even when compared to most other developed countries.?>

10
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Figure 1: Tobacco control measures and daily smoking prevalence in Australia, people
aged 14 and over, 1991-2019
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Source: Adapted from the Australian Institute of Health and Welfare. Alcohol, tobacco & other drugs in Australia. Canberra: AIHW; 2020.
2.2 Smoking prevalence

Figure 2 illustrates the long-term decline in smoking prevalence in Australia, as well as
Australia’s success in reducing the uptake of smoking since 1991.

In 2019, 11.0% of Australians aged 14 years and over smoked daily, down from 24% in 1991.
During this period, the proportion of never smokers aged 14 years and over increased from
49% to 63%, while the proportion of ex-smokers remained relatively similar.2

Figure 2: Tobacco smoking status in Australia (including ‘never smokers’), people aged
14 and over, 1991-2019
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Source: Adapted from the Australian Institute of Health and Welfare. National Drug Strategy Household Survey 2019. Drug statistics series
no. 32. Cat. no. PHE 214. Canberra: AIHW; 2020.
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Figure 3 shows that smoking prevalence among Australian children is at historically low
levels. Between 1984 and 2017, the proportion of teenagers smoking at least once in the
previous week declined from over 30% to 9% among 16-17 year-olds, and from 20% to 3%
among 12-15 year-olds.?

Figure 3: Prevalence of Australian secondary school students who report smoking in
the last week, and smoking at least three days in the last seven, Australia
1984 — 2017, 12-15 year olds and 16-17 year olds
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Source: Guerin N and White V. Australian secondary students’ use of tobacco, alcohol, over-the-counter drugs, and illicit substances.
ASSAD 2017 Statistics & Trends. Melbourne: Cancer Council Victoria; 2018.

2.3 E-cigarette use in Australia

Figure 4 shows that between 2016 and 2019, lifetime and current use (defined as daily,
weekly, monthly or less than monthly use) of e-cigarettes increased among smokers and
non-smokers in Australia.?

Figure 4. Prevalence of lifetime and current e-cigarette use among smokers and
non-smokers in 2016 and 2019

Smokers Mon-smokers Overall

DA @O @@

!
: 31% [ [ 39% : |t 49% } | 6.9% | '. | gg% | I. 11 3%
I‘\ ‘\"--___--'/ ; \‘-u__ IL \ -'/ /".l \\x I"\. \-.___. /
\“H-.._ _.-"/ " ..--'/ \ _/ \'"‘-. .-"'/ —~.
Lifetime use Lifetime use Lifetime use
AN A //‘L\\ N //R‘\
o
?%. :.05% |[514% .'|12%|: 5% |
-.L\ ‘\.____ \ . x\ \__ I\x _/ll/ \. M _ . 16
\..____ o . -
Current use Current use Current use @® 2019

Source: Australian Institute of Health and Welfare. National Drug Strategy Household Survey 2019. Drug statistics series no. 32. Cat. no.

PHE 214. Canberra: AIHW; 2020.
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In addition, increases in the proportion of e-cigarette use between 2016 and 2019 occurred
across most age groups in Australia. The increase was particularly marked among young
people. During this period, the proportion of respondents aged 18-24 who reported using
e-cigarettes, daily, weekly, monthly or less than monthly at the time of being surveyed
nearly doubled, from 2.8% in 2016 to 5.3% in 2019.2 Note: information on e-cigarettes and
their overall impacts on nicotine consumption and smoking prevalence is at Section 6.2 and
6.3.

While the prevalence of e-cigarette use in Australia has increased in recent years,
particularly among young people, it remains relatively low compared to rates observed in
some other countries. In the US, which has the largest market for e-cigarettes, 19.6% of high
school students and 4.7% of middle school students reported current e-cigarette use' in
2020.%% In Canada, 20% of students in grades 7 to 12 reported having used an e-cigarette in
the past 30 days in 2018-19, an increase from 10% in 2016-17.%

i Current e-cigarette use in this report is defined as e-cigarette use in the past 30 days.
13
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Part three: Regulatory responses to e-cigarettes in other jurisdictions

3.1 Regulatory responses to e-cigarettes in other countries

There is currently no international consensus on the most appropriate policy and regulatory
response to e-cigarettes. The regulatory arrangements applicable to e-cigarettes vary
considerably within and across countries, ranging from prohibition to minimal or no
regulation. Broadly, e-cigarettes may be regulated under various regulatory frameworks
that apply to tobacco products, poisons, medicines and consumer products.

Table 1 provides a summary of key measures taken to date for e-cigarettes in Brazil, Canada,
New Zealand (NZ), the European Union (EU), the United Kingdom (UK) and the United States
(US). More detailed country specific information is at Appendix A.

Table 1. Regulatory approaches to e-cigarettes in selected jurisdictions
Regulatory
Approach Brazil Canada Nz EU UK us
Restrictions on . Advertising Advertising L L FDA has power to
. Advertising o o Advertising in Advertising in
advertising and restrictions restrictions ) ) regulate
N banned media banned media banned .
promotion apply apply advertising
General FDA can enforce
retailers — Only actions on
tobacco, mint & Flavours not unauthorised
. Colourings, menthol banned flavours
Restrictions on i
Sale and caffeine, some flavours from Flavours also
the use of S Regulated by i
distribution flavours & 2021 Colourings, regulated at state
flavours and . e Member States . . .
) ) banned other additives Specialist vape caffeine & level - California
other ingredients . -
banned retailers — Any other additives has banned
flavour unless banned flavoured
expressly e-cigarettes from
prohibited 2021
Age restrictions Sale and
o Must be 18+ to Must be 18+ to Regulated by Must be 18+ to Must be 18+ to
on access by distribution
i access access Member States access access
minors banned
Labelling and
ackagin
3 Labelling and P X g & Labelling and Labelling and .
Packaging and Sale and ! restrictions i i Labelling and
o packaging packaging packaging .
product distribution L apply — To be L L packaging
. R restrictions ) restrictions restrictions e
information banned setin new restrictions apply
apply S apply apply
regulations in
2021
Restrictions on . . . Not covered by
Subject to Banned in some Subject to
where Regulated by smoke-free law Regulated by
A smoke-free workplaces & smoke-free .
e-cigarettes are . . Member States —Banned in states
prohibitions transport prohibitions K
used some settings
X Product must Product must Product must Importation
) . Importation, - - " .
Importation, Importation, | q be notified be notified be notified restrictions apply,
sale an
access and sale and distributi before sale before sale before sale sale restrictions
istribution
distribution distribution tricti by 2022 — Other — Other — Other vary across
restrictions
controls banned | restrictions restrictions restrictions sub-national
a
PRl apply apply apply jurisdictions
Nicotine Nicotine
Nicotine . concentration concentration .
Sale and . To be setin o o Flow restrictor
Product o concentration ) restriction & restriction & )
distribution L new regulations . . requirements for
standards apply restrictions . refill refill .
banned in 2021 cartridges apply

apply

requirements
apply

requirements
apply

Total ban on
e-cigarette sales
and distribution

In addition to Brazil, several other jurisdictions including Singapore, Uruguay, Jordan, Oman, Qatar, and India have

announced total bans on the sale and distribution of e-cigarettes or intend to introduce legislation which would ban
their sale and distribution.

Note: The information provided in Table 1 provides a broad summary of regulatory approaches to e-cigarettes and does not necessarily reflect regulatory
differences between individual states/provinces of each country.
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3.2 Patterns of e-cigarette use in other jurisdictions
Globally, e-cigarette use has increased in recent years, particularly among youth.

For example, a recent analysis of US, Canadian and English data found that past 30 day use
of e-cigarettes among youth aged 16 to 19 years increased in all three countries between
2017 and 2019. However, the magnitude of these increases were greater in Canada and the
US than in England. The analysis also found there to be a year on year increase across all
countries in the proportion of never smokers who reported the use of e-cigarettes in the
past 30 days over the same period.?’
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Part four: Protecting tobacco control policy from all commercial and other
vested interests

4.1 Legal and policy context

Under Article 5.3 of the WHO FCTC, Parties are obliged to act to protect their public health
policies with respect to tobacco control from commercial and other vested interests of the
tobacco industry, in accordance with national law.

Implementation guidelines for Article 5.3 (Article 5.3 Guidelines) were adopted by the COP
in 2008 and acknowledge that there is a ‘fundamental and irreconcilable conflict between
the tobacco industry’s interest and public health policy interests.” The Article 5.3 Guidelines
also acknowledge that ‘the tobacco industry has operated for years with the express
intention of subverting the role of governments and of WHO in implementing public health
policies to combat the tobacco epidemic.’®

At COP 6 in 2014, Parties were invited to protect tobacco control activities from all
commercial and other vested interests related to ENDS/ENNDS.?° A similar decision was also
agreed to by Parties at COP 8 in 2018 which invited Parties ‘to protect tobacco-control
policies and activities from all commercial and other vested interests related to novel and
emerging tobacco products, including interests of the tobacco industry, in accordance with
Article 5.3 of the WHO FCTC.”*°

The protection of tobacco control settings from all commercial and other vested interests
also accords with Australia’s obligations under Article 14 of the WHO FCTC (demand
reduction measures concerning tobacco dependence and cessation).3!

In 2019, the Australian Government published Guidance for Public Officials on Interacting
with the Tobacco Industry (the Guide). The Guide was informed by the Article 5.3 Guidelines
and outlines the legal obligations placed on Australian Government agencies and officials by
the WHO FCTC. The Guide extends to the e-cigarette industry and e-cigarettes.3?

4.2 Protecting tobacco control research from commercial and other vested interests

To date, the Chief Executive Officer (CEQ) of the National Health and Medical Research
Council (NHMRC) has published two statements on e-cigarettes to assist consumers and
policy makers to understand the evidence base in relation to these products. The first
statement was published in March 2015 and an updated statement was published in
April 2017. A further revised statement is currently being prepared by the NHMRC and is
due for publication in 2021.

The NHMRC’s 2017 CEO statement on e-cigarettes encourages consumers and
policy-makers to consider the extent to which authors of e-cigarette related research hold
any conflicts of interest that could potentially bias their findings, and whether the research
is funded by an organisation with a financial interest in the outcomes, such as e-cigarette
manufacturers.?3

Following the publication of the NHMRC’s 2017 CEO statement on e-cigarettes, a 2018
review of 414 papers related to e-cigarettes found that papers with findings that were
favourable to e-cigarettes were more likely to have a conflict of interest.3*

Similar conclusions were also reached in a 2017 Cochrane Review, which highlighted that
sponsorship of studies related to drugs and devices by the manufacturing company leads to
more favourable conclusions than sponsorship by other sources.3> More recently, a
systematic review published in 2019 analysed 826 articles relevant to products promoted as
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a tobacco harm reduction tool, including e-cigarettes and smokeless tobacco products, to
assess funding sources and the articles’ position on these products. The review found that
e-cigarette, tobacco and pharmaceutical industry funded papers were more likely to be in
favour of tobacco harm reduction products, compared to non-industry funded literature
which were more evenly divided in stance.3®

The Department acknowledges that industry sponsorship is not the only source of a conflict
of interest, and that a conflict of interest does not necessarily lead to bias.3” However, in the
context of evidence creation and dissemination relevant to tobacco control and
e-cigarettes, these findings highlight a strong association between industry sponsorship and
bias. These findings also reinforce the importance of carefully assessing all available
evidence, including the validity, quality, credibility and independence of each study.
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Part five: Industry marketing activities
5.1 Tobacco industry marketing strategies and approaches

Evidence shows that the tobacco industry has a long history of marketing a diverse range of
products to: support its commercial interests; ensure its future viability by recruiting new
users; and divert public resources away from evidence-based approaches to reduce tobacco
use.

Based on a comprehensive review of scientific evidence, the 2012 US Surgeon General’s
report concluded that advertising and promotional activities undertaken by tobacco
companies have been shown to cause the onset and continuation of smoking among youth.
The report also refers to evidence which ‘consistently and coherently points to the
intentional marketing of tobacco products to youth as being a cause of young people’s
tobacco use.”*®

In addition to the marketing of conventional tobacco products, the tobacco industry
continues to invest in a range of novel and emerging products, including e-cigarettes,
heated tobacco products, and other tobacco and nicotine products that do not involve
heating. All major tobacco companies have invested in the global e-cigarette market.3° For
example, in December 2018, Altria, the makers of Marlboro cigarettes, announced its
purchase of a 35% share in JUUL Labs, a leading e-cigarette company marketed globally.*°

Tobacco companies have a long history of using reduced exposure claims to mislead
consumers into believing that particular products have reduced risk, most notably in
Australia through the use of ‘light’ and ‘mild’ cigarette claims.*! In 2015, following a lengthy
investigation, the Australian Competition and Consumer Commission obtained court
enforceable undertakings from British American Tobacco Australia Limited,*? Philip Morris
Limited*® and Imperial Tobacco Australia Limited** to remove these descriptors from their
products and contribute $9 million towards an awareness campaign to inform consumers
that low-yield tobacco products are not safer or healthier than those of regular or
higher-yield.

In recent years, transnational tobacco companies have increasingly adopted ‘harm
reduction’ in their corporate messaging to showcase their investments in new and novel
products such as e-cigarettes, to gain access to policy makers, and to improve their
corporate image.*> % However, the tobacco industry has continued ongoing and widespread
marketing of tobacco and other novel products to non-smokers, contrary to this ‘harm
reduction’ approach.

5.2 Industry marketing strategies to advertise and promote e-cigarettes

To date, the tobacco and e-cigarette industries have employed a wide range of strategies
and channels to advertise and promote e-cigarettes, often using the same strategies and
tactics that have been shown to increase youth initiation of tobacco products. For example,
common marketing messages have drawn on themes such as freedom, good taste,
romance, sexuality, and sociability. Other common marketing messages relate to themes
that: e-cigarettes are safer alternatives to cigarettes; helpful in smoking cessation; and can
be used in smoke free areas.*’

Industry strategies that may be used to appeal to youth include but are not limited to,
introducing a wide range of e-cigarette flavours that taste like fruit, mint and candy, as well
as colourful packaging. Notably, evidence from the 2016-17 wave of the US Population
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Assessment of Tobacco and Health study found that 96% of 12-17 year olds who had
initiated e-cigarette use since the previous survey wave started with a flavoured product.*®

The widespread advertising and promotion of products via digital media and other
communication platforms is also being used to increase the appeal of e-cigarettes to youth.
For example, one study found that 8 out of 10 of JUUL's Twitter followers in April 2018 were
between the ages of 13 -20, and about 4 in 10 were aged between 13-17 years old.*°
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Part six: Public health impacts of e-cigarettes

6.1 Direct health harms associated with e-cigarette products

Harms from direct e-cigarette use

There is a body of evidence that e-cigarette products with and without nicotine pose a
range of harms to human health. Evidence from observational and experimental studies
have implicated the use of e-cigarettes to various harms to the heart and lungs.?%°9Known
carcinogens have also been found in e-cigarette aerosols, although the extent to which
e-cigarette use increases the risk of cancer remains to be determined.!

The wide variation in e-cigarette products and the ability of users to customise their
experience, makes it difficult to assess the direct health harms of individual products
because the results from research involving one particular product may not be applicable to
all e-cigarettes or all users.”? For example, thousands of different flavouring compounds are
marketed and used with e-cigarettes. While many flavouring compounds may be recognised
as safe for use in food products, no flavouring product have been assessed as safe for
inhalation via an e-cigarette.

Exposure to nicotine via e-cigarette use may pose adverse cardiovascular, respiratory and
reproductive effects and negative effects on foetal and adolescent development.>® A 2016
report of the US Surgeon General concluded that exposure to nicotine in adolescents may
have long-term and damaging consequences for brain development, potentially leading to
learning and mood disorders.>* Evidence from the International Agency for Research on
Cancer also suggests that nicotine is associated with DNA damage and other pathways of
carcinogenesis.>®

Aside from nicotine, the e-cigarette aerosol that users inhale from the device and exhale can
contain a range of harmful and potentially harmful substances. These include but may not
be limited to: ultrafine particles, flavourings, volatile organic compounds, cancer-causing
chemicals, heavy metals, propylene glycol, vegetable glycerine, cannabinoids and vitamin E
acetate.”

The types of materials used to manufacture e-cigarettes may also pose health risks. For
example, a recent study conducted in an animal model found that lung injury could occur
with e-cigarette devices operated at a high power setting and a nichrome heating coil,
without the use of substances that have been more generally associated with lung injury
including tetrahydrocannabinol, vitamin E acetate and nicotine.>®

There have also been reports of e-cigarettes overheating, catching fire or exploding, some of
which have resulted in life-threatening injury, permanent disfigurement or disability, and
major property damage.?3 There is conclusive evidence that e-cigarette devices can explode
and cause burns and other injuries.!

Harms of e-cigarette use to others

There is a range of risks specific to nicotine exposure via e-cigarettes. Nicotine is highly toxic
and ingestion of just 1-2 mL in e-cigarette fluid refills, many of which have fruit or candy
flavours and thus are attractive to children, can kill a toddler.>” Since 2013, there has been a
significant increase in the number of calls to Australian Poisons Centres involving cases
related to e-cigarette exposures (191 between 2013 and 2016),” and in 2018, a young child
in Victoria died from poisoning after consuming an e-liquid containing nicotine.>® The
number of related cases reported to Poisons Centres in overseas jurisdictions has also
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increased substantially since 2010, and at least two fatalities have been recorded in the US
alone during this period.>®

Nicotine is highly addictive and exposure via e-cigarettes can also lead to ‘Nic-sick’, a
condition associated with a range of non-specific symptoms such as nausea, vomiting,
headaches, fatigue, and seizures.®% 61

E-cigarettes also provide health risks to bystanders from exposure to exhaled aerosol from
e-cigarette users. A recent systematic review of the health risks from second-hand
e-cigarette aerosol concluded that ‘the absolute impact from passive exposure to electronic
cigarette vapour has the potential to lead to adverse health effects’.®?

6.2 Overall impacts of e-cigarettes on nicotine consumption

Net nicotine consumption comes from various sources, including tobacco products,
e-cigarettes, and pharmacotherapies used for smoking cessation. Currently, available data
does not allow firm conclusions to be drawn regarding the net impact e-cigarette use has on
total nicotine consumption in Australia. However, there is evidence that

e-cigarettes might have the potential to contribute to net increases in nicotine
consumption.

Many e-cigarettes contain nicotine at higher concentrations than in cigarettes, which may
contribute to increasing rather than decreasing nicotine dependence. Further, compared to
all TGA approved nicotine pharmacotherapies, there is a higher risk of longer term nicotine
dependence with e-cigarette use due to the type and concentration of nicotine in specific
products, and the efficient manner in which it is delivered to the brain in many devices.!

There is strong evidence that the use of e-cigarettes by non-smokers predicts future
smoking.? There is also strong evidence that dual use of e-cigarettes and conventional
tobacco products is common and some evidence that e-cigarette use may lead former
smokers to take up smoking again.'? There is also inadequate evidence to conclude that
e-cigarettes increase smoking cessation at a population level.53 64 65 66

6.3 E-cigarettes and impact on smoking prevalence
General considerations

The Department monitors smoking rates in a range of countries, including those with
established markets for e-cigarettes. Many regions have made substantial progress in
reducing smoking rates in recent years, including the US and many countries across Europe
and the UK. However, the rate of decline in smoking rates in these regions has varied and
has occurred over a period of time which has also seen a diverse range of regulatory
responses to e-cigarettes.

Current available evidence does not allow firm conclusions to be drawn about the
relationship between the sale of e-cigarettes and overall smoking rates in a particular
country or region.

E-cigarettes and the hardening hypothesis

The Department is aware of the ‘hardening hypothesis’ which proposes that tobacco control
measures have more readily influenced smokers who found it relatively easy to quit,
creating a ‘hardening’ effect with the remaining smokers being increasingly resistant to
tobacco control measures. Indicators of hardening may be associated with motivation to
quit, nicotine dependence, quit outcomes or a combination of these factors. However, a
multifaceted approach to tobacco control has proven to positively impact hardening
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indicators by increasing motivation to quit and reducing opportunities for tobacco use.®” To
date, the hardening hypothesis has been referred to by advocates of e-cigarettes and other
novel tobacco products as a reason to justify increased marketing, access and availability of
these products and promote them as a harm reduction tool for smokers who find it difficult
to quit nicotine use.

A recent review conducted by the National Centre for Epidemiology and Population Health
(NCEPH) at the Australian National University found that the weight of available evidence
does not support the hardening hypothesis. The review found that on average, the
Australian population of smokers has softened over time. The findings suggest that smokers
have instead become more motivated to quit and less dependent on smoking.®” Findings
from the review were consistent with other studies which also did not find evidence of
hardening.®®

6.4 Uptake of e-cigarettes by non-smokers

There is evidence internationally of substantial increases in e-cigarette use among young
people who have never smoked. For example, an analysis of changes in e-cigarette use
among adolescents from the US, Canada, and England between 2017 and 2019 found
substantial increases in e-cigarette use among those surveyed, particularly among US and
Canadian adolescents. The analysis also found that among those who reported using an
e-cigarette in the past 30 days of being surveyed, the proportion of never smokers increased
in all three countries.?’ Similarly, a recent analysis of US adults found the largest absolute
population increase in e-cigarette users between 2014 and 2018 was among younger-adult
never smokers.%3

While Australian data are more limited, findings from the National Drug Strategy Household
Survey show that the proportion of people in their 20s reporting current use of e-cigarettes
more than doubled between 2016 and 2019, for both smokers (from 4.5% to 16.5%) and
non-smokers (from 1.4% to 3.0%).%° Non-smokers include ex-smokers and never smokers.

6.5 E-cigarette use as a potential gateway onto traditional tobacco products

There is strong evidence that the use of e-cigarettes by non-smokers predicts future
smoking. For instance, a preliminary review of evidence published by NCEPH in

September 2020 found that never smokers who had used e-cigarettes were, on average,
three times as likely as those who have not used e-cigarettes to try conventional cigarettes
and transition to tobacco smoking.? This conclusion was based on observational evidence
from three systematic reviews and 25 primary research studies from multiple countries.
Notably, the authors of this review clarified that ‘All studies found evidence of an increased
risk...”.1?

Broadly similar findings have been reported in other comprehensive and credible evidence
reviews conducted in Australia and overseas. For example, a May 2020 evidence review
published by Ireland’s Health Research Board found a four-fold positive association between
ever using e-cigarettes and initiating conventional cigarette smoking in adolescents.” Prior
to this, a 2018 review published by the National Academies of Science, Engineering and
Medicine found that young people who use e-cigarettes are more likely to try conventional
cigarettes, and their e-cigarette use may be associated with increased frequency and
intensity of subsequent cigarette smoking.'! Further, a 2018 review published by the
Commonwealth, Scientific and Industrial Research Organisation concluded that: ‘The

ii The 2016 non-smokers estimate has a relative standard error between 25% and 50% and should be used with caution.
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evidence for a strong positive relationship between use of e-cigarettes and later cigarette
smoking amongst youth continues to accumulate. The evidence is consistent in observational
studies and across different countries.’

6.6 Effectiveness of e-cigarettes as a smoking cessation aid

General considerations

Smoking cessation is a common reason for the reported use of e-cigarettes, particularly
among adults.

Considerations given to e-cigarettes as a smoking cessation aid should also take into account
emerging evidence regarding extent of future use of tobacco products in former smokers.
For instance, there is some evidence to suggest that previous smokers who had used
e-cigarettes to quit smoking were around twice as likely to take up smoking again in
comparison to those who had not used e-cigarettes.!?

E-cigarettes and smoking cessation — current state of evidence

The available evidence published to date does not support any firm conclusion regarding the
effectiveness of e-cigarettes as a smoking cessation tool. Further independent evidence
from high quality studies is needed to clarify whether e-cigarettes have the potential to
increase or depress smoking cessation at a population level.

Epidemiological evidence from both well-designed randomised controlled trials (RCTs) and
observational studies is relevant when attempting to determine whether or not
e-cigarettes are an effective aid to smoking cessation. While both study designs have
strengths and limitations, RCTs provide the strongest study design to protect against threats
to internal validity." However, unlike well desighed observational studies that are based on
large nationally representative samples of individuals, RCTs do not reflect the ‘real world’
conditions of e-cigarette use that occurs outside of clinically ideal trial settings.' 7 72

Preliminary findings from a recent systematic review of RCTs published in September 2020
found no significant difference in quit rates between smokers randomised to
nicotine-delivering e-cigarettes versus no intervention or non-nicotine e-cigarettes. The
authors of these findings further noted that: ‘The overall quality of the evidence was rated
as low and uncertain: the few RCTs conducted were generally small, employed a wide range
of study designs across diverse settings and the majority had methodological issues
indicating a high risk of bias’.*?

An updated Cochrane Review published in October 2020 concluded that there is
‘moderate-certainty evidence’ that e-cigarettes with nicotine increase quit rates compared
to e-cigarettes without nicotine and compared to nicotine replacement therapy (NRT). The
study’s results indicate that for every 100 people using nicotine e-cigarettes to stop
smoking, 10 might successfully stop, compared with only six of 100 people using NRT or
nicotine-free e-cigarettes, or four of 100 people having no support or behavioural support
only. However, the authors also noted their findings were based on a small number of
studies, and in some, the measured data varied widely. Notably, only four studies were
considered at low risk of bias in the review and these four studies formed the basis for the
report’s main comparisons.*?

¥ Internal validity is a measure of how likely the finding of an association or causal relationship is accurate, which is determined by the
degree to which a study minimises systematic error (bias). External validity addresses the extent to which a finding can be generalised to
another context or to the general population.
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Findings from a number of recent prospective cohort studies also call into the question the
overall effectiveness of e-cigarettes as a smoking cessation tool.1* 7374 An important
limitation of observational studies is that they do not randomly assign individuals to an
exposure, and characteristics associated with self-selection may confound analyses. Findings
from these studies further contribute to the uncertainty about the effectiveness of
e-cigarettes on smoking cessation at a population level.

E-cigarettes as a smoking cessation aid in Australia

In January 2020, the Royal Australian College of General Practitioners (RACGP) released
‘Supporting smoking cessation: A guide for health professionals’ (the RACGP Guidelines). The
RACGP Guidelines advise that nicotine containing e-cigarettes are not first-line treatments
for smoking cessation and should be considered a last resort for people who have tried
evidence-based smoking cessation methods and not succeeded in quitting. The RACGP
Guidelines also advise that for smoking cessation, the strongest evidence base for efficacy
and safety is for currently approved pharmacological therapies combined with behavioural
support. >

In circumstances where individuals are unsuccessful in achieving smoking cessation with
approved pharmacotherapies, but remain motivated to quit smoking and have raised
e-cigarette use with their healthcare practitioner, the RACGP Guidelines provide that
e-cigarettes may be a reasonable intervention.”> Medical practitioners are well placed to
support patients in smoking cessation and advise on how to reduce the risks associated with
nicotine use. Access to these products through a prescription also provides an opportunity
for medical practitioners to assess the patient’s progress and whether e-cigarettes are a
suitable tool to aid the patient in quitting smoking.”®

A number of leading public health organisations have expressed their position on the
effectiveness of e-cigarettes as smoking cessation aids which align with the Australian
Government’s precautionary approach. The Thoracic Society of Australia and New Zealand
(TSANZ) released its position statement in July 2020 and stated that based on
comprehensive reviews of e-cigarettes undertaken to date, there is currently ‘limited
evidence that e-cigarettes are effective in promoting smoking cessation and a lack of
evidence as to whether e-cigarettes are more or less effective than existing approved
cessation aids or no treatment’.”® Similar views have also been put forward by the Australian
Medical Association (AMA)’” and Royal Australasian College of Physicians’® and in 2018, a
joint statement was published by the AMA, Cancer Australia, Cancer Council Australia,
National Heart Foundation of Australia and TSANZ.”°

6.7 E-cigarettes as a harm reduction tool

The Department is aware of claims that e-cigarettes are around 95 per cent safer to users
than smoking tobacco products. Under typical conditions of use, the number and
concentrations of potentially toxic substances emitted from unadulterated e-cigarettes are
generally lower than tobacco smoke.® However, insufficient research has been conducted
to support a conclusion on any particular type of e-cigarette, or claims about the extent of
harm that these products may pose compared to conventional tobacco products .2

The claim that e-cigarettes are around 95 per cent safer has also been disputed in several
leading international medical journals, such as the Lancet®! and British Medical Journal,??
and by experts.® It is also inconsistent with the position of numerous public health bodies,
such as the NHMRC and WHO, who have indicated that no specific figure about how much

24



Tobacco Harm Reduction
Submission 167

‘safer’ the use of e-cigarettes is compared to tobacco smoking can be given any scientific
credibility at present.33 71

Evidence that e-cigarettes are commonly used concurrently with conventional tobacco
products also calls into question whether these products will reduce harm among most
smokers. As noted above, current evidence also suggests that nicotine containing
e-cigarettes can result in prolonged exposure to nicotine through ongoing exclusive
e-cigarette use or dual use with combustible cigarettes.!?

E-cigarettes have also been reported as a mechanism to help cut down on tobacco smoking.
However, evidence suggests that the health benefits of reduced tobacco consumption may
be minimal. 2 For example, several large cohort studies have shown little evidence of
reduced mortality in smokers that reduce cigarette consumption, and no association
between smoking reduction and a decline in all-cancer risk.8> 887 In addition to any
independent health risks introduced by e-cigarettes, even infrequent smoking poses serious
health risks.8 Tobacco smoking is still harmful regardless of the level in which it occurs and
there is no safe level of tobacco consumption.®
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Appendix A — Current policy and regulatory approach to e-cigarettes in other
countries

The Department has compiled the following information on policy and regulatory
approaches to e-cigarettes in other countries to assist the Committee. This information is
not exhaustive and has been provided as a guide only.

Brazil

In Brazil, e-cigarettes are classified as tobacco-derived products, and in 2009, the country
prohibited the marketing, sale, advertisement, distribution and importation of e-cigarettes,
with or without nicotine.?® %! The ban remains in place until further scientific studies and
evaluations have been undertaken to identify the risks and purported effectiveness of
e-cigarettes as a smoking cessation tool.?? The use of e-cigarettes is also banned in places
where smoking is prohibited, including public places and transportation.”?

Canada

Canada’s approach to e-cigarettes allows adults to access vaping products as an alternative
to smoking while attempting to reduce and prevent uptake by youth and adults who do not
smoke tobacco products.®® > Vaping products manufactured, advertised, imported or sold
in Canada are subject to federal legislation. Provincial, territorial and municipal laws also
regulate vaping products and their use.

At the federal level, the Tobacco and Vaping Products Act (TPVA) took effect in Canada from
23 May 2018 with the purpose of regulating the manufacture, sale, labelling and promotion
of tobacco products and vaping products. In relation to vaping products, the TVPA aims to
protect Canadians from nicotine addiction and from inducements to use tobacco and, in
particular for youth, from vaping products use.’® In December 2019, Canada Health
introduced new Vaping Products Promotion Regulations under the TVPA to restrict the
advertising and promotion of vaping products and make health warnings on vaping products
mandatory. The new regulations took effect in August 2020.%7

The manufacturing, importation, advertisement and sale of vaping products that do not
make health claims are also subject to the Canada Consumer Product Safety Act (CCPSA).
The CCPSA includes requirements for child-resistant containers, and other health or safety
considerations, such as those to address certain electrical and mechanical hazards for
vaping products that are manufactured, imported, advertised, or sold in Canada.®®

Canada’s Food and Drug Act also applies to vaping products that make a health claim, such
as efficacy as a smoking cessation tool. These products must receive an authorisation from
Health Canada before they can be advertised, sold and commercially imported.®®

European Union (EU) and the United Kingdom (UK)

The EU has established the Tobacco Products Directive (TPD) to govern the manufacture,
presentation and sale of tobacco and related products, including the use of e-cigarettes.”®
However, the regulatory arrangements applicable to e-cigarettes in Europe vary
considerably, including among countries that are Members of the EU.

From May 2016, the TPD introduced new rules under Article 20 for nicotine containing
e-cigarettes. Article 20 of the TPD includes regulations on safety and quality requirements,
packaging and labelling requirements, and monitoring and reporting requirements for
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e-cigarette manufacturers, importers, EU Member States and the European Commission.
The TPD also sets a maximum nicotine concentration for nicotine liquid containers.*

In the UK, nicotine containing e-cigarettes are regulated through the TPD and translated
into UK law through the Tobacco and Related Products Regulations 2016. Non-nicotine
containing e-cigarettes in the UK are regulated through the General Product Safety
Regulations 2005 and are enforced by local trading standards. %

New Zealand (N2)

In 2011, the NZ Government announced a new goal to achieve a smokefree nation by
2025.%01 Following this announcement, the NZ Government has noted that ‘vaping products
have the potential to make a contribution to the Smokefree 2025 goal’.*°? The importation
and sale of nicotine for use in e-cigarettes is lawful in NZ, subject to certain provisions in
NZ’s Smoke-free Environments Act 1990 (SE Act) and Medicines Act 1981.1%3

In August 2020, the Smokefree Environments and Regulated Products (Vaping) Amendment
Bill (the Bill) was passed in Parliament. The Bill proposed amendments to the SE Act to bring
e-cigarettes and smokeless tobacco products under the existing legislation. The Smokefree
Environments and Regulated Products (Vaping) Amendment Act 2020 comes into force from
November 2020 and includes new laws for the manufacture, import, advertising, sale,
supply of e-cigarettes and smokeless tobacco products.%3

Under the Medicines Act, nicotine is classified under Part 1, Schedule 1, as a prescription
medicine for therapeutic purposes when used in nasal spray as a smoking cessation product,
or when used in medicines other than for smoking cessation.%* Only products approved by
NZ’s medicines regulator’ under this notice can use the health claims about assisting with
smoking cessation.

United States (US)

E-cigarettes in the US are regulated at both a federal and state level, with approaches
differing across jurisdictions. For instance, a Senate Bill proposing to prohibit the sale of
flavoured tobacco products, including e cigarettes, was passed in the state of California in
October 2020 and will take effect as of 1 January 2021.10°

In 2016, the Food and Drug Administration (FDA) issued a deeming rule extending its
authority to regulate all tobacco products at a federal level, including e-cigarettes and other
products containing nicotine that are derived from tobacco.'°® The FDA’s Tobacco Control
Act includes provisions for prohibiting or restricting advertising and sale to youth,
prohibiting sales of tobacco products to minors, vending machine sales (except in adult-only
facilities), tobacco-brand sponsorship of sports and entertainment events or other social or
cultural events and brand-name non-tobacco promotional items.*0?

The 2016 deeming rule by the FDA means that generally, e-cigarettes are regulated under
federal law as tobacco products unless explicit therapeutic claims are made (e.g. smoking
cessation claims).1® The deeming rule also means that specific e-cigarette products that do
not receive FDA marketing authorisation will no longer be lawfully available for sale in the
US.V The FDA’s assessment to grant market authorisation to new tobacco products such as

v Medsafe (New Zealand Medicines and Medical Devices Safety Authority), is the medical regulatory body responsible for the regulation of
therapeutic products in New Zealand.
Vi The FDA have clarified that it may continue to defer enforcement of the premarket requirements for e-cigarette suppliers for up to one
year through to 9 September 2021, unless a negative action is issued by the FDA on an application during that time.
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e-cigarettes takes into account a range of factors including product ingredients, product
features, health risks and attractiveness to youth and non-users.19% 109

In January 2020, the FDA issued a policy prioritising enforcement against certain
unauthorised flavoured e-cigarettes, including flavours that appeal to children. Under this
policy, companies that do not cease the marketing, manufacture, distribution and sale of
unauthorised flavours, other than tobacco or menthol, risk FDA enforcement actions. The
FDA also further clarified that e-liquids that do not contain nicotine or other material made
or derived from tobacco, but that are intended or reasonably expected to be used with or
for the human consumption of a tobacco product, may be components or parts and,
therefore, subject to FDA’s tobacco control authorities.*1°

Singapore

Since 1 February 2018, Singapore has banned the importation, sale, distribution, possession,
use and purchase of emerging and imitation tobacco products, including e-cigarettes and
other types of vaporisers, through amendments to Singapore’s Tobacco (Control of
Advertisements and Sale) Act.*'!

Other countries

A number of other countries, including Uruguay,!'? Jordan,'3 Oman,!'*# Qatar!> and India''®
have banned the sale of e-cigarettes (with or without nicotine).
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