Potential reforms to the regulation of nicotine vaping products
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Introductory statement

Regulation of vaping should aim to optimise the net public health impact. The current regulations
focus on reducing youth access. However, in doing so they have reduced legal availability to adult
smokers.

The harm to young people from vaping is relatively minor and distant (see below), but the potential
benefit to adult smokers is substantial, immediate and can be life-saving. Regulation should balance
concerns about the risks to young people with the potential health benefits for adult smokers. [1]

There is compelling evidence that e-cigarettes are effective quitting aids and are substitutes for
smoking. [2] The evidence from randomised controlled trials, observational studies, and population
data converges on NVPs displacing smoking and having a beneficial impact on public health. [3]

Regulation of NVPs should be proportionate to risk which is substantially lower than for smoking. [4]
Harsh regulations support the tobacco industry and promote smoking. A light touch regulatory
model for vaping will achieve the best public health outcomes.



Harsh regulation which could have the unintended consequences of making smoking relatively more
attractive and making switching to NVPs more difficult, less appealing or more expensive.

The current prescription-model amounts to a de facto prohibition and has not achieved its two
stated aims [Link]

1. “Prevent adolescents and young adults from taking-up nicotine vaping products while
2. allowing current smokers to access these products for smoking cessation with appropriate medical
advice.”

This failure was also acknowledged by the Deputy Secretary of the Therapeutic Goods
Administration (TGA) at the Senate Estimates hearing on 10 November 2022, [5] (page 54, 57)

There is very little support from doctors and pharmacies for the prescription-only model. As of
October 2022, only 243 of Australia’s 130,000 doctors were publicly listed as Authorised Prescribers
for nicotine. [6] Over 90% of vapers do not have a prescription [7]and current smokers are rarely
getting “appropriate medical advice”. Very few pharmacies stock the products because of low
demand. Only 2% of vapers purchase nicotine from pharmacies with a prescription. [8]

It is difficult for adult smokers to legally access nicotine liquid for vaping, creating a thriving black-
market which also sells unregulated disposable nicotine vapes freely to young people. As a result,
there has been a substantial and unacceptable increase in youth vaping over the last 12 months.

There has also been very poor compliance by adult vapers with the current model. Vapers consider
nicotine liquid to be a consumer product, a substitute for an existing consumer product, combustible
cigarettes. Many vapers do not know that a prescription is required.

Doubling down on this model will only make this worse.
The Royal College of Physicians (London) in its 2016 report highlighted this danger:

“However, if [a risk averse and precautionary] approach also makes e-cigarettes less easily
accessible, less palatable or acceptable, more expensive, less consumer friendly or
pharmacologically less effective, or inhibits innovation and development of new and
improved products, then it causes harm by perpetuating smoking. Getting this balance right
is difficult” (Nicotine without Smoke: tobacco harm reduction, Section 12.10 page 187 — link)

Youth vaping

There is growing media attention about youth vaping which is a concern for parents and school
communities. Young people should not vape or smoke. However, the relatively small harms from
youth vaping are exaggerated.

Frequency of vaping by never-smokers
The group of most concern is young people who have never smoked and who vape frequently.

Regular vaping exposes this group to new, potential harms from inhaled toxicants and there is a risk
of developing nicotine dependence.


https://www.tga.gov.au/products/medicines/prescription-medicines/nicotine-vaping-products-hub/nicotine-vaping-product-access
https://www.rcplondon.ac.uk/projects/outputs/nicotine-without-smoke-tobacco-harm-reduction-0

However, most use by never-smokers is experimental and short term and is of little concern to
public health. Frequent use by young never-smokers is rare and is mostly <1.5% in western

countries.
Country Frequency Never Current and former Age Reference
smokers smokers

England | > once weekly 0.5% 30.5% 11-17 | ASH 2022
> 15 days in the 0.1% 13.4% 16-19 | Hammond 2019
last 30
> once weekly 1% Current smokers 61% 11-15 | NHS Digital 2021

Former smokers 30%

us 0.4% 3% 9-18 Glasser 2020
> 20 days in the
last 30 1% n/a 9-18 Jarvis 2019

0.7% 15% 12-18 | Polosa 2022

> 15 days in the 1.5% 23.4% 16-19 | Hammond 2019
last 30

Canada 2 15 days in the 0.6% 18% 16-19 | Hammond 2019
last 30

New Daily 4.3% 86.6% 15 ASH 2022

Zealand (of daily smokers)

Table 1. Frequent or daily vaping by never-smoking youth

Some never-smokers who vape would have become smokers if vaping was not available.

The most detailed data is available from England and demonstrates the low prevalence of regular
vaping by never-smokers. (Figure 1) Regular smoking and vaping are defined as once or more
weekly. In 2021, only 1% of never-smokers aged 11-15 years were regular vapers and 61% of regular

smokers vaped regularly.

E-cigarette use
ﬁ
Never Only Former | Occasional | Regular
used tried users user user
4 | Regular 8% 5% 14% 12%
~
b Occasional 1% 11% 7% 25%
- Ex-smoker 12% 10% 22% 25% 30%
[=} :
Tried
& . 21% | 35% 9% 19% 15%
| smoking
Never 87% 9% 1% 2% 1%

Figure 1. E-cigarette use by smoking status, ages 11-15 years, England 2021 [NHS Digital]

The gateway theory

Evidence suggests that vaping is reducing smoking overall by diverting young people from smoking.
[9-12] As youth vaping rates have increased, the decline in youth smoking rates has accelerated.




There is no good evidence that vaping causes young people who would not otherwise have smoked
to progress to regular smoking (‘gateway theory’). [13-15]

The gateway hypothesis predicts that an increase in the uptake of e-cigarettes by youth will be
followed by an increase in cigarette smoking. However, increases in youth vaping have been
accompanied by declines in youth smoking which have accelerated from the time that vaping
became popular. [16-18]

Known harms from youth vaping in never-smokers

Frequent vaping of nicotine by young people who have never smoked is rare and there is little
evidence that vaping causes significant harms in this population.

There are substantially fewer toxicants in vapour than in tobacco smoke and those present are at far
lower concentrations. [4] Low levels of additional chemicals in vapour not found in smoke are also
present particularly from flavouring chemicals. However, so far there is “no clear evidence that
specific flavourings pose health risks”. [19]

The most commonly reported adverse effects are throat and mouth irritation, headache, cough and
nausea which tend to dissipate with continued use. [2]

Vaping has been associated with respiratory symptoms in young people in cross-sectional studies,
however, there is no evidence of causation. [20-22]

Other studies have found no evidence of functionally-important respiratory symptoms from vaping
in young people after correcting for past smoking. [23, 24]

A meta-analysis of ten studies found an association between vaping and asthma in young people but
a causal link could not be demonstrated. [25]

Some young people who have never smoked become nicotine-dependent from vaping. However,
most do not. [26-28]

There is no evidence that nicotine is harmful to the adolescent human brain. Adverse effects have
been found in animal studies but extrapolation to humans is speculative. [1] There is also no long-
term evidence of impaired brain function in the hundreds of millions of adults who smoked as
adolescents and then stopped.[29]

Studies of young people who smoked have not found any difference in 1Q, [30] educational
achievement [31] or cognitive abilities [32] in adulthood compared to non-smokers.

In spite of claims to the contrary, nicotine improves attention and memory. [33-35] It also relieves
anxiety [36] improves mood [37] and improves cognitive function. [38]

Nicotine “represents minimal risk of serious harm” in the doses used in vaping. [4, 19] Nicotine does
not cause cancer [39] or lung disease [40] and has only a minor role in cardiovascular disease. [41]

The harm from youth vaping is relatively minor compared to the much greater harm from other risks
such as smoking, binge drinking, drink driving and illicit drug use.

Nicotine dependence


https://pubmed.ncbi.nlm.nih.gov/26018031/

Vaping likely causes nicotine dependence in some young never-smokers. However, the evidence
suggests that this is occurring in a small minority of cases[42]

Not all young people who vape use nicotine. Thirty to fifty percent report not using nicotine or not
knowing if they had used it or not. [43, 44]

An analysis of the 2018 US National Youth Tobacco Survey found that very few never-smokers who
had vaped in the past 30 days developed signs of nicotine dependence - 3.8% reported cravings and
3.1% reported wanting to vape withing 30 minutes of waking. [26] This low incidence is consistent
with the finding that most vaping by never-smokers is occasional and short-term.

Exclusive use of e-cigarettes is associated with lower nicotine dependence than smoking and most
dependence is concentrated in users who were already smokers. [45, 46]

In the US, there was a 50% decline in youth vaping from 2019-2021, suggesting that significant
nicotine dependence was unlikely to be an issue for many users. This decline also raises the
possibility that e-cigarette use may be a passing adolescent fad, like fidget spinners and Pokémon.

Policy measures

Measures to reduce youth access to vaping under a consumer model include

e Legal vaping products sold only from licensed retail outlets

e Strict age verification at the time of sale

e Athird-party age verification service for online purchases and age verification on delivery
e Advertising restricted and regulated to prevent marketing appealing to adolescents

e Substantially increased fines and loss of licence for illegal sales to act as a deterrent

e Banning flavour names, images and packaging which appeal to young people. However,
widespread flavour bans could reduce the appeal of vaping as an adult quitting aid

Education programs for young people should inform them with accurate information about
the risks. It is then up to the adolescent to decide what to do. There is no place for
exaggeration, alarmist messages and harsh sanctions

Options for border control
12. Which border control option for regulating NVPs is preferred by you? Why?
Make no changes to the current regulatory framework

The current flood of illegal, unregulated imports is a consequence of the prescription-only model
which was introduced formally on 1 October 2021. This has substantially reduced access for adult
smokers and vapers and has created a high demand for illegal products from the black-market.

These illegal products are labelled nicotine-free to avoid detection. False labelling is misleading for
potential buyers who may not realise the addictive potential of the products.



The Australian Border Force does not have the resources to intercept more than a tiny fraction of
illicit products.

The solution is a tightly regulated consumer model under which

o Low concentrations of nicotine liquid for vaping (up to 20mg/mL freebase nicotine and
50mg/mL nicotine salt) are exempt from the Poisons Standard and regulated as consumer
products by the Australian Competition and Consumer Commission (ACCC)

o Adults can access regulated nicotine liquid as a consumer product (without a prescription)
from pharmacies, licensed specialist vape shops and licensed general retail outlets

o Youth access is restricted by strict age verification, severe penalties and loss of licence for
underage sales

This model would also benefit the legitimate vape industry, increase government revenue (GST and
stimulation from a growing industry) and save costs to Medicare.

13. Would any of these options have an impact on you? How?

As a clinician who sees patients for smoking cessation, this will allow me to recommend a wide range
of vaping products for smoking cessation. A wide range of products is needed as different devices
suit different smokers.

Under the consumer model, my patients will also be able to access expert advice from vaping shops
which sell nicotine liquid and hardware.

It will also dramatically reduce the need for illegal products. The black-market will diminish, and
enforcement will be simplified.

14. If the border control regulations are changed, how much time would you require, if any, to
become familiar with the reforms, and to organise procurement of compliant products as
necessary, before the reforms come into effect?

Not applicable

Options for pre-market assessment of NVPs by TGA
15. Which option (for pre-market assessment of NVPs) do you prefer? Why?
Other option

e Astreamlined pre-market notification of nicotine liquids under which manufacturers notify the
regulator that their products are compliant with Australian standards and provide confirmatory
data before marketing is allowed. This model is used in

o New Zealand. All products are registered with the Ministry of Health’s Vaping Regulatory
Authority’s Health Advisory and Regulatory Platform (HARP). All notified products are
recorded in a publicly available searchable database, the HARP database [link]

o United Kingdom. Under the TPD, 6 months prior to marketing, producers must supply a list
of all ingredients in the product (e-liquid); Emissions from the product; Toxicological data,
including health and addictive effects; Nicotine dose and uptake when consumed,;
Components of the product; Production process details.


https://harp.health.nz/search/11ACB6C2-ECD8-4125-B674-A1E26A2513A0
https://www.legislation.gov.uk/uksi/2016/507/contents

e Post-market surveillance and reporting of adverse events eg the Yellow Card reporting system
in the UK, the Vaping Regulatory Authority in New Zealand [link] and the FDA Safety
Reporting Portal in the US [link

Under consumer regulation by the Australian Competition and Consumer Commission (ACCC),
products would not need to be listed on the ARTG.

Pre-market authorisation of every product by the TGA or ACCC would be an onerous, expensive and
time-consuming process and is not recommended. This process is used by the US FDA has been very
problematic. Pre-market authorisation discriminates against reduced-risk products compared to
cigarettes which require no such assessment. It would be a barrier to entry and innovation for
manufacturers of NVPs and would favour tobacco companies who have the resources for these
submissions.

Excessive regulation imposes high costs, burdens and restrictions, slows innovation, delays the
availability of lifesaving products and drives good products and firms out of the market through
‘regulatory barriers’ to entry.

16. Would any of these options have an impact on you? How?

No

17. If changes are made to pre-market assessment of NVPs by the TGA, how much time would you
require, if any, to become familiar with the reforms, and to organise procurement of compliant
products as necessary before the reforms come into effect? What impact would any requirement

to pay a fee have on you?

Time required before reforms come into effect (in months)
6-12 months to give manufacturers time to prepare documentation and upload product details.

Fees for this process should be minimal as very little government oversight is needed.

Minimum quality and safety standards for NVPs
18. Which option to restrict flavours in NVPs do you prefer? Why?
Make no change to the list of currently restricted flavouring agents in NVPs .

Recommendation for flavours
e Simple descriptions of flavour profiles only eg ‘mint’, ‘blueberry’, ‘tobacco’, ‘vanilla tobacco’
e Prohibit descriptive flavour names that specifically appeal to youth eg ‘dragon vomit’
e Prohibit flavours found to have a material risk to health

Flavours are an integral part of the appeal of vaping for adult smokers and play an important role in
the initiation of vaping for current smokers. [47] Restricting flavours would reduce the appeal of
vaping and lead to more smoking and smoking-related death and disease.

Flavoured e-liquids also increase quit rates compared to non-flavoured or tobacco flavours and
reduce the rate of relapse. [48-50] Those who vape with flavours also have higher odds of making a
quit attempt. [50]


https://yellowcard.mhra.gov.uk/
https://nzphvc.otago.ac.nz/report-vaping/
https://www.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=0cc803f5-c2fa-4387-9b8b-046c73ae891c

Flavour bans would also lead to increased black-market supplies and dangerous home mixing,
with little effect on youth uptake. [51]

19. Do you think any other ingredients should be restricted in addition to those currently
restricted? If so what ingredients?

Yes
TPD/UK list of banned chemicals [link]

Restriction should focus on hazardous agents in quantities that pose a material risk to users and
psychoactive agents other than nicotine.

20. Do you support introducing plain packaging requirements for NVPs? If so, should this entail
packaging similar to other prescription-only medicines, or should additional measures be
considered?

No

Plain packaging for NVPs would send a signal to smokers that vaping is as harmful as smoking and
would reduce switching to the safer product. The public health goal should be to encourage smokers
who are unable to quit to switch to vaping, a far safer alternative.

Plain packaging for combustible products is intended to discourage smoking due to the high risk of
harm to health. No such justification applies to vaping products as vaping is around 95% less harmful
than smoking.

21. Do you support introducing additional warning statements for NVPs? If so, which warning
statements should be included? How would this align with the treatment of NVPs as a
prescription-only medicine?

Yes
Sensible relative risk health warnings comparing the risks to smoking, for example

e  “This product may be addictive but is a far less harmful alternative for adult smokers”

e “If you are a smoker, switching completely to vaping is a much less harmful option”

e “Completely replacing your cigarette with a vaping product will significantly reduce your
exposure to numerous toxic and cancer-causing substances”

e “No nicotine product is safe, but this product presents substantially lower risks to health
than cigarettes.”

22. Do you support restricting nicotine concentrations in NVPs to 20mg/mL (or base form
equivalent concentration for nicotine salt products)? If not, what alternative do you support?

No
| support an upper limit of 20mg/mL for freebase nicotine and 50mg/mL for nicotine salt.

If the guidelines refer to nicotine base only, | would recommend 30mg/mL which would allow up to
50mg/mL nicotine salt and 30mg/mL freebase nicotine

Nicotine salt is mostly used in popular disposable and more compact pod devices. Because of the
low battery power, these devices require a higher concentration of nicotine to deliver a satisfying


https://www.gov.uk/government/publications/chapter-6-ingredient-guidance-great-britain
https://pubmed.ncbi.nlm.nih.gov/34496865/

dose of nicotine to the user. The smaller size, convenience and nicotine delivery of these devices has
made them very popular as transition models.

Higher concentrations of nicotine are safer than low concentrations as they generate smaller vapour
volume, with a corresponding reduction in toxicants. [52-55] Furthermore, users titrate their
nicotine intake to control their exposure. The same amount of nicotine is absorbed by the user from
smaller devices with high nicotine level as from larger devices with low nicotine levels. [56]

Excessively low doses of nicotine will lead to lower rates of switching. [57] Smokers often need
higher doses of nicotine in the early stages of switching or while they are learning to vape. Heavier
or more dependent smokers may find e-cigarettes unsatisfying with low dose nicotine liquids— so
those most at risk are denied the products more likely to work.

23. Do you support limiting the maximum volume of liquid NVPs? If so, what maximum volume
should be specified?

Yes and no

| support a maximum amount of nicotine per container rather than a maximum bottle size. The
New Zealand limit of 1800mg nicotine per container is a sensible compromise. [link] This would be
100mL of 18mg/mL or 36mL of 50mg/mL.

Over-restriction of bottle sizes increases waste and environmental pollution. All bottles should have
child-proof caps, and be leak proof, unbreakable (PET plastics) and have anti-spill protection making
accidental poisoning very unlikely. Small bottles are also less convenient and make vaping less
attractive, with a greater risk of running out of supplies and relapse to smoking.

24. Do you support preventing access to disposable NVPs?

No

Disposable vape devices are a popular aid for adults transitioning from smoking as they are
convenient, easy-to-use, require no maintenance or charging and provide good nicotine delivery.
They are especially useful for elderly, disabled and non-technical users.

Disposable models are the most appropriate device for a hospital, inpatient or criminal justice
settings as they require no refilling or recharging and are tamper proof.

These devices are increasingly popular in Australia and other western countries and the demand is
likely to continue to rise. [58] A ban on disposables may have unintended consequences. It may
simply result in users switching to other products or may act as a barrier to switching for adult
smokers. [59] It will not prevent continued illegal importation and sales of unregulated products
from the black-market.

Regulated disposable devices should be mandated to not appeal to young people, for example no
bright colours or youth-appealing flavour names and images.

25. Would any of the options set out in questions 18 to 24 have an impact on you? How?

Yes
See question 13 above


https://www.legislation.govt.nz/regulation/public/2021/0204/latest/whole.html#LMS524981

26. If changes to product quality and safety standards are made, how much time would you
require, if any, to become familiar with the reforms, and to organise the procurement of
compliant products as necessary, before the reforms come into effect?

6 months

27. Are there any other potential minimum requirements for unregistered NVPs that the TGA
should consider including in TGO 110?

Yes
e  Minimum standards for the manufacture and safety of vaping liquids
e Standardised testing regimes
e  Purity standards for ingredients
e Extended blacklist or dose limits on problematic ingredients
e Laboratory testing of liquids
e Emission testing

Clarifying the status of NVPs as 'therapeutic goods'

28. Do you support regulating NVPs that contain nicotine, but are not labelled as containing
nicotine, under the therapeutic goods framework?

No. Vaping products with or without nicotine are adult consumer products and should be regulated
by the Australian Competition and Consumer Commission (ACCC).

Vaping products are consumer products and should be regulated by the ACCC which provide strong
protection for consumers. The ACCC ensures that products are safe, fit for purpose, of merchantable
quality and comply with all legal requirements under the Competition and Consumer Act 2010.

Vaping products should not be regulated by the Therapeutic Goods Administration (TGA). The TGA is
responsible for regulating medicines and medical devices which make therapeutic (medicinal) claims,
such as ‘this product can help you quit smoking’. Nicotine vaporisers are consumer products used
almost exclusively as a less harmful substitute by smokers who can’t or won’t quit smoking or
consuming nicotine.

No western country requires vaping products to undergo medicines regulation or requires a doctor’s
prescription. It makes no sense to require the highest standards of research and quality for nicotine

vaporisers when they are replacing a far more harmful product, lethal cigarettes, which are virtually

unregulated.

One of the purposes of the medical model was to give smokers the opportunity to receive
appropriate advice from a doctor. However, this has not occurred. Very few patients are getting
advice from doctors. Doctors know very little about vaping and most Australian GPs do not even
know how to write a nicotine prescription.

A systematic review of 25 studies of the knowledge, attitudes and beliefs of general practitioners
found that [60]
e The majority ... did not agree that e-cigarettes should be recommended as a smoking
cessation treatment

10



Most GPs believed they had insufficient knowledge around e-cigarettes and lacked
information they needed to confidently provide advice and guidance to their patients on
e-cigarettes as a smoking cessation aid.

Most were reluctant to recommend e-cigarettes due to insufficient research around the
safety and long-term health effects.

GPs were adamant the only way they would recommend or prescribe e-cigarettes for
smoking cessation and take responsibility for their action, is if it has been approved by a
regulatory authority

Australian doctors are discouraged from supporting vaping by repeated negative messaging from the
Health Department, AMA and many health and medical organisations.

30. To proceed, please select from the options below how you would like the TGA to deal with
your submissions:

| agree to the TGA publishing my response in full.
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