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Executive Summary
1. The EU Tobacco Products Directive’s failure to regulate according to risk has led to
major shortcomings. Brexit offers the UK an opportunity to put a coherent risk-based
policy in place.
2. Vaping is displacing smoking in countries where vaping remains accessible and
affordable.
3. Randomised control trials and population level data from national surveys across
Europe show that vaping is effective for smoking cessation.
4. Vaping does not lead to youth smoking: population level data across Europe shows a
continued decline in smoking rates across all age groups.
5. The European experience shows that accessibility of vaping products is crucial to
vaping's success at leading smokers away from smoking. The prescription model
currently under consideration in Australia would severely restrict access and its adoption
would keep Australia smoking.

European Tobacco Harm Reduction Advocates
European Tobacco Harm Reduction Advocates (ETHRA) is a group of 22 consumer
associations in 16 European countries, representing approximately 27 million1 consumers
across Europe and supported by scientific experts in the field of tobacco control or
nicotine research. We are mostly ex-smokers who have used safer nicotine products,
such as vapes and snus, to quit smoking and to remain smoke free.
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ETHRA is not funded by the tobacco or vaping industry, in fact we are not funded at all as
our grouping is a voice for our partners who arrange their own revenue and who give their
time to ETHRA for free. Our mission is to give consumers of safer nicotine products a voice
and to ensure that the full harm reduction potential of safer nicotine products is not hindered
by inappropriate regulation. ETHRA is listed in the EU Transparency Register at:
354946837243-73.

Our knowledge of the tobacco harm reduction landscape in Europe together with our own
personal experiences as ex-smokers who have used safer nicotine products to quit, qualify
us to comment here.

Select Committee on Tobacco Harm Reduction terms of reference
We respond to four of the areas specified by the Committee:

1. The treatment of nicotine vaping products (electronic cigarettes and smokeless
tobacco) in developed countries similar to Australia (such as the United Kingdom,
New Zealand, the European Union and United States), including but not limited to
legislative and regulatory frameworks
2. The impact nicotine vaping products have had on smoking rates in these countries,
and the aggregate population health impacts of these changes in nicotine
consumption;
3. The established evidence on the effectiveness of e-cigarettes as a smoking
cessation treatment;
4. The established evidence on the uptake of e-cigarettes amongst non- smokers and
the potential gateway effect onto traditional tobacco products;

1. The treatment of nicotine vaping products (electronic cigarettes and smokeless
tobacco) in developed countries similar to Australia (such as the United Kingdom,
New Zealand, the European Union and United States), including but not limited to
legislative and regulatory frameworks
The Tobacco Products Directive (TPD) i regulates the manufacture, sale and presentation of
most safer nicotine products, as well as combustible tobacco products, across the EU.
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The TPD is the most comprehensive regulatory framework worldwide and is also the only
regional framework. The TPD regulates vaping and heated tobacco products but bans the
sale of snus, except for in Sweden.

For us consumers, living with the TPD is a mixed bag. A substantial benefit is that the
inclusion of vaping products in the directive prevents EU member states from banning the
products. However, the TPD has many limitations, at the root of which is its failure to
distinguish between combustion and non-combustion.

Combustible cigarettes are harmful to health because smoking involves the inhalation of
burned matter. Safer nicotine products do not involve combustion and so are far less risky
to health. Products should therefore be regulated according to whether they are combustible
or not, as combustion is where most of the harm lies. The TPD places both the dangerous
and the far safer products in the same directive and applies similar regulations to both. The
TPD therefore draws a distinction between nicotine and non-nicotine containing products, a
distinction which is meaningless in terms of health.

Consequently, some of the TPD restrictions for safer products are excessive in relation to
their risk, and deter smokers from adopting the less harmful products. Nicotine
concentration in e-liquids is capped at 20mg/ml, a level too low for many smokers. Refill
container and tank volumes are too small, which is inconvenient for consumers and leads to
high levels of plastic waste. The TPD mandated health warnings massively overstate the
risks of using the products and put people off from switching. The excessive advertising
restrictions prevent smokers from learning about these novel products or the benefits of
switching.

Another failure of the TPD is that it allows member states the freedom to apply more
restrictive regulations. An example of this “gold plating” is online sale bans, adopted by
some member states. During the COVID-19 lockdowns in Belgium and Finland the online
sales bans meant that consumers could not purchase vaping products, yet cigarettes
remained widely available. We are very concerned that ex-smokers in Belgium and Finland
will have been forced to return to smoking.

The TPD’s biggest failing is its ban on the sale of the oral tobacco product snus. Snus has
played a key role in reducing smoking rates in Sweden to <5% ii, with huge benefits to public
health. Using snus is far less risky to health than smoking, yet the TPD denies smokers
access to it.
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The UK has been the most successful at making the most of the public health opportunities
offered by vaping products while operating within the constraints of the TPD. The UK’s
National Health Service promotes vaping as a means to try stopping smoking and
advertisements for the government’s annual Stoptober campaign regularly feature middleaged people vaping. The UK has a ban on sales to under 18’s – remarkably, not all of the
EU member states do. Data on youth smoking and vaping is regularly collected and show
that vaping uptake among non-smoking youth is negligible.

Brexit offers an opportunity for the UK to diverge from the TPD restrictions. ETHRA partner
New Nicotine Alliance UK recently wrote iii to the UK government to ask for revisions to the
UK’s tobacco and nicotine policy, “to promote both public health and personal and economic
wellbeing “. Below are NNA UK’s ten proposed reforms. We strongly recommend also
reading NNA’s “Briefing: post-Brexit reform of EU-derived tobacco and vaping regulation”
which sets out the case for the reforms and is part of the same document.

New Nicotine Alliance UK’s 10 reforms to UK tobacco and nicotine policy
1. Lift the ban on oral tobacco (snus) and properly regulate all smokeless tobacco
2. Raise the limit on nicotine concentration in vaping liquids to allow vaping products to
compete more effectively with cigarettes
3. Replace bans on advertising of vaping products on TV, radio, internet and in publications
with controls on themes and placement
4. Replace blanket bans on advertising of low-risk tobacco products with controls on themes
and placement
5. Replace excessive and inappropriate warnings on vaping products with risk
communications that encourage smokers to try switching
6. Replace excessive and inappropriate warnings on non-combustible tobacco products
7. Allow and enable candid communication of relative risk to consumers
8. Adopt a fresh approach to pack inserts for both vaping products and cigarettes to
encourage switching to lower risk products
9. Remove wasteful restrictions on vaping product tank and e-liquid container size that have
no discernible purpose
10. Recognise and regulate novel oral nicotine products

(NNA UK letter re tobacco policy, 29 October 2020, page two)
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2. The impact nicotine vaping products have had on smoking rates in these countries,
and the aggregate population health impacts of these changes in nicotine
consumption;
Vaping is displacing smoking in individual countries where vaping remains accessible and
affordable, and we discuss France, Ireland and the UK below.
The most directly applicable study for the EU region draws on the EU’s Eurobarometer
survey.

iv v

An estimated 6.1 and 9.2 million EU citizens had quit and reduced smoking with the
use of ecigarettes respectively.
This relates to 2014 survey data, so we would expect far more by now.
France: In the French Baromètre de Santé public France vi vapers aged 18 to 75 have almost
all used tobacco, as current or former smokers. Between 2014 and 2017, the proportion of
daily smokers decreased among vapers (from 64.5% to 39.7%), while that of ex-smokers
increased (from 23.5% to 49.5%). The number of daily ex-smokers who quit smoking for
more than six months and who think that vaping helped them quit is estimated at around
700,000, since the availability of e-cigarettes on the French market.
Ireland: The Healthy Ireland Survey vii commissioned by HSE (public health) shows that the
smoking rate in 2015 and 2016 was 23%. This is about the time that vaping products were
becoming popular. From 2017 until last year smoking rates plummeted to 17%. The survey
shows that over those years 39% of successful quit attempts were made by people using ecigarettes. Vaping prevalence in Ireland was 3% in 2015 and rose to 5% last year.
UK: Public Health England’s 2020 review viii found that smoking among adults in England has
continued to decline over the past ten years and in 2019 was around 15%. The same review
found that:
“Vaping remains most common among smokers and former smokers, with less than 1% of
people who have never smoked currently vaping”,
and that:
“data from stop smoking services in England suggests that when a vaping product is used in
a quit attempt, either alone or with licensed medication, success rates are comparable to, if
not higher than, licensed medication alone.”
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(see 4.1, Vaping among adults, main findings)
ASH’s 2019 Use of e-cigarettes (vaporisers) among adults in Great Britain ix on the
association between quitting smoking and vaping:
“… the Smoking Toolkit Study (an ongoing series of monthly surveys of the adult
population of England) has shown a clear association between changes in population
rates of quitting smoking and prevalence of e-cigarette use after adjusting statistically
for a range of potential confounding factors. If the association is causal, e-cigarettes
were responsible for an estimated 69,930 additional ex-smokers in England in 2017.
Furthermore, recent evidence from a randomised controlled trial showed that vaping
was nearly twice as effective as NRT in helping smokers quit in a Stop Smoking
Service setting in England.” (see page 4)
Vaping and snus are far less harmful to health than smoking. Due to the long-term nature of
effects of smoking on health, positive health impacts from people displacing their smoking
with vaping will take a long time to establish. However, snus provides us with a natural
experiment. Snus has been in use for around two hundred years and reliable data has been
collected for the past twenty years. Swedish snus is far less risky to health than smoking
and there is clear evidence that snus not only lowers the smoking prevalence, but that this
translates to a lower burden of disease. The Global Burden of Disease Study x summarises
the health risks of snus as follows:
Based on available evidence, for chewing tobacco Risk Ratios were significantly
higher than one for oral cancer and oesophageal cancer, while for snus or snuff we
did not find sufficient evidence of a Risk Ratio greater than one for any health
outcome.”
This has been recognized in the USA where the FDA granted Swedish Snus the first ever
modified risk order in 2019 xi. The FDA states that:
“the modified risk products, as actually used by consumers, will significantly reduce
harm and the risk of tobacco-related disease to individual tobacco users and benefit
the health of the population as a whole.”
Given that vaping has consistently been found to carry only 5% of the risks of smoking xii, we
would expect a widespread uptake of vaping products to translate to a low disease burden.
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3. The established evidence on the effectiveness of e-cigarettes as a smoking
cessation treatment;
Randomised control trials and population level data from national surveys across Europe
show that vaping is effective for smoking cessation. The most recent Cochrane review xiii
concludes that e-cigarettes are 67% more effective than Nicotine Replacement Therapies
(Hartmann-Boyce et al., 2020). Two earlier randomised control trials, Hajek, et al (2019) xiv
and Walker et al (2020) xv also show that e-cigarettes are significantly more effective than
Nicotine Replacement Therapy (NRT).
In the case of Hajek et al, e-cigarettes were 83% more effective than NRT’s, and Walker et
al found e-cigarettes combined with NRT’s to be 2.5 times more effective than patches
alone.
Data from national surveys provide strong evidence that e-cigarettes have contributed to a
reduction in smoking prevalence:
The Health Ireland survey for 2019 xvi shows that smoking prevalence fell 6% in 3 years with
38% of successful quitters using e-cigarettes, compared to only 15% using pharmacological
products.
Santé Publique France found that more than 700,000 people have used e-cigarettes to stop
smoking in the long term in 2017 and that vaping is the most common method used to quit
smoking in France (Pasquereau et al., 2017) xvii.

4. The established evidence on the uptake of e-cigarettes amongst non- smokers and
the potential gateway effect onto traditional tobacco products;
The precept that vaping leads to smoking is very controversial, and Public Health England
has cautioned against using gateway terminology: “We strongly suggest that use of the
gateway terminology be abandoned until it is clear how the theory can be tested in this field.”
(McNeill et al., 2015, page 38) xviii.

If it did hold water – if vaping does lead to smoking - we would be seeing rises in youth
smoking rates by now. However, population level data from across Europe shows a
continued decline in smoking rates across all age groups.
Belgium: The 2018 Health Survey on the use of electronic cigarettes xix concludes that the
majority of youth (15 to 24 years old) experimentation does not seem to lead to regular use
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and that daily use is relatively low (0.6%). In the overall population, 90% of Belgian vapers
used to smoke cigarettes.
France: The OFDT monitoring of high school students shows that daily smoking dropped
from 23.2% in 2015 to 17.5% in 2018, while almost daily vaping reached 2.8% in 2018.
Using this data, a study examined specifically if vaping among adolescents is associated
with subsequent smoking initiation xx: “Among ever-smokers, adolescents who declared
having ever used e-cigarettes were less likely than those who did not to transition to daily
smoking at 17. We found similar results for those who experimented with e-cigarettes before
initiating smoking”, concluded the researchers.
Germany: The German Cancer Research Centre report (DKFZ, 2020) xxi found scant
evidence for a gateway effect at population level. “Even if numerous studies suggest a
connection between e-cigarette consumption and smoking, this has apparently only had little
and different effects at the population level”.
Ireland: Youth smoking in Ireland has fallen to 5.9%. There is no official data for youth
vaping rates in Ireland, but the Healthy Ireland survey participants are from 15 years up.
Healthy Ireland 2019 data xxii finds that never smokers that vape is 1% and has been
consistently <1% since the survey started in 2015.
UK: Data from the 2019 ASH YouGov Smokefree youth GB survey xxiii suggest that while
some young people, particularly those who have tried smoking, experiment with e-cigarettes,
regular use remains low. Regular use of e-cigarettes remains largely confined to current or
ex-smokers. Not a single never smoker reported vaping daily and only 0.1% vaped more
than once a week.
Do adolescents find vaping attractive? A study of young vapers in Norway xxiv finds that they
do not, reporting that:
“…. vaping had lost status and was described as ‘childish’ and unpopular.. comparing ecigarettes with the fidget-spinner and reserving vaping for kids and addicted adult smokers.
E-cigarettes were devalued from novelty and transgression to childish and uninteresting
within the same sample over a four-year period. In conclusion, e-cigarettes in the sample
represented fashionable experimentation rather than steady user patterns”

To those of us who spend time with adolescents, this finding rings very true - and we might
even regret that vaping is not more attractive to adolescents, when we consider the other far
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riskier behaviours which adolescents are otherwise drawn to (alcohol, unprotected sex, drug
taking, etc).

To conclude
Australia has an exciting opportunity to develop world leading regulations for safer
alternatives to smoking, regulations based on science and which maximise the public health
gains from allowing smokers to access these lifesaving alternatives. We are concerned to
learn that Australia is instead considering a prescription model. As we have shown here,
vaping is effective where it is accessible, affordable and where there is a wide range of
choice. The prescription model works against all those elements and will keep Australians
smoking.
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