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Introduction

These webinar information sessions are intended to explain the proposed

changes to the way nicotine is supplied

* What is the problem?

e Current status

* What are the proposed changes?

« What would the proposed changes mean for consumers, doctors and pharmacists?
* The scheduling process and what the decision maker must take into account

c Q&A

* Next steps

Scheduling is a separate from the Government’s proposed prohibition on the importation of
e-cigarettes containing vaporiser nicotine — decisions on this are made by Government
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What Is the current legal situation re nicotine e-cigs?

* Nicotine in e-cigarettes is already a Prescription Medicine when used for
smoking cessation

 Nicotine in e-cigarettes/ e-juice for non-medical use:
— Sale is currently illegal in all Australian States and Territories

— Possession (even if bought online) is currently illegal everywhere but South
Australia

— Because it is a defined as a Schedule 7 “dangerous poison in law”

— Despite this, confusion exists regarding the legal status of nicotine e-cigarettes when not
for therapeutic use



What is the problem?

Two policy goals for e-cigarette usage in Australia

Simple and legal access to nicotine containing e-cigarettes for smoking cessation — provide
an OFF RAMP for smokers

Prevent the rapid growth of youth uptake — avoid an ON RAMP for youth non-smokers

Significantly increasing use of nicotine e-cigarettes by youth

Australians aged 15-24 - 4.5 % are current e-cig users in 2019 up from 2.3 % in 2016
US High Schools - 27.5 % are current e-cigarette user in 2019 up from 11.7% in 2017
Canadians aged 15-19 - 15 % are current e-cigarette users in 2019 up from 6% in 2017
Strong evidence of nicotine e-cigarettes as a ‘gateway’ to smoking in youth

Exposure to nicotine in adolescents may have long-term consequences for brain
development
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What would change if the interim decision is made final?

 From early-mid 2021, if made final, nicotine e-cigarettes/liquids would only be supplied in
accordance with a doctor’s prescription

« The proposed changes clarify the scheduling for these products, which are
— currently prescription-only medicines (Schedule 4) when for human therapeutic use
— Sale/possession of non—prescription nicotine e-cigs are already largely illegal

« This is to ensure that consumers receive the appropriate advice from their doctor on their use
for smoking cessation

« The proposed change is intended to strike a balance between
— protecting young people from the risks with using nicotine containing e-cigarettes and
— access to e-cigarettes to assist smokers to quit on the advice of their doctor



Awustralian Government

partment of Health

erapeutic Goods Administration

Mumbers of cases related to e-cigarette exposures reported to

A C C i d e n tal p O i S O n i n g b.ustr_alian Poisons Information Centres, by calendar year and state*
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— Risk of accidental ingestion of liquid nicotine 5
= just 1-2 mL can kill a toddler
= fruit/candy flavours can be attractive

— Significant increase in poison centre calls from 2009 to 2016 | wammmimm e i -

— 33 cases of liquid nicotine ingestion in Victoria alone in 2019 Toddler killed by mum’s liquid nicotine
= up from 22 in 2018 el SIS

— Proposal considers use of child-resistant packaging for e-
liquids
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If the interim decision is made final — importation

Importation under the TGA Personal Importation Scheme is legal, if the following rules are
followed:

The product must only be used to help you quit smoking

You must have a current valid prescription from an Australian-registered medical practitioner.
You can only import nicotine-containing e-cigarettes for personal use or for immediate family
You can't import more than 3 months' supply at one time

You should check whether there are other restrictions under state and territory law

If you attempt to import personally (without a prescription) or commercially (without prescription
medicines wholesale approvals)

Products may be impounded and destroyed as they are illegal prescription medicine imports

* Australian Border Force (Customs) works closely with the TGA on seized products
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CONSUMERS: What the proposed changes would mean

ONLINE (INTERNATIONAL)
PATHWAY

3 month supply only

i)

.
(4
E-cigarette Consultation with Obtain script for Order e-cigarette aioja
nicotine Doctor e-cigarette nicotine nicotine online
consumer i ? o

Overseas
manufacturer/

retailer

Pharmacy supplier

of e-cigarettes \‘ /

»======= AUSTRALIAN BORDER
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DOCTORS: What the proposed changes would mean

ARG Streamlined Authorised Prescriber

cessation pathway
(in accordance with RACGP

suideliies) e GP can prescribe for unlimited number of

patients

« Online application only requires name, address
and AHPRA number to be filled in

E-cigarette Consultation with
nicotine Doctor
consumer e Free of Charge

« Valid for five years

* Prescribing info on TGA website

Script for e-cigarette  Streamlined Authorised
nicotine Prescriber application
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AUSTRALIAN BORDER ===~

Order online

Wholesaler
nicotine consumer

Import declaration

manufacturer/

PHARMACISTS: What the proposed changes would mean

Pharmacist
dispensing through
either/both:

e Local community

pharmacies

e Online Australian

pharmacies
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Vape shops and the black market

Vape shops — will be able to continue business exactly as before

— Nicotine sale are already illegal across Australia

— No change to regulations on sale of vaping devices — free to sell except in WA
— No change to regulation on non-nicotine e-liquids — free to sell

No controls on product choices and flavours (possible requirement for child-resistant caps)

Costs should not increase with local pharmacy availability
— vapers currently pay significant international courier charges

Black market controls
— Domestic sales already illegal — police can act
— Border Force (Customs) have unequivocal powers to stop black market imports

14



Hus ’? Australian Government

3% Department of Health
Therapeutic Goods Administration

Scheduling process

Consumers and Health Professionals

‘———’

Mr Avi Rebera
Assistant Secretary,
Health Products Regulation Group

Department of Health, Canberra TGA“EEEL’SSE?’




Awustralian Government

t of Health
werapeutic Cioods Adminstration

What is scheduling?

A national system that controls how medicines and chemicals
(“poisons”) are made available to the public

Medicines and poisons are classified into Schedules according to
the level of regulatory control over the availability required to
protect public health and safety

The Schedules are published in the Poisons Standard and are given
legal effect through state and territory legislation

The higher the schedule the greater the controls
— Medicines are Schedules 4 and 8 (prescription) or 2 and 3 (OTC)

— Complementary medicines are often unscheduled

o
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Poisons Standard October 2020

T, Avi Rebera, 25 delezate of the Secretary of the Depastment of Health, make the following
Poisons Standard

Dated 29 September 2020

Aszistant Secretary

Fegulatory Engagement, Education and Flanming Branch
Haalth Products Regulation Group

Drepartment of Health

Asthorisad Version F2020L01255 sagistared 30092020
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What is scheduling?

Schedule 1 Not currently in use

Schedule 2 Pharmacy Medicine

Schedule 3 Pharmacist Only Medicine

Schedule 4 Prescription Only Medicine OR Prescription Animal Remedy

Schedule 5 Caution

Schedule 6 Poison

Schedule 7 Dangerous Poison

Schedule 8 Controlled Drug

Schedule 9 Prohibited Substance

Schedule 10 Substances of such danger to health as to warrant prohibition of sale, supply and use
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How are scheduling decisions made?

Process prescribed in legislation, underpinned by the Scheduling Policy Framework
— Therapeutic Goods Act 1989
— Therapeutic Goods Regulations 1990

Decisions are made by a senior medical officer, independent of Ministers or elected politicians

Section 52E of the Therapeutic Goods Act defines the criteria by which decisions are made:

= the risks and benefits of the use of a substance;

= the purposes for which a substance is to be used and the extent of use of a substance;
= the toxicity of a substance;

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

= any other matters that is considered necessary to protect public health

Prior to making a decision the delegate may seek submissions from the public and advice from an

Independent advisory committees
18



The scheduling process for nicotine

e Delegate’s nicotine scheduling proposal announced (17 April 2020) 1

e Public consultation on scheduling proposal (closed 18 May 2020)
e Advice received from the Joint ACMS-ACCS #25 (23 June 2020)

e Delegate's interim decision (published 23 September 2020)

e Public consultation on interim decision (closing 6 November 2020) 1

e Delegate’s final decision (mid December 2020)

) < < CC S
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Next steps

 These are public webinar_information
sessions only

« Slides and outcomes of webinar published on
TGA website

« Make your submission on the interim decision
through the TGA website /&

https://www.tga.gov.au/nicotine-scheduling

 Review of public submissions

 Delegate’s final decision expected mid
December 2020

 Implementation 1 April or 1 June 2021

Home = Industry = Scheduling of medidne

5 & polsons » Public notices about scheduling

Nicotine scheduling

Notice of an interim decision to amend the current Poisons Standard in relation to nicotine
On 23 September 2020 an interim decision was announced which would make certain nicotine products a prescription only
gedicine. Publu: submissions on the proposed changes are invited before any final decision is made. The closing date£g
subries )

Information for consumers
Learn how the proposed changes would affect consumers

Information for medical practitioners
Learn how the proposed changes would affect medical practitioners

Lea how the propesed changes would affect pharmacists
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More information

Nicotine https://www.tga.gov.au/nicotine-scheduling

TGA website www.tga.gov.au

TGA Facebook https://www.facebook.com/TGAgovau/

TGA Twitter https://twitter.com/TGAgovau

TGA YouTube https://www.youtube.com/channel/UCem9INJbMSOeW1Ry9cNbucw

TGA topics blog https://www.tga.gov.au/blogs/tga-topics

TGA Linkedin https://www.linkedin.com/company/therapeutic-goods-administration/

TGA Instagram https://tga.gov.au/blogs/tga-topics
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Contact us

Medicines Scheduling Secretariat

medicines.scheduling@health.gov.au
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Questions?
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