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Abstract

Background

There is limited evidence regarding the best approaches to héigliggnous Australians {
stop smoking. The composite analysis of the only two smoking cessatholomised
controlled trials (RCTs) investigating this suggests that one-on-oreesexiport delivered b
and provided to Indigenous Australians in a primary health caiageppears to be mo
effective than usual care in encouraging smoking cessation. Tes gascribes the lessg

learnt from one of these studies, the Be Our Ally Beat Smoki@AES) Study, and how {o

develop and implement an integrated smoking cessation program.
Methods
Qualitative study using data collected from multiple documentawyces related to th

BOABS Study. As the project neared completion the research peaticipated in fou
workshops to review and conduct thematic analyses of these documents.

Results

Challenges we encountered during the relatively complex BOABSy $talilided recruiting
sufficient number of participants; managing the project in twaxlidbcations and ensurit
high quality work across both sites; providing appropriate trainingsapgort to Aborigina

researchers; significant staff absences, staff shortages heyhd workforce turnover;

determining where and how the project fitted in the clinics and qaese siloing of thg
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Aboriginal researchers relating to the requirements of R@&sistance to change, and

maintaining organisational commitment and priority for the ptojElse results of this stug
also demonstrated the importance of local Aboriginal ownership, coremtitiparticipatior
and control. This included knowledge of local communities, the fletyibiio adap
interventions to local settings and circumstances, and takingisafftime to allow this t
occur.

Conclusions

The keys to the success of the BOABS Study were local devetbpmenership an
participation, worker professional development and support, and ogerafithin a
framework of cultural safety. There were difficulties ass®c with the BOABS Study beir
an RCT, and many of these are shared with stand-alone pmodrasrventions targeted
particular health problems are best integrated with usual primealth care. Research
investigate complex interventions in Indigenous health should not bediatrandomise
clinical trials and funding needs to reflect the additional, butssecg, cost of providing fq
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local control of planning and implementation.

Keywords

Indigenous, Aboriginal, Torres Strait Islander, Smoking Cessation, Be OuBédlly
Smoking (BOABS) Study, Qualitative, Randomised controlled trial



Background

In 2008, the age-standardised prevalence of current smoking amongiAdloand Torres
Strait Islander peoples (Indigenous Australians) was more dbable that among other
Australians (49.8% compared with 20.5% of those aged 18 years and bjef)his
contributes to higher rates of hospitalisation and death from tobaleted conditions and
self-reported ill-health and to the wider health disparity ketw Indigenous and non-
Indigenous Australians [2-5]. For this reason, reducing the prevalehcamoking is
important for everyday primary health care practice — pddity for services with
significant Indigenous Australian clientele. However, evidencardgg the best approaches
to assisting Aboriginal and Torres Strait Islander peoples to stop smokinmtésli

In 2004, Aboriginal Community Controlled Health Services (ACCHSYh@ Kimberley
region of northern Western Australia began to formally targdticing the prevalence of
Indigenous smoking. This included provision of subsidised nicotine replaceaherapy
(NRT) in 2004, and the decision by the Kimberley Aboriginal Med&=tvices Council to
implement a ‘smoke free’ workplace strategy in 2006. To addressssie of limited
evidence regarding the best approaches to intervention a randomisediesbmitial (RCT)
was undertaken to evaluate an intensive Aboriginal led and supported snceksagion
intervention in comparison with standard care at two Kimberley AEBCHthe Be Our Ally
Beat Smoking (BOABS) Study [6,7].

Clients wanting to quit were randomly allocated to: either arabgroup which received
usual care including advice from clinical staff, NRT and -setfated follow-up; or an
intensive care group which received usual care plus smoking ocessatinselling at face-to-
face visits from BOABS Aboriginal Researchers (ARs). @ilethe quit rate in the intensive
support group was double that of the usual care group [7]. Unfortunatelyo deeruiting
difficulties, the study was under-powered and the results werstaiistically significant.
Nevertheless, when the results of the BOABS Study were poolédivase from the only
other published study investigating the long-term benefit of pafsupport interventions in
primary care [8] — a study with similar point estimate$ie- tesults suggest that one-on-one
intensive intervention delivered by and provided to Aboriginal and Tornedst $lander
people in a primary health care setting is more effectiva tigual care in encouraging
smoking cessation (rate ratio of 2.4; 95% CI 1.01 - 5.53) [7].

Integrated, culturally safe services provided by ACCHSs have be@mgo be effective [9-
12], nonetheless establishing and sustaining new stand-alone interverggmangs in
addition to individual client-based primary care in those settingshe extremely complex.
Whilst new programs delivered by enthusiastic outsiders can pravwadeterm benefits to
Indigenous Australians, once staff leave these programs oftemims®ntum [13]. Thus,
recruiting, supporting, training and employing local Aboriginal dimdres Strait Islander
people is one of the central elements in the provision of sustainadilgehous health
programs, especially in remote areas [14]. Such complexity pfdees to research projects
and cautionary reports have been published on the difficulties of condiR@AG in
ACCHSs settings [15,16]. Qualitative analysis of the processesvewoh the BOABS
Study provides a number of lessons for the establishment, impleimeraat integration of
both intervention and research programs into standard primary kaadtipractice. It is the
aim of this paper to discuss some of the more salient legsamg from BOABS to inform
future smoking cessation and health research activities in this setting.



Methods

The lessons learnt component of the BOABS Study used participatbon research that
involved all project staff and chief investigators (Cls). The Wdse aware that outcomes of
interventions are crucially dependent upon the processes involved. Agggrdi decision
was made to use a qualitative approach to recording BOABS Stodgss data and a
number of strategies were undertaken to collect them.

From the start of the BOABS Study, all project staff werguired to maintain diaries in
which were recorded routine activities, participants contacted amel @roject related
information. Staff also wrote reports and personal ‘reflectiomg|uding: strategies for
engaging with participants; barriers to recruitment and imetgation; strategies to address
barriers; and comments on the project more broadly. Recordimfpofiation in diaries was
initially limited, but this was enhanced by ensuring closer invoargmand regular
engagement with the coordinating Cl (JM). At workshops in 2010, thee@ied guidelines
for preparation of the diaries and reflections, and the coordinalinga®ided day-to-day
guidance and assistance to the ARs. The diaries and reflecvasovepared as Microsoft
Word (Microsoft, Seattle, USA) documents and regularly e-madetié¢ coordinating CI to
review and request clarification as required. These observatiwhsaes form the basis of
this paper and all project staff contributed to them.

The project manager/coordinating Cl and the ARs had weekly tetremces, regular local

meetings, and meetings with the other Cls. Issues arisingtfi®uhiaries and reflections, and
other issues identified in the conduct of the project (e.g. slmmitment rates) were

discussed. Proceedings of meetings and actions were minutealamgwith the diaries and

reflections, were kept in an electronic file maintained by the coordin@ting

In 2010-11 several additional smoking cessation and healthy lifestyteopssvere funded
in the Kimberley through Council of Australian Governments (COAGY aVestern
Australian State Government Aboriginal health strategiessd l@bacco action workers (5)
and regional coordinators (2) were informally interviewed abouir theperiences in
conducting tobacco cessation programs and the relevance this mighfohalve BOABS
Study. Again, notes of these discussions were recorded and stored as Microsoftéa/ord f

As the project neared completion the Cls and ARs participatemimwvorkshops to review
and conduct thematic analyses of these various documentary sdureasitial focus of the
review of individual documents was to identify factors that featéid or provided barriers to
undertaking the project or ‘other’ issues, with segments of thecteled appropriately. As
review of the individual documents continued, the initial coding categereas further
divided and refined and a hierarchical coding scheme was developed dasgroup
consensus.

At least three members of the research team were involveakcn veorkshop. The coding

was an iterative process and the codes were revised in thefligilgcussion and analysis.
That this analysis was undertaken in three remote primanhresak services (see Figure 1)
imposed its own constraints (e.g. availability of staff) and n@eavoured to undertake a
process that was appropriate in this context. It was not possilebeclude individuals who

wrote the notes, from the coding process, hence the importance we lacesaching group

consensus.



Figure 1 Sites where the Be Our Ally Beat Smoking (BOABS) Study was condwct, the
Kimberley, Western Australia.

Once individual documents had been coded, they were amalgamatedertoah database
using the tabular functions of Microsoft Word. Data segments —ifidéhd by document

source and date — were sorted by code and the coding categoreagasr further refined.
Concurrently, the content of the various coding categories was exviand important and
recurring themes identified. Preliminary conclusions were develapd these conclusions
were then tested using data from both within the database and tlbenestof the larger

BOABS Study. The results of these analyses are presented below.

The number of participants from Derby and Kununurra who stopped smokingprthsnm
after enrolment was taken from the outcomes of the larger BC#&tB&y [7]. Differences in
smoking cessation rates between Derby and Kununurra were comparegf tists;

Ethics approval

The BOABS Study was conducted within the framework of the Natidealth and Medical
Research Council'¥alues And Ethics: Guidelines For Ethical Conduct In Aboriginal And
Torres Strait Islander Health Researdi7]. The Study received approval from The
University of Western Australia Human Research Ethics Coreenibnd the Western
Australian Aboriginal Health Information and Ethics Committerd aupport from the
Kimberley Aboriginal Health Planning Forum Kimberley Research Subcdeenit

Results

Implementing the BOABS Study was complex, with particulaudssbeing clearly defining
the intervention, project management (including staff turnover), teweat of participants,
training and support of project staff and implementation.

A key issue in conducting the BOABS Study as an RCT was mewmnit of a sufficient
number of participants to provide the statistical power to detesdlalifference in cessation
rates. Recognising this, we initially proposed to conduct thedtialo sites — the Broome
Regional Aboriginal Medical Service (BRAMS) in Broome, and DeAbporiginal Health
Service (DAHS) in Derby. However, after funding was obtainedA®R informed the Cls
that they were not in a position to participate, but fortunately ttte \@lley Aboriginal
Health Service (OVAHS) in Kununurra agreed to do so. This meanStilidy had to be
managed from Broome across two sites that were 220 km (Derdy)#4 km (Kununurra)
distant (see Figure 1). Due to distance, Kununurra was morenaxeeand difficult to
support and this had implications for the conduct of the Study.

Even with two sites, recruiting a sufficient number of participgsved difficult. We
initially allocated 12 months for recruitment however even aften80ths we achieved only
48% of the target numbers. A number of factors affected this. Ipjti@cruitment was
limited to those defined as ‘ready to quit’ — based on Prochaska &teninte’s model of
change [18]. This proved too restrictive and was later expanded towhosexpressed any
desire to alter their smoking behaviour or reduce consumption. Gitterd included: the
relative isolation of the BOABS Study teams within the paréitng ACCHS; the time taken
for the local community and health service to develop a sense of twefsthe project;



changes to usual referral processes which initially led todthible handling of potential
participants by both clinic staff and ARs; and, cultural oblayeti (see below) which
restricted ARS’ access to some community members.

Among the combined intervention and usual care groups, there was &aidhifhigher
overall quit rate (defined as a combination of self report and biologidirmation with
urinary cotinine) [7] in Derby (n = 8/61; 13%) than in Kununurra (n 37 3%; p = 0.02,
v%). The quit rate for a smoking cessation program in Derby mi®@QABS was only 3%.
Thus, while a larger number of participants were recruited in Kunantire intervention
appeared to be more effective in Derby. Factors associatethigithreater efficacy included
the AR mainly responsible for implementing the intervention atop€mK) being more
closely engaged with the community long-term and hence viewedyhly laredible, more
thorough with follow-up, and ‘going the extra mile’ for participanEsiidence of this
productive relationship was the fact that 12 months after completitire agftudy participants
were still approaching the AR seeking assistance or regarh their current smoking status.
However, this relationship also likely resulted in some contaminagbneen the usual care
and intervention group at the Derby site, and may explain the Higluerexpected quit rate
in the usual care group there (10% actual vs. 3% expected). Alde, thire are cultural
similarities between the sites, significant historical andasadiifferences between them may
have also impacted on the quit rates (Table 1) [19-24].

Table 1Cultural and historical similarities and differences between théwo sites

. After 1880 many Aboriginal people lived and worked on pastoral stations that often
encompassed their traditional lands in the Kimberley. The 1968 Federal Pastoral
Award, the sudden down turn in Kimberley cattle exports to Britain, and the 300%
increase in pastoral lease rent resulted in most Aboriginal people beiragzeds b
towns and missions in the 1970’s [19].

. Derby was established in 1883 to service the developing pastoral industry. Until
recently it was the primary administrative hub for many regionalsEsvAlthough
this growth impacted local Aboriginal people, their resilience and thenefigime

that has passed, enabled them to adapt, integrate and share in the local economy and

other employment opportunities [20].

. Kununurra was established in 1961 for the damming of the Ord River system. In 1972
the Argyle Dam submerged >700 kof Argyle Downs Station, land that is spiritually
significant to the Miriuwung and other Aboriginal peoples linked through dreaming
tracks to the area. Irrigation farming expanded rapidly to include >26@kihe Ord
River valley [21]. Local Aboriginal people were not consulted about these plans and
impacts included dislocation and changes to the natural environment [22,23]. During
the 1970s relatively large numbers of former station workers moved into Kununurra
where they accessed the Community Development Employment ProjeatseSehe
system of welfare) [24].

Focused stakeholder consultation with health care staff and commentyers highlighted
the fact that current tobacco smokers lacked credibility mvigmg smoking cessation
advice. On this basis, the BOABS Study project staff were nedjuio be current non-
smokers. Cls and project staff reported this was a strength pfdfext and reinforced the
credibility of the intervention. Unfortunately, after the BOABS $tugs completed, the Cls
were informed by a credible source that one of the nine ARs eatplog the project



recommenced smoking whilst still working on the study, potentrakiucing that person’s
credibility and effectiveness.

In the context of remote Aboriginal health care, the ‘reseazchiponent of the BOABS
Study added complexities and barriers that would not have beemtsdadth an integrated
smoking cessation program. These complexities included implemeatirsgand-alone
smoking cessation program in two distant locations, requirementoifopliance with the
Good Clinical Practice (GCP) Australian guidelines [25] and theurs associated with
conducting an RCT more generally. The latter included: minimisomgamination; obtaining
informed consent and the effect of this on recruitment; extrairigafor project staff to carry
out the research component of the project; and the lack of integritiorother clinical
services inherent to an RCT in which, whilst allocation is cdade#he intervention cannot
be blinded.

Contamination was a potential issue with the BOABS Study whiitiividuals being
randomised within individual health services — although the stand-alomee nat the
program, separate to routine clinical care, minimised this. BeddesBOABS Study was
conducted in relative isolation from local clinical services thees sometimes confused
delineation between the role of the study and usual clinical Eareexample clients were
occasionally referred to the study for assessment and provision of NRT deispigsrtaining
a responsibility of the local health services. To minimise suchagonation, it was
necessary to provide repeated training to both clinic and proj#fategarding their roles and
responsibilities.

Conducting the Study in a remote location such as the Kimbertgy led important
implications for staff recruitment, retention and training. Oveffitheeyear life of the project
(mid-2008 to mid-2013) the BOABS Study had three years funding for au0-8nfe
equivalent (FTE) project manager and two FTE ARs.

Difficulties were encountered in recruiting and retainingeaperienced project manager.
Over the first 29 months of the study the position was filled by four individuatsiit@erby
and two in Broome) — after which one of the Cls (JM, based in Brptia to take over
management of the project. Similarly, the AR positions weredfily nine individuals. AR
turnover was more frequent in Kununurra and, after the last AR tbsigned, the main AR
from Derby (TK) had to complete participant follow-up in both si#egelated issue was
high AR absentee rates due to illness of self or family mesnbead other cultural
obligations, which had a similar impact on availability of fst&uch family and cultural
commitments reflect the realities of the lives of lochbAginal people. For programs to be
implemented within a framework of cultural safety staffingg &unding of clinical research
and programs need to provide sufficient redundancy to ensure progranuitpi the face
of such absences. Unfortunately available funding meant that we rooutdcruit additional
staff to fill these gaps in the BOABS Study.

It was important to have local ARs who could identify and respond tmirallissues.
Amongst the factors that the ARs considered were: managungsissising from inter-gender
relationships (see Table 2 for issues relating to ‘jealoudydquent funerals (‘sorry
business’) which are an inevitable consequence of both the higherrdeatnd the larger
families of Kimberley Aboriginal people; family issues (dat§ with in-laws, family
feuding); observance of cultural obligations and ceremonies; appropmege for visiting;
and appropriate protocols for approaching community members. Thotses faad an impact



on who could be approached, when they could be approached and whether a clveg&rone
required. These issues were common to both sites, with some |desibva but recognition
and local solutions, brokered by ARs, minimised the potential for gmobto arise between
researchers and participants, strengthening the framework ofatigafety for the BOABS
Study.

Table 2Reflection of the main Aboriginal BOABS Study researcher in Derby on dading
with participants in jealous relationships
Challenge
. Some times when | am working alongside with male or female participeawtspick
up if there is jealousy amongst the partners. | need to follow up participantyweekl
monthly, group session invitations, and for 6 and 12 month check-ups.

Solutions

. To respect them you have to try and work with the both of them equally together.
This can mean having both present during sessions.

. | looked up the English dictionary, ‘jealousy’ (noun): ‘Unhappy feeling thaesom

you love loves someone. A feeling of being unhappy and upset because you think
someone who you love is attracted to someone else.’

. All races experience jealousy. When | am working with countrymen [Albadigi
people] I know my place in my own relationship and so | know how not to cross
boundaries with participants.

What does this mean for the BOABS Study?

1. Being of Aboriginal descent, you kind of know about jealousy.

2. If you (as a woman) call a male participant’'s mobile / house phone youo thkk t
female first; explain who you are and what you do, so they know.

3. If you are working with a male; you do the same. If the partner doesn’t Iieyit t
will tell you to your face, but most time they are okay with it.

4. Sometimes you will sign someone up and their partner is non-Aboriginal (white

person). They like to join with their partner to give up smoking. | tell them they can
join up but not with the BOABS Study. He or she can go through the clinic sys
get their NRT [nicotine replacement therapy] and they can still suppctather.

. If you work alongside with your BOABS participant you have a better working
relationship with them.

. And some time if you want to achieve something you just have to do a little bit extr
to get there, like respecting their partner’s concerns.

. You will be fine, they will work with you.

One of the aims of the BOABS Study was to increase the robs&apacity of local
Aboriginal people and organisations. The ARs brought cultural expentid brokerage skills
which were essential for the success of the study, and theseswmslemented by providing
them with training in both the delivery of smoking cessation supportcanducting a
research project. Training included initial workplace and progeigintation, and focused
education and training relating to counselling and motivational inteirmigwutilisation of
existing smoking cessation training resources (e.g. Fresh[Z@rtand orientation to NRT
protocols and use. These structured education and training opportunitteesupptemented
with practical day-to-day guidance, support and workplace-based updatesnaotidation
with a particular emphasis on early support following initial employment.



The project focused on local delivery of education and training féir tbia reflected the
realities of the local environment - rather than sending thedfistant, often city-based,
locations for training. However, it was often difficult to idéntiappropriate training
providers in our remote location. Furthermore, the high turnover of seahinthat there was
high demand for training and this placed a greater than expected burden on resources

Competing health service priorities were an additional issueicyarty as ARs were
sometimes recruited from a relatively finite pool of exigtiocal clinical service staff. While
employment by the BOABS Study provided an additional caredmwjaagt and training, it
often represented part-time employment for ARs who had othgonsibilities to the health
service. The ARs were at times redeployed to undertake mgeatunealth service duties
when local staff shortages occurred. We attempted to addressythesrhiting ARs from
outside the services so they would be less likely to be co-optedtheo roles. This led to
improved recruitment effectiveness in Kununurra but also to moreenlgals in providing
supervision from Broome which probably contributed to a less thoroughienten. Whilst
ARs required an understanding of and linkages with the local healticesethey did not
necessarily require clinical qualifications to fulfil this role.

Although conducting an RCT in this setting was difficult, thereewmsitive elements. For
example, ongoing evaluation was built into the project and this had itwportant
consequences. The first was continuous improvement of the project, inctatimement of
the research protocol. Second, regular feedback and consultation withhéadth services
strengthened their engagement and was important in ensuring ongmmygitment and
support for the project and smoking cessation initiatives more generally.

Discussion

The BOABS Study was challenging, though worthwhile, and lessonst |[&@m our

experience are likely to be valuable in informing the desigrutfre research projects,
smoking cessation interventions and programs more broadly. First, altiRQgk are

generally considered the ‘gold standard’ in research, the redulis project highlight some
of the difficulties with RCTs and support the argument that in complgblic health

interventions [27] and clinical individualised interventions such asAB®) other

methodologies may well be better suited to the aims. For exangedual randomisation
meant that the project could not test the effectiveness of opefatibaages to clinical
service provision as these would affect intervention and control participants [24]

Alternative methodologies to RCTs that could work in remote hesdtivices include
stepped-wedge and cross-over trials, and plausibility and adequalcyateons [24,28]. In
stepped wedge and cross-over trials all health services releiirgervention, but in random
order. The intervention effect is estimated by the betweenreclyghose awaiting the
intervention and those receiving the intervention) and within-cludtefore and after)
comparisons. Plausibility evaluations use an observational design witm@arison group,
while in adequacy evaluations process indicators and outcome datsedr&o suggest if the
intervention is having an important effect.

The results of the BOABS Study also demonstrated the importaindéecal Aboriginal
ownership, commitment, participation and control. This included knowledge @i loc
communities, the flexibility to adapt interventions to local commiemiand circumstances,



and taking sufficient time to allow this to occur. Short-term mtofeanding undermines
community control and ownership, and program development and delivery [29,30].
Researchers, including ourselves, can also be optimistic and/or maieaticipating
unrealistic timeframes for completing research projects ettings characterised by
significant structural barriers and competing community prior[8&$. The different cultural

and historical background to the sites may have impacted on Hiteveehvailability of
appropriate researchers and different quit rates observedlsoidikely that the motivation

of ARs played an important role in BOABS Study participantiting smoking. Successful
programs will need to strive to develop and maintain such motivation.

A possible limitation of this study is that members of theassh team were involved in
coding their own notes. We attempted to mitigate this by group disnussd by taking a
consensus approach to coding. Another limitation was that limited detairecorded by
ARs in their diaries at the start of the project.

Stand-alone programs in primary health care which are not irgeginato core services
encourage ‘siloing’ of the workforce [32]. Conducting the BOAB8d$tas an RCT meant
that to some extent it was separate from broader clinitizitpcand despite our efforts was
similar to a stand-alone program. This resulted in problems thatl dmulovercome by
integration of the intervention into usual primary health care ipeacthis is something that
applies to many stand-alone interventions.

Vertical programs that require a rapid response (e.g. H1Ndinaions for swine flu) do
have a place for discrete time-specific intervention [33] orctorditions of low prevalence
that require specialised staff [34] (e.g. rheumatic heart sh3ebBlowever, vertical programs
are less likely to be sustainable in the long-term [30]. Whamdittons are common they are
generally managed in primary care settings which meansgmasgto address them need to
be integrated into usual existing primary health care practice [35].

Our study suggests a number of ways in which programs cantdogdted (see Table 3 for a
framework) [36]. These include high quality program planning; orghorssd policies that
support the program; provision of adequate resources; valuing theamrogrorkforce
planning and role clarity; normalisation of activities; automatdigtine data collection; and
shared integrated information systems for program planning, evaluatiamaroved patient
care.

Table 3Synthesis of what is required to conduct a successful integratedrst based
smoking cessation program in Aboriginal Community Controlled Health Serices
Rationale: worth investing in more than othergreans as it is self-sustaining [36]
Need significant level of support from governasteicture and senior staff
At least medium term funding (e.g. 5 years)
Responsive to community needs and priorities
Health service operations
= At least one person dedicated to smoking cess@®mgram Driver’
= Environment — e.g. appropriate visual remindersliimic for staff and patients
= Clinic routine — document status and extent ofkdngp
= Reasonable data collection requirements & fregfemback highlighted at regular clinic meetings
= Clear protocols for program: clinic operations;digation management; and ongoing support for prismeand recent
quitters
. Role clarification for staff
= All staff (both non-smokers and smokers) have fraktraining to have a brief discussion of smgkand provide
appropriate encouragement and support (locallyetachbrief intervention)
= Several clinic staff trained as expert quit smgkivorkers (balance of gender, seniority, cultucaisiderations)




Conclusions and implications

The keys to the success of this intervention were: local develaproamership and
participation; worker training and support; and working within the fraonkevef cultural
safety. Main barriers were limited time and resources anchétleodological requirements of
RCTs to be separate and not integrated into day to day serimterventions targeted at
particular health problems are best integrated with usual prilmzalth care. Research to
investigate complex interventions in Indigenous health should not bedirdtrandomised
clinical trials and funding needs to reflect the additional, butsserg, cost of providing for
local control of planning, and implementation.
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