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ABSTRACT

Introduction Indigenous peoples who have experienced
colonisation or oppression can have a higher prevalence of
alcohol-related harms. In Australia, Aboriginal Community
Controlled Health Services (ACCHSs) offer culturally
accessible care to Aboriginal and Torres Strait Islander
(Indigenous) peoples. However there are many competing
health, socioeconomic and cultural client needs.

Methods and analysis A randomised cluster wait-control
trial will test the effectiveness of a model of tailored and
collaborative support for ACCHSSs in increasing use of
alcohol screening (with Alcohol Use Disorders Identification
Test-Consumption (AUDIT-C)) and of treatment provision
(brief intervention, counselling or relapse prevention
medicines).

Setting Twenty-two ACCHSs across Australia.
Randomisation Services will be stratified by remoteness,
then randomised into two groups. Half receive support
soon after the trial starts (intervention or ‘early support’);
half receive support 2 years later (wait-control or ‘late
support’).

The support Core support elements will be tailored to
local needs and include: support to nominate two staff

as champions for increasing alcohol care; a national
training workshop and bimonthly teleconferences for
service champions to share knowledge; onsite training,
and bimonthly feedback on routinely collected data on
screening and treatment provision.

Outcomes and analysis Primary outcome is use of
screening using AUDIT-C as routinely recorded on practice
software. Secondary outcomes are recording of brief
intervention, counselling, relapse prevention medicines;
and blood pressure, gamma glutamyltransferase and
HbA1c. Multi-level logistic regression will be used to test
the effectiveness of support.

Ethics and dissemination Ethical approval has been
obtained from eight ethics committees: the Aboriginal
Health and Medical Research Council of New South Wales
(1217/16); Central Australian Human Research Ethics
Committee (CA-17-2842); Northern Territory Department
of Health and Menzies School of Health Research (2017-
2737); Central Queensland Hospital and Health Service
(17/QCQ/9); Far North Queensland (17/QCH/45-1143);
Aboriginal Health Research Ethics Committee, South
Australia (04-16-694); St Vincent’s Hospital (Melbourne)

2,9

Strengths and limitations of this study

» This large cluster randomised controlled trial pro-
vides the power to test whether a model of support
for Aboriginal and Torres Strait Islander primary care
services can increase rates of alcohol screening and
treatment provision.

» The protocol has been designed to be compati-
ble with cultural context and to integrate western
knowledge with the expertise and holistic approach-
es of these services.

» The use of regular data feedback and nomination of
service champions offers the services an opportu-
nity to be involved in ongoing quality improvement
on alcohol care.

» The resultant study will be able to use routinely col-
lected outcome data but this relies on the accurate
recording of screening and alcohol care provided to
clients.

Human Research Ethics Committee (LRR 036/17); and
Western Australian Aboriginal Health Ethics Committee
(779).

Trial registration number ACTRN12618001892202;
Pre-results.

INTRODUCTION

Globally, alcohol is the leading cause of
loss of healthy life years for people between
the ages of 15 and 49." Indigenous peoples
dealing with colonisation and oppression can
be at higher risk of mental illness and harms
from alcohol.? In Australia, the proportion of
Aboriginal and Torres Strait Islander (Indig-
enous) people who drink alcohol is less than
non-Indigenous people.” However, Indige-
nous Australians are 2-8 times more likely
to be hospitalised for alcohol-related condi-
tions® and nine times more likely to die from
alcohol-related harms.® This directly impacts
on the health gap between Indigenous and
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non-Indigenous Australians.* These increased risks and
harms from drinking can be related to experiences
of trauma, grief, poverty and cultural dispossession,
resulting in increased mental illness, trans-generational
trauma and lower life expectancy.”*® The lack of commu-
nity autonomy and access to culturally appropriate treat-
ment services also contribute.

Early detection of unhealthy drinking (ie, of hazardous,
harmful or dependent alcohol use)”® plays a key role in
reducing the overall burden of alcohol conditions, partic-
ularly before people develop health problems or social
impacts such as incarceration related to alcohol use.”™
Internationally, alcohol screening and brief interven-
tion approaches have been found to be cost-effective in
reducing unhealthy drinking, particularly for those who
are not dependent on alcohol.” '* However across Austra-
lian primary care settings, screening and brief interven-
tion for unhealthy drinking are not always standardised,"”
informed by Australian National Health and Medical
Research Council (NHMRC) drinking guidelines,'* or
systematically conducted. It is estimated that 50%-70%
of people with unhealthy drinking go undetected in
Australian primary care.'” Similarly only 57% of attendees
were screened for unhealthy drinking in four Indige-
nous primary care settings in Queensland, Australia (in
2007).'° Also, when alcohol dependence is present, phar-
macological treatments to reduce risk of relapse are not
regularly prescribed in primary healthcare.'”"

Culturally specific healthcare services that are led and
delivered by Indigenous peoples can have a key role in
improving quality of healthcare and treatment access.”
Aboriginal Community Controlled Health Services
(ACCHSs) provide accessible and culturally appropriate
healthcare to Indigenous communities across Australia.
Each ACCHS has its own holistic service delivery model
for the communities that they serve.”” As with mainstream
(general population) services, knowledge and practice of
screening and brief intervention vary between and within
Indigenous primary care services."” *' * Some ACCHSs
have an alcohol and other drug (AOD) worker or team,
or links with external AOD specialists/services. Others
may have no specific AOD expertise and health practi-
tioners may lack confidence in delivering alcohol care
(ie, screening, brief intervention, counselling or medi-
cines). Prior to 2017, the Australian government had
asked ACCHS staff to record clients’ alcohol use as ‘safe’
or ‘unsafe’, ‘non-drinker’ or ‘ex-drinker’.?? However
health practitioners may or may not have known current
drinking guidelines or have applied these to assess the
risk.

To increase standardisation of alcohol screening in
ACCHSs, in July 2017 the use of the Alcohol Use Disorders
Identification Test-Consumption (AUDIT-C) was added
as a national key performance indicator for ACCHSs.”
AUDIT-C*! is a 3-item screening tool, comprised of the
first three questions of the 10-item AUDIT.* This short
form has been shown to have good sensitivity and spec-
ificity in comparison to the full AUDIT.** Several studies

suggest that AUDIT-C is valid in Indigenous primary care
settings, though further study into culturally appropriate
delivery is suggested.”*

Internationally, research suggests that support can
help primary care services increase implementation of
alcohol screening and brief intervention® or provision
of pharmacotherapies for relapse prevention in alcohol
dependence."” Support which is multi-faceted, and
targets several areas of a health service seems particularly
promising.” For example the approach may target not
just doctors, but other professionals, clients, and organ-
isational systems.” Continuing quality improvement
approaches may offer sustainable benefit, including in
ACCHSs.” However there have been very few studies of
culturally relevant support models for ACCHSs in alcohol
care,”» * with even fewer conducted by Indigenous
researchers.

This paper outlines the trial protocol for testing if
a model of support can assist ACCHSs to integrate the
mainstream evidence base on alcohol care with their own
cultural and clinical expertise. The use of an inactive
control group can be challenging on ethical and partner-
ship grounds, particularly for vulnerable communities. In
contrast, a wait-control design allows support to be deliv-
ered to all participating ACCHSs.

AIMS

This trial aims to assess if a model of tailored and collabo-
rative support for ACCHSs can result in increased uptake
of evidence-based screening and treatment for unhealthy
alcohol use (ie, drinking above recommended limits).
This service-wide model of support will be designed to
build on services’ existing strengths (figure 1).

METHODS

Overview

A cluster randomised trial will test the effectiveness of a
model of tailored and collaborative support to increase
the use of AUDIT-C and evidence-based treatment in
ACCHSs compared with care as usual. Culturally relevant
supports will be offered with the aim of increasing staff
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Figure 1 Project principles—embedding mainstream

evidence into a cultural care approach.
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Figure 2 Flow diagram for the trial.

skills and capacity to develop, refine and deliver systems
for alcohol care. These supports will be based on current
evidence and be in-line with services’ cultural-care
practices. Twenty-two ACCHSs will be recruited across
Australia. Services will be randomised into two arms, an
early support (intervention) and a late support (wait-
control) arm (figure 2).

The support provided will contain eight core elements
(table 1), but be tailored, guided by ACCHSs, to their
individual needs, including needs by remoteness. It will
also be underpinned by current evidence such as national
alcohol treatment guidelines,'” Alcohol Treatment
Guidelines for Indigenous Australians® and national
alcohol consumption guidelines.'* The study methods
will be based on principles of conducting health research
with Indigenous Australians.” This includes Indigenous
involvement and engagement, benefits for Indigenous
peoples, and led by Indigenous Australians.

The primary outcome will be routinely collected data
on screening rates using AUDIT-C. Secondary outcomes
will include recorded delivery of brief intervention,
counselling or prescribed medicines to reduce relapse
in alcohol dependence. We will also describe changes in
reported drinking and in biological measures that can be
affected by drinking such as gamma glutamyltransferase
(GGT, aliver enzyme),* HbA1C* and systolic blood pres-
sure (BP).*

Participating services and eligibility

Recruitment

This trial will recruit whole services (no clients will be
recruited). ACCHSs across Australia will be recruited
based on expression of interest after circulation of study
information to eligible services. A mix of services will be
approached (by KHH, BH or KC) with a range of remote-
ness as determined by the Australian Standard Geograph-
ical Classification—Remoteness Area (ASGC-RA).*® Both
verbal and written information will be shared. Face-to-
face meetings will be offered to eligible services. Indige-
nous project staff will be employed in recognition of their
specialist skills and knowledge of working with ACCHSs.
Additional time will be factored into project timelines for

Table 1 Eight core support elements*

1  Service champions

Services asked to nominate two representatives to act as advocates of alcohol care and links

between the service and research team

2 National workshop

National capacity building workshop for service champions at the start of the support phase (and

for early support services, a wrap-up feedback workshop at the end of the maintenance support

phase)
3  Onsite training
4  Resources/funding

Training will be offered to each ACCHS at their service
Some resources (eg, visual resources for brief intervention and clinical guidelines) will be given

to services for free. Additional funding will be provided for the selection and purchase of further
resources (eg, FASD doll, standard drink cups).

5  Practice software
support

6 Data feedback
7  Phone conferences

Support will be provided to services throughout the trial to facilitate the routine clinical use of
alcohol-related items in the practice software.

Individual service data will be fed back to each service every second month
Phone conferences will be held every second month between service champions and project team

(including an addiction medicine physician). These will allow sharing of ideas and joint problem

solving.
8  Online platform

Further resources and information will be shared via a secure online platform.

*These eight core elements of support will be tailored to local service needs. Further detail on each element is provided in the body of the

text.
ACCHS, Aboriginal community controlled health service.
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engaging with ACCHSs, including liaising with multiple
key staff, follow-up conversations and knowledge transla-
tion of research documents.

Inclusion criteria

Services eligible for the trial will meet the following
criteria:

1. Are an ACCHS.

2. Provide care to 1000+clients per annum.

3. Use Communicare as their practice software.

Exclusion criteria

Services will only be excluded if signed institutional
consent forms are not returned before the close of
recruitment. Data from clients aged 15 or under will not
be extracted.

Consent

After written institutional consent is signed, a memo-
randum of understanding will be negotiated by the senior
investigator (KC) and lead author (KHH) with each
ACCHS. Staff participating in individual qualitative inter-
views will also provide informed consent. Further consent
will be sought, following completion of the main trial, if
the authors wish to perform ancillary studies using stored
data.

Randomisation

ACCHSs will be categorised into three strata based on
their remoteness using ASGC-RA¥ : (1) urban and inner
regional; (2) outer regional and remote; (3) very remote.
Service names will be replaced by consecutive numbers.
Within each stratum, half the services will be randomised
by a computer program into the early support arm and
half into the late support arm. Randomisation will be
conducted by an author (TD) who is blind to services’
names.

Sample size

Sample size requirements were calculated using PASS
(Power Analysis and Sample Software).*® Because larger
numbers are needed to be able to determine increases
in treatment provision than to demonstrate an increase
in screening, the treatment provision outcome was used
for sample size calculation. In an ACCHS of 1000+clients
per year, approximately 60% (n=600) are likely to be
aged 16 years or older.”” We estimate that 57% of clients
(n=342) have likely been screened for alcohol use within
12 months'® and at least 25% (n=86) of screened clients
are likely to be drinking above NHMRC recommended
limits.'* ** % In the late support arm, it is likely that 60%
(n=51) of identified unhealthy drinkers will have an
alcohol intervention recorded.'® Assuming an intra-
cluster correlation coefficient of 0.04," *! enrolling 10
earlysupportservicesand 10 late supportservices will allow
for an increase in treatment provision over a 12-month
period of at least 13% in the early support services to be
detected (ie, from 60% to 73%; 80% power and 2-sided
significance of 0.05). We will enrol an additional service

in each arm to allow for the possibility of clusters drop-
ping out of the study. Accordingly, the target number of
services to be enrolled is 22.

The model of support

ACCHSs will be acknowledged as the experts in cultural
healthcare for Indigenous peoples in their communities
and Australia. The study also recognises the need for
flexibility based on needs of individual services and of
the ACCHS sector as a specialist sector overall. Support
approaches will include the same core elements (table 1).
However, approaches will be tailored to the needs of each
ACCHS, for what works best for their service, clients and
communities.

The core support elements were designed based on
evidence-based approaches for supporting implementa-
tion of alcohol care.”’  The project team also drew on
their experience working within (six authors) and with
Aboriginal health services; and in health workforce devel-
opment (nine authors). Advice was also received from
ACCHS peak organisations and networks in New South
Wales and South Australia, and from a research team
conducting a quality improvement trial for ACCHSs on
diabetes screening.

At the start of the early support phase, the support will
be refined based on preliminary analysis of qualitative
data from staff interviews and after feedback from the
initial national workshop for early support service repre-
sentatives. Tailoring and further minor refinement of
support will occur during the trial, informed by service
feedback.

Early support (‘intervention’) services will receive the
support soon after the trial starts (1year of active support,
lyear maintenance phase). Late support (wait-control)
services will receive the same intervention elements
2years after the start of the early-support phase. Due to
the nature of the intervention, it is not possible to blind
participants or staff as to which services are receiving
support.

1. Identifying service champions

Each service will be asked to identify two staff repre-

sentatives to work collaboratively with their service

staff and the research team on increasing alcohol care.

Services will be asked to consider nominating a clini-

cian, Aboriginal health professional and/or an indi-

vidual from management. Service champions will be
invited to attend an initial national face-to-face work-
shop, and second monthly teleconferences. These
meetings will ensure that support approaches are in
line with the values of each ACCHS, and will allow
sharing of expertise and initiatives. Champions will be
key in highlighting the potential benefits of change in
their service and will encourage service staff to discuss
their second monthly data feedback, and to address
any key barriers to change.*

2. Workshops

A national workshop will be held at the beginning of

each support phase to bring champions from those
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services together for capacity building and network-
ing. Feedback will be obtained from champions about
pre/post-workshop knowledge, training preferences,
priority areas for support and useful resources. Key
presentations from workshops will be video-recorded
and made available via a password-protected website.
A wrap-up workshop will be organised for early sup-
port service champions (only) at the end of their sup-
port phase. Opportunities will be provided for service
champions to provide verbal and written feedback on
support, to discuss continuing quality improvement
approaches and to network. Study results to that point
will be discussed.

3. Onsite training
Training will be offered at each service for all staff,
with maximum duration of 2days. Core elements will
include screening, alcohol and the body, brief inter-
vention and treatment approaches, including relapse
prevention medicines. Due to the individuality of
each service, flexibility will be given to allow inclu-
sion of other (alcoholrelated) training topics. The
training will be co-facilitated by an addiction specialist
(KC) and an Aboriginal researcher with clinical back-
ground (KHH) and will use culturally specific content
and resources. Training content will be aligned with
Indigenous protocols such as gender appropriateness,
kinship systems and cultural obligations; such a family
and community sharing which at times can impact on
substance use.”” ** Pre/post-training feedback will be
collected from participants.

4. Resources/funding
The trial will provide several hard copy and electron-
ic resources for free to services (ie, the Handbook
for Aboriginal Alcohol and Drug Work,” Alcohol
Awareness Kit*® and Quick Reference Guide to the
Treatment of Alcohol Problems47).
Each ACCHS will be provided with funding to purchase
additional resources. Services can choose, in partner-
ship with the chief investigators, how they spend their
funding. The early support arm of the project will re-
ceive up to $9000 for resources. The late support arm
will receive up to $3500. This is a reduced sum as they
will have access to resources developed within the ear-
ly support phase, so time and development costs will
be less. Resources must be alcohol-related and may in-
clude additional training, conference attendance, ed-
ucation resources for staff or clients, funds for health
promotion events or for local adaptation of resources.

5. Practice software support
A Communicare support officer will be available during
the trial to support ACCHSs with the practice software.
Some ACCHSs may choose to make modifications to
Communicare to make alcohol ‘clinical items’ more ac-
cessible for staff. One example is adding AUDIT-C into
the Aboriginal and Torres Strait Islander (Indigenous)
health assessment (‘Adult Health Check’), which was
not routine in standard versions of Communicare at
the time of trial commencement. AUDIT-C can also be

1. Are you meeting your AUDIT-C screening goal?

Service set goal >
25% screened

2. How many clients your service is screening

@ screened not screened

Screening rate over 12 months (out of clients aged 16+ who have attended

in the past year)

3. How is your AUDIT-C screening rate going over time?
100%
75% -
50%
25%

Screening rate for each 2-month period

Figure 3 Three of the elements used to feedback alcohol
screening data to ACCHSs.

added to other regular assessments such as antenatal
and the pre-consult examination (ie, routine observa-
tions and/screening by a nurse or Aboriginal health
worker before seeing the doctor). Services will also be
provided with information about existing fields (‘clin-
ical items’) available on Communicare for recording
episodes of alcohol care (education/advice; on-site
counselling), which can then be retrieved by data
extraction.

6. Second monthly data feedback

Individual services will receive feedback on their rou-
tinely collected data on alcohol care every 2months
during their support phase. Data will be represented
visually using images and or graphs (figure 3) and be
fed back to nominated staff, including champions.
Services will be asked for feedback on the data rep-
resentation early in the support phase and adaptions
will be made as requested. Services will be encouraged
to discuss the results among staff, to see if there are
ways to further improve alcohol screening and treat-
ment rates.

7. Phone conferences

Second monthly phone conferences will be organ-
ised for service champions. These will provide the
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opportunity for ACCHSs to network nationally. The
champions will be split into two groups for the phone
conferences, based on remoteness. During teleconfer-
ences, champions can discuss their data feedback, pro-
gress, successes, difficulties, helpful tools, resources or
approaches.
8. Online platform

A password-protected web portal will allow ACCHS
staff to access and share current evidence, culturally
appropriate resources and to network. It will include
a discussion board. Short videos, training presentation
slides and clinical protocols will be uploaded by pro-
ject staff.

Data collection
Qualitative data
Qualitative data will be collected from ACCHSs at the
start of the early support arm. The data will help inform
the support model. Structured phone interviews will
be conducted with approximately five staff members
from each ACCHS in the early support arm, with the
aim of a total of 50. Champions and/or key staff will be
approached to assist with recruiting interviewees.
Alcohol can be sensitive to discuss due to cultural
protocols such as kinship/family systems, gender or age,
shame (embarrassment) or community and social accep-
tance of alcohol.*#° Therefore, the interview questions
will be framed using a strengths-based, capacity-building
approach.” Interview questions will include approaches
to make it easier to talk about alcohol, treatment around
alcohol, skills and knowledge needed to provide quality

alcohol care, new ways of helping people who struggle
with alcohol, other successful programmes that could be
used as a model for alcohol care and ideas for improve-
ment in alcohol care.

Interviews will be conducted by two Indigenous staff
with experience working with ACCHS and conducting
interviews. One interviewer will facilitate the interview
while the other will live-transcribe. The interviewers will
compare and discuss notes after each interview. Memos
will also be written by the lead author (KHH) on each
interview.

Quantitative data

Non-identifiable data on episodes of screening, alcohol care
and related variables (see below) will be extracted from the
Communicare database of each ACCHS on the 28th day of
every second month throughout the 5-year trial (figure 4).
The baseline extraction will include data for 12 months
before the trial starts. Participating services use structured
query language (SQL) queries developed for this project to
extract routinely collected data. For every 2-month period a
denominator sheetwill be extracted which includes the date
of the last visit for each client who has attended during that
period and their gender and age. In addition the following
variables will be extracted, each one linked to an individual
client ID and the date the variable was recorded: AUDIT-C
responses; the clinicians’ perception of the client’s drinking
status (‘Ex-drinker’, ‘Non-drinker’, ‘Within safe drinking
limits’ or ‘Unsafe - needs intervention’); whether a brief
intervention, or a counselling session for alcohol use was
provided; whether a relapse prevention medication was

Study period

Enrolment

Allocation

Post-allocation

t.1 (Feb 16)
Jul 2016 to
Jun 2017

TIMEPOINT

16/06/17

to tz tz t3
29/8/17 28/8/18 14/8/19 13/8/20
Year 1 Year 2 Year 3 Year 4

Close out
28/4/21

ENROLMENT:

Eligibility screen X

Informed consent X

Allocation X

INTERVENTIONS:

Early support services

Late support services (wait-list control)

ASSESSMENTS:

Baseline/outcome variables
Retrospectively collected for 2-monthly periods® from
Feb 2016 to Feb 2021:

provision of brief interventions?, counselling;
prescriptions for acamprosate, naltrexone, disulfiram;
AUDIT-C results; systolic BP; GGT; HbAlc®

AUDIT-C screening rate; X X

*Data will be retrospectively extracted for the 12-month period before the start of the support (the intervention). All data used in this study are routinely

collected clinical data, extracted from the practice software (‘Communicare’).

alcohol use disorders
PMaintenance support phase

*Data will be extracted on the 28" day of every second month.
The first census date (1) is one year after the start of the intervention; t24 are other census points.
§ Blood test results (GGT, HbAlc) are only available when these have been routinely conducted

*Unhealthy alcohol use = hazardous consumption or
oActive support phase

Figure 4 Project timeline: SPIRIT schedule of enrolment, interventions and assessments for the trial.
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prescribed (ie, acamprosate, naltrexone or disulfiram); and
if measured, a range of biological markers which may be
affected by alcohol consumption (BP, HbA1C and GGT).

A spreadsheet will track dates when key elements
of support are provided to each service. Staff numbers
attending training and participating in teleconferences
will be recorded.

Service retention and withdrawal

Regular contact will be made with services during their
support phase through the second monthly teleconfer-
ences (by KC and often KHH), and for the purposes of
data extraction (by BH). Effort will be made to address
any concerns or suggestions, and to minimise burden of
participation on services. However, services may withdraw
from the study, for any reason and at any time.

Data storage and confidentiality

De-identified data will be sent to the project team every
2months (by email or Cloudstor). Data will be stored
securely in a University of Sydney drive only accessible
by relevant members of the research team. Identification
numbers rather than names are used for services in the
data set and in reporting. Data will stored for 7years after
the last publication on the study.

Analysis

Qualitative

Two independent analyses of the qualitative data will be
conducted: analysis of the memos and of the transcripts.
This complementary analytical strategy aims to enhance
examination of the raw data in the formation of key
concepts.”

Interview transcripts and memos will each be imported
into the qualitative software, NVivo V.11. Memos will be
analysed by the lead interviewer (KHH). Transcripts from
the structured interviews will be analysed by an indepen-
dent research associate to produce key themes. This
involves the interpretation of descriptive data to explain
the meanings of the interviewees’ responses.” Each data set
will be coded separately using a process of constant compar-
ison.” This will involve coding and organising like data into
categories along with a comparison and interpretation of
emerging themes across all transcripts and memos.” A
team of relevant experts will meet to discuss both analyses
and find consensus on key themes and sub-themes. These
key themes and findings will be described.

Quantitative

Only the routinely collected data on Indigenous Austra-

lian clients aged 16+ yearswho have attended a partici-

pating ACCHS in the last 12 months will be included in
analysis to assess:

1. The odds of a client being screened using AUDIT-C at
least once in any 2-month period (considering those
who attend in that period).

2. The odds of a client being recorded as receiving treat-
ment for unhealthy alcohol use at the ACCHS, includ-

ing advice/education or counselling, relapse preven-

tion medicines.

3. The number of clients identified by ACCHS staff to
have unhealthy alcohol use:

a. via AUDIT-C: using cut-offs recommended for
ACCHSs by the Australian Institute of Health and
Welfare (3+ fora woman, 4+ fora man).?

b. and/or staff perception of drinking status (eg, safe,
unsafe, non-drinker or ex-drinker).

We will use statistical packages, IBM SPSS for descrip-
tive analyses and R for multi-level modelling.

Multi-level modelling will be used to account for clus-
tering of observations under clients, who are nested
within services. We will assess if clients are more likely to
be screened for risky alcohol-use and provided with treat-
ment if they are attending a service receiving support.

Two dummy variables will be constructed to indicate
whether or not clients were screened with the AUDIT-C
during each 2-month data extraction period, or if they
received treatment. These variables will be used as
outcomes in multi-level logistic regressions. As data are
aggregated at bimonthly intervals, repetitive screenings
within those 2-monthly periods will not influence the
modelled effect of the intervention. However, to ensure
that the intervention is associated with increased odds of
appropriate screening, we will create a dummy variable
indicating whether a client has been screened in the
previous 12 months, and use this variable as the outcome
in a multi-level logistic regression.

Characteristics of ACCHSs, such as number of clients,
will be compared descriptively between the early/late-
support services. Characteristics that display major imbal-
ance between arms will be considered as adjustment
factors in outcome analyses. As data are collected as part
of routine clinical activity, missing data are likely to be
non-random, as such multiple imputation will not be
performed.

All analyses will be repeated for the maintenance phase
of the study to see if study effects weaken or strengthen
over time. The analysis will also be repeated after the late
support services have received support, to see if any effect
on use of screening or treatment can be replicated.

If a significant effect of the support on alcohol care
outcomes is demonstrated, a secondary analysis will
examine the elements of support which were most effec-
tive, and whether the effect of support changed over time
during a support phase. Potential change in client health
indicators over time (AUDIT-C scores, GGT, HbA1C, BP)
will be examined in relation to support provision.

Ethics approvals

Ethics approval was obtained by eight ethics review commit-
tees, including three Aboriginal-specific committees. As
there are minimal foreseeable risks in this study, there
will not be an independent committee monitoring trial
conduct, data or adverse events. Feedback from services
will be provided to investigators and adaptations made as
necessary.

Harrison KH, et al. BMJ Open 2019;9:€030909. doi:10.1136/bmjopen-2019-030909

1ybuAdos Aq
pa103101d ‘AlISIBAIUN UBMOD YIIPT e 6T0Z ‘2T JoquiaAoN uo jwodwg uadolwg//:dny wol) papeojumoq ‘6T0Z JoqWIAON 0T U0 6060E£0-6T0Z-Uadolwg/9eTT 0T sk paysiignd 1siy :uado NG


http://bmjopen.bmj.com/

I

Open access

Table 2 WHO trial registration data

Data category

Information

Primary registry and trial identification number

Date of registration in primary registry
Secondary identifying numbers

Sources of monetary or material support
Primary sponsor

Secondary sponsor

Contact for public and scientific queries

Public title

Scientific title

Counties of recruitment
Health condition(s) or problem(s) studied
Interventions

Key inclusion or exclusion criteria

Study type

Date of first enrolment
Target sample size
Recruitment status
Primary outcomes

Key secondary outcomes

Australia New Zealand Clinical Trials Registry: ACTRN12618001892202
21/11/2018

APP1105339

NHMRC, Australia

The University of Sydney

Royal Prince Alfred Hospital

Kate Conigrave, MBBS, FAChAM, FAFPHM, PhD kate.conigrave@sydney.
edu.au

Supporting Aboriginal community controlled health services to deliver
alcohol care: a cluster randomised controlled trial

Increasing uptake of evidence-based management of unhealthy alcohol use
in Aboriginal primary healthcare services: a cluster randomised controlled
trial

Australia
Hazardous alcohol use; alcohol use disorders

Health service support (including training, sharing learning between
services); regular data feedback
Health services:
1. are Aboriginal Community Controlled Health Services
2. deliver care to at least 1000 unique clients annually
3. use ‘Communicare’ as their practice software
Data from clients 16 years and older are eligible for extraction
Interventional;
Allocation: randomised;
Primary purpose: prevention;
Cluster randomised trial
28/10/2016
22 services
Complete
AUDIT-C screening rate
Brief intervention for alcohol rate

AUDIT-C, Alcohol Use Disorders Identification Test-Consumption; NHMRC, National Health and Medical Research Council.

Patient and public involvement in the research

This trial was suggested by the Aboriginal Health Council
of South Australia, the peak organisation for South Austra-
lian ACCHSs. Service participation in the trial must be
approved by the board of each local ACCHS. The board
is recognised as representing patients and community in
such decisions. As described earlier, service staff will be
consulted throughout their active support phase on how
project support can best be tailored. Results will be fed
back bimonthly to services in an accessible manner for all
staff and board members, and services will have opportu-
nity to provide comment on draft outcome reports before
publication.

Dissemination of findings

After feedback to participating ACCHSs, results will be
disseminated via peer-reviewed publications and confer-
ence presentations. Publications will be led by study
investigators, research students or staff supported by the

investigators. The resources developed through this trial
will also be made freely available electronically at the end
of the study period to support other health services.

Data sharing

It is not possible to make the data set publicly available
because of ethical constraints. Alcohol is a sensitive issue,
and the data belong jointly to the 22 services who take
part. For the main outcome report, statistical code used
to analyse data will be made publicly available.

Authorship policy

All grant holders, and those involved in study concep-
tion and design, will co-author the main outcome piece.
Further articles based on sub-analyses or secondary
research questions will be authored by those directly
involved in those questions. Acknowledgement will be
given to individuals involved in design of the main paper.
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Protocol amendments

The trial’s registration data are shown in table 2. Any
necessary protocol amendments will be agreed on by
study investigators, and where appropriate, participating
services. Then they will be registered with the Australian
and New Zealand Clinical Trials Registry.

DISCUSSION

To our knowledge, this is the first large-scale randomised
trial testing whether external support can enhance
uptake of evidence-based alcohol care in services for
Indigenous peoples. This study will add knowledge in
the field of screening, early intervention and treatment
for Indigenous peoples of Australia and inform future
research and policy development. The findings are also
likely to be relevant for Indigenous peoples internation-
ally who have similar experiences of colonisation and
inter-generational trauma. The research will also have
relevance for non-Indigenous health services.

A strength of this study is its feasibility across a large
number of services due to the use of routinely collected
data. However, it is not within the project’s resources to
assess the quality of datarecording. For example, itis likely
that some brief discussions of alcohol use will go unre-
corded, or will be entered as free text (which is not readily
extractable), rather than in the specified fields (‘clinical
items’). Also, some forms of alcohol risk are not reflected
in the AUDIT-C, for example, drinking while preg-
nant. While we examine health indicators as secondary
outcomes (AUDIT-C score, BP, HbA1C, GGT), these may
not be sensitive or specific enough to be allowed a confi-
dent assessment of any reduction in alcohol-related risk
or improvement in client health. AUDIT-C scores may in
fact become higher with improved quality of screening.
In future, data linkage studies (eg, examining hospital
presentations) could allow more definitive assessment of
health benefits of a model of service-wide support.

The model of supportis designed to be culturally appro-
priate, collaborative, and tailored to individual service
needs. The model is based on the use of champions
within services and feedback of routinely collected data,
so has potential to be sustainable, allowing for continuing
quality improvement. The model also has potential to be
scaled up for longer-term support of ACCHSs Australia-
wide. The need for tailoring and flexibility in support
elements provides challenges for analysis. However, this
approach is ethically and practically necessary for working
in partnership with Indigenous services. This type of
local tailoring also has value for non-Indigenous clinical
services in culturally and geographically diverse regions.

Author affiliations

'Sydney School of Public Health, Faculty of Medicine and Health, University of
Sydney, Camperdown, NSW, 2006

?Discpline of Addiction Medicine, Sydney Medical School, Faculty of Medicine and
Health, The University of Sydney, Camperdown, New South Wales, Australia
SCentre for Alcohol Policy Research, La Trobe University, Melbourne, Victoria,
Australia

“School of Public Health and Community Medicine, University of New South Wales,
Sydney, New South Wales, Australia

SAboriginal Drug and Alcohol Council of South Australia, Underdale, South Australia,
Australia

®Southern Queensland Centre of Excellence in Aboriginal and Torres Strait Islander
Primary Health Care (Inala Indigenous Health Service), Inala, Queensland, Australia
"School of Medicine, Griffith University, Nathan, Queensland, Australia

8llawarra Aboriginal Medical Service, Wollongong, New South Wales, Australia
°Drug Health Services, Sydney Local Health District, Camperdown, New South
Wales, Australia

10Aboriginal Health Council of South Australia, Adelaide, South Australia, Australia
"National Drug Research Institute, Curtin University Bentley Campus, Perth,
Western Australia, Australia

Acknowledgements This work was supported by the National Health and

Medical Research Council funding through a Project Grant (#1105339); a Centre

of Research Excellence in Indigenous Health and Alcohol (#1117198); and a
Practitioner Fellowship for K Conigrave (#1117582). The funding body had no
contribution to study design, writing of report or in the decision to submit this report
for publication; nor will they influence the submission of future reports. Thanks to
Dr David Scrimgeour and to the Aboriginal Health Council of South Australia for
suggesting this study. Also to Professor Sandra Eades, Professor Robert Sanson-
Fisher and Mr Paul Ishiguchi for advice on study design and management.

Contributors KHH refined the protocol for cultural appropriateness, drafted the
protocol report, reviewed literature, recruited services, and will play a key role in
training, qualitative data collection and qualitative analysis. KC, PSH, NH, Rl and
KSKL conceived the study design. SW and NH assisted with ensuring design was
culturally appropriate; KC, PSH and RI provide clinical expertise; BH and DJ provided
guidance on Communicare use, data extraction and ACCHS support; BH assisted
with service recruitment leads data extraction and facilitates service liaison. TD
developed the analysis plan, including power analyses, and provides ongoing
advice. JHC is responsible for merging and curating the data, and conducting t1
quantitative analysis. KC, PSH, RI, DG, TD, KSKL, SW and DJ are grant holders. All
grant holders are on the project steering committee; all authors contributed to the
development of the study protocol and approved this manuscript.

Funding The National Health and Medical Research Council, Australia
Competing interests None declared.

Patient consent for publication Not required.

Provenance and peer review Not commissioned; externally peer reviewed.
Data availability statement No data are available.

Open access This is an open access article distributed in accordance with the
Creative Commons Attribution 4.0 Unported (CC BY 4.0) license, which permits
others to copy, redistribute, remix, transform and build upon this work for any
purpose, provided the original work is properly cited, a link to the licence is given,
and indication of whether changes were made. See: https://creativecommons.org/
licenses/by/4.0/.

ORCID iD
Katherine Conigrave http://orcid.org/0000-0002-6428-1441

REFERENCES

1 GBD Risk Factors Collaborators. Global, regional, and national
comparative risk assessment of 84 behavioural, environmental and
occupational, and metabolic risks or clusters of risks, 1990-2016:
a systematic analysis for the Global Burden of Disease Study 2016.
Lancet 2016;390:1345-422.

2 Kirmayer LJ, Brass GM, Tait CL. The mental health of Aboriginal
peoples: transformations of identity and community. Can J Psychiatry
2000;45:607-16.

3 Australian Bureau of Statistics/Australian Institute of Health and
Welfare. The health and welfare of Australia's Aboriginal and Torres
Strait Islander peoples. Canberra: ABS, 1999.

4 Australian Institute of Health and Welfare. Substance use among
Aboriginal and Torres Strait Islander people. Canberra: AIHW, 2011.

5 Australian Institute of Health and Welfare. Aboriginal and Torres
Strait Islander health performance framework, 2008 report: detailed
analyses. Cat. no. IHW 22. Canberra: AIHW, 2008.

Harrison KH, et al. BMJ Open 2019;9:€030909. doi:10.1136/bmjopen-2019-030909

1ybuAdos Aq
pa103101d ‘AlISIBAIUN UBMOD YIIPT e 6T0Z ‘2T JoquiaAoN uo jwodwg uadolwg//:dny wol) papeojumoq ‘6T0Z JoqWIAON 0T U0 6060E£0-6T0Z-Uadolwg/9eTT 0T sk paysiignd 1siy :uado NG


https://creativecommons.org/licenses/by/4.0/
https://creativecommons.org/licenses/by/4.0/
http://orcid.org/0000-0002-6428-1441
http://dx.doi.org/10.1177/070674370004500702
http://bmjopen.bmj.com/

6

7

Eckermann A-K, Dowd T, Chong E. Binan Goonj: bridging cultures in
Aboriginal health. Elsevier Australia, 2010.

World Health Organization. ICD-11 for mortality and morbidity
statistics (ICD-11 MMS) June 18 2018 ed. Geneva: World Health
Organization, 2018.

Glass JE, Andréasson S, Bradley KA, et al. Rethinking alcohol
interventions in health care: a thematic meeting of the International
Network on Brief Interventions for Alcohol & Other Drugs (INEBRIA).

29

30

Keurhorst M, van de Glind |, Amaral-Sabadini MB, et al.
Implementation strategies to enhance management of heavy alcohol
consumption in primary health care: a meta-analysis. Addiction
2015;110:1877-900.

Si D, Bailie RS, Dowden M, et al. Delivery of preventive health
services to Indigenous adults: response to a systems-oriented
primary care quality improvement intervention. Med J Aust
2007;187:453-7.

Addict Sci Clin Pract 2017;12. 31 Department of Health and Ageing. Alcohol Treatment Guidelines

9 Kaner EFS, Beyer FR, Muirhead C, et al. Effectiveness of brief for Indigenous Australians. Canberra: Australian Government
alcohol interventions in primary care populations. Cochrane Department of Health and Ageing, 2007.
Database Syst Rev 2018;24. 32 National Health and Medical Research Council. The NHMRC Road

10 Haber P, Lintzeris N, Proude E, et al. Guidelines for the treatment of Map Il: a strategic framework for improving the health of Aboriginal
alcohol problems. Canberra: Australian Government Department of and Torres Strait Islander people through research. Canberra:
Health and Ageing, 2009. NHMRC, 2010.

11 Chapman C, Slade T, Hunt C, et al. Delay to first treatment contact 33 Conigrave KM, Davies P, Haber P, et al. Traditional markers of
for alcohol use disorder. Drug Alcohol Depend 2015;147:116-21. excessive alcohol use. Addiction 2003;98(Suppl. 2):31-43.

12 Solberg LI, Maciosek MV, Edwards NM. Primary care intervention 34 Vancampfort D, Hallgren M, Mugisha J, et al. The prevalence of
to reduce alcohol misuse ranking its health impact and cost metabolic syndrome in alcohol use disorders: a systematic review
effectiveness. Am J Prev Med 2008;34:143-52. and meta-analysis. Alcohol Alcohol 2016;51:515-21.

13 Clifford A, Shakeshaft A, Deans C. How and when health-care 35 Australian Bureau of Statistics. Australian Standard Geographical
practitioners in Aboriginal Community Controlled Health Services Classification(ASGC) - 2006, 2006: 1216.0.
deliver alcohol screening and brief intervention, and why they don't: 36 Hintze J. PASS 12. Kaysville, Utah, USA: NCSS, LLC, 2013. www.
a qualitative study. Drug Alcohol Rev 2012;31:13-19. ncss.com

14 National Health and Medical Research Council. Australian guidelines 37 Australian Bureau of Statistics. Census of population and housing:
to reduce health risks from drinking alcohol. Canberra, Australia: characteristics of Aboriginal and Torres Strait Islander Australians,
Commonwealth of Australia, 2009. 2011. Canberra: ABS, 2010: 2076.0.

15 Reid ALA, Webb GR, Hennrikus D, et al. General practitioners' 38 Chikritzhs T, Brady M. Fact or fiction? A critique of the National
detection of patients with high alcohol intake. BMJ 1986;293:735-7. Aboriginal and Torres Strait Islander social survey 2002. Drug Alcohol

16 Panaretto K, Coutts J, Johnson L, et al. Evaluating performance of Rev 2006;25:277-87.
and organisational capacity to deliver brief interventions in Aboriginal 39 Britt H, Miller GC, Charles J, et al. General practice in Australia,
and Torres Strait Islander medical services. Aust N Z J Public Health health priorities and policy 1998 to 2008. General practice series no.
2010;34:38-44. 24; Cat. no. GEP 24. Canberra: AIHW, 2009.

17 Morley KC, Logge W, Pearson S-A, et al. National trends in alcohol 40 Sanatinia R, Barrett B, Byford S, et al. Brief intervention for alcohol
pharmacotherapy: findings from an Australian claims database. Drug misuse in people attending sexual health clinics: study protocol for a
Alcohol Depend 2016;166:254-7. randomized controlled trial. Trials 2012;13:1-8.

18 Ornstein SM, Miller PM, Wessell AM, et al. Integration and 41 Coulton S, Perryman K, Bland M, et al. Screening and brief
sustainability of alcohol screening, brief intervention, and interventions for hazardous alcohol use in accident and emergency
pharmacotherapy in primary care settings. J Stud Alcohol Drugs departments: a randomised controlled trial protocol. BMC Health
2013;74:598-604. Serv Res 2009;9:114.

19 Harris AHS, Brown R, Dawes M, et al. Effects of a multifaceted 42 Paul C, Eades S, Ishiguchi P, et al. Achieving Type 2 diabetes action
implementation intervention to increase utilization of pharmacological and collaborative change in Aboriginal community controlled health
treatments for alcohol use disorders in the US veterans health services: outcomes of the ADACC cluster randomised trial [abstract].
administration. J Subst Abuse Treat 2017;82:107-12. Int J Behav Med 2016;23.

20 Campbell MA, Hunt J, Scrimgeour DJ, et al. Contribution of 43 Carey M, Buchan H, Sanson-Fisher R. The cycle of change:
Aboriginal community-controlled health services to improving implementing best-evidence clinical practice. Int J Qual Health Care
Aboriginal health: an evidence review. Aust Health Rev 2009;21:37-43.
2018;42:218-26. 44 Kowalyszyn M, Kelly AB. Family functioning, alcohol expectancies

21 Clifford A, Shakeshaft A, Deans C. Training and tailored outreach and alcohol-related problems in a remote Aboriginal Australian
support to improve alcohol screening and brief intervention in community: a preliminary psychometric validation study. Drug
Aboriginal community controlled health services. Drug Alcohol Rev Alcohol Rev 20083;22:53-9.
2013;32:72-9. 45 Lee K, Freeburn B, Ella S, et al. Handbook for Aboriginal Alcohol

22 Australian Institute of Health and Welfare. National Key Performance and Drug Work. Sydney, NSW: University of Sydney, 2012. ISBN:
Indicators for Aboriginal and Torres Strait Islander primary health 978-1-74210-268-9. http://hdl.handle.net/2123/8339
care: results from June 2016. Canberra: AIHW, 2017. 46 The University of Sydney. The Alcohol Awareness Kit [Booklet].

23 Australian Institute of Health and Welfare. National Key Performance Sydney: University of Sydney, 2012. http://hdl.handle.net/2123/
Indicators for Aboriginal and Torres Strait Islander primary health 8779
care: results from June 2017. Canberra: AIHW, 2018. 47 Haber P, Lintzeris N, Proude E, et al. Quick reference guide to

24 Bradley KA, DeBenedetti AF, Volk RJ, et al. AUDIT-C as a brief the treatment of alcohol problems: companion document to
screen for alcohol misuse in primary care. Alcohol Clin Exp Res the guidelines for the treatment of alcohol problems. Canberra:
2007;31:1208-1217. Australian Government Commonwealth Department of Health and

25 Babor TF, Higgins-Biddle JC, Saunders JB, et al. AUDIT: The Alcohol Ageing, 2009.

Use Disorders Identification Test: guidelines for use in primary 48 Hirsch AE, Dietrich SM, Landau R, et al. Every door closed: barriers
care. 2nd edn. Geneva, Switzerland: World Health Organization, facing parents with criminal records. Washington: Community Legal
Department of Mental Health and Substance Dependence, 2001. Services, Inc, 2002.
https://apps.who.int/iris/bitstream/handle/10665/67205/WHO_ 49 Ministerial Council on Drug Strategy. National Drug Strategy
MSD_MSB_01.6a.pdf;jsessionid=A944D42276EDC6352C17CA3B Aboriginal and Torres Strait Islander Peoples Complementary Action
3DBBD2EF?sequence=1 Plan 2003-2009: background paper. Canberra: Commonwealth of

26 Islam MM, Oni HT, Lee KSK, et al. Standardised alcohol screening Australia, 2006.
in primary health care services targeting Aboriginal and Torres Strait 50 Sibthorpe BM, Bailie RS, Brady MA, et al. The demise of a planned
Islander peoples in Australia. Addict Sci Clin Pract 2018;13. randomised controlled trial in an urban Aboriginal medical service.

27 Gray D, Wilson M, Allsop S, et al. Barriers and enablers to the Med J Aust 2002;176:273-6.
provision of alcohol treatment among Aboriginal Australians: 51 NSW Health Department. A framework for building capacity to
a thematic review of five research projects. Drug Alcohol Rev improve health. Sydney: NSW Department of Health, 2001.
2014;33:482-90. 52 Birks M, Chapman Y, Fancis K. Memoing in qualitative research:

28 Calabria B, Clifford A, Shakeshaft AP, et al. Identifying Aboriginal- probing data and processes. J Res Nursing 2008;13:68-75.
specific AUDIT-C and AUDIT-3 cutoff scores for at-risk, high-risk, and 53 Morse JM, Field PA. Qualitative research methods for health
likely dependent drinkers using measures of agreement with the 10- professionals. 254. 2nd edn. SAGE Publications, 1995.
item alcohol use disorders identification test. Addict Sci Clin Pract 54 Glaser B, Strauss A. The discovery of grounded theory: strategies for
2014;9. qualitative research. Chicago: Aldine Publishing Company, 1967.

10 Harrison KH, et al. BMJ Open 2019;9:¢030909. doi:10.1136/bmjopen-2019-030909

1ybuAdos Aq
pa108101d "ANSIaAIUN UBMOD UYHPT 1B 6TOZ ‘2T J9qUIBAON UO /wod [ uadofwg//:dny woly papeojumod “6T0Z J9qWSAON OT U0 6060£0-6T02-Uadolwag/9eTT 0T Se paysiiand 1siiy :usdo rINg


http://dx.doi.org/10.1186/s13722-017-0079-8
http://dx.doi.org/10.1002/14651858.CD004148.pub4
http://dx.doi.org/10.1002/14651858.CD004148.pub4
http://dx.doi.org/10.1016/j.drugalcdep.2014.11.029
http://dx.doi.org/10.1016/j.amepre.2007.09.035
http://dx.doi.org/10.1111/j.1465-3362.2011.00305.x
http://dx.doi.org/10.1111/j.1753-6405.2010.00471.x
http://dx.doi.org/10.1016/j.drugalcdep.2016.06.027
http://dx.doi.org/10.1016/j.drugalcdep.2016.06.027
http://dx.doi.org/10.15288/jsad.2013.74.598
http://dx.doi.org/10.1016/j.jsat.2017.09.002
http://dx.doi.org/10.1071/AH16149
http://dx.doi.org/10.1111/j.1465-3362.2012.00488.x
http://dx.doi.org/10.1111/j.1530-0277.2007.00403.x
https://apps.who.int/iris/bitstream/handle/10665/67205/WHO_MSD_MSB_01.6a.pdf;jsessionid=A944D42276EDC6352C17CA3B3DBBD2EF?sequence=1
https://apps.who.int/iris/bitstream/handle/10665/67205/WHO_MSD_MSB_01.6a.pdf;jsessionid=A944D42276EDC6352C17CA3B3DBBD2EF?sequence=1
https://apps.who.int/iris/bitstream/handle/10665/67205/WHO_MSD_MSB_01.6a.pdf;jsessionid=A944D42276EDC6352C17CA3B3DBBD2EF?sequence=1
http://dx.doi.org/10.1186/s13722-018-0108-2
http://dx.doi.org/10.1111/dar.12137
http://dx.doi.org/10.1186/1940-0640-9-17
http://dx.doi.org/10.1111/add.13088
http://www.ncbi.nlm.nih.gov/pubmed/17937642
http://dx.doi.org/10.1093/alcalc/agw040
www.ncss.com
www.ncss.com
http://dx.doi.org/10.1080/09595230600644715
http://dx.doi.org/10.1080/09595230600644715
http://dx.doi.org/10.1186/1745-6215-13-149
http://dx.doi.org/10.1186/1472-6963-9-114
http://dx.doi.org/10.1186/1472-6963-9-114
http://dx.doi.org/10.1093/intqhc/mzn049
http://dx.doi.org/10.1080/0959523021000059839
http://dx.doi.org/10.1080/0959523021000059839
http://hdl.handle.net/2123/8339
http://hdl.handle.net/2123/8779
http://hdl.handle.net/2123/8779
http://dx.doi.org/10.5694/j.1326-5377.2002.tb04406.x
http://bmjopen.bmj.com/

	Supporting Aboriginal Community Controlled Health Services to deliver alcohol care: protocol for a cluster randomised controlled trial
	Abstract
	Introduction﻿﻿
	Aims
	Methods
	Overview
	Participating services and eligibility
	Recruitment
	Inclusion criteria
	Exclusion criteria

	Consent
	Randomisation
	Sample size

	The model of support
	Data collection
	Qualitative data
	Quantitative data
	Service retention and withdrawal
	Data storage and confidentiality

	Analysis
	Qualitative
	Quantitative

	Ethics approvals
	Patient and public involvement in the research
	Dissemination of findings
	Data sharing
	Authorship policy

	Protocol amendments

	Discussion
	References


