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Dear Committee members

Re: Inquiry into the Use and Marketing of Electronic Cigarettes and Personal
Vaporisers in Australia

The Royal Australasian College of Physicians (RACP) welcomes the opportunity to
contribute to the Standing Committee’s Inquiry into the Use and Marketing of Electronic
Cigarettes and Personal Vaporisers in Australia.

The RACP represents medical specialists from across more than 33 medical specialties —
including public health, oncology, thoracic and respiratory medicine, cardiology, clinical
pharmacology and addiction medicine. The RACP’s aims are to educate, innovate and
advocate for excellence in health and medical care. We draw on the skills and expertise of
our members to develop policies that support the delivery of high quality health services and
promote a healthier society.

The RACP is currently developing a policy on electronic cigarettes®, articulating our position
on the emergence and rapidly increasing use of e-cigarettes and its potential impacts on
health.

This document is being developed through a process of rigorously reviewing the available
evidence and consulting widely with our expert Fellows. The document will shortly be
publicly released for consultation, and at that time, we will be happy to forward a copy to the
Committee for your consideration.

In recent years, the use of e-cigarettes both in Australia and globally has grown rapidly,
especially amongst young people. As a result, many countries are now implementing
measures to regulate their promotion, sale, supply and use. However, our review of the

! The term ‘e-cigarette’ in this submission refers to electronic devices designed to deliver aerosol from a heated liquid into a
person’s lungs.
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evidence has found that there are an insufficient number of studies and sometimes
contradictory findings. This, coupled with a rapidly evolving e-cigarette market, has resulted
in e-cigarette policy being fragmented, complex and often unclear. A range of opinions has
been promulgated with regard to their role in helping people quit or reduce smoking, their
direct effect on a person’s health, and their potential impact on the decades-long move
towards a tobacco-free society.

This submission focuses on addressing the first four terms of reference for this inquiry.

1. The use and marketing of E-cigarettes and personal vaporisers to assist people to
guit smoking

Presently, the evidence base is unable to support or refute the role e-cigarettes play in
smoking cessation. There is a limited number of studies, and the evidence that exists is
mixed on their effectiveness in helping smokers reduce or completely quit smoking.

A 2016 Cochrane systematic review with a meta-analysis of two randomised controlled trials
(RCTs) found that, compared with non-nicotine e-cigarettes, the use of nicotine-containing e-
cigarettes is more likely to achieve six months’ continuous abstinence from cigarette _
smoking. The quality of this evidence was graded as low due to the limited number of trials'.
However a meta-analysis of 20 studies (mostly non-randomised cohort studies), where the
use of e-cigarettes was found to reduce the likelihood of smokers quitting by 28 per cent,
compared with smokers who didn’t use them, regardless of interest in smoking cessation".

A longitudinal study in the UK reported a weak association between the use of e-cigarettes
and smoking cessation, though their use was found to increase attempts to quit smoking and
to reduce the number of cigarettes smoked per day". Another longitudinal study in the US
reported little difference in smoking cessation rates between short-term e-cigarette users
and non-users, however long-term use of e-cigarettes resulted in a higher smoking
cessation rate".Furthermore, a review found that some prospective studies reported no
change or negative correlations between the use of e-cigarettes and smoking cessation".

With regard to the efficacy of e-cigarettes compared with nicotine replacement therapy
(NRT), some studies have reported that for smokers seeking to quit, nicotine-containing e-
cigarettes can improve abstinence from tobacco” " " . A review reported that both RCTs
and population-based studies with more precise evaluations of how e-cigarettes were used
(e.g. duration and for cessation purpose) suggesting that e-cigarettes are as effective as
NRT in assisting smokers to quit or to reduce their tobacco cigarette consumption”.

The paucity of clear findings on the long-term use and efficacy of e-cigarettes as an aid to
quitting smoking leaves this a contested issue and signals the urgent need for more
independent and thorough studies.

To date, no e-cigarette device has been approved by the Therapeutic Goods Administration
(TGA) for use to aid smoking cessation. No such claims should be allowed without this TGA
approval.

The RACP shares concerns voiced by other groups, for example the Australian Medical
Association (AMA)*, Public Health Association Australia (PHAA)™ , Cancer Council and the
National Heart Foundation™, that the approaches being taken to advertise e-cigarettes have
the potential to restore the social norms around smoking and undermine or even reverse the
decades-long work to remove any positive associations with smoking. These techniques
include a focus on youth and a strong use of role-models.
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Below is an example of an image used on the Vapor Kings website
(https://www.vaporkings.com.au/) accessed 28 June 2017.
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There is evidence showing the positive association between exposures to e-cigarettes
marketing and increased likelihood of current and future use of e-cigarettes among young
people™. The marketing of e-cigarettes that has the effect of promoting smoking should not
be allowed. It is worth noting that a number of global tobacco companies, such as British
American Tobacco, Imperial Tobacco, and Reynolds American Inc., have now either
established or acquired e-cigarettes as part of their product line.

Stopping smoking completely is the most effective approach to reducing mortality and
morbidity from tobacco-related disease. As a medical body, the advice we provide to our
members regarding the use of e-cigarettes is that physicians should be aware that the
current evidence base for the role of e-cigarette in smoking cessation is both limited and at
times conflicting. Careful clinical judgement should be applied in giving advice to their
patients. If pharmacotherapy is required to assist smokers to quit smoking, nicotine
replacement therapy (NRT) should be used as first line treatment; NRT has been proven to
be safe and effective for increasing abstinence rates.

2. The health impacts of the use of E-cigarettes and personal vaporisers

The health impacts of the use of e-cigarettes, and in particular their long term health effects,
are currently unclear due to the limited number of studies undertaken in this area to date.
The RACP acknowledges that when compared with traditional tobacco cigarettes, e-
cigarettes do not contain as many unsafe chemicals and therefore may not be as harmful.
However, this does not mean that they are completely harmless or risk-free. A Food and
Drug Administration (FDA) review identified various known human carcinogens and toxins in
e-cigarette aerosols, cartridge, and refill liquids, many of which are known to have adverse
health effects™. A study in 2016 suggested that nicotine-containing e-cigarettes are linked to

XVi

an elevated risk of aortic stiffness and increased blood pressure in young smokers™.

In terms of population-level health impacts, a longitudinal study of 5 cohorts of Southern
Californian adolescents attaining 12th grade in 1995, 1998, 2001, 2004, and 2014 suggests
that e-cigarettes are also being taken up by adolescents who would not otherwise have
initiated using tobacco products™. Another longitudinal non-randomised study in the US has
shown that high school students who had used e-cigarettes were more likely to report
initiation of tobacco smoking over the next year than non-users™". In addition to individual-
level health impacts, research into population-level health impacts must also be given due
consideration, as at this stage, we are unclear about whether e-cigarettes will renormalise
smoking or recruit new tobacco smokers to nicotine addiction.

To date, there is little conclusive evidence available about the product safety and quality of

e-cigarettes. The flavoring chemicals used are a particular concern. At present there is no
evidence that the large number and wide-ranging additives in e-cigarettes are safe when
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heated, vapourised and repeatedly inhaled deep into the lungs. Moreover, concentrations of
their components — both nicotine and non-nicotine elements — often vary within and between
brands, and it has been found that some do not clearly or accurately state the ingredients
and their concentrations, whilst a number of e-cigarette devices have reportedly leaked
nicotine and some have exploded ™,

In light of these findings, the RACP is concerned that there is a lack of attention to the
guality control processes used to manufacture these products and their labelling
requirements. Henceforth, we recommend the following measures be put in place to mitigate
the risks:

e [E-cigarette products should be manufactured to appropriate quality and safety
standards and be subject to consumer law. All e-cigarettes and e-liquids should
provide evidence that national Good Manufacturing Practice (GMP) policies have
been followed and are safe for use for consumers.

¢ Governments should fund high quality evidence based research into e-cigarettes, in
particular the short- and long-term health effects of e-cigarettes; overall impact on
population health; and the safety of inhaling flavouring chemicals.

e Packaging and labelling requirements should be implemented, including:

- Disclosure of all ingredients and their concentrations in e-liquids

- Child-proof packaging standards to prevent accidental poisonings
- Packaging rules to reduce the appeal of e-cigarettes to youth

- Health warning labels

All levels of government should cooperate to improve data collection on e-cigarette sales
and use, together with the prevalence and characteristics of e-cigarette users by age groups
and smoking status, to accurately estimate the population and group-specific effects.

3. International approaches to legislating and regulating the use of E-cigarettes and
personal vaporisers

Given the unknown health impacts of e-cigarettes and their increasing use of, some
countries have introduced new regulatory mechanisms or amended existing tobacco control
and associated legislation (e.g. smoke-free laws) to manage their sale, supply, use,
promotion, and packaging.

3.1 New Zealand®
As of April 2017, the New Zealand Government has in principle made a decision to
amend the Smoke-free Environments Act 1990 (SFEA) to legalise the sale and supply of
nicotine containing e-cigarettes as consumer products by mid-2018. However, the sale of
e-cigarette products with/without nicotine is prohibited to people under 18 years and from
the vending machines in R18 settings. In terms of promotion and advertising, only point-
of-sale display for all retailers and in store display is permitted. Individual businesses and
local authorities are allowed to extend its smoke-free workplace policy to the use of e-
cigarettes. E-cigarettes with a therapeutic claim, irrespective of whether they contain
nicotine or not, will continue to be classified as medicines; their sale requires
authorisation by MedSafe.
United States™***
As of August 2016, the FDA extended its oversight to all tobacco products, including all
electronic nicotine delivery systems. This means e-cigarettes with nicotine are regulated
in the same way as traditional tobacco products, including their manufacture, import,
packaging, labelling, advertising, promotion, sale, and supply. All electronic nicotine
delivery systems have to undergo the FDA's review and evaluation, including their
ingredients, product features, health risks and their attractiveness to minors and non-
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users. The regulations also prohibit the sale of nicotine containing e-cigarettes to minors
in person or online, require health warnings on product packages and in advertisements,
and ban their sale in vending machines.

Non-nicotine e-cigarette laws vary from state to state. E-cigarettes that are marketed for
therapeutic purposes continue to be regulated by the FDA Center for Drug Evaluation
and Research.

3.2 United Kingdom®¥
Under new 2016 regulations, e-cigarettes are regulated either under the revised EU
Tobacco Products Directive (TPD) as tobacco products or, if they are making a
therapeutic claim, under the UK’s Medicines and Healthcare Products Regulatory
Agency (MHRA) as medicines. The revised TPD requires that all e-cigarette products
sold fully meet the standards stipulated in the Tobacco and Related Products
Regulations 2016 to ensure minimum standards for the safety and quality of all e-
cigarettes and prevent youth initiation.

3.3 Canada™**
Under the Canadian Food and Drugs Act, nicotine-containing e-cigarettes, with or
without a therapeutic claim, are regulated as medicines. Authorisation is required prior to
their importation, advertisement or sale in Canada. Non-nicotine e-cigarettes that do not
make health claims are unregulated.

4. The appropriate regulatory framework for E-cigarettes and personal vaporisers in
Australia.

Most Australian state and territory governments have examined potential policy options to
regulating e-cigarettes. As a result, most state and territories have already or will soon
institute laws to regulate their sale, supply, use and promotion, with a particular focus on
limiting their access and use by young people?. However, these regulations are not
consistent across states and territories. The RACP is of the view that developing a national
e-cigarette policy framework is crucial. It will not only allow for a clear set of shared
objectives to be set, but also support consistency and coherence in implementing effective
policy measures across Australia for the benefits of all Australians regardless of where they
live and how they travel across state borders.

In designing such a national framework, it is essential that the Australian Government
ensures it is compatible with tobacco control policies articulated in the World Health
Organization (WHO) mPOWER strategy® and in the WHO Framework Convention on
Tobacco Control (FCTC); that it is based on the highest quality evidence available, and that
it strikes an appropriate balance between potential risks and benefits. The current approach
to nicotine regulation should continue and be closely monitored with regard to its use in e-
liquids on the grounds that nicotine is classified as a poison in Australia and is highly
addictive. Additionally, we recommend the following measures be considered by the
Australian Government:

e All states and territories that haven't introduced laws specifically governing e-
cigarettes should be encouraged to impose some regulation to control their sale,
display, advertising and promotion.

e The use of e-cigarette, with or without nicotine, should be banned in all areas that are
designated to be smoke-free, to protect non-users from potential harms due to
exposure to secondhand e-cigarette aerosol.

2 Please refer to Section 4.1.2 of the draft policy for more detailed information on state and territory regulation

® MPOWER is a policy package introduced by the WHO Framework Convention on Tobacco Control (FCTC) to help the
country-level implementation of effective interventions to reduce the demand for tobacco. Claire comment: Add reference
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e E-cigarettes with or without nicotine should be subject to Australia’s excise tax, at a
lower rate than that of tobacco cigarettes to discourage any e-cigarettes users
switching to tobacco cigarettes”.

It is clear that the current evidence base is insufficient to properly ascertain the role of e-
cigarettes and their potential impact on public health. Building the evidence base is key to
informing ongoing improvement of tobacco control and e-cigarette policy. The RACP calls
upon the Government to commission and/or provide funding for high quality research into e-
cigarettes, particularly randomised clinical trials and population-level studies that are
independent of vested interests. The RACP is committed to contributing to the development
of health policies that help lead Australia to a healthier future, and looks forward to future
consultation opportunities on this matter of significant interest and relevance to our
members.

Should you require any further information regarding this response, please contact-

Yours sincerely

Dr Catherine Yelland PSM
President RACP
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