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EXECUTIVE SUMMARY
1

The Select Committee on Personal Choice and Community Safety (Committee) was
established by motion in the Legislative Council on 29 August 2018 with a 12-month
reporting timeframe. The Legislative Council granted the Committee an extension of time to
report until 5 December 2019. Due to unavoidable operational considerations, another
extension, until 25 June 2020, was granted.

2

The Committee’s task during this inquiry was to investigate the economic and social impact
of measures that restrict personal choice ‘for the individual’s own good’, with particular
reference to e-cigarettes and restrictions on cycling and aquatic leisure. The Committee’s
terms of reference were sufficiently broad to allow it to investigate other measures where
personal freedoms were curtailed for the greater good of the community’s safety.

3

The Committee learned that many people in the Western Australian community have strong
views on measures that seek to restrict the personal freedoms of individuals for their own
good. Submissions to the inquiry focused on perceived over-regulation in the area of public
health and safety, and the Committee has chosen to focus on five main issues: mandatory
bicycle helmet laws (MHL), the current regulation of e-cigarettes, vehicle modifications,
lifejacket use and pool fencing.

Mandatory bicycle helmet laws
4

Almost half of the submissions raised this topic with the Committee, suggesting the
obligation to wear bicycle helmets remains a contentious issue in the community. The
Committee has learned that most cycling in Western Australia is for recreation. Cycling as a
mere mode of transport is much less common. Bicycle helmets must be worn by all cyclists in
every Australian jurisdiction except the Northern Territory, where bicycle helmets are not
mandatory for adults cycling on paths or other off-road public places.

5

Some submitters, usually cycling enthusiasts, hold the view that MHL discourage cycling.
Western Australia’s weekly cycling rate is comparable to the national average (15.6 per cent
compared to 13.8. per cent), but significantly lower than the Northern Territory
(21.3 per cent), which has the second highest rates of cycling participation in the Australian
jurisdictions. The highest levels of cycling participation occur in the
Australian Capital Territory, despite helmets being compulsory for all its cyclists.

6

Arguments for and against MHL often raise different concerns with a focus on differing
results. For example, those who focus on the risk of head injuries to cyclists support MHL,
while stakeholders who are concerned about public fitness and rising obesity levels advocate
for increasing cycling participation as a priority. Evidence suggests that, on average, the risk
of head injuries during cycling is relatively low and, in fact, the most common injuries that
cyclists sustain (upper limb injuries) cannot be prevented by wearing a helmet. However,
head injuries tend to have more life-threatening results.

7

As a way forward, the Committee has recommended that consideration be given to trialling a
segmented approach to MHL and that the Government also undertake a cost-benefit
analysis of the economic and social cost of imposing bicycle helmets on the
Western Australian community.

E-cigarettes
8

E-cigarettes are a relatively new product in Australia, but over a third of submissions raised
concerns about the regulation (or lack thereof, in this jurisdiction) of e-cigarettes and related
products. The Committee has learned that e-cigarettes are only one type of electronic
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nicotine delivery system. E-cigarettes are portable, battery-operated devices which heat
liquid (‘e-liquid’, that may or may not contain nicotine) within the device to produce a vapour
which is inhaled by the user (also known as ‘vaping’).
9

Some countries around the world currently permit the sale and use of e-cigarettes (whether
or not they contain nicotine) under various conditions. These countries include the United
States of America, United Kingdom, Canada, the European Union and our closest neighbours,
New Zealand.

10 In Australia, e-cigarettes are primarily regulated by the states and territories. E-cigarette
devices and e-liquids containing nicotine are regulated differently from those that are nonnicotine, so this report discusses the two categories in turn.
11 With respect to e-cigarette devices and e-liquids containing nicotine, there is a general
prohibition on the commercial supply of these products in every Australian jurisdiction.
Other dealings with nicotine (such as possession, manufacturing and use) may also be
prohibited and each state and territory has its own set of nicotine-related offences.
12 There are a few exceptions to the general prohibition on the supply, possession, use or
manufacturing of nicotine, including the following two which are particularly relevant for
people wishing to vape with nicotine:
•

Importing nicotine for human therapeutic use under the Personal Importation Scheme.
This requires the importer to hold a valid medical prescription for the nicotine.

•

Having a medical prescription for nicotine (for human therapeutic use) filled by a
registered pharmacist.

13 Western Australian legislation is unique because:
•

it prohibits the sale of e-cigarette devices, whether or not they contain nicotine

•

it does not place any restrictions on the sale, possession or use of non-nicotine e-liquids.

14 The ban on the sale of e-cigarette devices in Western Australia creates an inconsistent and
confusing regulatory regime where consumers are able to obtain certain e-liquids legally but
are unable to purchase the devices necessary to vape that liquid.
15 In all other Australian jurisdictions, e-cigarette devices and e-liquids that do not contain
nicotine can generally be sold legally. However, these jurisdictions have amended their
tobacco control laws to treat the advertising, sale and use of these products in a manner
similar to the regulation of conventional tobacco products.
16 The Committee notes that there continues to be research into the health effects of ecigarettes, both benefits and risks. While there is a body of evidence that states vaping is less
harmful than smoking combustible cigarettes, and supports the disruptive potential of ecigarettes for current smokers, the Committee has also heard evidence that e-cigarettes may
not be an effective aid for quitting. They may also pose health risks to users and bystanders
that may only become apparent in the long term. If vaping is to be promoted as a means of
reducing the number of smokers in the community, care must be taken to avoid exposing
children and young people to a habit that may have long-lasting adverse health effects.
17 New Zealand has recently endorsed the use of e-cigarettes as a means for adult smokers of
combustible (traditional) cigarettes to switch to an alternative, less harmful, product in order
to, ultimately, quit their smoking habit. Despite recognising that the full extent of ecigarettes’ health harms is as yet unknown, the New Zealand Government has taken the view
that vaping is a viable way to reduce the rate of smoking in the country.
18 Three Members on the Committee are of the view that retailers in Western Australia should
be allowed to sell e-cigarette devices and that the sale of the devices should be regulated in
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a manner that is proportionate to the resulting risks. In addition, the availability of nicotine
should be reviewed.
19 The remaining two Members are of the view that the Government should continue to take a
precautionary approach to e-cigarettes and actively monitor current research to ascertain
whether there is evidence to promote the use of e-cigarettes for smoking cessation. If such
evidence emerges, the sale and availability of e-cigarette products should be brought into
line with the smoking-cessation products currently lawfully available for sale in
Western Australia.

Vehicle modifications in Western Australia
20 As a result of submissions from members of the community, the Committee also investigated
the legislative regime in which car owners can modify their vehicles by applying to the
Department of Transport. The Committee learned that applications for vehicle modifications
are often refused based on apparently inconsistent and arbitrary policies within the
Department of Transport. Furthermore, these policies appear to be inconsistent with the
relevant legislation or guidelines (the National Code of Practice for Light Vehicle Construction
and Modification—Vehicle Standard Bulletin 14).
21 The Committee has found that Department of Transport decisions on vehicle modification
applications are:
•

perceived by applicants to be haphazard, arbitrary, capricious and lacking in procedural
fairness

•

not open to external scrutiny by appeal to a court or tribunal.

22 The Committee recommends that vehicle modification applicants be granted a right of
external review and that various administrative changes be implemented within the
Department of Transport.

Safety in water
23 The mandatory use of lifejackets was raised by several submissions to the inquiry and the
Committee has investigated the applicable legislation. Currently, lifejackets are required to
be worn by users of personal water craft (such as jet skis) and slalom skiers regardless of
distance from shore. Sailboarders must only wear a lifejacket in unprotected waters beyond
400 metres from shore and lifejackets are not required to be worn on motorboats, sailboats,
dinghies or paddle craft. Different requirements apply for the carriage of lifejackets on these
vessels.
24 The Department of Transport is currently reviewing these requirements. The suggestion
currently being considered as part of the review process is that lifejackets be made
mandatory for smaller vessels and vessels carrying children, and only while they are operated
in unprotected waters more than 400 metres from shore. The Committee notes that, at the
time of finalising this report, the review was in its final stages.
25 The Committee has outlined the current requirements for pool fencing and some submitters’
thoughts on those requirements. The Committee also took note of the Ombudsman’s
investigation into child drownings in 2017 and supports the position taken by that office,
that parental supervision should be the first and most important way to prevent child
drownings.

Assessment and scrutiny of regulatory reform
26 The Committee has taken the opportunity during this inquiry to consider the current
frameworks for the Parliament and the Government to assess how the regulatory actions of
legislators and policy makers impact on individuals. The Committee recommends ways in
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which these frameworks may be modified to ensure that matters of personal choice and
responsibility are adequately considered.
27 The concept of stewardship in public health policy has been a key issue for the Committee:
the basic premise is that a state has a duty to look after the wellbeing of its citizens, both
collectively and individually. Stewardship requires governments to balance the collective
needs of a community against the freedoms that individuals are entitled to protect.
28 Stewardship has also emerged as a means for regulators and the Parliament to be mindful of
the impact of paternalism on the personal choice of individuals. The Nuffield Council of
Bioethics’ (Nuffield) ladder of intervention, outlining the practical application of the
stewardship model, is one tool by which policy makers can ensure that regulation does not
unduly interfere in people’s lives. The Committee endorses the approach outlined in the
ladder of intervention on the basis that it can be an effective framework for regulators to
create policy that is appropriate for the circumstances in question.
29 The Department of Treasury’s Regulatory Impact Assessment process can also be improved
by increasing its transparency: the Committee recommends that, where appropriate, finalised
assessments (decision regulatory impact statements) be made public so that the community
is made aware of the reasons behind new regulation that may affect their lives.
30 The Committee learned that the Department of Treasury is now developing principles to
guide the making of new regulation. The Committee suggests that this may be an opportune
time to introduce a requirement, when making new regulation, to consider the potential
adverse impact of that regulation on personal choice and responsibility.
31 The Committee has also considered the Fundamental Legislative Principles used by scrutiny
of legislation committees in the Western Australian Parliament. The Committee has
recommended that these useful principles be codified in the Standing Orders of the
Legislative Council.

Committee’s final thoughts
32 Throughout this inquiry, the Committee has focused on several areas where individual
freedoms are currently being restricted by regulatory involvement. The Committee hopes
that this report provides more information to the community on those specific matters which
emerged as particular concerns during the inquiry, such as mandatory bicycle helmet laws
and e-cigarettes.
33 This report is also intended to serve as a starting point for the Government of
Western Australia to improve and clarify its policy making process so that interference in
people’s lives is accompanied by adequate justification.
34 It is the Committee’s view that government intervention in the lives of individuals should sit
on a spectrum of regulatory responses: one size does not fit all. The Committee also
recognises that individual freedom is not absolute. Nuffield’s ladder of intervention is a
helpful tool for decision makers to use when developing policies or practices that restrict or
regulate the personal choices of individuals.
35 The Committee observes that the high level of public interest in this inquiry and plentiful
academic research into some of the issues explored by the Committee demonstrate that
matters which limit personal choice and curb individual liberty are key issues of concern in
the community. The Committee believes these concerns can be addressed by ensuring that
the:
•

iv

need for government regulation is established and can be seen to be in the public
interest
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•

objectives of regulation are clear

•

regulation is proportionate to the risks it seeks to address

•

regulation is fair and equitable

•

regulation is perceived to achieve its objectives with as little adverse impact on personal
choice and responsibility as possible

•

regulation is subject to regular review and scrutiny.

Findings and recommendations
Findings and recommendations are grouped as they appear in the text at the page number
indicated:

FINDING 1

Page 21

Mandatory bicycle helmet laws may deter some people from cycling but they are not the main
reason why people choose not to ride a bicycle.

FINDING 2

Page 25

Measures such as improved road infrastructure, lower speed limits and greater driver awareness
and education are effective tools to increase cycling participation in Western Australia.

FINDING 3

Page 25

Head and neck injuries accounted for 25.9 per cent of the cycling injuries between 1999-00 and
2015-16 (and 48 per cent between 2013-14 and 2015-16). Bicycle helmets are an effective safety
measure to decrease the risk of such injuries when cycling.

FINDING 4

Page 25

While bicycle helmets are effective for reducing the risk of serious or fatal head injuries, they
cannot be relied upon as the only method of protecting cyclists. Governments must also ensure
that effective bicycle infrastructure, such as separate shared paths or dedicated bicycle lanes, are
part of any cycling policy.

FINDING 5

Page 31

While the current legislative regime, that mandates the wearing of bicycle helmets while cycling,
restricts personal choice for individuals, this regime is clearly an effective safety measure for the
prevention of head and brain injuries.

FINDING 6

Page 31

The public health benefits of increased cardiovascular activity and physical movement associated
with an increase in cycling participation is a worthwhile objective. The Government should
consider analysing and continuing to monitor the costs and benefits of mandatory bicycle helmet
laws.
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RECOMMENDATION 1

Page 31

The Government investigate the potential for a trial exemption from mandatory bicycle helmet
laws in low risk, segregated areas, for example, Rottnest Island.

RECOMMENDATION 2

Page 31

The Government investigate undertaking a cost-benefit analysis on the effectiveness of mandatory
bicycle helmet laws in Western Australia.

FINDING 7

Page 36

While the national daily smoking rate among adults has reduced significantly, the Council of
Australian Governments’ goal of a 10 per cent rate by 2018 has not been achieved.

FINDING 8

Page 45

Evidence suggests that very few members of the general public would be aware of the legal option
to obtain nicotine for human therapeutic use (Schedule 4 nicotine) from an Australian
compounding pharmacist by presenting a valid prescription.

FINDING 9

Page 45

Evidence suggests that people who import nicotine under the Therapeutic Goods Administration’s
Personal Importation Scheme are not necessarily aware of the legal requirement to hold a valid
prescription for that nicotine.

FINDING 10

Page 45

Evidence suggests that Western Australian vapers are more likely to purchase and possess nicotine
from an overseas online source (whether legally or otherwise) than a local source, such as a
pharmacy.

FINDING 11

Page 49

Under current Western Australian legislation, people wishing to use e-liquid containing nicotine
may obtain it legally if their doctor prescribes it but the sale of e-cigarette devices is prohibited.
This creates a difficulty for people who wish to use e-liquid containing nicotine as an aid for
quitting smoking.

FINDING 12

Page 54

With the exception of liquid nicotine for human therapeutic use (Schedule 4 nicotine) which has
been compounded by, and purchased from, a pharmacy in Australia, the e-liquids currently
available to Western Australian vapers may not be required to be packaged or labelled safely.

vi
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FINDING 13

Page 54

The relevant Acts should be reviewed to examine the regulation of e-liquids, particularly those
containing nicotine, including the imposition of child-safe packaging and labelling requirements.

FINDING 14

Page 54

The relevant Acts should be reviewed to determine whether the safety standards of e-cigarette
devices could be improved by regulation.

FINDING 15

Page 56

The inhalation of e-cigarette vapour is not without risk. However, the magnitude of that risk, and
how it compares to the risks associated with inhaling smoke from combustible cigarettes, is
currently contested.

FINDING 16

Page 61

There is no legal impediment to submitting e-cigarette products for Therapeutic Goods
Administration approval.

FINDING 17

Page 67

A lack of understanding about the current scheduling of nicotine and the banning of the sale of ecigarette devices in Western Australia has resulted in Western Australian vapers relying on an
overseas black market for liquid nicotine and e-cigarette devices, exposing them to greater risk.

FINDING 18

Page 67

A number of overseas jurisdictions have adopted protocols which acknowledge that e-cigarettes
may be an effective way of assisting people to quit smoking.

FINDING 19

Page 67

While vaping is often considered to be less harmful than combustible cigarettes, evidence of the
harm is still emerging and the long-term effects are still unknown. The Government should
continue the practice of dissuading non-smokers from taking up smoking and vaping.

FINDING 20

Page 68

There is some evidence that e-cigarettes can be a gateway to children becoming smokers of
combustible cigarettes and children should be dissuaded from taking up vaping.

Executive Summary

vii

The Committee, comprised of a majority, makes the following recommendation:
RECOMMENDATION 3

Page 68

The Tobacco Products Control Act 2006 be amended to lift the prohibition on the sale of ecigarette devices and provide for regulation proportionate to the risk; for example, banning the
sale of e-cigarette devices to children.
Hons Dr Sally Talbot and Pierre Yang MLCs prefer their alternative to Recommendation 3. Refer to
paragraph 3.140.
The Committee, comprised of a majority, makes the following recommendation:
RECOMMENDATION 4

Page 68

The Government formally request the Therapeutic Goods Administration to review the scheduling
of liquid nicotine.
Hons Dr Sally Talbot and Pierre Yang MLCs prefer their alternative to Recommendation 4. Refer to
paragraph 3.142.

RECOMMENDATION 5

Page 68

The Government investigate the safety and harm-reduction benefits of increasing awareness about
the legal requirement to obtain a medical prescription before importing e-liquid or e-cigarettes
containing nicotine under the Personal Importation Scheme.

RECOMMENDATION 6

Page 68

The relevant Acts be reviewed to examine the regulation of e-liquids, particularly those containing
nicotine, including the imposition of child-safe packaging and labelling requirements.

FINDING 21

Page 79

The process within the Department of Transport for determining applications for vehicle
modifications is haphazard, arbitrary and is perceived by applicants to be capricious and lacking in
procedural fairness.

FINDING 22

Page 79

The lack of a right of review to the State Administrative Tribunal for decisions made under
regulation 235 of the Road Traffic (Vehicles) Regulations 2014 is inconsistent with community
expectations of procedural fairness.

viii
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FINDING 23

Page 79

The Department of Transport does not adequately inform applicants of their rights to lodge a
review with the Ombudsman of Western Australia for decisions made under regulation 235 of the
Road Traffic (Vehicles) Regulations 2014.

RECOMMENDATION 7

Page 79

The Government legislate a right of review to the State Administrative Tribunal for decisions made
pursuant to regulation 235 of the Road Traffic (Vehicles) Regulations 2014.

RECOMMENDATION 8

Page 79

The Government update the Department of Transport’s publicly available information regarding
the standards applied by the Department when assessing vehicle modification applications.

RECOMMENDATION 9

Page 79

The Government ensure that the Department of Transport’s decision records and correspondence
sent to applicants for vehicle modifications in Western Australia provide clear information about:
(a)

the role of the Parliamentary Commissioner for Administrative Investigations
(Ombudsman)

(b)

applicants’ right of review under the Parliamentary Commissioner Act 1971.

RECOMMENDATION 10

Page 85

The requirements for carrying and wearing lifejackets in the Navigable Waters Regulations 1958
should be changed only if there is compelling evidence provided by the Recreational Vessel Safety
Equipment Review to do so.

FINDING 24

Page 85

Mandatory lifejackets may be an appropriate safety measure for areas identified as ‘black spots’,
subject to the outcomes of the trial at Salmon Holes.

RECOMMENDATION 11

Page 91

The Government:
(a)

always consider the merits of publishing Decision Regulatory Impact Statements

(b)

publish Decision Regulatory Impact Statements where appropriate.

RECOMMENDATION 12

Page 99

Government agencies have regard to the Nuffield Council on Bioethics’ intervention ladder when
developing policies and regulation.
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RECOMMENDATION 13

Page 99

The Government develop regulatory principles which:
(a)

are based on international best practice

(b)

require the consideration of the potential adverse impact of regulation on personal choice
and responsibility.

FINDING 25

Page 102

When scrutinising legislation, fundamental legislative principles provide a point of reference that
may aid in the consideration of matters of personal choice and community safety.

FINDING 26

Page 103

Fundamental legislative principles are a useful tool for legislators when scrutinising legislation.
However:
(a)

they are absent from the terms of reference of the Standing Committee on Legislation and
the Standing Committee on Uniform Legislation and Statutes Review

(b)

only a selection of the principles are captured in the terms of reference of the Joint
Standing Committee on Delegated Legislation.

RECOMMENDATION 14

Page 103

The Standing Committee on Procedure and Privileges inquire into amending the Standing Orders
of the Legislative Council to include fundamental legislative principles in the terms of reference for
the Standing Committee on Legislation, the Standing Committee on Uniform Legislation and
Statutes Review and, where appropriate, the Joint Standing Committee on Delegated Legislation.

x
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CHAPTER 3
E-cigarettes
Introduction
3.1

The Committee received 36 submissions that related to the current prohibition on ecigarettes and related products: 61 per cent of those supported the legalisation of vaping.

3.2

Submissions raised the following concerns:

3.3

•

E-cigarettes can help smokers to reduce their nicotine intake and/or quit smoking
completely. 98

•

There is insufficient evidence about the safety/efficacy of e-cigarettes therefore the
precautionary approach should be followed. 99

•

Current prohibitions on e-cigarettes create a black market for the products. 100

•

E-cigarette products manufactured in an overseas black market are not regulated and
can therefore be dangerous to consumers. 101

•

Retailers should be allowed to sell e-cigarettes to remain viable in the current
economy. 102

•

E-cigarette use can lead to increased later uptake of combustible cigarettes, especially
amongst children/young people. 103

The Committee notes that the concerns expressed by submitters who identified as current
users of e-cigarettes (often known as ‘vapers’) broadly reflect recent research that
investigated the views of e-cigarette users in Australia. 104 Researchers surveyed current users
of e-cigarettes and found that their view was that:
e-cigarettes should be encouraged as an alternative to smoking and that there was
a need for more public education around e-cigarettes. 105

3.4

The research also revealed a view that:
In general, support for regulating e-cigarettes and refill solutions was largely
focused on the greatest benefit and minimal inconvenience for the current ecigarette user community, rather than wider society who do not currently use ecigarettes. Many e-cigarette users wanted the government to ensure the devices
are controlled for quality, but did not want restrictions on their ability to access
and use the wide variety of e-cigarettes they were accustomed to. 106

98

Submission 79 from Dr Joe Kosterich, 5 October 2018.

99

Submission 62 from Department of Health, 5 October 2018.

100

Submission 48 from TSG Franchise Management Pty Ltd, 4 October 2018.

101

Submission 101 from Australian Lottery and Newsagents Association, 31 October 2018.

102

Submission 61 from Australian Retailers Association, 5 October 2018.

103

Submission 83 from School of Population and Global Health, University of Western Australia, 5 October 2018.

104

Doug Fraser, Megan Weier, Helen Keane and Coral Gartner, ‘Vapers’ perspective on electronic cigarette regulation
in Australia’, International Journal of Drug Policy, 2015, vol. 26, pp 589–94.

105

ibid., p 591.

106

ibid., p 593.

32

Chapter 3

E-cigarettes

What are e-cigarettes?
3.5

Before e-cigarettes were invented, the term ‘cigarette’ described only those traditional,
combustible cigarettes that contain dried tobacco (amongst other things) and that work by
burning the contents of the cigarette and inhaling the smoke created. Throughout this
report, the Committee will refer to these types of cigarettes as ‘combustible cigarettes’ to
differentiate them from e-cigarettes.

3.6

The origin of e-cigarettes can be tracked to the early 2000s in China, where they were
developed by a pharmacist as an alternative for smokers of combustible cigarettes. 107 Since
they were initially developed, the Committee notes that e-cigarettes have evolved from ‘first
generation’ devices that primarily resembled combustible cigarettes, through to the larger,
tank-style devices known as ‘third generation’ e-cigarettes that have higher liquid and
battery capacity: see Figure 10.

3.7

The basic premise of an e-cigarette is a device that works by heating liquid (‘e-liquid’) to
create a vapour that is then inhaled by the user. E-cigarettes are portable, usually containing
a small replaceable battery or rechargeable facility (often by USB), an airflow sensor to
activate the battery and an aerosol generator used to vaporise the liquid within the device
into its inhalable state. E-cigarette devices may or may not be refillable.

Figure 10. Types of e-cigarettes

[Source: SA Glantz and DW Bareham, ‘E-cigarettes: Use, effects on smoking, risks and policy implications’, Annual
Review of Public Health, 2018]

E-liquids
3.8

107

E-liquids (also known as ‘e-juice’) for e-cigarette use are available in many flavourings,
including imitation fruit and confectionery fluids. Some e-liquids also contain nicotine at
various strengths, with or without additional flavour to mask the nicotine taste. E-liquid

SA Glantz and DW Bareham, ‘E-cigarettes: Use, effects on smoking, risks and policy implications’, Annual Review of
Public Health, 2018, vol. 39, pp 215–35, at p 216. R Grana, N Benowitz and SA Glantz, ‘E-cigarettes: A scientific
review’, Circulation, 2014, vol. 129, issue no. 19, pp 1972–86, at p 1972.
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containing nicotine will typically consist of a solution of water, nicotine, propylene glycol,
vegetable glycerine and some flavouring. 108
3.9

The vapour that is released from an e-cigarette, and inhaled by the user (in a process known
as ‘vaping’), contains water and the by-products of the ingredients in the e-liquid; for those
users who vape with nicotine, this can contain some nicotine vapour. 109

3.10

Flavour and colour additives are often added to e-liquids to make them more palatable to
users or as part of the vaping experience. The chemicals added to the e-liquids may be rated
as food grade, but some research notes that certification for oral ingestion may not equate
to safety for inhalation in an e-cigarette. 110

3.11

The Committee heard that some e-liquids available in Western Australia could be
contaminated or incorrectly labelled as being nicotine-free, when they do contain amounts
of highly addictive nicotine. Some sweet flavourings of e-liquids have been associated with
an increased risk of tooth decay. 111

3.12

Telethon Kids Institute research investigated the ingredients of 10 e-liquids labelled as
‘nicotine-free’ in a variety of brands and flavours and analysed the fluids in a commercial
laboratory. 112 Researchers found that nicotine was detected in six of the e-liquids tested, with
three at levels ‘comparable with those of commonly available low dose nicotine e-liquids’. 113
In addition to this finding:
All electronic cigarette liquids tested in the study also contained traces of 2chlorophenol, which is a common breakdown product of some insecticides,
herbicides and disinfectants, and is known to irritate human airways and skin.
Another substance detected was 2‐amino‐octanoic acid, which is found in blood,
urine, and faeces of mammals and may indicate the contamination of the product
during manufacture. 114

3.13

Some e-liquids have also been found to contain other harmful and widely varying
substances, such as heavy metals, volatile organic compounds, cancer-causing chemicals and
cannabinoids. 115

108

Tobacco Advisory Group of the Royal College of Physicians, Nicotine without smoke: tobacco harm reduction, Royal
College of Physicians, London, April 2016, p 74

109

United Kingdom, Action on Smoking and Health, Briefing: Electronic Cigarettes, December 2018, p 3.

110

Peyton A Tierney et al., ‘Flavour chemicals in electronic cigarette fluids’, Tobacco Control, 2016, vol. 25, p 14.

111

Shin Ae Kim et al, ‘Cariogenic potential of sweet flavours in electronic-cigarette liquids’, PLoS ONE, 2018, vol. 13(9),
p 17.

112

The e-liquids were bought online and over the counter from Australian suppliers. The researchers did not reveal
the brands of e-liquid purchased: Emily Chivers et al., ‘Nicotine and other potentially harmful compounds in
“nicotine-free” e-cigarette liquids in Australia’, Medical Journal of Australia, 2019, vol. 210(3), pp 127–8.

113

ibid., p 127.

114

Australian Government, Department of Health, Therapeutic Goods Administration, A warning to consumers about
the serious health risks relating to e-cigarette liquid, 15 January 2019. See: https://www.tga.gov.au/mediarelease/warning-consumers-about-serious-health-risks-relating-e-cigarette-liquid. Viewed 7 January 2020.

115

Commonwealth, State and Territory Chief Medical Officers, E-cigarettes linked to severe lung illness, Media
statement, Department of Health (Cth), 13 September 2019. See: https://www.health.gov.au/news/e-cigaretteslinked-to-severe-lung-illness. Viewed 24 September 2019.
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3.14

Most e-cigarettes are manufactured in China by a few large manufacturers. 116 The
Committee notes, however, that multinational tobacco companies have recently begun to
move into the e-cigarette market by:
•

manufacturing competing e-cigarette products, such as ‘Blu’

•

purchasing existing companies, such as ‘JUUL’. 117

The tobacco industry’s share of the global vaping market is estimated to be less than
20 per cent. 118
3.15

Heat-not-burn products are different to e-cigarettes because they contain tobacco, which is
then heated to release a tobacco vapour, rather than burned to produce tobacco smoke.
According to Philip Morris International, one of the largest manufacturers of heat-not-burn
products in the world, its ‘IQOS’ product ‘heats tobacco to much lower temperatures [than
combustible cigarettes], up to 350°C, without combustion, fire, ash or smoke.’ 119

Smoking rates in Australia
3.16

The Australian Bureau of Statistics (ABS) compiles data on smoking rates for Australians, with
the most recent data available for 2017-18. The ABS found that 13.8 per cent of adults
(2.6 million people) were daily smokers in 2017-18 and a further 1.4 per cent also reported
smoking, but on a less than daily basis. 120

3.17

Since 1995, ABS data notes the proportion of daily smokers in Australia decreasing: from
23.8 per cent to 13.8 per cent. Since 2014-15, however, the decline in the daily smoking rate
has slowed, only falling from 14.5 per cent to the current 13.8 per cent rate. Figure 11 below
illustrates the decrease in smoking rates over the 18-year period from 2001 to 2018.

116

David Barboza, ‘China’s E-Cigarette Boom Lacks Oversight for Safety’, The New York Times, 13 December 2014.
See: https://www.nytimes.com/2014/12/14/business/international/chinas-e-cigarette-boom-lacks-oversight-forsafety-.html?smid=pl-share. Viewed 3 July 2019.

117

Sophie Alexander, ‘Juul Founders Are Crowned Billionaires as Altria Takes a Stake’, Bloomberg, 20 December 2018.
See: https://www.bloomberg.com/news/articles/2018-12-19/juul-founders-poised-to-be-crowned-billionaireswith-altria-deal. Viewed 3 July 2019. Note that Altria Group Inc. is the parent company of Philip Morris USA, which
operates separately to Philip Morris International.

118

Australian Tobacco Harm Reduction Association, Is vaping a conspiracy created by Big Tobacco?, 2 October 2018.
See: https://athra.org.au/blog/2018/10/02/is-vaping-a-conspiracy-created-by-big-tobacco/. Viewed 15 October
2019.

119

Philip Morris International, Our Tobacco Heating System: IQOS. See: https://www.pmi.com/smoke-freeproducts/iqos-our-tobacco-heating-system. Viewed 1 July 2019.

120

Australian Government, Australian Bureau of Statistics, National Health Survey First Results: Australia 2017-18,
12 December 2018, p 44.
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Figure 11. Persons aged 18 years and over: proportion by current smoker status, 2001 to 2017-18

[Source: Australian Bureau of Statistics, National Health Survey 2017-18]

3.18

Under the Council of Australian Governments’ National Healthcare Agreement, Australian
governments committed to reducing the national daily smoking rate among adults from
19.1 per cent in 2007-08 to 10 per cent by 2017-18. 121 Based on the figures presented
immediately above, while daily smoking rates among adults have reduced significantly, that
target has not yet been achieved.

FINDING 7
While the national daily smoking rate among adults has reduced significantly, the Council of
Australian Governments’ goal of a 10 per cent rate by 2018 has not been achieved.
3.19

The number of adults who have never smoked has increased from 49.4 per cent in 2007-08
to 55.7 per cent in 2017-18. 122 According to ABS data, young people aged 18–24 are now
more likely to never have smoked than a decade ago, a 64 per cent improvement on the
figures from 2007-08. 123 By comparison, 18.4 per cent of men and 10.5 per cent of women
aged 18–24 were current smokers in 2017-18.

3.20

Further, the young adult age group was the most likely of all age demographics to have
never smoked, with the never-smoked rate having increased over the past decade. 124

121

Australian Government, Department of Health, National Tobacco Strategy, 24 April 2018. See:
https://www1.health.gov.au/internet/main/publishing.nsf/Content/tobacco-strategy. Viewed 15 October 2019.

122

Australian Government, Australian Bureau of Statistics, National Health Survey First Results: Australia 2017-18,
12 December 2018, p 44.

123

ibid., p 7.

124

In 2017-18, 69.6 per cent of men and 81.5 per cent of women aged 18–24 had never smoked, while in 2007-08,
the never-smoked rate for men aged 18–24 years was 64 per cent and 64.9 per cent for women: ibid., p 44.
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3.21

The National Health Survey also surveyed 15–17 year olds and found that 1.9 per cent of that
age group were daily smokers, while 95.3 per cent reported that they had never smoked. 125

3.22

The Committee has heard that the rate of smoking may be slowing down because ‘older
smokers continue to smoke because they are the most addicted’. 126 This statement can be
reconciled with the ABS data above, as the rates of young people who have never smoked
indicates that smoking may not be as accepted amongst young adults as for previous
generations.

3.23

The Committee has found that it is difficult to ascertain with certainty how many people
currently use e-cigarettes in Australia. Witnesses have advised that reliable statistics are
unavailable due to the confusing legal status of e-cigarettes across states and territories,
particularly with regard to e-cigarettes containing nicotine.

3.24

Data from the AIHW National Drug Household Strategy Survey conducted in 2016 provides
one indication of how many people use e-cigarettes. The Committee notes the following
data from the 2016 National Drug Strategy Household Survey in relation to e-cigarette use:

3.25

3.26

•

E-cigarette use was most common among smokers aged 18–24 years (6.8 per cent
currently using).

•

In 2016, 31 per cent of current smokers had tried e-cigarettes in their lifetime and
4.4 per cent were currently using e-cigarettes.

•

People aged 50 years or over were more likely to use e-cigarettes as a quit-smoking aid,
while people under 30 years of age were more likely to use e-cigarettes out of curiosity.

•

E-cigarettes that contain nicotine are among the least commonly used ‘tobacco
products’ for smokers: 4.4 per cent of smokers use them. Eighty-six per cent of smokers
use manufactured combustible cigarettes and 36 per cent use roll-your-own
cigarettes. 127

The National Drug Strategy Household Survey also revealed the change over three years of
data (from 2013) in the number of people who had ever used e-cigarettes (known as ‘lifetime
use’):
•

The number of people over 18 years with lifetime use doubled between 2013 and 2016:
4.4 per cent to 8.8 per cent.

•

In the 18–24 year old person demographic, the lifetime use of e-cigarettes increased
from 9.5 per cent to 19.2 per cent and for persons aged 25–29, lifetime use increased
from 7.9 per cent to 14.8 per cent (a 102 per cent and 87 per cent increase, respectively).

•

In the sub-category of smokers, those aged 18 years or over with lifetime e-cigarette use
increased from 17.9 per cent to 30.8 per cent, while non-smokers over 18 who had tried
e-cigarettes increased from 1.8 per cent to 4.7 per cent. 128

Recent research that analysed the 2016 data from the National Drug Strategy Household
Survey estimated that 227 000 Australians were current e-cigarette users and 97 000 used

125

The data notes that there may be under-reporting among this group of underage smokers due to ‘social
pressures, particularly in cases where other household members were present at the interview’: ibid., p 46.

126

Ashley Reid, Chief Executive Officer, Cancer Council WA, Transcript of evidence, 16 November 2018, p 5.

127

Australian Government, Australian Institute of Health and Welfare, National Drug Strategy Household Survey 2016:
detailed findings, 28 September 2017, pp 25–8.

128

Australian Government, Australian Institute of Health and Welfare, National Drug Strategy Household Survey: Data
Tables Chapter 3 Tobacco, 28 September 2017, Table 3.16.
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them on a daily basis. Being a smoker was the strongest correlate for e-cigarette use and
‘those who vaped daily were most likely to be recent quitters’ of combustible cigarettes. 129
3.27

Data from the 2017 Australian Secondary School Students’ Use of Tobacco, Alcohol, Overthe-Counter Drugs and Illicit Substances report (ASSAD 2017) also provides an indication of
how many children use or have used e-cigarettes. 130

3.28

ASSAD 2017 surveyed 19 115 secondary school students aged between 12 and 17 years of
age and made the following findings in relation to the number of children who smoke
combustible cigarettes:

3.29

•

83 per cent of all secondary students had never smoked combustible cigarettes, with
65 per cent of students not having smoked by age 17.

•

The rate of current smokers of combustible cigarettes varied across age groups:
2 per cent of 12 year olds were current smokers, compared with 16 per cent of 17 year
olds. The total number of current smokers aged 12–17 years was 79 000 in 2017.

•

Fewer students in general smoked in 2017 than in 2011 and, of those that did, they
smoked fewer combustible cigarettes.

•

Since 1996, the prevalence of smoking among students has continued to decline: 2017
had the lowest rate of current students smoking ever observed. 131

The survey also analysed the use of e-cigarettes among 12–17 year olds and data showed
that:
•

For all 12–17 year olds, around 13 per cent (2485 students) indicated they had used an ecigarette at least once and experience with e-cigarettes increased with age: 4 per cent of
12 year olds having tried them, compared with 21 per cent of 17 year olds.

•

Almost half (48 per cent, which equates to 1193) of the students who had ever tried an
e-cigarette had never smoked a combustible cigarette before vaping. Twenty-five
per cent of those students (298 students) then went on to try combustible cigarettes. Of
those 298 students, 5 per cent (or 15 students) became current smokers. These
15 students represent 1.25 per cent of the 1193 students who had vaped at least once
and had never smoked before vaping. The ASSAD 2017 findings ‘suggest that students
who experiment with e-cigarettes are more likely to later try tobacco cigarettes than
those who have never vaped’.

•

‘It was more common among younger students (64%) than older students to try an ecigarette without ever having previously smoked more than 10 tobacco [combustible]
cigarettes.’ 132

Which international jurisdictions allow the sale and use of e-cigarettes?
3.30

The Committee notes that e-cigarettes are increasingly permitted in countries around the
world. The House of Representatives Standing Committee on Health, Aged Care and Sport
summarised the international jurisdictions that permit e-cigarettes in its final report and the

129

Gary Chan et al., ‘Correlates of electronic cigarette use in the general population and among smokers in Australia
– Findings from a national representative survey’, Addictive Behaviors, 2019, vol. 95, August 2019, pp 6–10.

130

Nicola Guerin & Victoria White, Cancer Council Victoria, ASSAD 2017 Statistics & Trends: Australian Secondary
Students’ Use of Tobacco, Alcohol, Over-the-Counter Drugs and Illicit Substances, December 2018.

131

ibid., pp 14–18.

132

ibid., p 21.
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Committee reproduces it here at Table 4. 133 The jurisdictions listed in the table below
regulate e-cigarettes as general consumer or tobacco products.
Table 4. International approaches to regulating e-cigarettes
Jurisdiction

Are e-cigarettes permitted?

United Kingdom

Currently adheres to the EU’s Tobacco Products Directive (see above) through UK
regulations (Brexit will affect this). E-cigarettes (both nicotine-containing and
non-nicotine) can be bought and sold legally and are regulated under general
consumer protection law.

Canada

From May 2018, adults in Canada can buy e-cigarettes containing nicotine and
other vaping products legally. All vaping products are now regulated in their own
right, separate from tobacco products. Vaping products for which therapeutic
claims are made must be authorised by Health Canada before they can be
advertised or sold. Where no such claims are made, the vaping products are
regulated as consumer goods. Vaping products cannot be promoted or sold to
anyone under 18 years of age, which includes promoting vape flavours that
appeal to youth. 134

United States of
America

The Food and Drug Administration (FDA) regulates e-cigarettes containing
nicotine in the same way as tobacco products and e-cigarettes that make
therapeutic claims are regulated by the Center for Drug Evaluation and Research.
State and local jurisdictions regulate e-cigarette use (for example, San Francisco
has banned the sale of e-cigarettes). 135 E-cigarettes containing nicotine cannot
be sold or marketed to minors (see for example, lawsuits against JUUL). The FDA
has specific and comprehensive requirements for manufacturers, retailers and
those who repack or relabel vaping products (including vape shops that mix their
own liquids). 136 See paragraphs 3.125–3.133 for recent developments in the US.

New Zealand 137

Vaping products are regulated as tobacco products in New Zealand if they
contain tobacco. Generic product safety standards apply to all vaping products. It
is illegal to sell any vaping products while making therapeutic claims about them
without approval from Medsafe (Medicines and Medical Devices Safety
Authority, run by the Department of Health). 138 A New Zealand District Court
case in 2018 found that all tobacco products (except chewing tobacco) may be
lawfully imported, sold and distributed in New Zealand under current legislation.
Minors cannot use/buy e-cigarettes.

European Union

E-cigarettes are regulated as consumer products under the Tobacco Products
Directive, with requirements relating to maximum nicotine concentration,
container specifications, warnings and standards for ingredients.

[Source: House of Representatives Standing Committee on Health, Aged Care and Sport, Report on the Inquiry into the
Use and Marketing of Electronic Cigarettes and Personal Vaporisers in Australia, March 2018 and other sources as cited]
133

Table 4 also includes updated information on New Zealand and Canada, both countries that have changed their
legislation on the use and sale of e-cigarettes since March 2018, when the report was tabled.
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Government of Canada, Vaping product regulation, 21 December 2018. See: https://www.canada.ca/en/healthcanada/services/smoking-tobacco/vaping/product-safety-regulation.html. Viewed 3 January 2019.

135

Russell Hotten, ‘San Francisco becomes first US city to ban e-cigarettes’, BBC Online, 25 June 2019.

136

US Department of Health and Human Services, US Food & Drug Administration, Vaporizers, E-Cigarettes and other
Electronic Nicotine Delivery Systems (ENDS), 17 December 2018. See:
https://www.fda.gov/TobaccoProducts/Labeling/ucm456610.htm. Viewed 3 January 2019.

137

For further information on how New Zealand regulates e-cigarettes, see paragraphs 3.117–3.124.

138

New Zealand Government, Ministry of Health, Vaping and smokeless tobacco—Minister of Health position
statement – Vaping products, 12 September 2018. See: https://www.health.govt.nz/our-work/preventative-healthwellness/tobacco-control/vaping-and-smokeless-tobacco. Viewed 3 January 2019.
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3.31

Seven countries currently ban the sale of e-cigarettes containing nicotine: Australia, Costa
Rica, Jamaica, Japan, Malaysia, Mexico and Switzerland. 139

How e-cigarettes are regulated across Australia
3.32

The legislative framework for e-cigarettes consists of mainly state legislation, with a
Commonwealth statute that governs the poisons aspect of nicotine and the work of the
Therapeutic Goods Administration (TGA). E-cigarette devices and e-liquids containing
nicotine are regulated differently from those that are non-nicotine, so this discussion deals
with the two categories in turn.

Regulation of e-cigarette devices and e-liquids containing nicotine—Poisons Standard (Cth)
3.33

The Poisons Standard 140 contains classification decisions of medicines and poisons separated
into 10 schedules according to seriousness and information related to containers and labels
for storage and use. The Poisons Standard is given legal effect through relevant legislation in
each state and territory. 141

3.34

Although each Australian jurisdiction may make its own laws to determine the availability of
poisons and medicines, they have, in the majority of cases, classified these substances
consistently with the Poisons Standard.

3.35

Nicotine appears in Schedule 7 of the Poisons Standard and is therefore scheduled as a
‘dangerous poison’. 142 This scheduling is maintained in each Australian jurisdiction and the
commercial supply of nicotine is prohibited by legislation in every state and territory. 143
Other dealings with nicotine (such as possession, manufacturing and use) may also be
prohibited and each state and territory has its own set of nicotine-related offences. 144

Regulation of non-nicotine e-cigarette devices and e-liquids—state/territory legislation
3.36

E-cigarette devices and e-liquid refills that do not contain nicotine can generally be sold
legally in all Australian states and territories, except for Western Australia. However, these
jurisdictions have amended their tobacco control laws to treat the advertising, sale and use
of these products in a manner similar to the regulation of conventional tobacco products. 145

3.37

Additionally, it is illegal in South Australia for retailers to sell e-cigarette products by mail,
telephone, fax, email, Internet or other electronic means. 146

139

Commonwealth Parliament, House of Representatives, Standing Committee on Health, Aged Care and Sport,
Report on the Inquiry into the Use and Marketing of Electronic Cigarettes and Personal Vaporisers in Australia,
March 2018, p 82.

140

A legislative instrument made under the Therapeutic Goods Act 1989 (Cth).

141

Commonwealth Parliament, House of Representatives, Standing Committee on Health, Aged Care and Sport,
Report on the Inquiry into the Use and Marketing of Electronic Cigarettes and Personal Vaporisers in Australia,
March 2018, p 25.

142

Poisons Standard October 2019 (Cth), pp iv and 239 (Schedule 7).

143

Commonwealth Parliament, House of Representatives, Standing Committee on Health, Aged Care and Sport,
Report on the Inquiry into the Use and Marketing of Electronic Cigarettes and Personal Vaporisers in Australia,
March 2018, pp 25 and 89.

144

Refer to paragraphs 3.40–3.57 and 3.61–3.67 for more detail about how nicotine is scheduled in the Poisons
Standard and how Western Australia deals with e-cigarette products containing nicotine.

145

Australian Government, Department of Health, Therapeutic Goods Administration, Electronic cigarettes, 10 October
2019. See: https://www.tga.gov.au/community-qa/electronic-cigarettes. Viewed 22 October 2019. Refer to
paragraphs 3.61–3.68 for more detail about how Western Australia deals with non-nicotine e-cigarette products.

146

Tobacco and E-Cigarette Products Act 1997 (SA) s 30(2)
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This includes sales by retailers based in other jurisdictions who are selling ecigarettes into South Australia through on-line sales, as well as businesses based in
South Australia selling to local or interstate customers. 147

How e-cigarettes are regulated in Western Australia
Framework
3.38

The Tobacco Products Control Act 2006 (TPCA) is the principal statute that regulates the sale
or use of tobacco and related products in Western Australia. The TPCA is therefore the
statute that also regulates e-cigarette devices in Western Australia.

3.39

The nicotine that may be present in e-liquids is regulated under the Medicines and Poisons
Act 2014 (MPA), as the substance is classified as a poison according to statute. This
classification of nicotine as a poison is derived from the Poisons Standard, which is
incorporated into the MPA. 148

Regulation of e-cigarette devices and e-liquids containing nicotine—Medicines and Poisons
Act 2014 (WA)
Schedule 7 nicotine
3.40

Nicotine appears in several schedules in the Poisons Standard, 149 depending on the
concentration of the substance and its intended use. The highest classification in which
nicotine appears is Schedule 7 (‘Dangerous Poison’), which specifies that nicotine is classified
at this level, except:
(a) when included in Schedule 6 [nicotine at a concentration, and when labelled
and packed, for the treatment of animals (see paragraph 3.49 for a discussion
of Schedule 6 of the Poisons Standard)];
(b) in preparations for human therapeutic use [see paragraphs 3.44–3.55 for a
discussion of Schedule 4 of the Poisons Standard]; or
(c) in tobacco prepared and packed for smoking. 150

3.41

The MPA defines ‘Dangerous Poison’ as:
Substances with a high potential for causing harm at low exposure and which
require special precautions during manufacture, handling or use. These poisons
should be available only to specialised or authorised users who have the skills
necessary to handle them safely. Special regulations restricting their availability,
possession, storage or use may apply. 151

3.42

As to the toxicity of ingested nicotine, refer to paragraphs 3.83–3.86.

3.43

There are strict penalties in the MPA for unauthorised dealings with substances that are
classified as poisons under the Act. Section 16 of the MPA outlines the offence of

147

Government of South Australia, SA Health, New e-cigarette laws and other changes to tobacco laws in South
Australia, 19 September 2019. See:
https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/protecting+public+health/
tobacco+laws+and+businesses/new+ecigarette+laws+and+other+changes+to+tobacco+laws+in+south+australia. Viewed 27 November 2019.

148

Incorporation is done by regulation in Part 2 of the Medicines and Poisons Regulations 2016.

149

And therefore, in the Medicines and Poisons Regulations 2016.

150

Poisons Standard October 2019 (Cth) Schedule 7 (p 239). See also, the ‘principles of scheduling’ on page vi of the
Poisons Standard October 2019 (Cth).

151

Medicines and Poisons Act 2014 s 4.
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manufacturing, supplying, using or possessing a Schedule 7 poison without authorisation:
the penalty is a court-imposed fine of up to $45 000. 152 The maximum penalties for
comparable offences committed by individuals across the other Australian jurisdictions range
from $1100 to $80 000, and may include the possibility of a prison term.
Schedule 4 nicotine
3.44

Nicotine is also relevantly included in Schedule 4 of the Poisons Standard (‘Prescription only
medicines, or Prescription Animal Remedy’), which makes it available for human therapeutic
use 153 under the MPA if a prescription is obtained from an authorised health professional. 154
Nicotine replacement therapies approved by the TGA are an exception to this requirement
for a prescription and are therefore not Schedule 4 nicotine products. 155

3.45

Under section 14(1) of the MPA, it is an offence 156 for a person to manufacture or supply a
Schedule 4 poison unless the person does so under and in accordance with an ‘appropriate
licence’ 157 or ‘professional authority’. 158 Registered pharmacists have ‘professional authority’
to compound medicines (including Schedule 4 poisons) and therapeutic goods for
dispensing. 159

3.46

The Minister for Health informed the Committee that:
Pharmacy businesses are licensed under the Pharmacy Act 2010. Under section
9(2) of the … [MPA] ... the supply of medicine at a pharmacy business is to be
taken to be supply by the pharmacist with overall responsibility for the registered
pharmacy. A separate licence is not required under this Act by a pharmacy to
supply a Schedule 4 medicine, and therefore, no specific licence has been issued
by the Department of Health (DOH) to a pharmacy to supply nicotine when
included in Schedule 4. 160

3.47

The Minister was unable to advise if any pharmacist in Western Australia had utilised their
‘professional authority’ to compound and supply nicotine as a Schedule 4 medicine as this
data is not reported. The Minister explained that:
Registered pharmacies are not required to provide records of Schedule 4
medicines supplied, including compounded medicines, except as part of
investigation and enforcement provisions. For this reason, the DOH does not have
routine access to individual patient records on the supply of these medicines by
pharmacies. 161

152

ibid., s 115(1)(b).

153

For example, to quit or reduce smoking.

154

Medicines and Poisons Act 2014 ss 14 and 25.

155

Poisons Standard October 2019 Schedule 4 (p 113); and Commonwealth Parliament, House of Representatives,
Standing Committee on Health, Aged Care and Sport, Report on the Inquiry into the Use and Marketing of
Electronic Cigarettes and Personal Vaporisers in Australia, March 2018, p 89.

156

The maximum fine which may be imposed by a court is $45 000: Medicines and Poisons Act 2014 s 115(1)(b). The
maximum penalties for comparable offences committed by individuals across the other Australian jurisdictions
range from $1650 to $80 000, and may include the possibility of a prison term.

157

As defined in section 12 of the Medicines and Poisons Act 2014.

158

As defined in section 3 of the Medicines and Poisons Act 2014.

159

Medicines and Poisons Act 2014 ss 3 and 26.

160

Hon Roger Cook MLA, Minister for Health, Letter, 14 November 2019, p 1.

161

ibid.
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3.48

It is also an offence for a person to possess a Schedule 4 poison unless one of nine
exceptions applies to that person. 162 One of those exceptions is as follows:
the poison was prescribed for the person by a prescriber who is authorised to
prescribe the poison and the person has possession of the poison for the purpose
of using it in accordance with the instructions of the prescriber … 163

The maximum fine which may be imposed by a court for possessing a Schedule 4 poison
without authority or a lawful excuse is $45 000. 164 The maximum penalties for comparable
offences committed by individuals across the other Australian jurisdictions range from $8007
to $32 000, and may include the possibility of a prison term. 165 The unauthorised
manufacturing or supply of Schedule 4 poisons tend to attract higher maximum penalties. 166
Schedule 6 nicotine
3.49

As mentioned earlier, nicotine is also a Schedule 6 poison when it is to be used for the
treatment of animals. The non-compliant manufacturing or supply of a Schedule 6 poison
attracts a court-imposed fine of up to $30 000. 167 It is also an offence to supply a Schedule 6
poison in circumstances where the supplier reasonably suspects, or ought reasonably to
suspect, that the recipient intends to use the poison in a way that might reasonably be
expected to pose a serious threat to the health, safety and welfare of a person or the public.
This offence also attracts a maximum fine of $30 000. 168

3.50

In the other Australian jurisdictions, offences involving the unauthorised manufacturing, sale
or supply of Schedule 6 poisons (if any) 169 attract maximum penalties ranging from $1680 to
$80 000, and may include the possibility of a prison term.

More about legally obtaining e-liquid containing nicotine in Western Australia
3.51

Despite the nicotine-related offences in the MPA, the Committee notes that nicotine for use
in e-cigarettes may be imported legally by Western Australian residents for personal use as a
result of the interaction between the Personal Importation Scheme and the Schedule 4
classification of nicotine.

3.52

The Personal Importation Scheme, administered at the national level by the TGA, applies to
unapproved therapeutic goods (including in this case, Schedule 4 nicotine for quit smoking
purposes), under the following conditions set by the TGA:
o

o
o

the goods are for your own treatment or the treatment of your immediate
family; and
you do not supply (sell or give) the medicine to any other person; and
where possible, you keep the medicines or medical devices in their
original packaging with any dispensing labels intact; and

162

Medicines and Poisons Act 2014 s 14(4).

163

ibid., s 14(4)(d).

164

ibid., s 115(1)(b).

165

Note that New South Wales and Tasmania do not appear to have an offence for the unauthorised possession of a
Schedule 4 poison.

166

See footnote 156.

167

Medicines and Poisons Act 2014 ss 16(1) and 115(2).

168

ibid., ss 16(2) and 115(2).

169

Note that New South Wales does not appear to have any offences related to the manufacturing, sale or supply of
Schedule 6 poisons.
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o

o

o

o

the goods are not restricted under Australian Customs controls or
quarantine rules and the goods do not contain a controlled substance[ 170];
and
the goods are not injections that contain material of human or animal
origin (except insulin); and
the total quantity of the goods imported within a 12 month period does
not exceed 15 months’ supply of the goods (for medicines, at the
maximum dose recommended by the manufacturer); and
if the goods are medicines in Schedule 4 or 8 of the Poisons Standard, a
prescription from an Australian-registered medical practitioner is held for
the medicines.

You cannot import more than a 3 month supply at the one time under the
personal importation scheme. 171

3.53

In summary, it is generally illegal to supply, possess, use or manufacture nicotine in this state.
However, a person in Western Australia wishing to obtain a Schedule 4 nicotine product
legally has the following two options, both of which involve holding a valid prescription 172
for Schedule 4 nicotine for human therapeutic use:
•

importing it under the Personal Importation Scheme

•

having the prescription filled by a registered pharmacist:
who could [if so trained] compound a product in accordance with the [prescribing]
medical practitioner’s instructions. This prescription would be valid at any
pharmacy throughout Australia. The pharmacist, in compounding this medicine,
would need to comply with standards issued by the Pharmacy Board of Australia
and any relevant parts of the Commonwealth’s Therapeutic Good Legislation. 173

3.54

Even if vapers are aware of the restrictions on supplying, possessing, using or manufacturing
nicotine in Western Australia, 174 the submission evidence received by the Committee
suggested that:
•

some of them are unaware of the two options to obtain Schedule 4 nicotine legally
(outlined in paragraph 3.53) and will, nevertheless, flout the restrictions in order to
obtain what they perceive to be cheaper nicotine products from overseas online
sources—some submitters used the term ‘black market’ 175

170

Nicotine is not a controlled substance: Australian Government, Department of Health, Office of Drug Control,
Controlled substances, 18 December 2019. See: https://www.odc.gov.au/ws-lpsindex?search_api_views_fulltext=&items_per_page=10&page=41. Viewed 8 January 2020.

171

Australian Government, Department of Health, Therapeutic Goods Administration, Personal importation scheme,
18 March 2015. See: https://www.tga.gov.au/personal-importation-scheme. Viewed 2 January 2019.

172

According to The McKell Institute, ‘the great majority of users do not have a prescription’: Associate Professor
Colin Mendelsohn & Dr Alex Wodak AM, The McKell Institute, Legalising vaping in Australia, March 2019, p 18.
See: https://mckellinstitute.org.au/app/uploads/McKell-Institute-Vaping-in-Australia-1.pdf. Viewed 26 November
2019.

173

Hon Roger Cook MLA, Minister for Health, Letter, 14 November 2019, p 2.

174

‘the reality is that many West Australians are unaware that nicotine e-liquids are illegal in Australia, and that
selling a device that resembles a tobacco product [in Western Australia] is illegal’: Submission 101 from Australian
Lottery and Newsagents Association, 31 October 2018, p 1.

175

Submission 77 from New Nicotine Alliance (AU), 5 October 2018, p 2; Submission 78 from British American
Tobacco Australia, 5 October 2018, p 2; Submission 84 from Cignall Specialist Tobacconist, 5 October 2018, p 1
and Submission 101 from Australian Lottery and Newsagents Association, 31 October 2018, pp 1 and 3.
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•

some of them attempt to obtain the nicotine legally through the Personal Importation
Scheme, but are unaware of the requirement for a valid prescription for the nicotine 176

•

some of them are aware of the option to import nicotine legally through the Personal
Importation Scheme, but will not go to the effort of obtaining a valid prescription before
importing and/or taking possession of the imported nicotine 177

•

very few of them are aware of the option to obtain nicotine from a compounding
pharmacist anywhere in Australia. 178

The Committee noted that its submission evidence indicated that, for the various reasons
discussed, 179 Western Australian vapers are more likely to purchase and possess nicotine
from an overseas online source (whether legally or otherwise) than a local source, such as a
pharmacy.

FINDING 8
Evidence suggests that very few members of the general public would be aware of the legal option
to obtain nicotine for human therapeutic use (Schedule 4 nicotine) from an Australian
compounding pharmacist by presenting a valid prescription.
FINDING 9
Evidence suggests that people who import nicotine under the Therapeutic Goods Administration’s
Personal Importation Scheme are not necessarily aware of the legal requirement to hold a valid
prescription for that nicotine.
FINDING 10
Evidence suggests that Western Australian vapers are more likely to purchase and possess nicotine
from an overseas online source (whether legally or otherwise) than a local source, such as a
pharmacy.
Reviewing the scheduling of nicotine
3.56

The Committee was advised that it is possible for the State Government, like any other
individual or organisation, including a product manufacturer, to request that the TGA review
the scheduling of any drug. The application process for changing a schedule listing in the
Poisons Standard is the same for all applicants. Indeed, the State Government has made
applications to amend the Poisons Standard in the past. 180

3.57

Detailed information about the application process is provided in the ‘Scheduling handbook:
guidance for amending the Poisons Standard’. Among other things, the application requires
suitable information to be provided to address the following matters:
•

the risks and benefits associated with the use of a substance

•

the purposes for which a substance is to be used and the extent of that use

176

Submission 72 from The Eros Association, 5 October 2018, pp 3 and 5 and Submission 77 from New Nicotine
Alliance (AU), 5 October 2018, p 1.

177

Submission 98 from Liberal Democrats WA, 11 October 2018, p 4.
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None of the submissions received by the Committee discussed this option.

179

See paragraphs 3.53—3.54.
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Hon Roger Cook MLA, Minister for Health, Letter, 28 August 2019, pp 1 and 2.
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•

the toxicity of the substance

•

the dosage, formulation, labelling, packaging and presentation of the substance

•

the potential for misusing or abusing the substance

•

other matters relevant to public health. 181

Regulation of e-cigarette devices—Tobacco Products Control Act 2006 (WA)
3.58

The TPCA regulates the sale, supply, advertising/promotion and licensing of tobacco
suppliers and products in Western Australia and sets out offence and enforcement
provisions.

3.59

According to section 3 of the TPCA:
The purposes of this Act are to reduce the incidence of illness and death related to
the use of tobacco products —

3.60

(a)

by prohibiting the supply of tobacco products and smoking
implements to young persons; and

(b)

by discouraging the use of tobacco products; and

(c)

by restricting the promotion of tobacco products and smoking
generally; and

(d)

by reducing the exposure of people to tobacco smoke from tobacco
products that are smoked by other people.

The Committee notes that the TPCA defines ‘tobacco product’ as any of the following:
(a)

tobacco in a form prepared for human consumption or use; or

(b)

a cigarette[ 182] or cigar[ 183] or any other product the main, or a
substantial, ingredient of which is tobacco and which is designed for
human consumption or use; or

(c)

a product prepared for smoking[ 184] that contains a herb or other
plant matter, whether or not the product also contains tobacco,

but does not include —

3.61

(d)

nicotine, or a product that contains nicotine, in a form that is a poison
within the meaning of the Medicines and Poisons Act 2014 section 3; or

(e)

a prohibited plant or a prohibited drug as those terms are defined in
the Misuse of Drugs Act 1981 section 3(1) or a product containing a
prohibited plant or a prohibited drug; 185

Section 106 of the TPCA is also significant as it creates the offence of selling products that
resemble tobacco products, as follows:

181

ibid., p 1. See also, Therapeutic Goods Act 1989 (Cth) s 52E(1).

182

‘cigarette means a roll of cut tobacco for smoking, enclosed in paper’: Tobacco Products Control Act 2006
Glossary.

183

‘cigar means a roll of cut tobacco for smoking, enclosed in tobacco leaf or the leaf of another plant’: ibid.

184

‘smoke (when used as a verb) means smoke, hold, or otherwise have control over, an ignited tobacco product’:
ibid.

185

ibid.
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A person must not sell any food, toy or other product that is not a tobacco
product but is —
(a) designed to resemble a tobacco product or a package;[ 186] or
(b) in packaging that is designed to resemble a tobacco product or package.

3.62

The maximum penalties applicable in section 106 are:
•

$10 000 for individuals for a first offence, and $20 000 for a second or subsequent
offence

•

$40 000 for a body corporate for a first offence, and $80 000 for a second or subsequent
offence. 187

Supreme Court appeal case regarding e-cigarette devices
3.63

The Court of Appeal of the Supreme Court ruled in 2016 that e-cigarettes devices (whether
or not they contain e-liquid with nicotine) fall within the definition of section 106(a) of the
TPCA. 188 The Court of Appeal decision was based on the successful prosecution 189 of a small
business (‘Heavenly Vapours’ in Duncraig) from where the owner sold e-cigarettes online,
including e-cigarette units and nicotine-free e-juice. The business owner appealed his
conviction to the Court of Appeal.

3.64

The appellant argued in part, that only products similar to food and toys (the words used in
section 106) would be within the prohibition in the section and that the purpose of the TPCA
was to prevent children from smoking. These arguments were rejected by the Court of
Appeal. 190

3.65

The Committee notes that the appellant also submitted that the products were intended to
minimise or reduce smoking, and therefore could not be defined as a ‘tobacco product’ as
per the legislation. In dismissing the appeal, Buss JA observed that:
there is no reason why a product cannot be designed both to reduce tobaccorelated harm and to resemble a tobacco product or a package. If a product is
designed to resemble a tobacco product or a package, and the other elements of
the offence created by s 106(a) are proved, the prohibition will have been infringed
and the offence committed even though the product was also designed to reduce
tobacco-related harm. 191

3.66

In his concurring judgment, Mazza JA also commented that:
Each of the grounds of appeal asserts that the e-cigarettes in question were
designed as 'tobacco harm reduction products' as if that was a fact found in the
proceedings below. No finding to that effect was made. Moreover, for the sake of
clarity, this court should not be understood as having considered whether e-

186

‘package means a package containing, or designed to contain, a tobacco product and includes a box, packet,
pouch, tin, carton, and a wrapping other than a transparent outer wrapping’: ibid.

187

ibid., s 115.

188

Van Heerden v Hawkins [2016] WASCA 42 on appeal from the Supreme Court in Hawkins v Van Heerden [2014]
WASC 127, which in turn, was an appeal from the Magistrates Court. Mr Van Heerden, the business owner, was
initially acquitted by the Magistrates Court in September 2013.

189

In the Supreme Court: see Hawkins v Van Heerden [2014] WASC 127.

190

Van Heerden v Hawkins [2016] WASCA 42 at paragraph 114 per Buss JA and paragraph 172 per Murphy JA, with
Mazza JA in agreement.

191

ibid., at paragraph 124 per Buss JA.
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cigarettes are therapeutic and ought to be available for sale. These are matters for
Parliament. 192

3.67

Due to the ban on the sale of e-cigarette devices in Western Australia, people who wish to
vape in this state must purchase their devices online, interstate or overseas. Submission
evidence received by the Committee suggests that many Western Australian vapers buy their
e-cigarette devices from overseas online sources, particularly if they wish to vape with
nicotine. 193

Regulation of non-nicotine e-liquids
3.68

Western Australia does not place any restrictions on the sale, possession or use of e-liquids
which do not contain nicotine.

Vaping in smoke-free areas
3.69

The legislation prohibiting smoking in various places 194 is silent on vaping because vaping
does not meet the statutory definition of the verb ‘smoke’. 195 Therefore, it is technically legal
for a person in Western Australia to vape in a smoke-free area as long as he or she is using
non-nicotine e-liquid.

Interaction between the Medicines and Poisons Act 2014 (WA), Personal Importation Scheme
(Cth) and Tobacco Products Control Act 2006 (WA)
3.70

The Committee notes that Western Australian legislation results in inconsistent outcomes for
people wishing to use e-liquid containing nicotine. The inconsistency is caused by providing
people in this State with two processes to obtain e-liquid containing nicotine legally, 196 but
prohibiting the sale of e-cigarette devices. 197

3.71

The practical difficulties caused by the existing regulatory regime is demonstrated by the
following exchange between the Committee and the Department of Health:
The CHAIR: Current law in WA says you can get liquid nicotine if you have a
prescription.
Dr ROBERTSON: Correct.
The CHAIR: Which you would use, presumably, as a quitting aid on some program
your doctor puts you on?
Dr ROBERTSON: Yes.
The CHAIR: The delivery method would be an e-cigarette.
Dr ROBERTSON: Yes. Well, there is no other way—I mean, if the doctors wanted
to use an alternative method, there are a number of other methods that they can
utilise, including sublingual sprays, Nicorette tablets, patches.

192

ibid., at paragraph 188 per Mazza JA.

193

Submission 48 from TSG Franchise Management, 4 October 2018, p 1; Submission 59 from Stephen Humble,
5 October 2018, p 1; Submission 84 from Cignall Specialist Tobacconist, 5 October 2018, p 1; Submission 100 from
Just Vapours Australia, 1 November 2018, p 3 and Submission 101 from Australian Lottery and Newsagents
Association, 31 October 2018, p 3.

194

For example, Tobacco Products Control Act 2006, Tobacco Products Control Regulations 2006 and Occupational
Safety and Health Regulations 1996.

195

Refer to footnote 184.

196

See paragraphs 3.44–3.55.

197

See paragraphs 3.61–3.67.
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The CHAIR: So if my doctor gives me a liquid nicotine prescription, which is
exempt from the regular prohibition of the import of liquid nicotine, which our law
currently allows for, the delivery method would be an e-cigarette?
Dr ROBERTSON: In this circumstance, yes.
The CHAIR: But e-cigarettes are illegal for sale in WA.
Dr ROBERTSON: Correct.
The CHAIR: Okay, so we have a recognition in law that liquid nicotine may have
certain uses as a quitting aid perhaps, but no way to legally buy the device, unless
you circumvent Western Australian law by driving across state lines and buying it
in another state, where it is legal to buy, and bringing it back into Western
Australia.
Dr ROBERTSON: That is correct.
The CHAIR: You see the absurdity here, surely—the contradiction here, at least?
Dr ROBERTSON: The issue here is that there is an assumption that lots of these
scripts are being written and that there is a demand out there for it to be done
that way. It is very hard to gauge how many scripts are being written, but the
numbers are likely to be small and they still have to import it as well, to bring in
the nicotine.
The CHAIR: I assume you are right about very few scripts being written;
anecdotally, I have heard the same. However, there are a lot of people still relying
on a black market to access their liquid nicotine and their vaping products who
may be, for all we know, self-medicating or self-treating, to wean themselves off
cigarettes or to get to a less expensive, less harmful alternative. Does it not stand
to reason that if the sale of e-cigarettes were legalised, you would then have more
prescriptions for liquid nicotine?
Dr ROBERTSON: The problem is that the focus there is on making a whole area
legal to deal with a very small issue, which is people wanting to be able to use ecigarettes as a tobacco cessation device. If it was really just tobacco cessation,
there are processes within the Therapeutic Goods Administration that can be used
to do that. No tobacco company, no e-cigarette company, has taken those steps.
The reality is that they have very different interests, I would have thought, in using
it as a tobacco cessation device.
The CHAIR: I would not say it is legalising to address a minor issue, considering
we have not met our national tobacco strategy target of a 10 per cent decrease
and our rate of smoking decline has certainly slowed. 198

FINDING 11
Under current Western Australian legislation, people wishing to use e-liquid containing nicotine
may obtain it legally if their doctor prescribes it but the sale of e-cigarette devices is prohibited.
This creates a difficulty for people who wish to use e-liquid containing nicotine as an aid for
quitting smoking.

198

Hon Aaron Stonehouse MLC, Chair, and Dr Andrew Robertson, Assistant Director General, Public and Aboriginal
Health Division, Department of Health, Transcript of evidence, 28 February 2019, pp 9–10.
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Legislative Assembly inquiry into e-cigarettes
3.72

The Education and Health Standing Committee (EHSC) of the Legislative Assembly tabled a
report in 2017 that investigated the current regulatory framework for e-cigarettes in Western
Australia and arguments for and against restricting the sale of e-cigarette products. 199

3.73

The EHSC concluded that, despite the statutory regime in Western Australia that makes it
broadly illegal to sell and use e-cigarettes:
The reality is that the laws governing the sale and use of e-cigarettes are not wellknown by the average citizen. … [and] it is likely that WA users are using illegal
products, whether knowingly or unknowingly ... 200

3.74

The EHSC was also of the view that the difference in regulation between e-cigarettes and
combustible cigarettes (such as vaping in public smoke-free places being permitted):
may be undermining public health campaigns aimed at encouraging people to
quit the habit altogether. 201

3.75

The EHSC made only one recommendation in the report, directed at the Minister for Health,
to:
report back to the Committee [EHSC] on any considerations that have been given
to the regulation of e-cigarettes. 202

3.76

Hon Roger Cook MLA, Minister for Health, responded to the Legislative Assembly’s report in
September 2017 and provided the following information on the approach taken to
regulating e-cigarettes:
•

The Minister supports a precautionary, evidence-based approach to regulating ecigarettes.

•

The Department of Health ‘continues to monitor evidence about e-cigarettes as it
emerges’ and a review of the TPCA was scheduled to take place in 2018.

•

The Commonwealth Government is better placed to determine the efficacy of ecigarettes as a smoking-cessation aid and the WA Government would ‘closely monitor
determinations of Federal agencies’. 203

3.77

According to section 127 of the TPCA, the Minister for Health must carry out a review of the
operation and effectiveness of the TPCA as soon as is practicable every four years. The last
review of the TPCA was tabled in Parliament in 2012. 204

3.78

The Minister for Health ordered an urgent review of the TPCA in early January 2020. The
review is to include consideration of the safety of e-cigarettes and their effectiveness as a

199

Western Australia, Legislative Assembly, Education and Health Standing Committee, Report 1, Clearing the air on
e-cigarettes: factors regarding regulation that require consideration, 29 June 2017.

200

ibid., p 14.

201

ibid.

202

ibid.
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Tabled Paper 646, Legislative Assembly, 14 September 2017.

204

Review of the WA Tobacco Products Control Act 2006 – Final Report (August 2011), Tabled Paper 5126, Legislative
Council, 27 September 2012.
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quit-smoking aid. 205 The Committee notes that, as at 16 March 2020, no new review of the
TPCA had been announced on the Department of Health’s website. 206

Potential injury risks due to lack of regulatory controls
3.79

With regard to the product safety of e-cigarettes and e-liquids used, the Minister for
Commerce advised the Committee of the role of the Consumer Protection division within the
Department of Mines, Industry Regulation and Safety:
Consumer Protection’s product safety role is to provide advice and information to
consumers and business on product safety, monitor the market and investigate
unsafe products and, where necessary, remove them from sale.
It should be noted that Consumer Protection’s safety role does not currently
extend to the development of related health policy or specific regulatory oversight
of the safety of e-cigarette fluid of either the nicotine or the non-nicotine
variety. 207

3.80

E-liquids containing nicotine are regulated by the MPA. However, for the reasons discussed
at paragraphs 3.53–3.55, people who wish to vape with e-liquid containing nicotine tend to
import it. 208 Such imported nicotine solutions are therefore not subject to Australian laws
and standards.

3.81

The Committee has heard evidence that the unregulated nature of e-cigarettes (due to a ban
on the sale of e-cigarette devices within the state) 209 and e-liquids results in significant risk
to users in Western Australia who import and/or use products manufactured overseas with
unsafe packaging and/or contents. 210

Risk from unsafe packaging of e-liquids
3.82

Injury Matters informed the Committee about the typical packaging of e-liquids:
If you look at the different vape liquids that are used, they are generally just in a
normal opening bottle, dropper-type formulation, so obviously they are easily
opened and accessed by a child if not stored appropriately. But they also have
pictures on them that might be attractive to a child, such as pictures of cakes,
fruit—things along those lines. … it is therefore attractive to a young child, whereas
them being regulated to be stored in more appropriate-style bottles and labelled
accordingly, it might then create some barriers to children obtaining access to
them. 211

3.83

E-liquids containing nicotine can include very high concentrations of the chemical:
nicotine refills for e-cigarettes are available and the concentration of nicotine in
those refills is highly variable. Some refills have concentrations of less than one
milligram per millilitre of solution. They are available on the internet—up to 55
gallons, I have noticed—of liquid nicotine solutions that are in concentrations of

205

P Law, ‘Vaping up in smoke’, The West Australian, 3 January 2020, p 3.

206

Western Australian Government, Department of Health, Tobacco control legislation in Western Australia. See:
https://ww2.health.wa.gov.au/Articles/S_T/Tobacco-control-legislation-in-Western-Australia. Viewed 16 March
2020.

207

Hon John Quigley MLA, Minister for Commerce, Letter, 19 December 2018, p 2.
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See paragraphs 3.44–3.55 and Findings 8–10.
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See paragraphs 3.61–3.67.
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For example, Submission 72 from Eros Association, 5 October 2018, pp 3–4.
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Chrisandra Lukjanowski, Chief Executive, Injury Matters, Transcript of evidence, 23 November 2018, p 5.
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up to 200 milligrams per millilitre. Certainly, that is a highly toxic solution and
there needs to be strict regulation and rules, either in terms of importing that or
the storage and the regulation of that sort of concentrated amount of nicotine. 212

3.84

The Poisons Information Centre advised that children are particularly sensitive to nicotine
and that there have been instances when children have been exposed to nicotine solutions:
[Nicotine exposure in children] … is not an infrequent call to Poisons Information.
Given the sensitivity of young children to nicotine, we routinely send all children
that consume any nicotine to hospital for observation. I extracted WA Poisons
Information Centre data for the last 10 months and looked at exposures over that
period of time; 36 per cent of the cases involved children under 15 years of age.
…
This was an exposure to nicotine solution—either an e-cigarette itself or a refill
solution that would be used in the use of e-nicotine. All of those children were
sent to hospital. There were some cases of serious toxicity. 213

3.85

The Poisons Information Centre also advised the Committee of the toxicity of nicotine when
it is found in the sorts of concentrations that are present in e-liquids:
our concern is with highly concentrated nicotine solutions that can be used in
refills. They certainly pose a high public health risk. We have had a number of
cases where children have been exposed to and ingested these liquids. They can
come in highly concentrated forms, as you know, from small two milligrams per
mil up to solutions that contain 200 milligrams per mil of nicotine. At that dose, a
single mouthful or one millilitre of nicotine is a fatal dose for a child. There have
been paediatric deaths through inadvertent exposure. …
…
We are talking about, at these concentrations [200 mg/mL], a very high risk, highly
toxic solution that poses a risk if it is brought into the household, indeed, even for
adults through inadvertent use—transferring it to another container and not sure
what it was. These sort of scenarios occur all the time to Poisons, where something
is transferred to an unmarked container and someone just takes a swig. There is
the potential even to cause serious poisoning in adults. In the data that I
extracted—WAPIC data for the last 10 months—there was indeed a case of an
adult who became severely unwell, where he said he had mistaken it for another
pharmaceutical and ingested a considerable amount. Certainly, that developed
life-threatening toxicity in that individual. 214

3.86

As to the issue of a need to regulate e-liquids containing nicotine, the following exchange is
informative:
Hon Rick MAZZA: I understand that nicotine is a highly toxic substance, but I
mean around a household, for children there are so many dangerous chemicals,
whether they be cleaning products or garden pesticides or even medications lying
around the house. Would you concede that a lot of these would be about adults
making sure that children just do not have access to anything that may harm
them?
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Dr Ann-Maree Lynch, Head of Department, Poisons Information Centre, Transcript of evidence, 26 November 2018,
p 3.
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ibid., pp 3–4.
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ibid., pp 3 and 4.
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Dr LYNCH: That is always the case—there are parental and caregiver
responsibilities in all things. But as I think I mentioned previously, there are few
substances, very few pills—there is a small list—that we are well aware of in
Poisons where one tablet can kill a toddler. They generally include some of the
cardiac medication and the potent opioids. There are very few solutions, as I said,
where one teaspoon will kill a toddler, and they include things such as
organophosphates. Normally, people do not bring concentrated organophosphate
solutions into their home. Normally, they are stored on farms and most people are
very responsible about the storage and usage and dilution of those and they do
not allow their children near them. My concern here is that these products of a
highly concentrated nicotine solution are available on the internet, people do
import them by whatever means, and they can be brought into the home. This
needs to be recognised—the potential risk if such solutions were brought into
homes.
Hon Rick MAZZA: That is one of my concerns. People who cannot access the
nicotine liquid in Australia are importing them, where it is unregulated by
Australian authorities. My thought is that if it was available in Australia, then there
would be those regulations in place so that there was not such a highly
concentrated nicotine liquid coming into the country.
Dr LYNCH: I take your point. I think that there needs to be—our Poisons centre
issue is with these highly concentrated solutions and how we do not want them to
find their way into homes. 215

3.87

3.88

The Committee notes:
•

the view that regulating e-liquids, particularly those containing concentrated liquid
nicotine, would reduce the risk of poisoning by accidental ingestion of the e-liquid

•

the suggestion that regulation should include the requirement for child-safe packaging
and minimum labelling requirements, such as an ingredients list and dosage information.

The Committee also notes that liquid nicotine for human therapeutic use (Schedule 4
nicotine) can technically be purchased, with a valid prescription, from Australian
pharmacies. 216 This form of liquid nicotine would be subject to Australian labelling, container,
storage and other requirements. 217 However, as stated earlier, evidence received by the
Committee suggests that for various reasons, Western Australian vapers are more likely to
access e-liquid containing nicotine from overseas online sources than an Australian
source. 218

215

Hon Rick Mazza MLC, Member, and Dr Ann-Maree Lynch, Head of Department, Poisons Information Centre,
Transcript of evidence, 26 November 2018, pp 4–5.

216

See paragraph 3.53.

217

Generally, a poison scheduled in the Poisons Standard (Cth) must not be stored, supplied or transported unless its
immediate container and label comply with Part 2 of the Poisons Standard (Cth): Medicines and Poisons Regulations
2016 reg 82. For example, Schedule 4 poisons for human use must be labelled ‘PRESCRIPTION ONLY MEDICINE’
and all scheduled poisons must be labelled ‘KEEP OUT OF REACH OF CHILDREN’: Poisons Standard (Cth) Part 2,
sections 1.3(1)(a) and (c). There are also alternate labelling requirements for dispensed medicines: Poisons
Standard (Cth) Part 2, section 1.5.6(1)(a) and Appendix L, Part 1.

218

See paragraphs 3.54–3.55 and Findings 8–10.
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FINDING 12
With the exception of liquid nicotine for human therapeutic use (Schedule 4 nicotine) which has
been compounded by, and purchased from, a pharmacy in Australia, the e-liquids currently
available to Western Australian vapers may not be required to be packaged or labelled safely.
FINDING 13
The relevant Acts should be reviewed to examine the regulation of e-liquids, particularly those
containing nicotine, including the imposition of child-safe packaging and labelling requirements.
Risk from exploding batteries in e-cigarette devices
3.89

According to Injury Matters, most e-cigarettes are of the rechargeable variety, relying on
lithium-ion batteries to store electricity. When these types of e-cigarettes are left in extreme
temperatures, overcharged or poorly made, they have been known to explode and cause
injuries of varying severity. 219

3.90

There is evidence from around the world of e-cigarettes exploding in trouser pockets, in
vapers’ mouths and hands, while the device was being modified, and during motor vehicle
accidents. Injury Matters is of the opinion that most of the incidents result from vapers’
carelessness:
In short, end users are the most common reasons why e-cigarettes and other
lithium-ion battery products become unsafe. Throwing devices, getting them wet,
charging them with the wrong charger, and leaving them to bake in the sun have
all found to be the cause of overheating.
Better made devices will contain safety features (which include protection from
overheating, overcharging, being discharged too much, and protection from shortcircuiting and being recharged using the wrong charger) that work to prevent
damaged devices from becoming unsafe. 220

3.91

While The Eros Association considers that the danger of exploding e-cigarette devices is
minimal:
Australian consumers have a right to be protected from dangerous products.
Implementing basic manufacturing and testing standards for personal vaporisers
would help ensure the market is standardised for safety. 221

FINDING 14
The relevant Acts should be reviewed to determine whether the safety standards of e-cigarette
devices could be improved by regulation.

Potential health risks—is it safe to inhale vapour from e-liquid?
3.92

As discussed in paragraphs 3.8–3.13, e-liquids contain a wide range of substances at varying
concentrations and there is very little to guarantee the accuracy of any ingredients listed on
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Injury Matters, Answer to question on notice 2 asked at hearing held 23 November 2018, dated 11 December
2018, p 2.

220

ibid.
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Submission 72 from The Eros Association, 5 October 2018, p 4.
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their labels. There is also the potential for e-cigarette vapour to adversely affect the health of
bystanders by way of passive exposure:
A 2016 study[ 222] found that the most common symptoms reported by those
passively exposed to e-cigarettes included respiratory difficulties, eye irritation,
headache, nausea and sore throat or throat irritation. 223

3.93

Despite this, there is a general view that e-cigarettes are likely to be less harmful than
combustible cigarettes because they expose users and bystanders to fewer toxic chemicals.
While this may be true, the National Health and Medical Research Council (NHMRC)
considers that there is insufficient evidence to determine the health risks of e-cigarettes
when compared to that of combustible cigarettes:
Although a 2014 study reported that e-cigarettes are 95% less harmful than
tobacco cigarettes,[ 224] this finding was based on opinion rather than empirical
evidence, and concerns have been raised about potential conflicts of interest.[ 225]
The World Health Organisation has stated that “no specific figure about how much
‘safer’ the use of these products is compared to smoking can be given any
scientific credibility at this time.” 226

3.94

The Committee notes that the 2014 study which has been criticised, particularly its statement
that e-cigarettes are 95 per cent less harmful than combustible cigarettes, was often cited by
submitters in support of e-cigarettes. 227 The School of Public Health, Curtin University
commented that:
Unfortunately, this figure of 95% has been restated and used to support
arguments in favour of ENDS [electronic nicotine delivery systems]. 228

222

The quoted statement references the following journal article: EL Durmowicz, SF Rudy and IL Chen, ‘Electronic
cigarettes: analysis of FDA adverse experience reports in non users’, Tobacco Control, 2016, vol. 25, issue no. 2,
p 242.
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Australian Government, National Health and Medical Research Council, NHMRC CEO statement: electronic
cigarettes (e-cigarettes), 3 April 2017, p 2.

224

The quoted statement references the 2014 study as DJ Nutt, LD Phillips, D Balfour, HV Curran, M Dockrell, J Foulds,
K Fagerstrom, K Letlape, A Milton, R Polosa, J Ramsey and D Sweanor, ‘Estimating the Harms of NicotineContaining Products Using the MCDA Approach’, European Addiction Research, 2014, vol. 20, issue no. 5, pp 218–
25. Public Health England updated its review of e-cigarette evidence in 2018 and maintains the view that ecigarettes are 95 per cent less harmful than combustible cigarettes: Public Health England, Evidence review of ecigarettes and heated tobacco products 2018. A report commissioned by Public Health England, report prepared by
A McNeill, LS Brose, R Calder, L Bauld and D Robson, London, February 2018, p 20.
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The quoted statement references the following journal articles raising concerns about the 2014 study: The Lancet,
‘Public Health England’s evidence-based confusion’, The Lancet, 2015, vol. 386, p 829 and M McKee and
S Capewell, ‘Evidence about electronic cigarettes: foundation built on rock or sand?’, BMJ, 2015, vol. 351.
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cigarettes (e-cigarettes), 3 April 2017, p 2.
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Association, 4 October 2018; Submission 54 from Shahin Enterprises, 4 October 2018; Submission 58 from Fontem
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5 October 2018; Submission 80 from Australian Taxpayers’ Alliance, 5 October 2018; Submission 98 from Liberal
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3.95

The Australian Medical Association was similarly critical of the 2014 study and the 2015 use
of that study by Public Health England. It preferred that a precautionary approach be applied
to e-cigarette products. 229

3.96

However, since the 2015 report, Public Health England has commissioned a series of
independent evidence reviews. A Public Health England evidence review published in 2018
reinforced their previous finding that:
Vaping poses only a small fraction of the risks of smoking and switching
completely from smoking to vaping conveys substantial health benefits over
continued smoking. Based on current knowledge, stating that vaping is at least
95% less harmful than smoking remains a good way to communicate the large
difference in relative risk unambiguously so that more smokers are encouraged to
make the switch from smoking to vaping. It should be noted that this does not
mean e-cigarettes are safe. 230

3.97

The New Zealand Government has also taken the view that vaping, while not harm-free, is
less harmful than smoking combustible cigarettes. 231

3.98

At the time of writing this report, the NHMRC was funding 13 grants for research into the:

3.99

•

efficacy of e-cigarettes for smoking cessation, including amongst disadvantaged and
vulnerable populations

•

health effects of e-cigarettes

•

uptake of e-cigarettes in children and adolescents

•

potential impact of e-cigarettes on smoking uptake

•

effect of new media platforms on e-cigarette promotion and consumer behaviour. 232

Refer to paragraphs 3.125–3.133 for recent developments in the United States.

FINDING 15
The inhalation of e-cigarette vapour is not without risk. However, the magnitude of that risk, and
how it compares to the risks associated with inhaling smoke from combustible cigarettes, is
currently contested.

Classification of e-cigarettes as consumer and/or therapeutic products
3.100

E-cigarettes are sometimes marketed as an option to assist people in quitting smoking or as
a tobacco replacement. These types of claims could be interpreted as an attempt to portray
e-cigarettes as a therapeutic good rather than a general consumer product.

3.101

The TGA is the national regulatory body that has responsibility for assessing and monitoring
therapeutic goods in Australia. Part of the TGA’s role is to assess products or services that
make therapeutic claims, which means that the product claims to:
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Submission 75 from Australian Medical Association, 5 October 2018, p 4.
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Public Health England, Evidence review of e-cigarettes and heated tobacco products 2018. A report commissioned by
Public Health England, report prepared by A McNeill, LS Brose, R Calder, L Bauld and D Robson, London, February
2018, p 20.
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New Zealand Government. See: https://vapingfacts.health.nz/vaping-vs-smoking/. Viewed 24 March 2020. Refer to
paragraphs 3.61-3.67 for a discussion of New Zealand’s approach to regulating e-cigarettes.
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Australian Government, National Health and Medical Research Council. See: https://www.nhmrc.gov.au/healthadvice/all-topics/electronic-cigarettes. Viewed 10 March 2020.
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•

prevent, diagnose, cure or alleviate a disease, ailment, defect or injury

•

influence, inhibit or modify a physiological process

•

test the susceptibility of persons to a disease or ailment

•

influence, control or prevent conception

•

test for pregnancy. 233

The McKell Institute 234 has observed that, internationally, e-cigarette devices and e-liquids
containing nicotine are classified as general consumer, therapeutic or tobacco products. 235
The institute considers that the ideal approach would be to treat e-cigarette products as
both consumer and therapeutic goods, with an emphasis on regulation as a consumer good.
At the very least, they should be treated differently from smoking because:
Vaping products do not contain tobacco and do not combust or generate smoke.
Although they are not risk-free, they carry only a small fraction of the risk of
combustible tobacco products.[ 236] Classification of vaping devices as tobacco
products would lead to stringent regulation and send a misleading message to
smokers that vaping is just as harmful as smoking. 237

3.103

The institute recommended that e-cigarette products be regulated primarily as consumer
goods. Therapeutic regulation should only be imposed if the manufacturer wished to make a
therapeutic claim about its product:
•

Consumer products
Vaping products are essentially consumer goods designed to compete with
and replace an existing, far more harmful, consumer product. As such, they
can be effectively managed under existing consumer law which would
regulate quality and safety, advertising, display, sales to minors and
restrictions on use.

•

Therapeutic goods
Manufacturers who wish to make therapeutic claims can apply to the
medicines regulator, the Therapeutic Goods Administration (TGA), for
approval as therapeutic products. This process would require higher
standards of quality and testing and would enable these products to be
available on prescription by medical practitioners. TGA approval involves a
costly and onerous application process and is not feasible for any but the
very largest manufacturers, particularly tobacco companies. TGA regulation
would also reduce innovation as every application would involve substantial
expense and delays to market. In this fast-evolving field, devices are being
rapidly replaced by newer models. At present, no product in any country

233

Australian Government, Department of Health, Therapeutic Goods Administration, What are ‘therapeutic goods’?,
See: https://www.tga.gov.au/node/3970. Viewed 14 June 2019.

234

The institute describes itself as ‘a progressive research institute dedicated to providing practical and innovative
solutions to contemporary policy challenges.’ The McKell Institute, About The McKell Institute. See:
https://mckellinstitute.org.au/about/about-the-mckell-institute/. Viewed 2 December 2019.
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For example, see Table 4 on page 39.
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As to the level of risk posed by inhaling e-liquid vapours, see paragraphs 3.92–3.99.
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March 2019, p 27. See: https://mckellinstitute.org.au/app/uploads/McKell-Institute-Vaping-in-Australia-1.pdf.
Viewed 26 November 2019.
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has been approved by a national regulator and subsequently come to
market. 238

3.104

The Department of Health is not convinced about the effectiveness of e-cigarettes as a
smoking-cessation aid:
Dr ROBERTSON: The evidence that even as a cessation device that it is any more
effective [than TGA-approved smoking-cessation aids] is very limited. Apart from
that paper that was in the New England Journal of Medicine, there are a number of
other papers that suggest that that is not the case. The evidence is still not in that
it is even effective and there is certain evidence that suggests that other modalities
like Nicorette gum, sublingual spray, patches are more effective.
The CHAIR: It is certainly true that for every study we see that says vaping is less
harmful or is an effective quitting aid, there is probably another study that
counters those claims. If we are looking at the balance of evidence, and we have
got studies that go both ways on this issue, how many studies do we need, I
suppose, to build a consensus on this? At what point do we say, “Okay, Queen
Mary University of London is not a puppet of big tobacco and their study has merit
and we can accept their findings and build some policy around that”?
Dr ROBERTSON: With any evidence base you need to have a range of studies and
they have to be of sufficient quality before we should be able to make a definitive
decision. But we are, again, not talking about introducing a new tablet that is
being used to treat a particular condition; we are talking about introducing
something more broadly into the community that we know is likely to cause harm
to a broader community. We know that the tobacco companies have deliberately
targeted the young and the youth in other countries with massive uptake of these
products and then onward gateway effects. Along with that, we have seen massive
increases in that population also taking up smoking, in the US particularly. Why
would we introduce a product to deal with a perceived minor issue [people
wishing to use e-cigarettes as a smoking-cessation aid] when there are plenty of
other alternatives to help people come off cigarettes? 239

3.105

Similarly, the NHMRC’s position is that, currently, there is insufficient evidence to conclude
whether e-cigarettes can assist smokers to quit:
Experts disagree about whether e-cigarettes may help smokers to quit, or whether
they will become ‘dual users’ of both e-cigarettes and tobacco cigarettes. …
Although a 2016 systematic review conducted by the Cochrane Collaboration [ 240]
found some evidence that e-cigarettes with nicotine may assist smokers to quit,
the review authors had a low level of confidence in this finding, due to the small
volume of evidence. The review also reported results from one study comparing ecigarettes with nicotine replacement therapy, which found that both methods
resulted in similar rates of smoking cessation at 6 months follow-up. However, the
reviewers noted that more research is required to enable confidence in these
estimates and that further research is likely to change the estimate of effect. 241
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Hon Aaron Stonehouse MLC, Chair, and Dr Andrew Robertson, Assistant Director, Public and Aboriginal Health
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3.106

The TGA, Australian Medical Association, Cancer Australia, Cancer Council Australia, National
Heart Foundation of Australia and Thoracic Society of Australia and New Zealand support the
NHMRC’s position. 242

3.107

Similarly, in 2018, the Commonwealth Scientific and Industrial Research Organisation made
the following conclusions, amongst others, after reviewing the available evidence on ecigarettes:
In many countries where appropriate evidence is available, it appears that ecigarette use occurs with cigarette use. However the evidence is consistent in
suggesting that use of e-cigarettes by non-smoking youth predicts future
smoking. While many smokers and former smokers state a preference for ecigarettes as a smoking cessation method, the effectiveness of this method
compared with other smoking cessation methods is not known.
…
when e-cigarettes are used by smokers instead of conventional cigarettes there is
evidence for improvement in individual health. However, use of e-cigarettes may
also introduce independent health risks, and ‘dual use’ (using both e-cigarettes
and conventional cigarettes) is popular.
…
It is a critical research question to determine the effectiveness of e-cigarettes
compared to other smoking cessation methods among Australian smokers
generally, and also among specific groups with a high smoking rate. The rate at
which young people and adults in Australia start smoking as a result of using ecigarettes should be assessed and monitored to fill a research gap. On present
evidence, it is not possible to determine whether less restrictive access to ecigarettes would reduce rates of smoking in Australia. 243

3.108

However, the Committee has heard that e-cigarette manufacturers claim that e-cigarettes
can help smokers of combustible cigarettes quit smoking:
From the UK to Canada, New Zealand and Japan, like-minded countries have
embraced smoke-free products as a way to get smokers off cigarettes and switch
to alternatives that are scientifically substantiated as a better option than
continuing to smoke cigarettes … it is clear that with the right regulatory and fiscal
framework and appropriate knowledge sharing, smokers who would otherwise
continue to smoke will embrace smoke-free products as a way to give up
cigarettes. 244

3.109

British American Tobacco Australia (BATA) advised the Committee in careful terms that it
views e-cigarettes as being ‘a potentially safer alternative to smoking’ for Australian smokers
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Australian Government, Department of Health, Therapeutic Goods Administration, Electronic cigarettes, 25 October
2019. See: https://www.tga.gov.au/community-qa/electronic-cigarettes. Viewed 3 December 2019, and
Dr M Gannon, President, Australian Medical Association, Dr H Zorbas, Chief Executive Officer, Cancer Australia,
Professor S Aranda, Chief Executive Officer, Cancer Council Australia, Dr J Johns AM, National President, National
Heart Foundation of Australia, and T Buchanan, Chief Executive Officer, Thoracic Society of Australia and New
Zealand, Statement on e-cigarettes in Australia, February 2018. See:
https://canceraustralia.gov.au/sites/default/files/statement_on_ecigarettes_february_2018_0.pdf#_ga=2.158968761.2065463224.1538653161-374889567.1530604221. Viewed
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but that risk reduction products do not amount to therapeutic goods. 245 The BATA website
also states that:
If we are successful in developing and bringing to market a large range of
products that meet the needs of adult smokers seeking potentially less risky
alternatives to cigarettes, this will help to meet the objectives of a number of
leading public health professionals. 246

3.110

The Committee notes that this statement could amount to a therapeutic claim. 247According
to the TGA, however, no e-cigarette products have been submitted for assessment as a
therapeutic good and its position on e-cigarettes (specifically those that contain nicotine) is
that:
Products claiming to help people quit smoking are therapeutic goods.
The importation and supply (including sale) of therapeutic goods is illegal in
Australia unless authorised by the TGA.
Nicotine is classified by law as a dangerous poison. States and territories have
responsibility for regulating dangerous poisons. In all states and territories, the
retail sale of nicotine is an offence unless a permit has been issued by the relevant
state or territory authority. In some states and territories, obtaining, purchasing,
possession and/or using nicotine without a permit is an offence. In most
jurisdictions there are similar controls on manufacturing (including mixing),
storage, labelling and packaging and other aspects of dangerous poisons. For
details, contact the relevant state or territory health agency. These state and
territory laws have not been overridden by Commonwealth legislation.
Some states and territories have legislation prohibiting the marketing of products
that resemble tobacco products.
Electronic cigarettes have not been evaluated for quality, safety or performance by
the TGA. 248

3.111

The Committee held hearings with two major tobacco companies that also manufacture ecigarettes and queried why no e-cigarettes containing nicotine have been submitted to the
TGA for assessment as a therapeutic good. Philip Morris advised that it does not view its ecigarette products as being therapeutic in nature:
Dr FRANZON: … A therapeutic product, the way I used to develop those products,
has an indication … The studies we are doing, we are actually studying less harmful
products, potentially, in small groups that want to continue smoking. So this will
not generate a claim based on, for example, reduced exposure, reduced risk, but it
does not give me a therapeutic claim in the sense that there is something I can
actually put on a label and get approved—for example, smoking cessation.
Hon Dr Sally TALBOT: So you are not pursuing the avenue of it being a
therapeutic product?
Dr FRANZON: Not at this stage, no.
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Nicholas Booth, Head of Corporate and Government Affairs, British American Tobacco Australia, Transcript of
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Ms CHAN: Not at this stage, because we are really trying to compare to the effect
of continued smoking, and is it, in many countries, being regulated as a consumer
product. 249

3.112

The Committee notes that BATA referred to its e-cigarette products as ‘potentially reduced
risk products’ rather than therapeutic goods during its hearing. 250 During the same hearing,
BATA advised the Committee that:
Mr BOOTH: … As the law and the legal framework [for TGA assessment] exists at
the moment, it was created at a time when vaping products did not exist. They had
not been invented. We are looking at an old piece of regulation that will not fit this
technology. Where we look to comparable jurisdictions—the New Zealands, the
UKs, the Americas, the EUs of this world—these products are being regulated
under more of a consumer regulatory framework as opposed to therapeutic. I
guess, in a nutshell, the framework as it exists in Australia will have to catch up to
regulate these products.
…
Anyone can submit a product to the TGA, but if you took a product which was
being sold in the UK within a robust regulatory framework or the US or elsewhere
and tried to get it across the line in the current Australian framework, it would not
be approved.
Hon Dr Sally TALBOT: But there is nothing technically preventing you from
submitting the product to the TGA.
Mr BOOTH: Not at all.
Hon Dr Sally TALBOT: You are not suggesting it has to be legalised and regulated
before it goes to the TGA, are you?
Mr BOOTH: No. What I am saying is that the regulatory framework around these
products needs to be reviewed. The current framework was created before ecigarettes were even a twinkle in someone’s eye. It is not geared up to be able to
generate supportive regulation for them. … 251

3.113

This exchange between the Committee and BATA confirms that there is no legal impediment
to producers of e-cigarettes applying for therapeutic assessment by the TGA under the
current legislative regime (see also, paragraphs 3.56–3.57 regarding the re-scheduling of
drugs). The Committee notes, however, a reluctance to submit products to the TGA based on
a view that e-cigarettes should be regulated as consumer goods.

FINDING 16
There is no legal impediment to submitting e-cigarette products for Therapeutic Goods
Administration approval.
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E-cigarettes in New Zealand: a different approach
Smoking rates in New Zealand
3.114

New Zealand promotes itself as being ‘at the forefront of tobacco control internationally’, 252
with its smoking rates declining over time. The latest New Zealand Health Survey, conducted
in 2018-19, found that rates of smoking continued to decrease across most demographics:
•

14.2 per cent of adult New Zealanders smoked in 2018-19, down from 18.2 per cent in
2011-12

•

Māori adults have much higher rates of smoking: 34 per cent in 2018-19, a decrease
from 40.2 per cent in 2011-12

•

24.4 per cent of Pacific adults were current smokers—this has not changed since 201112. 253

3.115

The ‘Smokefree 2025’ public health campaign, launched in 2011, aims to reduce smoking
rates in New Zealand to a daily smoking prevalence of 10 per cent and to halve the Māori
and Pacific smoking rates from their 2011 levels by 2025. The Ministry of Health aims not to
ban smoking altogether, but to reduce smoking rates to minimal levels, ‘thereby making
New Zealand essentially a smokefree nation by 2025’. 254

3.116

Part of the campaign involves promoting e-cigarettes as:
a route out of smoking for New Zealand’s 550 000 daily smokers, without
providing a route into smoking for children and non-smokers. 255

Encouraging adult smokers to switch to e-cigarettes
3.117

New Zealand’s regulation of e-cigarettes was triggered by a recent District Court decision
that found that anti-smoking legislation actually permitted the importation and sale of ecigarettes and similar products. Prior to the District Court judgment, New Zealand took a
precautionary approach to e-cigarettes and the divergent views of tobacco control experts
on the efficacy of e-cigarettes was identified as an emerging issue back in 2014. 256

3.118

In 2017, the Ministry of Health prosecuted Philip Morris New Zealand for selling a heat-notburn tobacco product, ‘HEETS, designed to be used with its ‘IQOS’ units. The HEETS
component of the heat-not-burn system is a heated tobacco unit that includes a tobacco
plug, hollow acetate tube, various filters and outer papers. HEETS are inserted into the IQOS
holder and heated to 350 degrees Celsius to release the tobacco vapour, which is then
inhaled through the mouth. 257
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3.119

Philip Morris New Zealand was charged by the Ministry of Health for selling the HEETS
products in contravention of the ban on selling tobacco products in New Zealand legislation.
The Smoke-free Environments Act 1990 (NZ) contains a specifically-worded prohibition on
selling tobacco products that are used orally:
No person shall import for sale, sell, pack, or distribute any tobacco product
labelled or otherwise described as suitable for chewing, or for any other oral use
(other than smoking). 258

3.120

The District Court (Butler J) found that the words used in the statute should be interpreted so
as to limit the prohibition against selling tobacco products to only those that are used by
chewing (or a similar activity). 259

3.121

While the applicable legislation has not been amended, an effect of the 2018 decision has
been that the Ministry of Health in New Zealand now acknowledges vaping as an aid to
quitting smoking as part of its Smokefree 2025 vision:
The Ministry of Health encourages smokers who want to use vaping products to
quit smoking to seek the support of local stop smoking services. Local smoking
services provide smokers with the best chance of quitting successfully and must
support smokers who want to quit with the help of vaping products. 260

3.122

3.123

The New Zealand Government has adopted the following policy objectives to achieve its
Smokefree 2025 vision:
•

protecting children from exposure to tobacco marketing and promotion

•

reducing the supply of, and demand for, tobacco

•

providing the best possible support for quitting. 261

The New Zealand position on vaping is one that acknowledges the disruptive potential of ecigarettes, but that also clearly notes that e-cigarettes are not completely without risk:
Expert opinion is that vaping products are much less harmful than smoking
tobacco but not completely harmless. A range of toxicants have been found in
vapour including some cancer causing agents but, in general, at levels much lower
than found in cigarette smoke or at levels that are unlikely to cause harm. 262

3.124

‘Vaping Facts’ is a website jointly run by the New Zealand Ministry of Health and the Health
Promotion Agency, aimed at smokers seeking information on vaping and how to switch from
combustible cigarettes. 263 The website acknowledges that e-cigarettes may be a means for
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adult smokers to switch from combustible cigarettes and then, ultimately, to quitting
smoking altogether. The biggest risks of vaping are described as:
the unknown risks. Vaping hasn’t been around long enough to know the risks of
long-term use, but we do know it’s less harmful than smoking.
…
Scientists will not be certain for many years of any health risks associated with
vaping. The Ministry of Health has a role in continuing to monitor the risk.
We don’t know what is in all vaping e-liquids, as there are no safety standards in
New Zealand yet for vaping products. 264

Recent evidence linking e-cigarettes to severe lung illness
3.125

There is now growing international evidence of a possible association between the use of ecigarettes and lung disease. For example, by mid-September 2019, there had been:
•

six confirmed fatalities in the United States linked to vaping 265

•

380 confirmed and probable cases of lung illness in the United States linked to vaping
since July 2019. 266

3.126

By 20 November 2019, these numbers had risen to 47 deaths in 2290 cases. 267 As at
18 February 2020, there had been 68 confirmed deaths. 268

3.127

The patients presented with unexplained respiratory symptoms, such as coughs, shortness of
breath and chest pain. Some have also reported:

3.128

•

gastrointestinal symptoms (nausea, vomiting or diarrhoea)

•

non-specific symptoms (fatigue, fever or weight loss). 269

As noted in paragraphs 3.8–3.13, e-liquids can contain compounds that are already known to
be harmful to human health. While no single e-cigarette substance or product had initially
been associated consistently with illness, many affected patients had reported using
cannabinoids in their e-liquids. 270 Cannabinoids include tetrahydrocannabinol (THC), which is
the compound in marijuana which induces euphoria. 271 There were also reports of the
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presence of vitamin E acetate, a commonly available nutritional supplement that has oil-like
properties. 272 It is used as a diluent in THC-containing vaping products. 273
3.129

In late November 2019, the latest national and state findings in the United States suggested
that products containing THC, particularly those obtained off the street or from other
informal sources (for example, friends, family members and illicit dealers), were linked to
most of the cases and played a major role in the outbreak. 274 Vitamin E acetate has also been
linked strongly to the outbreak. However, the:
Evidence is not sufficient to rule out the contribution of other chemicals of
concern, including chemicals in either THC or non-THC products, in some of the
reported … [lung injury] … cases. 275

3.130

While the United States Food and Drug Administration and Centres for Disease Control and
Prevention continue their investigations, they have advised the public not to use e-cigarette
products which contain THC. 276 Since the outbreak, several American states have banned
flavoured e-cigarettes temporarily, while New York City and the State of Massachusetts have
imposed a permanent ban. 277 Cities such as San Francisco and Oakland, within the State of
California, had already introduced bans which took effect in 2017 and 2018, respectively. 278

3.131

In response to these events, the Chief Medical Officers around Australia issued a statement
that:
All Australian governments are united in maintaining a precautionary approach to
the marketing and use of e-cigarettes. There is growing evidence implicating ecigarettes in a range of harms to individual and population health. …
At a population level, there continues to be insufficient evidence to promote the
use of e-cigarettes for smoking cessation. Unlike any e-cigarette product, all
smoking cessation products lawfully available for sale in Australia have been
evaluated for safety and efficacy and have been registered with the Therapeutic
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Goods Administration (TGA). To date, the TGA has not approved any e-cigarette
product as a therapeutic good to help smokers quit. 279

3.132

In New Zealand’s response to the media reports about vaping-related harm, the government
maintained its position on vaping:
Recently there has been some media coverage of vaping causing harm, including
serious lung illness and deaths reported in the United States and elsewhere. The
Ministry of Health continues to monitor new research and developments. To-date,
there are no signs of similar concerns in New Zealand.
Vaping is not harmless, but it is much less harmful than smoking. Vapers who are
concerned about the safety of vaping should not return to smoking which is far
more harmful.
The Government is working to put legislation in place as quickly as possible to
ensure vaping products are accessible to those who need them while protecting
children and young people. A Bill to amend the Smoke-free Environments Act is
expected to come before Parliament by the end of the year. 280

3.133

Similarly, the United Kingdom distinguished the events in the United States from its own
situation:
We need to be clear about what this outbreak is and is not. It is not a problem
linked to long-term use of regulated nicotine vaping products. If it were, we would
expect to see a very different demographic profile affected, more typical of long
term vapers.
E-cigarettes containing nicotine are more tightly regulated in the UK than in the
US and our medicines regulator, the Medicines and Healthcare products
Regulatory Agency (MHRA) is responsible for overseeing the tobacco regulations.
The main chemicals under suspicion in the US such as THC and Vitamin E acetate
oil are not permitted in e-cigarettes in this country.
…
It’s also a similar situation across Europe, where there are similar restrictions on ecigarettes as in the UK – under the European Tobacco Products Directive. No
vaping related cases like in the US have been reported to the EMCDDA [European
Monitoring Centre for Drugs and Drug Addiction] by its EU Early Warning System
Network to date.
The illicit drugs market is global and it is possible that similar products to those in
the US are available in the UK, which is why we are warning of this new and serious
threat and continue to monitor carefully the situation in the UK. 281
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Committee’s conclusions on regulating e-cigarettes in Western Australia
3.134

The Committee recognises that there is a conflict in e-cigarette use between promoting the
benefits for smokers who want to quit and the risk of attracting young people to the habit.
The United States National Academy of Sciences concluded in 2018 that:
[Overall] … , the evidence suggests that while e-cigarettes might cause youth who
use them to transition to use of combustible tobacco products, they might also
increase adult cessation of combustible tobacco cigarettes. 282

3.135

The statement above demonstrates the complexity of trying to balance a purely
precautionary approach to e-cigarette regulation (that is, a complete ban on e-cigarettes)
with an approach which seeks to reduce the harm already being caused by combustible
cigarettes (that is, the acknowledgement that e-cigarette use may help people quit smoking).
That balance may be harder to achieve when the emerging evidence of vaping-related harm
is taken into account.

3.136

In the Committee’s view, the inconsistency and confusion created by the current regulatory
regime where consumers in Western Australia cannot purchase an e-cigarette device but can
purchase:
•

non-nicotine e-liquid
and

•

e-liquid containing nicotine with a prescription,

is unfortunate. The Committee is aware of evidence that some consumers go so far as to
assemble ‘homemade’ e-cigarettes from parts that they purchase separately.
3.137

The requirement for smokers who wish to switch to e-cigarettes containing nicotine to
obtain a medical prescription for liquid nicotine (both for personal importation and
pharmacist dispensing) is not well known. This lack of knowledge should be addressed.

3.138

Evidence of the harm caused by vaping is still emerging and the long-term effects of vaping
are still unknown. However, it is clear that e-cigarette use is associated with health and injury
risks.

FINDING 17
A lack of understanding about the current scheduling of nicotine and the banning of the sale of ecigarette devices in Western Australia has resulted in Western Australian vapers relying on an
overseas black market for liquid nicotine and e-cigarette devices, exposing them to greater risk.
FINDING 18
A number of overseas jurisdictions have adopted protocols which acknowledge that e-cigarettes
may be an effective way of assisting people to quit smoking.
FINDING 19
While vaping is often considered to be less harmful than combustible cigarettes, evidence of the
harm is still emerging and the long-term effects are still unknown. The Government should
continue the practice of dissuading non-smokers from taking up smoking and vaping.
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FINDING 20
There is some evidence that e-cigarettes can be a gateway to children becoming smokers of
combustible cigarettes and children should be dissuaded from taking up vaping.
3.139

The Committee, comprised of a majority, makes the following recommendation:

RECOMMENDATION 3
The Tobacco Products Control Act 2006 be amended to lift the prohibition on the sale of ecigarette devices and provide for regulation proportionate to the risk; for example, banning the
sale of e-cigarette devices to children.
3.140

Hons Dr Sally Talbot and Pierre Yang MLCs prefer the following alternative to
Recommendation 3:
The Government continue to take a precautionary approach to e-cigarettes,
actively monitor current research to ascertain whether there is evidence to
promote the use of e-cigarettes for smoking cessation, and lift prohibition on ecigarette devices only if such a move is indicated in that research.

3.141

The Committee, comprised of a majority, makes the following recommendation:

RECOMMENDATION 4
The Government formally request the Therapeutic Goods Administration to review the scheduling
of liquid nicotine.
3.142

Hons Dr Sally Talbot and Pierre Yang MLCs prefer the following alternative to
Recommendation 4:
If evidence emerges that e-cigarettes could be promoted for smoking cessation,
the Government take all necessary steps to ensure that the sale and availability of
e-cigarette products are brought into line with the smoking-cessation products
currently lawfully available for sale in Western Australia, including evaluation and
registration with the Therapeutic Goods Administration.

RECOMMENDATION 5
The Government investigate the safety and harm-reduction benefits of increasing awareness about
the legal requirement to obtain a medical prescription before importing e-liquid or e-cigarettes
containing nicotine under the Personal Importation Scheme.
RECOMMENDATION 6
The relevant Acts be reviewed to examine the regulation of e-liquids, particularly those containing
nicotine, including the imposition of child-safe packaging and labelling requirements.
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