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Submission regarding Proposed Amendments to the Joint ACMS-ACCS #24 (3.1 Nicotine) under the
Commonwealth Poisons Standard section 52E of the Therapeutic Goods Act 1989.
To whom it may concern,
This submission is in opposition to the application made by Philip Morris International (PMI) to the Therapeutic
Good Administration (TGA) seeking to amend Commonwealth (Cth) Poisons Standard section 52E of the
Therapeutic Goods Act 1989 (the Act); to exempt “tobacco prepared and packed for heating”, also known as
Heated Tobacco Products (HTPs), under the Poisons Standard.
HTPs produce aerosols containing nicotine and other chemicals, which are inhaled by users, through the mouth.
In order to produce the nicotine-infused vapor, HTPs heat tobacco up to 350°C (lower than 600°C as in
conventional cigarettes) using battery-powered heating-systems.i HTPs heat tobacco to generate nicotine, which
makes all HTPs highly addictive and dangerous products.ii
If accepted by the TGA, the exemption would allow PMI to sell HTPs alongside regular tobacco cigarettes in
Australia. The Minderoo Foundation strongly oppose this application. We believe that an exemption of HTPs would
be a catastrophic step backwards for public health, and lead to many unintended consequences that undermine
years of tobacco control policy in Australia. The daily smoking rate in Australia has reduced from 19% in 2008 to
13.8% in 2018,iii as a result of these effective policy mechanisms. The current objective of the Australian
Government is to reduce the daily smoking rate to 10% by 2025.iv
The Department of Health, in its enquiry into e-cigarettes in 2017, stated that they have concerns about the
marketing and use of HTPs due to the limited evidence on their ability to reduce the risk associated with
conventional tobacco products and the risks they may pose to population health in Australia.v
Renormalisation of smoking
The rapid youth uptake of e-cigarettes in the United States has led to evidence arguing that claims of harmreduction and safer alternatives result in the perception that alternative devices such as HTPs are ‘safe for use ’,
which they are not.vi It is not disputed by PMI that HTPs are harmful to health. The perception of harmminimisation creates an enhancement of smoking appeal and initiation of tobacco products among young persons,
and is a deterrence to quit attempts among habitual smokers.vii
There is a lack of evidence that conventional smokers make a permanent and single-use switch to HTPs.viii Indeed,
there is emerging evidence – from a tobacco industry funded study – that smokers rate HTPs as less satisfying in
terms of smoking pleasure, psychological rewards, enjoyment of respiratory tract sensation and craving reduction
than cigarettes.ix This would suggest that smokers are unlikely to permanently transition to HTPs. In Korea, it was
found that users of PMI’s HTP ‘I Quit Ordinary Smoking’ (
became dual smokers, using both
and
traditional cigarettes.x
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PMI claim that ‘the greatest contribution PMI can make to society is to replace cigarettes with less harmful
alternatives.xi Despite this new social responsibility, PMI has taken no active moves to cease selling cigarettes and
continues to fight effective tobacco control measures.xii

Nicotine addiction

The most dangerous component of any tobacco product is nicotine, due to its extremely addictive, psychoactive
properties which are known to chemically alter the composition of adolescent developing brains, in any means of
delivery.xiii It is the addiction to nicotine, defined as a poison in the Act,Xiv which has led to tobacco being the largest
cause of disease and cancer related mortality in the world.xv Tobacco use kills more than 15,500 Australians every
year and remains the leading cause of preventable burden in Australia.xvi
There is no evidence from any long-term clinical trials and/or observational studies that HTPs reduce the risk of
tobacco-related illnesses.xvii There is now increasing evidence, including long-terms studies, that demonstrate
alternative products contribute to primary nicotine addiction and the renormalization of tobacco use.
Attract ion to youth

Recent studies and surveys indicate that novel tobacco products rapidly acquire first-time users. xviii A survey
carried out in Italy after the launch of IQOS found that 20% of respondents were aware of the system and 1.4%
had tried it. About ha lf of IQOS users (45%) and people interested in t rying it had never been smokers.xix
In particular, a study by McKelvey et al found that:
"PMl's own data and available evidence from scientific studies conducted independent of the tobacco industry
regarding how novel tobacco products are currently being marketed (in the US, UK, Japan, Korea, Italy and other
nations) suggest that introduction of IQOS will result in adolescent and young adult non-users initiating tobacco
use with IQOS and could also increase poly-use of IQOS along with other tobacco products".xx
It was concluded by McKelvey et al that no regulatory authority should allow any new tobacco product on the
market without independent evidence clearly showing that the new product will not appeal to adolescents and
young adults, misinform populations about risks associated with a product or encourage use of multiple tobacco
products" .xxi
No such evidence is included in PM l's application to the TGA. In fact, there is a strong emerging body of evidence
that the "product's name, physical appearance, f lavours and retail environment will appeal to young people".xxii

Recommendation
Australia must not be manipulated into facilitating addiction by varying degrees and delivery mechanisms. We
must acknowledge that ostensible public health claims made by t obacco companies are simply the continuation
of a well-established practice of attempting to "subvert the role of governments in developing and implementing
public health policies to combat the tobacco epidemic".xxrn
We strongly recommend that t he TGA adopt a precautionary approach to HTPs similar to the approach adopted
regarding e-ciga rettes. No new nicotine product should be permitted for sale in Australia unless credible and longterm evidence can clarify that the product in question is an effective tobacco cessation device and will not appeal
to youth. We also believe that to misinform the Australian population about risks associated w ith a product or
encourage use of multiple tobacco products in Australia is negligent and with a single goal to addict a new
generation of smokers.
Alternatively, if the TGA finds compelling evidence that HTPs are suitable for use by Australians as an effective
tobacco cessation product, it must, as a consequence of such an approval, remove the exemption under the
Schedule 7 listing for nicot ine for 'tobacco prepared and packed for smoking' and at the same time adopt agedbased point of sale restrictions such as increasing the minimum legal sales age of tobacco products to 21 years of
age (Tobacco21) to prevent nicotine addiction in future generations.
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