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ABSTRACT
Introduction  Smoking remains the leading preventable 
cause of death for Aboriginal and Torres Strait Islander 
people in Australia. Aboriginal and Torres Strait Islander 
people who smoke are more likely to make a quit attempt 
than their non-Aboriginal counterparts but less likely to 
sustain the quit attempt. There is little available evidence 
specifically for and by Indigenous peoples to inform best 
practice smoking cessation care.
The provision of a free Koori Quit Pack with optional 
nicotine replacement therapy sent by mail may be a 
feasible, acceptable and effective way to access stop 
smoking support for Aboriginal and Torres Strait Islander 
peoples.
Methods and analysis  An Aboriginal-led, multisite non-
randomised single-group, pre–post feasibility study across 
three states in Australia will be conducted. Participants will 
be recruited via service-targeted social media advertising 
and during usual care at their Aboriginal Community 
Controlled Health Services. Through a process of self-
referral, Aboriginal and Torres Strait Islander people who 
smoke daily will complete a survey and receive mailout 
smoking cessation support. Data will be collected over the 
phone by an Aboriginal Research Assistant. This pilot study 
will inform the development of a larger, powered trial.
Ethics and dissemination  Ethics approval has been 
obtained from the Aboriginal Health & Medical Research 
Council Ethics Committee of New South Wales (NSW) 
(#1894/21) and the University of Newcastle (#H-
2022-0174). Findings will be reported through peer-
reviewed journals and presentations at relevant local, 
national and international conferences. The findings will 
be shared with the NSW and Victoria Quitline, Aboriginal 
Health and Medical Research Council and Victorian 
Aboriginal Community Controlled Organisation and the 
National Heart Foundation.
Trial registration number  ACTRN12622000654752.

INTRODUCTION
Commercial tobacco is killing Aboriginal 
and Torres Strait Islander people. Tobacco 
use among Aboriginal and Torres Strait 
Islander people is intrinsically linked with 
colonisation, dispossession and racism.1–3 It 

was introduced into Australia by European 
colonisers who used tobacco to establish rela-
tionships and gain assistance from Aboriginal 
and Torres Strait Islander people.4 Tobacco 
became a staple of employers and govern-
ment issued rations, in lieu of wages, which 
continued until the 1940s and on some cattle 
stations until 1968.5 Today, tobacco use is the 
largest single-risk behaviour for the adverse 
health conditions of Aboriginal and Torres 
Strait Islander people, contributing 17% 
of total burden.6 Despite a reduction in the 
prevalence of smoking among Aboriginal 
and Torres Strait Islander people,7 8 smoking 
remains the leading preventable cause 
of death for Aboriginal and Torres Strait 
Islander people.4

Aboriginal and Torres Strait Islander 
people want to quit smoking. They are more 
likely to make a quit attempt than their non-
Aboriginal counterparts but less likely to 
sustain a quit attempt.9 This suggests that 
public health measures addressing tobacco 
use are successfully motivating people who 
smoke to attempt quitting. However, Aborig-
inal and Torres Strait Islander people who 
smoke may require support to sustain that 

STRENGTHS AND LIMITATIONS OF THIS STUDY
	⇒ This will be the first study to explore mailout smok-
ing cessation support in an Indigenous setting in 
Australia and internationally.

	⇒ This study will address a national priority area for 
Aboriginal and Torres Strait Islander people by pro-
viding an insight on a new and innovative way of 
improving uptake of smoking cessation support and 
smoking cessation.

	⇒ This pilot is aimed to assess mailout smoking ces-
sation support feasibility, acceptability, abstinence 
and adherence, and is not powered to assess the 
effectiveness of the intervention.
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quit attempt and achieve long-term abstinence.10 There is 
a comprehensive evidence base from the general popula-
tion indicating a combination of behavioural counselling 
and pharmacotherapy gives people who smoke the best 
chance at quitting. However, there has been no measure 
of effectiveness with Indigenous peoples. Additionally, 
Aboriginal and Torres Strait Islander people who smoke 
may not be receiving best practice smoking cessation 
support. For example, studies have found that although 
most (93%) Aboriginal and Torres Strait Islander people 
were asked if they smoked, only 49% of those who had 
been advised to quit were offered smoking cessation 
information and only 28% were referred to Quitline.11

Social media and community marketing is effective in 
changing attitudes, beliefs and intentions surrounding 
tobacco use and motivation to quit smoking.12 However, 
evidence suggests only a small proportion of people who 
smoke have used evidence-based smoking cessation treat-
ments13 that can increase the likelihood of longer-term 
smoking cessation. Best practice treatment includes multi-
session behavioural counselling14 combined with phar-
macotherapies, such as nicotine replacement therapies 
(NRTs).15 While pharmacotherapies and counselling are 
effective on their own, quit rates increase when they are 
used together.16 Quitline call-back services are effective in 
increasing smoking cessation in the general population14 
but have not been effectively measured among Aboriginal 
and Torres Strait Islander people. A recent New South 
Wales (NSW) Aboriginal Quitline evaluation reported 
positive insights in relation to Quitline outcome, benefits, 
cultural appropriateness, (safety) access and awareness.17 
The evaluation reported that Aboriginal and Torres Strait 
Islander people are receiving Quitline support from 
trained Aboriginal and Torres Strait Islander counsellors, 
and recommended the inclusion of NRT provision for 
consideration.17

The Royal Australian College of General Practitioners 
(RACGP) guidelines recommend the use of pharmaco-
therapies in addition to behavioural counselling for all 
Aboriginal and Torres Strait Islander people who want to 
quit smoking.18 NRT increases the success in quitting by 
50%–60%.19 Despite this, the use of NRT among Aborig-
inal and Torres Strait Islander adults is low compared 
with other Australians (23% vs 42%), with barriers such as 
knowledge, access and cost of NRT potentially impacting 
use. Further, 74% of Aboriginal and Torres Strait Islander 
peoples who used NRT reported receiving NRT at ‘no 
cost’, suggesting removal of the cost barrier could signifi-
cantly increase use.20 Among Aboriginal and Torres Strait 
Islander people who smoke that reported using NRT, 
those with higher nicotine dependence were more likely 
to believe that NRT helped quitting.20 Increasing aware-
ness and knowledge about the effectiveness and safety of 
NRT may be important to address acceptance and adher-
ence, which can potentially influence cessation rates. 
Further, no innovative approaches to simultaneously 
address cost, access and adherence among Aboriginal 
and Torres Strait Islander people has been conducted.

Aboriginal Community Controlled Health Services 
(ACCHS) are the leading health provider for Aboriginal and 
Torres Strait Islander people in Australia,21 and are owned 
and operated under the leadership of the local Aborig-
inal community. Aboriginal communities have reported 
that the use of NRT to support smoking cessation could 
be increased with readily available NRT through ACCHS, 
and avoiding having to access a pharmacy to collect cessa-
tion aids.22 While short-term funding solutions to purchase 
NRT are regularly sought by ACCHS to address and miti-
gate barriers to NRT use, no long-term initiatives have been 
provided. There has been limited research conducted 
exploring the uptake and use of NRT, follow-up/review 
or (re)issue of NRT, or adherence among Aboriginal and 
Torres Strait Islander people. The Pharmaceutical Benefits 
Scheme offers prescription two times annually to Aborig-
inal and Torres Strait Islander people; however, it is unclear 
if doctors are prescribing 10 weeks of NRT as recommended 
by the RACGP, or offering follow-up and review.

Evidence of the effectiveness of smoking cessation 
interventions is strong among the general population; 
however, intervention studies are urgently needed to 
address smoking rates for Aboriginal and Torres Strait 
Islander people.23 This is consistent with the WHO Frame-
work Convention on Tobacco Control, which calls for 
Indigenous peoples to be involved in the development, 
implementation and evaluation of Indigenous tobacco 
control. There is a critical need for more Indigenous-led 
intervention research and evaluation on ways to assist 
Aboriginal and Torres Strait Islander people to achieve 
and sustain long-term smoke-free norms.

This study will explore a scalable method of improved, 
flexible and potentially low-cost access to evidence-based 
smoking cessation supports for Aboriginal and Torres 
Strait Islander people. Additionally, this study will test the 
feasibility and acceptability of Koori Quit Pack, a mailed 
out smoking cessation package, including optional NRT, 
smoking cessation pamphlets information on the MyQuit-
Buddy app, iCanQuit app, Koori Quitline Facebook page 
and Aboriginal Quitline webpage, and offer proactive 
Quitline referrals for Aboriginal and Torres Strait Islander 
people in NSW, Australian Capital Territory (ACT) and 
Victoria.

Research has demonstrated the receptivity of people 
who smoke to the proactive offer of Quitline, and its 
effectiveness at increasing cessation rates.24 The Quit-
line in Queensland offers a Yarn to Quit programme, 
combining telephone counselling and postal NRT 
delivery to support Aboriginal and Torres Strait Islander 
people. However, no evaluations to date have reported 
its effectiveness. This research combines two evidence-
based smoking cessation outreach interventions (NRT 
and Quitline) with a range of readily available resources 
and assesses the level of interest, acceptability and feasi-
bility among Aboriginal and Torres Strait Islander people 
in NSW, ACT and Victoria.

This project is Aboriginal-led and has been designed in 
partnership and co-owned with the Aboriginal Health and 
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Medical Research Council (AH&MRC), Victorian Aborig-
inal Community Controlled Organisation (VACCHO), 
NSW/ACT and Victorian Quitlines, and Cancer Insti-
tute NSW to implement the first study exploring mailout 
smoking cessation support, including NRT in an Indige-
nous setting internationally.

METHODS AND ANALYSIS
Research team
This is an Aboriginal-led, community owned, research 
study aimed at increasing Indigenous-led tobacco control 
evidence. The study was conceptualised and led by the 
first author (MK, Wiradjuri woman), in partnership 
with Aboriginal communities in NSW and Victoria. Our 
team brings Aboriginal lived experience (MK, CC, SM, 
PO, KC), Indigenous lived experience (RM), expertise 
in Aboriginal health services (MH, BD), and tobacco 
research (MK, RM, CC, AGM, CS, BB). The project also 
employs two Aboriginal research assistants to support the 
culturally safe research implementation.

Study overview
There have been no studies exploring mailout smoking 
cessation support in an Indigenous setting in Australia or 
internationally. Successful smoking cessation programmes 
among Indigenous people locally and internationally are 
reported to include; Indigenous leadership, commu-
nity ownership and long-term implementation and 
sustainability.4

This Indigenous-led study will report crucial knowl-
edge on the interest, uptake and adherence of Aborig-
inal and Torres Strait Islander people to a range of 
scalable smoking cessation strategies in partnership with 
key stakeholders. This study will also address a national 
priority area for Aboriginal and Torres Strait Islander 
people by providing insights on a new and innovative way 
of improving smoking cessation care.

The findings of the study will provide vital intelligence 
for the scale-up and conduct of larger trials. It will also 
help inform clinical service and health promotion prac-
tice in NSW, ACT and Victoria.

The aims of the pilot in NSW, ACT and Victoria are to:
1.	 Examine the feasibility and acceptability of a mailout 

smoking cessation package among Aboriginal and 
Torres Strait Islander people.

2.	 Examine what support strategies included in the Quit 
Pack are taken up by Aboriginal and Torres Strait Is-
lander people. Specifically, to examine uptake of:
a.	 Mailed NRT.
b.	Other smoking cessation pharmacotherapies.
c.	 Proactive Quitline.
d.	Mobile phone smoking cessation applications.
e.	 Other forms of smoking cessation behavioural sup-

port.
3.	 Examine impact of a mailout smoking cessation pack-

age on self-reported quit attempts and abstinence.

4.	 Examine adherence to smoking cessation support, in-
cluding Quitline, NRT and mobile phone apps.

5.	 Evaluate the factors associated with uptake of mailout 
NRT among Aboriginal and Torres Strait Islander peo-
ple.

6.	 Compare recruitment and retention of participants be-
tween NSW, ACT and Victoria.

Design
This is a non-randomised single-group, pre–post feasi-
bility study of a mailout smoking cessation intervention 
with Aboriginal and Torres Strait Islander people in NSW, 
ACT and Victoria. The findings will help inform the 
development of a larger, powered trial. Participants will 
self-refer to receive mailout smoking cessation support.

Timeline of the study
Data collection commenced in May 2022 and will continue 
to December 2023.

Setting
Participant recruitment will be over a 12-month period 
using self-referral. Two forms of recruitment will be used. 
First, service-targeted online social media recruitment 
using Facebook advertising, posts shared by ACCHS and 
Quitline. Social media advertisements will promote the 
study with links to self-refer. Second, face to face through 
partnering ACCHS (in line with annual health checks, 
visits to the doctor and at community events), potential 
participants will be provided with a recruitment card 
including a QR code for the programme by their doctor 
or Aboriginal health worker/practitioner.

Participants
Participants will provide informed consent before survey 
commencement and eligibility screening questions. 
Eligible participants will be asked to provide their phone 
number for follow-up. The baseline survey will be admin-
istered by the Aboriginal research assistant over the 
phone and entered manually into the secure Research 
Electronic Data Capture (REDCap) system. Measures will 
include demographic characteristics (identifying their 
ACCHS and adding their postal address), health status, 
smoking behaviours and previous experience with NRT. 
All participants will then be offered best practice smoking 
cessation treatment, that is, combination NRT (patch plus 
a faster-acting formulation) plus behavioural counselling 
via Aboriginal Quitline, together with supporting written 
and promotional materials (see figure 1 for a summary of 
the participant flow).

Eligibility criteria
Participants will be eligible if they self-identify as Aborig-
inal and/or Torres Strait Islander people, currently 
smoke daily, are aged 16 years and above, and reside in 
NSW, ACT or Victoria. Participants will only be eligible 
if they have a plan to quit smoking in the next 30 days 
following enrolment to the programme. If the participant 
is pregnant or becomes pregnant while in the trial, we 
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will recommend speaking with their general practitioner 
(GP) before using the optional NRT component.

Participants who have a history of contraindications to 
NRT, such as having recent myocardial infarction, stroke, 
or a serious heart or circulation problem will be provided 
with smoking cessation support without NRT. People with 
health contraindication(s) wishing to use NRT will be 
encouraged to consult their regular GP for advice. These 
participants will not be excluded and can still access other 
supports available in their Quit Pack. Participants who 
do not intend to quit smoking in the next 30 days will 
not eligible; however, they will be provided with online 
resources regarding the benefits of smoking cessation. 
They will then have the option to reconsider and if moti-
vated to quit can return to the study anytime during the 
study recruitment period.

Intervention: Koori Quit Pack
Quit Pack
The Quit Pack will include readily available universal 
quitting resources such as; pamphlets and resources on 
quitting, an information card on existing government-
provided support options such as MyQuitBuddy App, and 
iCanQuit App. In addition, there will be Aboriginal and 
Torres Strait Islander specific supports such as a link to 
Aboriginal Quitline webpage, as well as health promotion 
and Aboriginal merchandise.

An offer of NRT
An Aboriginal research assistant will telephone partic-
ipants and conduct a brief assessment of smoking 
behaviours. All participants will be offered the option 
of NRT at recruitment, and each follow-up time point. 
If participants agree to the offer of NRT they will be 
asked if they intend to use the NRT in the first week. 
NRT will include 21 mg nicotine patches and a number of 

faster-acting oral NRT formulations (lozenge, gum, inha-
lator) as combination NRT, consistent with the recom-
mended best practice according to the 2019 RACGP 
smoking cessation guidelines. The RACGP recommends 
a 10-week course of NRT treatment for effective smoking 
cessation.25 The first Quit Pack will include 2 weeks of 
NRT based on participant preference. Participants who 
do not tolerate the type of NRT they are provided with 
will be offered with a different type of NRT. For example, 
if the participant does not tolerate nicotine gum, inhalers 
will be provided. At 2 weeks, we will assess adherence, NRT 
preference changes, utilisations and provide a further 4 
weeks of NRT supply for two courses (total of 10 weeks).

Behavioural counselling
Participants will be offered a referral to Aboriginal Quit-
line. An Aboriginal research assistant will explain that the 
most effective way to quit smoking is to have something 
to help with the cravings (the NRT) plus help to manage 
triggers to smoke (eg, stress or others smoking around 
you) like that provided by an Aboriginal Quitline. After 
describing what Aboriginal Quitline offers (i.e., a dedi-
cated Aboriginal counsellor, yarning approach, as many 
or as few calls from Quitline as they would like, help with 
using the NRT products), the research assistant will only 
refer the participant to Aboriginal Quitline if they are 
interested and consent. One of the benefits of Aboriginal 
Quitline is that it is able to provide highly flexible and 
timely support, for example, more frequent calls in the 
first week immediately following a quit attempt when the 
risk of smoking relapse, even when using NRT, is highest.26

Follow-up
Follow-up will be conducted for all participants including 
those that do not wish to use NRT and/or Aboriginal Quit-
line. At each follow-up time point, an Aboriginal research 
assistant will offer NRT and Quitline referral to the partic-
ipant. Participants who agree to have NRT mailed to their 
home will receive a 10-week programme that will be sent 
after each follow-up time point. This was chosen due to 
the cost of NRT and to reassess use and participant pref-
erence regarding oral forms of NRT. Follow-up schedule 
is found in table 1.

All follow-ups will be conducted by an Aboriginal 
research assistant with all follow-up attempts made 
upholding culturally safety and Indigenous ways of 
knowing, being and doing through building of reciprocal 
relationships. If follow-up phone calls are not answered, a 
text message will be sent and if no response, two further 
text reminders will be sent, the final text including a link to 
the follow-up survey and offer of supports. Follow-up will 
be conducted at 2 weeks, 6 weeks, 10 weeks and 6 months. 
Participants who complete follow-up will be provided with 
a AUD$30 gift card at 2, 6 and 10 weeks to reimburse 
their time. At 6-month time point participants will be sent 
a survey via text message and/or email to report smoking 
behaviours, self-reported quit attempt lasting 24 hours, 

Figure 1  Flow of participants through the study. ACCHO, 
Aboriginal Community Controlled Organisation; NRT, nicotine 
replacement therapy.
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self-reported 7-day smoking abstinence, NRT and Quit-
line use and acceptability of the programme.

Outcome measures
Feasibility and acceptability outcomes measures are 
summarised in table 2.

Primary outcome measure
The primary outcomes include feasibility of the 
programme, acceptability of the programme and rate 
of smoking abstinence. Feasibility and acceptability of 
the intervention will be measured by recruitment rates, 

Table 1  Summary of measures and follow-ups

Measures Baseline
2 weeks 
follow-up

6 weeks 
follow-up

10 weeks 
follow-up

6 months 
follow-up

Baseline data ✓

Quit Pack: health education resources ✓ ✓ ✓

Quit Pack: proactive Quitline referral ✓ ✓ ✓

Quit Pack: offer of free NRT ✓ ✓ ✓

Adherence and acceptability of NRT ✓ ✓ ✓

Feasibility and acceptabilty of study ✓ ✓ ✓

Quit attempt lasting 24 hours ✓ ✓ ✓ ✓

Self-reported 7-day abstinence rates ✓ ✓

Postintervention follow-up survey ✓ ✓

NRT, nicotine replacement therapy.

Table 2  Feasibility and acceptability of outcomes

Outcome Data collection method Analysis Timepoints

Feasibility
(primary)

Audit of study records Recruitment by channel type (Facebook ad vs QR 
code) Recruitment by channel intensity (amount of 
Facebook advertising, number of ACCHS actively 
recruiting)
Evaluating the update of resources.

Recruitment period

Acceptability
(primary)

Participant survey
 

Participant interview

Self-reported questionnaire reporting usefulness, 
engagement and improvement questions. Statistical 
analysis of survey. Thematic analysis of open-
ended questions.
 

Feasibility and acceptability of the programme and 
suggestions for improvements.

2 weeks, 6 weeks (primary 
endpoint), 10 weeks and 6 
months after pack is delivered
 

10 weeks after pack is 
delivered

Abstinence
(primary)

Participant survey Study-specific questionnaire including self-reported 
7-day point prevalence abstinence rates. Statistical 
analysis.

2 weeks, 6 weeks (primary 
endpoint), 10 weeks and 6 
months after pack is delivered

Adherence
(secondary)

Participant survey Self-reported, study-specific questionnaire asking 
the frequency of use of individual intervention 
components. Adherence will be assessed with 
the following two survey questions adapted from 
previous studies1 how often did you use the (NRT 
type) and2 how long did you use the (NRT type). 
Statistical analysis.

2 weeks, 6 weeks and 10 
weeks after pack is delivered

Recruitment 
rate
(secondary)

Audit of study records Assessed by audit of study database (number and 
% of people eligible and consenting into study).

Baseline,

Retention rate
(secondary)

Audit of study records Assessed by the number (and %) of participants 
completing each follow-up.

2 weeks, 6 weeks (primary 
endpoint), 10 weeks and 6 
months after pack is delivered

ACCHS, Aboriginal Community Controlled Health Services; NRT, nicotine replacement therapy.
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uptake of Quitpack and uptake/adherence to both 
NRT and Quitline (best practice treatment) and uptake 
of a cessation app, retention rates and other measures 
collected by the research assistant during follow-up. The 
rates of self-referral and referral through the ACCHS will 
be measured. Smoking cessation outcomes: participants 
will be asked whether they have smoked, even a puff, in 
the last 7 days to assess 7-day point prevalence abstinence, 
an item recommended by the Society for Research in 
Nicotine and Tobacco. Participants who have not quit 
will be asked how many cigarettes per day they currently 
smoke and their intentions to quit smoking; how soon 
after waking they smoke their first cigarette; and if, since 
their baseline interview, they have stopped smoking for 
even 1 day because they were trying to quit.

Secondary outcomes
The secondary outcomes include adherence to the inter-
vention components, participant recruitment rates and 
participant retention rates at each follow-up time points. 
Adherence will be measured by participants’ self-reported 
usage of the individual intervention components at each 
follow-up time point. Participant recruitment rate will be 
assessed by auditing the study databases at baseline and 
follow-up. Participant retention rates will be evaluated 
using the number of participants in each follow-up using 
study database.

Data collection
Participants will complete a telephone survey at baseline, 
2 weeks, 6 weeks and 10 weeks of follow-up. A final survey 
link will be sent by text message at 6 months. The survey 
instruments were prepared in the English language and 
will be filled in the electronic survey using REDCap by the 
Aboriginal research assistant.

Measures
Baseline survey
The baseline survey includes the following five sections.

Sociodemographic characteristics
The first section will assess gender (man, women, trans-
gender, non-binary or others); postal code; level of educa-
tion (primary school, or up to year 9, year 10–11, year 
12, current student at university/TAFE/apprentice, trade 
certificate, university degree); number of people living in 
the household; number of children living in the house-
hold; and frequency of anyone smoking inside their 
home (daily, weekly, monthly, less than monthly, never). 
For women, we will assess pregnancy status and plans to 
conceive in the next 3 months.

Smoking and cigarette behaviours
The second section will elicit smoking characteristics of 
participants including: (1) the type of tobacco products 
the participant usually smokes (cigarettes, roll your own 
cigarettes from commercial tobacco, roll your own ciga-
rettes or other sources of tobacco and nicotine, cigars, 
shisha or pipe or hookah or others); (2) use of e-cigarette/

vape with nicotine and e-cigarette/vape without nicotine 
will be assessed and (3) the level of nicotine dependence 
using the Heaviness of Smoking Index.27 The frequency 
of urge to smoke in 24-hour period will be assessed (not 
at all, a little of the time, some of the time, a lot of the 
time, almost all the time, all the time). We will also assess 
the strength of urge to smoke (no urges, slight, moderate, 
strong, very strong, extremely strong).28 This method of 
assessing the strength and frequency of urges to smoke 
has been used successfully in previous studies conducted 
among Aboriginal and Torres Strait Islander People.29

Motivation and confidence in quitting smoking
We will explore participants level of motivation and confi-
dence to quit. Participants will be asked to rate their level 
of motivation to quit smoking out of 10 (1 being ‘very low 
motivation’ and 10 being ‘very high motivation’). Partici-
pants’ confidence to quit smoking will be assessed as ‘not 
at all confident’, ‘slightly confident’, ‘moderately confi-
dent’, ‘very confident’ or ‘extremely confident’.29 30

Quitting history and future intention
The fourth section will explore quitting history and future 
intentions. Participants will be asked question about their 
quit attempts and the methods they have used to assist 
their quit attempts. The following smoking cessation 
medication related issues will be evaluated: previous use, 
safety and efficacy beliefs, reasons for not using medica-
tions, duration and frequency of medication use, their 
intention to use the medications, preferred smoking 
cessation medication. Additionally, previous use of other 
smoking cessation supports such as Quitline, websites, 
Mobile phone apps will be elicited. Previous studies have 
used the duration and frequency of NRT use to measure 
adherence to NRT.31 32

Mental health and well-being
Section five will explore mental health and well-being 
using the adapted version of the 9-item Patient Health 
Questionnaire (PHQ-9) for use in Aboriginal and Torres 
Strait Islander peoples. A cut-point score of 10 points from 
a maximum score of 27 will be used to consider further 
support and referral.33 Participants with a PHQ-9 Score 
of 10 and above will be encouraged to contact their local 
GPs and provided with the phone numbers for an imme-
diate online support (Lifeline or Mental Health Line).

Follow-up survey
At each follow-up, we will examine current smoking 
status; quit attempts; and among abstainers, nicotine 
withdrawal symptoms. Continuous and 7-day point prev-
alence abstinence from smoking will be explored. Simi-
larly, the usage patterns of smoking cessation supports, 
such as MyQuitBuddy App, Quitline, Aboriginal Quitline 
webpages, Pamphlets or booklets, iCanQuit App, Koori 
Quitline Facebook page use will also be elicited. Change 
in safety and efficacy beliefs about NRT will be evaluated 
in each follow-up survey. Adherence to the NRT will be 
evaluated based on the duration and frequency of use. 
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If participants are not using the medications as per the 
recommendation, the reasons will be elicited. Partici-
pants’ treatment preference, motivation and confidence 
to quit smoking will be assessed at each follow-up. The 
frequency and intensity of urge to smoke will be evalu-
ated in each follow-up visit. Participants mental health 
status will be evaluated using the adapted version of the 
9-item PHQ-9 in each follow-up survey.

Sample size calculation
The number of participants required for a feasibility 
study varies with a minimum of 100 participants.34 We will 
recruit up to 500 people and cease recruitment after 12 
months, with a target sample of 200.

Data analysis plan
In accordance with the Consolidated Standards of 
Reporting Trials statement guideline for feasibility and 
pilot studies,35 no formal hypothesis testing for effec-
tiveness will be undertaken. Descriptive statistics will be 
presented to characterise participants enrolled in the 
feasibility study at each follow-up time points. The accept-
ability and adherence to smoking cessation supports will 
be described using frequency and percentages. Rate of 
smoking cessation, participant recruitment and reten-
tion rate will be evaluated and presented using tables and 
figures. The rate of smoking cessation will be reported 
using an intention-to-treat approach. Participants who are 
lost from follow-up will be considered still smoking and 
will be included in the analysis in such a way. Thematic 
analysis of open-ended questions will be undertaken to 
evaluate acceptability of the programme and to provide 
directions for a powered trial.

Patient and public involvement
The research team acknowledge that Aboriginal and 
Torres Strait Islander people have the right to oversee 
research conducted. Following consultation with Aborig-
inal Health Services across the states and territories 
included in this study and other stakeholders, we were 
advised that an appropriate Aboriginal Community Gover-
nance for this project is the AH&MRC’s Tobacco Advisory 
Committee (TAC). The lead researcher and Aboriginal 
research assistant will report progress on the project to 
the TAC approximately quarterly. The TAC will oversee 
the data collection, analysis and reporting ensuring it is 
appropriate community involvement. TAC members will 
also be invited to join the authorship team on publica-
tions resulting from this study. We acknowledge this is 
not reflective of ACT or Victoria communities and will 
continue to consult on appropriate oversight, respecting 
local protocols. Acknowledging the impact on Aborig-
inal Health Services during COVID-19, this approach was 
deemed appropriate and assists to minimise the burden 
to the Aboriginal and Torres Strait Islander communities.

Registration
The trial is registered with the Australian New Zealand 
Clinical Trials Registry (ACTRN12622000654752).

Ethics and dissemination
Ethics approval has been obtained from the Aboriginal 
Health & Medical Research Council Ethics Committee of 
NSW with approval number 1894/21 and the University 
of Newcastle with approval number of H-2022-0174.

Informed consent will be obtained from all participants. 
Participant information will be always kept confidential. 
No data will be published that identifies individual partic-
ipants. Data will be collected, stored and used in accor-
dance with the National Health and Medical Research 
Council data management policy.

A range of community-led knowledge translation activ-
ities and resources will be developed and shared based 
on the needs and interest of participants and community 
partners to disseminate results. These will include but will 
not be limited to; infographics, webinars, short videos 
and brief reports. The results will also be presented in 
relevant local, national and international conferences, 
and with the NSW and Victoria Quitline, AH&MRC and 
VACCHO and the National Heart Foundation. Academic 
publications are also expected.
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