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What are your concerns about prescribing or dispensing nicotine vaping products? 
(Tick all that apply)

- Safety

- Medico-legal risk

- Patient access/supply

- Prescribing/dispensing complexity

- Efficacy

- Lack of knowledge about device type and use

- None

POLL

(The answers will be used to inform future communications and learning opportunities)



Supporting smoking 
cessation: A guide for 
health professionals

Update to 2nd Edition

Nicotine Vaping Module



Updating the Guide

Two stage process 

• Development of a Nicotine Vaping 

Products (NVP) Module (March 2021 to 

October 2021)

• Broader review and update of the entire 

guide (January 2022 to June 2024)



Updating the Guide: NVPs

Multidisciplinary EAG: 
• General practice 

• Public Health/ epidemiology

• Respiratory Medicine

• Clinical Pharmacology

• Addiction Psychiatry

• Indigenous Health

• Pharmacy

• Therapeutic Goods 

Administration

• Health Policy – tobacco 

control

Evidence reviews & 

guideline development: 
• Meta analyses were 

conducted by the Australian 

National University (ANU)

• ANU facilitated a transparent 

evidence review process 

using the GRADE format

• Based on the evidence, ANU 

facilitated the development 

of new recommendations

Rigorous declaration of 

interest management 

was maintained 

throughout the process



GRADE quality (certainty) of 

evidence:
1. High: very confident that the true effect lies 

close to that of the estimated effect

2. Moderate: moderately confident in the 

estimated effect

3. Low: confidence in the estimated effect is 

limited

4. Very low: very little confidence in the estimated 

effect. 

The Grading of Recommendations, Assessment, 

Development & Evaluation (GRADE) process

GRADE strength of recommendation:
1. Strong recommendation for (or against) the 

intervention

2. Weak recommendation for (or against) the 

intervention

3. Conditional recommendation for either the 

intervention or comparison



Nicotine vaping 

products 

Products that contain nicotine (in salt or base form) 

in a solution designed to be inhaled using a vaping 

device. Includes vape liquids, e-liquids and e-juices 

that contain nicotine

Vaping device Electronic devices used to heat vaping products to 

release an aerosol that is inhaled. Includes e-

cigarettes, e-cigars, e-hookah pens, e-pens, e-

pipes and vape pens.

Terminology



Questions considered for NVP Module

Should nicotine e-cigarettes be recommended for smoking cessation?

PICO (patient, intervention, comparator, outcome) question: 

• Nicotine e-cigarettes versus nicotine replacement therapy for smoking cessation



ANU September 2020 Unpublished data

Smoking cessation in smokers randomised to nicotine e-cigarettes vs:

NRT (all nicotine concentrations)

Random effects

NRT (nicotine concentrations >0.01mg/mL)

Random effects

No competing interests: 1.22 [0.52-2.86]

Six month follow up: 1.18 [0.82-1.70]

Fixed effects: 1.43 [1.10-1.86]

GRADE: very low

No competing interests: Hajek et al

Six month follow up: 1.39 [1.15-1.69]

Fixed effects: 1.67 [1.24-2.25]

GRADE: low

Myers-Smith: 135 smokers, unable to quit using conventional treatments

Abstinence at 6 months, e-cig vs NRT: 6.4 (1.5-27.3) [19.1% vs 3.0%] 



Evidence to decision table

Outcomes № of participants 

(studies) 

Follow up 

Certainty of the 

evidence 

(GRADE) 

Relative effect 

(95% CI) 

Anticipated absolute effects (95% CI) 

Risk with Nicotine 

Replacement Therapy 

Risk difference with 

Nicotine Containing E-

Cigarettes 

Smoking Cessation assessed with: 

Biochemically Validated (Expired 

Carbon Monoxide) 

Follow up: range 26 weeks to 52 

weeks 

1468 

(2 RCTs) 

⨁⨁◯◯ 

LOWa,b 

RR 1.67 

(1.21 to 2.28) 

Study population 

81 per 1,000 55.2 more per 1,000 

(17.3 more to 105.4 more) 

a. Some issues in overall risk of bias (assessment ROB2 tool) and consideration of potential competing interest 

b. Confidence Intervals are somewhat imprecise, ranging from a potentially small effect to a large effect (1.21 -2.28). However, there are a low number of 

events, with 161 events not meeting the Optimal Information Size threshold. 



Nicotine vaping products 
recommendation
For people who have tried to achieve smoking cessation with first line therapy (combination of  behavioural 

support  and TGA approved pharmacotherapy) but failed and are still motivated to quit smoking, NVPs 

may be a reasonable intervention to recommend. However, this needs to be preceded by an evidence-

informed shared-decision making process, whereby the patient is aware of the following: 

• Due to the lack of available evidence, the long-term health effects of NVPs are unknown.

• NVPs are not registered therapeutic goods in Australia and therefore their safety, efficacy and quality 

have not been established.

• There is a lack of uniformity in vaping devices and NVPs, which increases the uncertainties associated 

with their use including their efficacy as a quitting aid.

• To maximise possible benefit and minimise risk of harms, dual use needs to be avoided and long-term 

use should be minimised

• It is important for the patient to return for regular review and monitoring.

Conditional recommendation for the intervention, low certainty



• Minimising risk in the context of no ARTG registered nicotine 

vaping product

• Prescribing pathways

• Prescribing practicalities

• Dosing considerations

• Device considerations

• Flavourings 

Considerations for prescribers 



• Given there is not as yet a TGA-approved NVP, the 

RACGP guidance seeks to provide advice to clinicians 

on how to minimise risk to the person trying to quit 

smoking and society in general, and maximise benefit.

• Given the context, some doctors may choose not to 

prescribe NVPs

Minimising risk



• long-term health effects are not known

• intentional and accidental poisoning

• acute nicotine toxicity, injuries, burns and lung injury

• dual use with continued smoking

• greater long-term exposure to nicotine than the use of other smoking cessation 

measures

• diversion leading to use by non-smokers

• acting as a gateway to tobacco use

• the potential to promote nicotine use and re-normalise smoking among those who do 

not smoke, especially young people

• nicotine exposure can harm adolescent brain development

• medicolegal risks for prescribers.

Risks





The recommendations depend on whether the patient is new to using NVPs for 

smoking cessation or is an experienced user of NVPs. 

• It is recommended that new users only use devices with closed systems, 

such as cartridges and pods, to reduce the risk of poisoning and the addition 

of other potentially toxic substances to the NVP. The majority of available 

closed systems deliver nicotine salt.

• Experienced users may have preferences with regards to type of vaping 

device and NVP.

Prescribing practicalities



• Avoid prescribing free-base nicotine at concentrations over 20 mg/mL. The 

two trials showing NVP efficacy used a concentration of ≤20 mg/mL free-

base nicotine

• Although they are the most widely available closed system option, there is 

currently no clinical trial evidence of efficacy for smoking cessation with 

nicotine salt products

• Limit the quantity of NVP per prescription to a maximum of 3 months’ supply 

• Consider aligning the duration of supply with the timing of follow-up

• Where possible avoid flavours or limit to tobacco flavour.

Prescribing practicalities



• People with chronic illnesses

• Aboriginal and Torres Strait Islander people

• People with mental illness 

• Pregnant or breast feeding women

o Not to used

• Adolescents

o Not to be used

NVPs in specific groups



• Arrange follow-up visits to discuss progress and provide support 

• Titration of NVP dose may be needed

• Encourage complete transition to NVPs and cessation of combustible 

tobacco

• Currently a lack of evidence about the optimal length of use or how to titrate 

NVPs down to achieve nicotine cessation

• Suggested approach would be to attempt weaning or cessation of NVPs 

after 12 weeks of use

Follow-up



• Cessation of both tobacco smoking and use of other forms of 

nicotine is always the preferred option

• If considering ongoing use of NVPs, counsel the patient on the 

risks and benefits versus re-trying other approved smoking 

cessation pharmacotherapies.

Tobacco relapse prevention



Current edition available at 

https://www.racgp.org.au/clinical-resources/clinical-

guidelines/key-racgp-guidelines/view-all-racgp-

guidelines/supporting-smoking-cessation

https://www.racgp.org.au/clinical-resources/clinical-guidelines/key-racgp-guidelines/view-all-racgp-guidelines/supporting-smoking-cessation
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Outline

• Role of the pharmacist in 
smoking cessation 

• PSA clinical guidelines, 
dispensing nicotine vaping 
products



Role of the pharmacist

Pharmacists can support patients to stop smoking or vaping by:

• providing brief advice and ongoing smoking cessation support

• providing advice about prescription and non-prescription
pharmacotherapy options

• providing prescription and non-prescription pharmacotherapy and 
counselling on appropriate use

• identifying and resolving pharmacotherapy-related problems (e.g. 
interactions with medicines, adverse effects) during follow up.



Support overview

• Brief advice 
• NRT

• Referral
• Prescription medicines

• Support with prescription 
medicines



Scheduling changes

The scheduling conditions and 
access pathways for nicotine vaping 
products aim to:

• prevent non-smokers (particularly 
adolescents) from using nicotine 
vaping products and developing 
nicotine dependence

• allow people who smoke to 
access these products to assist 
with smoking cessation in 
conjunction with medical advice.



Dispensing of nicotine vaping products

Dispensing nicotine vaping products involves special considerations, including:

• compliance with Therapeutic Goods Order 110

• compliance with state or territory legislation

• compliance with advertising regulations

• access to unapproved products

• access to vaping devices appropriate for the nicotine vaping product being 
dispensed

• presence of ingredients other than nicotine (e.g. flavouring, contaminants)

• counselling about appropriate use to stop smoking, safe storage and disposal.

Pharmacists can dispense a prescription for nicotine vaping products with evidence of an AP or SAS B 
approval, subject to any applicable state or territory restrictions or requirements. 



Nicotine vaping products

• Nicotine vaping products are not a first-line option for smoking cessation. First-
line pharmacotherapy options (in combination with behavioural intervention) 
should be trialled before using nicotine vaping products for smoking cessation. 
Nicotine vaping products can only be legally imported or supplied in Australia 
with a valid prescription. 

• Unapproved nicotine vaping products can be imported and held in stock by 
pharmaceutical wholesalers or pharmacies in anticipation of receiving a 
prescription that complies with the authorised prescriber scheme or special 
access scheme. Patients who have a valid prescription can also import 
unapproved nicotine vaping products for personal use using the personal 
importation scheme. 



Dispensing an unapproved nicotine 
vaping product



Supply

Australian sponsors (including pharmacists) who access unapproved nicotine vaping products for 
supply in Australia must adhere to the record keeping requirements of TGO 110. The Australian 
sponsor is responsible for confirming that the labelling and packaging requirements of TGO 110 are 
met for the imported unapproved nicotine vaping product. In the event these labelling and 
packaging requirements are not met, the Australian sponsor must re-package or re-label the 
product. Pharmacists are considered a sponsor if:

• nicotine vaping products are imported directly from an overseas supplier to supply to Australian 
patients

• nicotine vaping products are exported from Australia (e.g. the product is sent to someone 
overseas)

• nicotine vaping products are extemporaneously compounded – record keeping requirements 
detailed in TGO 110 must be kept for each nicotine vaping product that is compounded. 



Dispensing of nicotine vaping products

• Medical practitioners can apply to the TGA for approval to become an ‘authorised prescriber’ of 
an unapproved product. Authorised prescribers do not require human research ethics committee 
approval to prescribe nicotine vaping products as an aid to smoking cessation. Authorised 
prescribers must provide a report to the TGA every 6 months outlining the number of patients 
they have treated during the 6 month period.

• Pharmacists who dispense prescriptions for nicotine vaping products written by an authorised 
prescriber should request a copy of the prescriber's TGA approval letter to keep on file, especially 
where the prescriber is NOT listed on the TGAs list of authorised prescribers. 

• Special Access Scheme option

• Personal importation scheme

file:///C:/Users/antrobusc/Downloads/www.tga.gov.au/form/authorised-prescribers


Advertising

• The advertising of prescription medicines, including nicotine 
vaping products, to consumers is generally prohibited in 
Australia. A number of states and territories also restrict the 
promotion of vaping devices.

• However, a pharmacy may, in specified circumstances, 
advertise to consumers that they are able to dispense 
nicotine vaping products on prescription. Some states and 
territories also allow pharmacists to notify consumers in a 
specified manner if they supply vaping devices.

Advertising nicotine vaping products to the Australian public | 
Therapeutic Goods Administration (TGA)

https://www.tga.gov.au/advertising-nicotine-vaping-products-australian-public


Vaping devices

• Vaping devices, such as vapes, e-cigarettes and e-
cigars, are electronic devices used to heat nicotine 
vaping products for inhalation. Some nicotine vaping 
products are supplied in vaping devices (e.g. prefilled, 
disposable nicotine e-cigarettes and pods). Other 
vaping devices are supplied separately to the vaping 
product(s) used with those devices.

• Subject to state and territory restrictions or 
requirements, pharmacists can hold stock of, and 
supply, vaping devices (whether or not they are medical 
devices) for use with nicotine vaping products. No AP, 
SAS B or clinical trial approval/notification is required to 
dispense a vaping device alone. If an unapproved 
nicotine vaping product is supplied in or with a vaping 
device, the unapproved nicotine vaping product must be 
accessed under one of the supply pathways for 
unapproved goods (e.g. under an AP approval), but no 
separate AP, SAS B or clinical trial approval/notification 
is required for the vaping device itself.



Nicotine

Nicotine concentration and dilution

• The maximum concentration of nicotine vaping products that can be prescribed is 100 mg/mL. However, 
typical concentrations used for vaping are much lower (base nicotine concentrations typically do not exceed 
18–20 mg/mL, concentrations up to 60 mg/mL of nicotine salts are used). Base nicotine >20 mg/mL must be 
diluted with diluents (e.g. propylene glycol, glycerol) prior to use.8,41 Nicotine vaping products that must be 
mixed or diluted prior to use in an open system vaping device are associated with a higher risk of poisoning 
and contamination.8

• At-home dilution of nicotine vaping products for use in open system vaping devices is not recommended due 
to the risk of:

• errors in the dilution process

• poisoning from accidental exposure via ingestion, or absorption through skin or eyes

• addition of potentially toxic or illegal substances

• contamination.



Disposal

Safe disposal

• Nicotine vaping products and vaping devices are hazardous waste.

• Open systems

• Advise patients to return any unused nicotine vaping products (and empty nicotine vaping product containers that 
may contain residual nicotine) to the pharmacy for appropriate disposal through the return of unwanted medicines 
(RUM) program. Advise patients to switch vaping devices 'off' and remove rechargeable batteries prior to disposing 
in the household rubbish. Rechargeable batteries can be disposed of according to local council recommendations.

• Closed systems

• Contact your local council for information about disposal of household quantities of closed system 'disposable' 
vaping devices. If the waste must be stored prior to disposal, advise patients to store it securely and out of reach of 
children.



Quitline

• Refer patients to Quitline for free evidence-based, multi-session 
behavioural intervention. Quitline counsellors assess the patient's 
smoking history and use motivational interviewing to help them 
develop a plan to stop smoking. There are tailored programs for 
people living with a mental illness, pregnant women and young 
people. There is also an Aboriginal and Torres Strait Islander Quitline 
service.

• Pharmacists can refer patients to Quitline directly by submitting a 
secure, online referral. See quit.org.au for details of local Quitline 
services. Alternatively, patients can contact Quitline by phone on 
137 848.

file:///C:/Users/antrobusc/Downloads/www.quit.org.au


State and territory restrictions

• The ACT, South Australia, Northern Territory and Tasmania 
may require pharmacists to obtain a retail licence for 
tobacco products/e-cigarettes before they dispense nicotine 
vaping products or supply vaping devices.

• NSW requires pharmacists to notify NSW Health before they 
dispense nicotine vaping products or supply vaping devices.

• In WA, products that resemble tobacco products, including 
vaping devices, cannot be sold. However, pharmacists are 
permitted to dispense nicotine vaping products that are 
Schedule 4 (prescription only) medicines.





QUESTIONS?

Prof. Nick Zwar Dr Shane Jackson



www.quit.org.au/NVP

For links to:

• RACGP Smoking cessation guidelines

• PSA Smoking cessation guidelines

• Prescribing changes for nicotine vaping products for health professionals (NPS 

MedicineWise)

• Legal and regulatory changes: nicotine vaping products (TGA)

• Previous webinar on “Smoking cessation - practice considerations after 1 October 

2021” (Prof John Skerritt, TGA, and Prof Nick Zwar, RACGP)

SOON: Links also to online, accredited training for GPs and pharmacists


