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1 Protocol Synopsis
Title

We Can Do This: Web-based therapeutic program for reducing
methamphetamine use amongst Aboriginal and Torres Strait Islander
people: Wait-list control, randomised trial protocol

Protocol version and date

1 dated January 2019

Funding

NHMRC Project Grant # APP1100696

Principal investigator

Associate Professor James Ward, South Australian Health and Medical
Research Institute

Background and rationale

Methamphetamine use is of deep concern in Aboriginal and Torres Strait
Islander communities but access to culturally appropriate treatment
resources and services is limited. The We Can Do This web-based
therapeutic Program (WBTP) is an online web application designed to
incorporate evidence-based therapies in a culturally-relevant format using
narratives from Aboriginal people to contextualise the therapeutic
content. The trial is one component of a larger study titled Novel
Interventions to Address Methamphetamines in Aboriginal communities
(NIMAC) being hosted at ten Aboriginal Community Controlled health
Organisations (ACCHO) nationally. Other components of NIMAC have
included collation of a national cross-sectional survey of current
methamphetamine users, facilitation of focus groups with users, affected
community members and service providers and the development and
implementation of community led interventions to prevent
methamphetamine use in each site.

Trial Methods

The acceptability, feasibility and effectiveness of the We Can Do This
WBTP will be tested in a wait-list control, randomised trial in up to 6- 10
ACCHS sites currently engaged in the NIMAC study.

Hypothesis

Participants who complete the WBTP will have significantly reduced days
of methamphetamine use in the last month and at 1, 2 and 3 months
compared to wait-listed participants with access to treatment as usual.
Our secondary hypothesis is that for participants who complete the WBTP
intended and actual help-seeking, including attendance at participating
health services will have increased.
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Study objectives

The trial of We Can Do This WBTP builds on existing research supporting
the effectiveness of web-based therapies for a range of psychological and
other health-related issues including substance-use. If successful, the ‘We
Can Do This’ WBTP will increase the range of options available to
Aboriginal people seeking to reduce or stop methamphetamine use. It
may provide a pathway into treatment for people who may otherwise be
disengaged with health services for a range of reasons, and will be a
culturally-appropriate, evidence-based resource for health practitioners to
offer their clients.

Participant population

Participants will be Aboriginal and/or Torres Strait Islander people aged 16
and over who have used methamphetamine at least weekly in the past
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three months. They will be recruited online through advertising and
established social media channels in each of the trial sites, or through
referrals from community members or service providers. Online screening
questions will identify participants who meet the eligibility criteria and
invite them to proceed to the online consent process.
Study design

A wait list randomised control trial design will be used to test the
feasibility acceptability and effectiveness of a WBTP.

Outcome Measures

The primary outcome measure will be the number of days when the
participant used methamphetamine during the past 4 weeks. Secondary
outcomes will include readiness to change, help-seeking, severity of
dependence and psychological distress. Assessment will occur at baseline,
1, 2 and 3 months for both groups.
After consent and details for participants about the trial have been
completed, baseline assessments also within the WBTP will be conducted
by all participants on entry to the trial. These assessments will ask
participants to complete basic non-identifiable demographics, current
methamphetamine use and health service utilisation data. The wait-list
control group will undertake the same assessments as the intervention
group, with access to the WBTP at three months post enrolment.
Participants wo are wait-listed will have access to treatment as usual
(TAU) including referrals to services, at the participating health service
until the three-month control period is complete.
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Treatment of participants

Participants with an interest in participating within the trial and after
consent will be randomly allocated to the WBTP or the wait-list arm at a
1:1 ratio. The intervention group will receive the WBTP internet
intervention, on their smart phone, tablet or computer, and can complete
the seven modules contained within the We Can Do This WBTP alone at
their own pace within a 6 week period and with an opt in option of having
additional weekly telephone or face to face support provided by their local
Aboriginal Health Service.

Statistics

An intention-to-treat analysis will compare the primary and secondary
outcomes for the intervention participants vs. wait list participants at
baseline, 1, 2 and 3 months post treatment. Main effects will be evaluated
using a mixed effect models that accounts for site-specific clustering
effects.
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4 Background and Rationale
Methamphetamine use has increased globally over recent decades.[1] In Australia, where amphetaminetype stimulants have been a feature of the illicit drug market for many decades, a shift from low purity
powder (speed) to the higher purity form of the drug, crystalline methamphetamine (often referred to as
‘ice’), has led to an increase in drug-related harms. This is indicated by increases in amphetamine-related
hospital admissions, drug and alcohol service treatment presentations and help-line calls.[2] The available
evidence indicates that Aboriginal and Torres Strait Islander Australians (herein: Aboriginal) use
methamphetamines and experience harms at a higher rate than non-Indigenous Australians, with some of
the highest recorded rates of use in regional and remote areas.[3, 4]
In line with national trends, Aboriginal Community Controlled Health Services have experienced an increase
in amphetamine-type stimulant related presentations over recent years. The burden of service provision
for amphetamines is noted in the 2014-2015 Aboriginal and Torres Strait Islander Health Organisations
Online Service Report, where the proportion of organisations reported amphetamines as one of their most
important issues in terms of staff time and organisational resources increased from 45% in 2013-2014 to
70% in 2014-2015. At the same time, social and emotional wellbeing and substance use services were
identified as in the top five service gaps, and access to evidence-based treatments provided by qualified
staff remains variable.[5]
A systematic review of cognitive and behavioural treatments applied specifically to methamphetamine use
concluded that good clinical outcomes are achieved with Cognitive-Behavioural Therapy (CBT).[6] Further,
CBT with or without Motivational Interviewing (MI), appears to be associated with reductions in
methamphetamine use and other positive changes.[6] A preliminary randomised controlled trial comparing
Acceptance Commitment Therapy (ACT) and CBT indicated that these two therapeutic modalities produce
comparable results, therefore ACT may be a viable alternative to CBT for treating harmful
methamphetamine use.[7] This is relevant in an Aboriginal context where modular and work-sheet based
CBT approaches are not always preferred for a range of reasons.[8]
Internet interventions have shown effectiveness for some substance use problems, including
methamphetamine use. For example; “Breaking the Ice” was a fully automated, participant self-guided,
web-based intervention consisting of six self-administered modules based on components of cognitivebehavioural and motivational interviewing.[9] The program was effective at increasing participants’
motivation to reduce their methamphetamine use, increased help-seeking and reduced days out of role,
relative to a wait-list control (at 3-6 months post-treatment). Effect sizes were small to moderate (RR 0.50.74).[10] The program participants, who were predominantly non-Aboriginal and male, completed the
web-based modules also showed a non-significant reduction in their methamphetamine use [41]. Feedback
on the acceptability of Breaking the Ice was generally positive in relation to the use of fictional case stories
as an engaging approach, but participants reported that the program was also too ‘text-heavy,’ which may
have contributed to attrition.
Other evidence from evaluations of online interventions developed specifically for Aboriginal people, such
as the Stay Strong App for setting goals relating to social and emotional wellbeing [11, 12] and iBobbly
application for suicide prevention [13] indicates that that computerised and web-based therapeutic
approaches may be feasible and acceptable to Aboriginal people, and have the potential to increase access
to evidence-based therapies by overcoming barriers to health service access stemming from physical
distance, cultural or other barriers.
The We Can Do This WBTP is being developed as part of a larger project seeking to better understand and
address deep concerns in Aboriginal and Torres Strait Islander communities about methamphetamine use
through the development and trial of prevention and treatment strategies. Early quantitative and
7
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qualitative findings from the larger project indicate that access to health services does not currently match
self-reported need, and that barriers to health services exist including stigma, shame and a lack of culturally
appropriate services. The WBTP may provide and pathway for people using methamphetamine to
overcome such barriers to health-service access, or an alternative support option for people in the
community.
Our primary hypothesis is that participants who complete the WBTP intervention will have significantly
reduced days of methamphetamine use in the last 4 weeks at 1, 2 and 3 months compared to wait-listed
participants with access to treatment as usual. Our secondary hypothesis is that the WBTP will increase
intended and actual help-seeking, including attendance at participating health services.

5 Trial Methods
5.1 Study Setting
The trial will take place in geographically regional, remote and urban locations in Australia. Participating
Aboriginal Community Controlled Health Services will be to refer potential clients to the WBTP and to
provide clinical support to participants who choose to have additional such support when participating in
the trial.

5.2 Design
A wait list randomised control trial design will be used to test the feasibility, acceptability and effectiveness
of the WBTP. The intervention group will receive the WBTP, with the option of weekly telephone or face to
face support provided by their local Aboriginal Health Service. The wait-list control group will undertake the
same assessments at baseline, 1, 2 and 3 months as the intervention group, with access to the intervention
site at 3 months post enrolment.

5.3 Participant eligibility, recruitment, consent and exclusion
Participants will be Aboriginal and/or Torres Strait Islander people aged 16 and over who have used
methamphetamine at least weekly in the past three months. They will be recruited online through
advertising and established social media channels in each of the trial sites or via referrals from service
providers in each location. Advertising material (posters, post-cards) directing people to the project website
will be available at participating sites alcohol and drug services including needle and syringe programs
within each study location. Once participants access the project site, the steps are:
Participants:
1. Follow the link to the project page
2. Click ‘I am interested!’
3. Respond ‘yes’ to three questions:
- I am 16 years old or older
- I am Aboriginal and/or Torres Strait Islander
- I have used methamphetamine about weekly for the past 3 months.
→ if the participant responds ‘no’ to any questions, they will be excluded from the study and
directed to a ‘thank you for your interest’ page with links to harm minimisation and health
service information.
4. If all answers are ‘yes’ participants receive the plain language statement (PLS) on the screen, that
may also be downloaded in Portable Document Format (PDF), or listened to via an audio recording
embedded in the site.
8
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5. At the end of the PLS the telephone numbers and email addresses for obtaining more information
appear. The participant is then prompted to confirm that ‘I have read (or had read to me) and
understand the plain language statement’.
6. If they select ‘I have read and understand the plain language statement’, they are taken to the final
consent page, which asks:
-

I have read (or had read to me) and understand all of the above and agree to take part in the ‘We
Can Do This’ Research Project.
YES
NO (Check boxes)

All participants will then complete the baseline assessment before being randomised to support via the
WBTP or wait-list control (see Figure 1).

5.4 We Can Do This- Web-based Therapeutic Program (WBTP)
The WBTP comprises seven modules that attempt to balance the need to adhere to evidence-based
practice, that points most clearly towards cognitive-behavioural and motivational interviewing therapeutic
approaches, and advice from clinical and cultural advisors who steered the development towards
‘Acceptance Commitment’ and Narrative therapeutic approaches. The modules have been developed with
narratives provided by Aboriginal actors depicting stories of real people collected via interviews. The
modules are designed as stand-alone activities that do not have to be completed in a particular order. The
WBTP has been intentionally developed with as little text as possible. Each module has been extensively
tested with stakeholder groups, ACCHS sites, and study coordinators employed through the NIMAC project.

Figure 2 Screen shot of launch Page with first video
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Recruitment (health service/advert/website link)

Trial information
Ineligible – exclude:
‘thank for interest’
web link to other
MH/AOD resources

no
Screening

Active online consent

Baseline data collection (online)

Wait list control - 6
months (n=144)

Randomised

Create username/password
Confirm trial e-mail address and/or mobile number

Intervention (n=144)

Access to ‘We Can Do This’
Weekly health service contact (if selected) / log-ins

6 days later
Text/e-mail ‘reminder for next appointment / log-in

Not accessed – reminder
phone call / email / text
message (+3 days)

E-mail day 30 - logon follow-up data

1st follow-up data collection, day 30 and payment

Not accessed – 2 reminder
text / emails (day 28, 35)
then phone (day 40)

E-mail day 60 - logon follow-up data collection

2nd follow-up data collection, day 60 and payment

Not accessed – 2 reminder
tests / emails (day 56, 63)
then phone (day 70)

E-mail day 90 - logon follow-up data collection

3nd follow-up data collection, day 90 and payment

E-mail thanks– access to web-site

E-mail thanks / end of study

(Reminders as per
intervention group)

Figure 3: Flow of participants through the We Can do This trial
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Not accessed – 2 reminder
tests / emails (day 85, 95)
then phone (day 100)

At first log-in, participants will enter names of relevant support people into their Healing Circle. These may
be personal contacts or professional people who may be called upon to provide support. Key 24-hour
helpline numbers and other relevant services will be automatically entered into this section of the WBTP.
The healing circle may be easily accessed at all times by participants via an icon at the top right-hand corner
of the screen (see Figures 1 and 2).
Each module is described in more detail below and is summarised in Table 2.
Are You Ready? is an online adaptation of the decisional balance exercise that is frequently used with
Motivational Interviewing (MI)[14] although is not defined exclusively as a component of MI.[15] The
decisional balance exercise is commonly included in treatment manuals for substance use from different
therapeutic modalities.[16, 17] The exercise proceeds in four sections corresponding to ‘Good things about
using ice;’ ‘Bad things about using ice’; ‘Bad things about stopping ice’; and ‘Good things about stopping
ice.’ The choice of language – ‘good’ vs ‘bad’ things rather than the traditional ‘good’ vs ‘not so good’ was
made on the basis of key stakeholder (people with experience of using methamphetamines) feedback. A
brief video illustrating relevant issues introduces each section. Within each section, the participant is
presented with 10 items (one per page) that they rate on a slide bar as ‘not true for me,’ ‘a little bit true for
me’ or ‘true for me.’

Figure 1 Screen shot of ‘Weighing it up’ visual summary

After rating the final item in each section, all 10 items are presented in a list in order of relative weighting,
and the participant can add additional items to the list via a text box at this point. The ‘weighting’ for each
group of items is represented by a pile of stones and the relative weighting given to each item is
represented by the size of the stone (larger stones for those items rated as ‘true’; smaller stones for those
rated as ‘a little bit true’). By the end of all four rating exercises, the good and bad things about using ice
and stopping ice are represented visually by four piles of stones (Figure 2). Participants are then asked to
identify the good thing about stopping ice that is most important to them and pause to visualise the
difference that stopping ice would make to this important area of their lives. Using mental imagery is
known to promote goal directed behaviours in a range of health-related domains.[18, 19] and has a long
history as an important component of CBT.[20] Participants then have the option of scheduling a text
message to themselves to arrive later in the week, reminding them of this important motivator. The
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complete set of items selected with relative weightings and all other inputs is summarised in a portable
document format (pdf) document that may be emailed or printed.
The Cravings and Triggers module contains cognitive-behavioural exercises designed to assist the
participant identify their own triggers (situations, thoughts and feelings that can lead to urges to use) and
cravings (urges to use) with a view to making a plan for how to deal with them. The section begins with an
informational video providing psychoeducation on methamphetamine and the brain, including explaining
the nature of addiction and withdrawal. This psychoeducation video provides the rationale for the
subsequent exercises, which prompt the participant to reflect what cravings feel like for them, and to
identify the internal (thoughts/feelings) and external (situations) triggers that lead them to use. The first
exercise presents the participant with an image of a person and they are invited to tap on various body
parts to read about common symptoms of cravings, alongside strategies that can help to cope with that
symptom. For example, tapping on the nose will bring up the message: “Smell can bring on strong cravings.
You can interfere with them by smelling something else- lemon, coffee, soaps – anything that you find
calming and not related to using ice.”
The next exercise is introduced with written information defining external triggers, followed by a video by
one of the characters Clinton describing triggers for him (e.g. “driving past a house where I used to party”).
The participant is then presented with a list of common external triggers that they can select from a list,
with free text boxes to add detail. Aunty Rosie then suggests in a video that stopping ice-use will require
avoiding certain people and places, and the participant is asked to identify those triggers that may be
simply avoided, including getting rid of any ice and equipment they may have left. A video featuring
another of our characters, Tanisha then introduces the idea of internal triggers, and the participant is again
asked to select those that apply to them. The participant is then prompted to make a plan to reduce stress
and practice identifying and responding constructively and compassionately to unhelpful thoughts using
Socratic questioning. Again, all entries are summarised in a pdf to be printed or emailed.
The Having a Craving? Don’t Panic! module is a brief behavioural experiment in which the participant is
prompted to rate the intensity of their craving on a scale from 0 to 10, set a timer for 5, 10 or 20 minutes,
during which time they are instructed to do something else. The participant has the option of playing
‘Tetris’ on their device, as there is some evidence that playing Tetris acts as visual cognitive interference
and reduces the incidence and intensity of cravings in real-world settings.[21] When the timer finishes, the
participant receives a text message prompting them to return to the exercise and re-rate their craving,
after which they can repeat the exercise or move on to another module.
The High-Risk Situations module includes a series of questions designed to assist the participant to identify
potential high-risk situations, and to make a plan to cope with them without using methamphetamine.
Possible strategies include: where possible, avoiding the situation altogether, making a plan to leave if
things get hard, rehearsing how to say ‘no’ to people when drugs are offered, preparing by letting people
know that they have decided not to use, having support people nearby/contactable, reminding themselves
of their primary motivation for reducing or stopping use.
The Quiet Reflections module contains a series of reflections and mindfulness exercises that may be
selected from a ‘launch page’ within the module. These reflections emphasise connection to culture,
community and identity, and provide pathways for addressing culturally situated grief and loss and
connecting with cultural programs. The module also contains a basic introduction to mindfulness via
psychoeducation and a brief breathing exercise taken from Smout and Lazicki.[17]
The Values-driven goal setting module is an adapted version of the ‘Bullseye Values Survey’ developed by
Lundgren et al.[22] and further popularised by Harris[23]. This exercise does not focus on drug use
specifically and is intended to help the participant build a valued life outside of their use. In our adapted
version, the participant is presented with three baskets Labelled: ‘Less important; ‘Important’ and ‘Very
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important’. Values appear on the screen and the participant sorts them into the appropriate basket. In the
next stage of the exercise, those values rated as ‘very important’ appear one by one and can be placed on a
stylised image of a dart-board- close to the centre if the participant feels they are living well in accordance
with that value, and further away from the centre if they are not living in line with that value. Once all the
values have been placed on the board, the participant is encouraged to select a value placed further from
the centre to work on in the next section. The participant is then asked to write a ‘specific, achievable
action that would help them move closer to living out that value. This is followed by three questions: ‘What
would be the first step towards this goal?’; ‘Who could help you do this?’ and ‘When will you do this?’.
After nominating a day and time, the participant has the option to send a text message to themselves
reminding them to take the first step. The participant can then choose to work on another value, print their
plan or select another module.

Table 1 We Can Do This: Summary of modules and content
Module

Description

(Approximate
duration)
Your healing
circle
(10 minutes)

Are you Ready?
(10-20 minutes)
Cravings and
Triggers
(10-15 minutes)
Having a
Craving? Don’t
Panic
(5-20 minutes)
High Risk
Situations

At log-in, participants are asked to identify personal and professional support people
whom they may call on for support throughout the program. These contact details
remain easily accessible throughout the WBTP. The person also nominates here
whether to have regular phone or face-to-face support from the health service as they
proceed through the WBTP.
Module aims to help the participant resolve ambivalence and make a decision about
what change (if any) they wish to make to their use. It does this by asking about the
good and not so good things about using, and about change, then weighing these up.
Provides psychoeducation about the psychological and physiological processes
involved in addiction. Exercises assist the participant to understanding symptoms of
cravings, identify their own triggers and outline helpful responses that are entered
into a behavioural change plan.
Behavioural experiment where participant rates their craving, sets a timer for 10, 20
or 30 minutes, is prompted to do other things (with the option of playing ‘Tetrus’),
and is then sent a text message with a link back to the program after the specified
time.
Participant identifies high risk situations and makes a plan for coping with them with
the option of receiving a supportive SMS at their nominated ‘high risk’ time.

(10 minutes)
Cultural
reflection
(5-15 minutes)
Value-driven
goal setting
(10 minutes)

The participant watches Rosemary Wanganeen provide a reflection on collective grief
and loss. This is followed by audio outlining 4 ways of working through grief, and a
simple mindful breathing exercise.
The participant identifies the values that are most important to them, rates how well
they are living out those values, and sets goals that will help them move closer to
living a life that is aligned with their most important values.
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5.5 Intervention Implementation in the RCT
Instructions will recommend that participants access the WBTP once a week for six weeks, however they
are free to access the WBTP as frequently as they wish. Based on feedback from advisory groups,
participants will not be forced to complete modules in a set order but will be able to select modules based
on preference. Participants may withdraw from the trial at any time. Data collected until that point will be
included, unless specifically requested otherwise. Participants will be paid $40 as reimbursement for their
time completing each of the follow-up assessments. This payment will not be affected by the participants’
level of engagement with the intervention.
Participants will have the option of receiving health practitioner support via weekly phone calls or face to
face contact from trained staff at the participating health service in their geographical area. If this option is
taken up, the participant’s contact details will be automatically forwarded to the relevant health service
staff member and they will receive an introductory phone call during which the health practitioner will
explain their support role and schedule the weekly phone calls. Alternatively, participants will have the
option to proceed without practitioner contact. In either case, participants will be prompted to consider
the option of ‘talking to someone’ after each module, and may take up the support option later in the
intervention phase.
At the end of each module, printable summary pages of their inputs may be emailed to participants, or
other support people according to the participants’ preferences. Participants will be sent an email or text to
remind them to log-in each week, regardless of which modules have been completed. If all modules are
completed early, participants may repeat modules. All online interactions will be monitored and inputs
recorded but de-identified prior to analysis.

5.6 Health practitioner training and support
The WBTP has been developed so that a range of health practitioners may provide clinical support. Health
practitioners allocated to the trial will receive face-to-face training from the research team and receive a
training manual with detailed instructions in the use of the WBTP and how it may be used as the basis for
supportive conversations that consolidate the WBTP content. The manual will contain examples of scripts
that may be used to guide conversations. If issues arise in these conversations that fall outside the
practitioners’ professional boundaries, the practitioner will have clear referral pathways available to them.
Ongoing support for clinical support staff will be provided throughout the trial by the research team and
senior clinicians in each organisation.

5.7 Primary outcome
The primary outcome measures the number of days when the participant used methamphetamine during
the past four weeks, assessed using questions from the Australian Treatment Outcome Profile (ATOP)[24].
The ATOP is a measure of past-month substance use that has been validated in treatment settings in
Australia. An adapted online version of the ATOP was used in phase 1 of the NIMAC project (the crosssectional survey) and found to be acceptable to both Aboriginal and non-Aboriginal participants.

5.8 Secondary outcomes
Will be assessed by measuring differences in: help-seeking (The General and Actual Help-Seeking
Questionnaires) [25, 26] (this will include reporting of concomitant psychological therapy for substance use
or other mental health conditions); readiness to change (Readiness to Change Questionnaire)[27];
psychological distress (Kessler 10) [28]; Poly-drug use: the first two questions from the Alcohol, Smoking
and Substance Involvement Screening Test (ASSIST)[29]; Severity of dependence (Severity of Dependence
Scale – SDS) [30]; days out of role (measured using Kessler’s scale but referencing methamphetamine use
rather than depression) [31]; useability and acceptability: the Internet Intervention Adherence
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Questionnaire [32], which includes optional free-text to report any criticisms or other feedback. Feasibility
of the WBTP will be assessed overall by demographics of participants, number of participants who
complete the program, general uptake of the WBTP. Qualitative interviews with health service staff and at
least two WBTP users will be conducted to explore positive and negative experiences. Health service
contact resulting from the online program will be verified via health service records.

5.9 Randomisation
The randomisation scheme will be developed by a statistician who is not involved with study participants.
Subjects will be randomly allocated to the WBTP or the wait-list with 1:1 ratio. Random numbers will be
generated using the statistical software Stata 14.0 (College Station, TX) or higher version. Randomization
will be stratified by study sites and gender.
Patients allocated to the wait-list will have access to treatment as usual (TAU) at the participating health
service until the 3-month control period is complete. TAU will involve referral to online harm-minimisation
information and access to the alcohol and other drug (AOD) counselling at the participating health service.

5.10 Sample size and power
Based on our previous research we expect a baseline mean of 16 days methamphetamine use in the past 4
weeks [43]. We aim to detect a reduction to a mean of 8 use days in the past 4 weeks, as this will have a
significant clinical impact in terms of reducing the risk of psychotic symptoms and violence (reduction from
odds of 10-11 to 2-3) [33, 34] . To detect this difference at each of the follow-up points with 90% power at a
p< 0.01 level we will require a sample of 100 participants per group. Based on our previous research, with
assertive follow-up (ie by phone as well as by email/text) we expect up to 30% attrition at follow-up,
meaning that we will need to recruit 144 participants into each condition (intervention and TAU), or a total
of 288 participants.

5.11 Safety and Security
The safety and security of participants is of paramount concern at all stages of the research process. Given
the online nature of the program, and the fact that its design allows for people to complete modules on
their own, it will not always be possible to gauge whether participants have become distressed during their
use of the program. To address issues of safety, the participant information sheet provided to participants
will include emergency numbers of appropriate providers in the local area, as well as the contact numbers
of the relevant researchers. These will also be included online at the end of baseline and follow-up
assessments. The Healing Circle component of the WBTP is also an important part of the safety plan for all
participants during the intervention phase. Adverse events or unintended effects of the trial reported by
participants or clinicians involved in the trial will be assessed by the trial management committee (TMC)
and reported to the ethics committees and other parties as required.

5.12 Data collection and management
Data will be collected online at baseline, 1, 2 and 3 months for both intervention and wait list participants.
For analysis, participants will be assigned a unique patient identifier (UPI). At completion of the
intervention phase, data on health service access including the date, type, frequency and duration of
contact will be verified via health service records provided in de-identified form (UPI) by health service staff
who are associated with the trial.

5.13 Data Handling and Record Keeping
Data collected online using UPIs will be uploaded automatically to a secure server managed by the primary
sponsor (SAHMRI) in accordance with strict research governance protocols.[35] Contact details for
participants are necessary for the successful operation of the WBTP but will not be stored with data
collected for research purposes. Access to data will be limited to research staff who are named on the
ethics application and research protocol.
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5.14 Discontinuation of Study
This trial may be stopped for a variety of reasons. These may include reasons such as:
• Unacceptable effects on participants
• Decisions made in the commercial interests of the sponsor or by local regulatory/health authorities.
Any decision to stop the trial will be made by the TMC in consultation with all investigators and the trial
sponsor.

5.15 Statistical analyses and end points
An intention-to-treat analysis will compare the change in primary and secondary outcomes for the
intervention vs. placebo conditions (i.e. wait list group) at 1, 2 and 3 months post baseline. The main effects
will be evaluated using a mixed effect models that accounts for site-specific clustering effects in
longitudinal study setting where indicator for intervention vs. placebo condition (i.e. wait list group) will be
considered as a “fixed effect”.

5.16 Ethical Approval
Ethical Approval will be sought from Aboriginal Human Research Ethics Committees relevant to each of the
participating sites, as well as from the Flinders University Human Research Ethics Committee.

5.17 Dissemination
Trial results will be reported to all participating sites and to the public via the ANZCTR and NIMAC website.
Topics suggested for presentation or publication in the peer-reviewed literature will be agreed upon by the
chief investigators, and authorship will be based upon the four criteria outlined by the International
Committee of Medical Journal Editors.[36]

5.18 Trial registration and Administrative Information
The trial is being registered with the Australian New Zealand Clinical Trials Registry (ANZCTR). This trial is
funded by National Health and Medical Research Council (NHMRC) Project Grant #1100696. The primary
sponsor for the trial is the South Australian Health and Medical Research Institute (SAHMRI). SAHMRI
assumes responsibility for the correct and ethical conduct of the trial.

5.19 Quality Control and Assurance
A Trial Management Committee (TMC) the Chief Investigators, external experts and consumer
representatives will advise on procedures, conduct of the trial and analysis and reporting of the results. Any
changes important changes to the protocol will be agreed upon by the TMC and communicated to all
relevant parties, including trial site representatives and the trial registry. An Aboriginal reference group
comprising Aboriginal people from participating communities and three researchers, Ward, Wilkes and
Brown will oversee the trial and ensure cultural protocols are respected.
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5.20 Project Timeline
2019

Mar

Apr

Jan

Feb

May

Jun

Jul

Aug

Sept

Oct

Nov

Dec

Recruitment
1mth f/up
2mth f/up
3mth f/up
TMC +
cultural
advisory (CA)
meetings
Preliminary
analysis

2020

Mar

Apr

May

Jun

Jul

Aug

Sept

Oct

Nov

Recruitment
1 mth f/up
2 mth f/up
3 mth f/up
TMC + CA
meetings
Analyisis +
Write up
Publication /
dissemination
of results to
early 2021

5.21 Contact Information:
SAHMRI Research Office: Sarah Lawson, sarah.lawson@sahmri.com; +61 8 8128 4110
M +61 408 845 368
Scientific Contact: A/Prof James Ward, Principle Investigator, james.ward@sahrmri.com;
+61 8 8128 4270, M: +61 439 605 227
Public Inquiries: Dr Rachel Reilly, Study Coordinator, rachel.reilly@sahmri.com, +61 8 8128 4216,
+61 416 119 129
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7 APPENDIX I – Baseline and Follow-up Assessment Instruments
7.1 Demographics
First Name
Age
Gender

Male

Female

Transgender Transgender
female
male

Do you think Straight/
of yourself
heterosexual
as:

LGBTQI

Are you:

Aboriginal

Torres Strait Islander

Single

In a
Other: Free text option
relationship

Gender
variant/ nonconforming

Not listed –
Free text
option

Other:
Free text option
Both Aboriginal and Torres Strait Islander

Postcode
Nearest
town
Are you

What is your Living alone
living
situation

Living with
family

Living with
friends

Homeless/sleeping Couchrough
surfing

Employment Unemployed- Home
status
on Centreline duties
payment

Parttime/casual

Fulltime

Disability Other: Free
text option

Highest
level of
Education

Primary
school

Some high
school

Completed
high school

Trade/certificate/
diploma

Bachelor degree or
higher

How long
have you
been using
meth?

3 months

3-6 months

6-12
months

1-2 years

More than 2 years

What is you
preferred
way of using
meth?

Smoking

Injecting

Other: Free text
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Other:
Free-text
option

7.2 Methamphetamine Use: Past Month
These questions ask you to remember how much methamphetamine you have used in the past 3 weeks. If
you can’t remember exactly, just make your best guess.
On a typical day of using meth, how many grams do you use? ____________
Please record how many days in each of the past 4 weeks you used meth. For example, last week you may
have used every day except one, so this is 6 days. It doesn’t matter which days you used.
Every day
Week 4:
(Last
week most
recent)

6 days

5 days

4 days

3 days

2 days

[Radio
buttons]

Week 3
(The
week
before)
Week 2
(the week
before
that)
Week 1
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1 day

0 days

7.3 Poly-drug use – ASSIST (WHO) [28]
The eight ASSIST questions are to be asked at baseline and follow-up.
In line with Australian standards, the question on methamphetamine and amphetamine will be combined,
and ecstasy will be asked independently.

Branching logic will exclude those drugs for which the person selected ‘No’ in question 1.
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Scoring: Poly-drug use will be defined as the sum of ASSIST classes of drugs endorsed for the
past month
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7.4 The K10
Asked at baseline and follow-up.

Scoring: Items are summed with minimum score of 10, maximum of 50. Scores are generally coded: 10-15 =
low; 16-21 = moderate; 22-29 = high; 30-50 = very high.
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7.5 Help-seeking
7.5.1 General Help-seeking questionnaire
Asked at baseline and follow-up.
This questionnaire will also include ‘Aboriginal Health Services’; Needle Syringe Program; Alcohol or Other
Drug (AOD) service.

Scoring: Item scores are summed to provide an overall score.

7.5.2 Actual Help-seeking Questionnaire
Asked at baseline and follow-up.
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This questionnaire will be adapted to an online version that asks about help-seeking in the past month (the
follow-up period) and includes Elders; Aboriginal Health Services; Needle Syringe Program; Alcohol or Other
Drug (AOD) service.
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7.6 Readiness to Change Questionnaire
Asked at baseline and follow-up.

The following questions are designed to identify how you personally feel about your ice use right now.
Please read each of the questions below carefully and then decide whether you agree or disagree with the
statements.
Strongly
disagree
1

I don’t think I use ice too much.

2

I am trying to use ice less than I used to.

3

I enjoy using ice, but sometimes I use to
much

4

Sometimes I think I should cut down on my
ice use

5

It is a waste of time thinking about my ice
use.

6

I have just recently changed my ice use.

7

Anyone can talk about wanting to do
something about using ice, but I am
actually doing something about it.

8

I am at the stage where I should think
about using less ice

9

My drinking is a problem sometimes

Disagree

Unsure

Agree

Strongly
Agree

10 There is no need for me to think about
changing my ice use.
11 I am actually changing my ice habit right
now.

`

12 Using less ice would be pointless for me.

Scoring: The five point Likert scales will be summed to obtain scores on each stage, with participants
designated to their highest scoring stage, or in the event of tied scores, the higher stage.
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7.7 Severity of Dependence
Asked at baseline and follow-up.

Scoring: Items are summed, with higher scores indicating a higher level of dependence.

7.8 Days out of Role
Asked at baseline and follow-up. The questions will be re-phrased to read: ‘How many days out of the past
30 were you……….because of your methamphetamine use?

30 We Can Do This: Web-based therapeutic program for reducing methamphetamine use
amongst Aboriginal and Torres Strait Islander people: Wait-list control, randomised trial protocol

7.9 Internet Intervention Adherence Questionnaire
Asked of intervention group at one-month follow-up only.
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Specific Questions – We Can Do This
17. The content wasn’t meaningful for me

18. The content wasn’t culturally relevant to me

19. The videos weren’t relevant to me

20. Please provide any other feedback:

32 We Can Do This: Web-based therapeutic program for reducing methamphetamine use
amongst Aboriginal and Torres Strait Islander people: Wait-list control, randomised trial protocol

