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Summary

Aim
Develop (Phase 1) and trial (Phase 2) a meaningful, evidence-informed, feasible physical activity
program for individuals and families with Machado Joseph Disease (MID) in the Top End of Australia.

Significance

Worldwide, no research has been conducted to investigate the impact of physical activity on mobility for
individuals with MJD, especially in the cultural and geographical context of Aboriginal communities in
the Top End. MJD, is 100 times more prevalent in affected Aboriginal communities in the Top End than
anywhere else in the world. James Cook University (JCU) researchers were invited by Aboriginal families
with MJD from the Top End and the MJD Foundation (MJDF) to work together to reduce the impact of
MJD on mobility. Hence this project has been designed to address a pressing need as expressed by
individuals and families with MJD in the Top End of Australia.

Methodology

Grounded in Indigenous, constructivist and participatory methodologies, this study will develop a
physical activity program that is derived from the voices of Anindilyakwa families with MJD and the best
available western scientific literature. The study will be conducted in two phases that will overlap and
inform each another.

Phase 1: Development of the physical activity program using Experience Based Co-Design (EBCD), with
voices of families with MJD at the forefront.

Phase 2: Trial of the physical activity program using a mixed method multiple-case study design.

Expected Outcomes

e A program will be developed that will reduce the impact of MJD on ‘walking and moving around’
and keep families ‘stronger for longer’ and will be transferrable to other MJD affected Aboriginal
communities.

e The research will build research capacity of community research partners (CRPs), and promote
continued knowledge exchange between families with MJD, CRPs, and Non-Aboriginal researchers.

e Resources will be developed which will inform policy makers and health services to improve care for
families with MJD in Australia.
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2 Background and Rationale

Aboriginal families of Groote Eylandt, Ngukurr and related Aboriginal communities across the Top End of
Australia have been severely affected by MJD (1). This rare hereditary neurodegenerative disease is also
known as spinocerebellar ataxia 3 (SCA3) (2). Although found in almost every continent of the world, the
prevalence of this neurodegenerative disease is estimated to be 100 times greater in affected Aboriginal
communities of the Top End than anywhere else in the world (1).

A characteristic feature of MJD is ataxia leading to a progressive decline in mobility over 5 — 10 years.
Most people become wheelchair bound or dependent upon others to complete activities of daily living
within 10-15 years of symptoms emerging. With a mean life expectancy of 20 years from diagnosis,
people suffer a high degree of disability burden for an extended period of time (3). This has a significant
impact on the lifestyle of the individual with MJD, their families and their communities. Many individuals
are forced to move to Darwin for care, away from their families, communities and homelands. Currently,
there is no known cure available for MJD.

This research has been driven by Aboriginal families in the Top End who have experienced the
devastating impact of MID. In 2008, the MJDF was established on Groote Eylandt to help individuals and
families living with MJD to ‘stay stronger for longer’. James Cook University (JCU) researchers were
invited by Aboriginal families with MJD and the MJD Foundation (MJDF) to work together to reduce the
impact of MJD on mobility. A PhD student was recommended by JCU researchers and selected and
approved to undertake this current project by cultural leaders of families with MJD and MJDF executive.
Hence this project has been designed to address a pressing need as expressed by individuals and
families with MJD in the Top End of Australia.

Worldwide, there has been no reported research on the importance of mobility or the impact of
physical activity on mobility for individuals with MJD. Research in Europe among older people with
general functional decline found that mobility was considered pivotal to an individuals’ QOL and well-
being as it provides the means for freedom, choice and independence (4). Studies conducted in Asia (5)
and Europe (6) found walking and physical activity provided opportunities for social enjoyment,
emotional support, and promoted skill development, a positive self-image and a sense of well-being.
Within the specific cultural and geographical context of the Aboriginal communities of Groote Eylandt
affected by MID, the value placed on mobility has not been explored.

Accumulating evidence suggests that there are benefits from physical activity for individuals with a
range of neurodegenerative conditions. The benefits include improvements in general health, disease
specific benefits and disease-modifying effects (7). For example, people with Parkinson’s and
Huntington’s Disease have demonstrated positive changes in gait, balance and function following
regular exercise and physical activity (8, 9). For individuals with hereditary degenerative ataxias, recent
evidence has demonstrated positive gains in mobility, balance, ataxia and participation in activities of
daily living in response to interventions that involve walking, fitness training, balance activities, and
functional tasks (10, 11). Hence, the benefits of meaningful physical activity on mobility and QOL for
individuals and families with MJD in the Top End need to be investigated. To do so, a meaningful,
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evidence-informed, feasible physical activity program needs to be developed, derived from the
perspectives of families with MJD combined with the available western scientific literature. To ensure
the program is meaningful and feasible, such a program needs to be tested and evaluated by families
with MJD in the Top End.

The purpose of this current study is to develop and trial a physical activity program for individuals with
MID from the Top End of Australia. To that end, it is important to acknowledge that programs that
target physical activity for Indigenous people risk failure if they do not take into account Indigenous
views and concepts of physical activity and lifestyle, with respect to cultural and traditional practices
(12). Hence, a meaningful, evidence-informed and feasible, physical activity program, derived from the
perspectives of families with MJD as well as the available western scientific literature, is to be developed
and trialled.

In preparation for this current study, two earlier studies have been undertaken. The first explored, from
the perspective of families with MJD, ‘what is important’ and ‘what works best to keep people with MJD
‘walking and moving around’ (HREC 2016-2672). Participants emphasised the importance of staying
strong on the outside (physically), and the inside (mentally, emotionally, spiritually) by ‘exercising your
body’, ‘keeping yourself happy’, and ‘having something important to do’, ‘going on country’, ‘using
traditional medicine’ and ‘families helping each other’. The second study, which is underway, is a review
of the best available evidence from the western scientific literature to identify ways to keep people with
hereditary neurodegenerative diseases ‘walking and moving about’.

This two—phase study, which is the subject of this application, will firstly involve development of the
physical activity program (Phase 1) by combining the perspectives of families with MJD and western
scientific evidence and secondly, trialling of the newly developed program to determine if it is a feasible
physical activity program for families with MJD (Phase 2).

3 Aim

e Develop (Phase 1) and trial (Phase 2) a meaningful, evidence-informed and feasible, physical activity
program for individuals and families with MJD in the Top End of Australia.

4 Research Questions

e What are the key principles/guidelines for a meaningful, evidence-informed and feasible physical
activity program for families with MJD living in the Top End?

e Is the newly developed physical activity program feasible for individuals and families from Groote
Eylandt and Ngukurr?
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5 Study Setting

Study Sites — Phase 1 and Phase 2
e Groote Eylandt Archipelago (Angurugu, Umbakumba and Milyakburra)
e Ngukurr
e Darwin (individuals from Groote Eylandt or Ngukurr who have relocated to Darwin)

The Aboriginal people who occupy the Groote Archipelago are an amalgamation of two cultures, the
Anindilyakwa, who have occupied Groote Eylandt for around eight thousand years, and the Nunggubuyu
from the mainland (13). Anindilyakwa is the main language spoken on Groote Eylandt and people are
referred to as the Anindilyakwa people (13). The Anindilyakwa are made up of 14 clans who embrace
their salt-water culture and ceremonial traditions (13). Although there has been rapid cultural change
due to Non-Aboriginal influence since the mid 1900s, the Anindilyakwa people continue to uphold their
strong cultural and traditional practices as an integral part of everyday life today (14). On the mainland
close by, the Aboriginal people who have occupied Ngukurr in the Roper Gulf region for 40,000 years are
seven clans living together and are referred to as the Yugul Mangi (15). The people of Ngukurr speak
Kriol, English and other Aboriginal languages (15). Aboriginal families in this region have been severely
affected by MJD. The MIDF supports families with MJD to improve QOL for Aboriginal Australians and
their families living with MJD (16). This research has been approved by the Anindilyakwa Land Council
(ALC) (peak representative body for Traditional Owners of the Groote Archipelago) and the Yugul Mangi
Development Aboriginal Corporation (YMDAC) (main community reference group that represents the
seven clans of South East Arnhem land).

6 Study design

Through a pragmatic approach, grounded in Indigenous and Participatory methodologies, a physical
activity program will be developed and trialled by families living with MJD in the Top End. Anindilyakwa
CRPs and families with MJD will guide and inform each stage of the research. The program will be
derived from the voices of families with MJD and the best available western scientific evidence. This
study will be described in two phases.

Phase 1: Development of a Physical Activity Program — Experience-Based Co-Design

The research team will combine views of families with MJD with western scientific evidence (see in
Section 2). Background and Rationale) to identify key program principles. An Experience-based Co-
design (EBCD) approach will be used to then refine the principles towards development of program
guidelines, with voices of families with MJD at the forefront as experts with MJD (17). A series of
workshops with an ‘MJD Expert Panel’ will be conducted to develop the program guidelines until
agreement is reached by the panel.
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EBCD is a participatory research approach that involves active collaboration of key stakeholders (i.e.
experts, consumers, carers and clinicians) to inform the design of health care programs or interventions
(17, 18). The co-design process will provide a method for the Student Investigator (SI) and CRPs to work
collaboratively and flexibly with families with MJD and MJDF service providers to inform the program
from planning to evaluation (17, 18). The process will ensure strong program principles and a strong
framework for the program, and provide a basis for decision making and further guidance (17).

Phase 2: Trial of the Physical Activity Program - Mixed Method Multiple-Case Studies

Using a mixed method multiple-case study design, individuals with MJD will trial the program and
feasibility, from the perspective of the participant, will be explored (19, 20). Within the qualitative
component, in-depth interviews will be conducted to explore feasibility of the program from the
participant perspective. Within the quantitative component, program feasibility (attendance,
adherence, decline/did not complete) and reliability and validity of standardised measures of mobility
and QOL will be explored (21). The case studies will provide information to modify and further develop
the program in line with priorities of families with MJD.

A multiple-case study approach will provide a flexible and holistic investigation of participant’s
interactions with the newly developed program (22). Case studies will allow families with MJD to test
what they have developed in collaboration with the SI, CRPs and MIDF service providers. Testing the
program after development will ensure relevance of the program and will continue to acknowledge
families as ‘experts by experience’ with MJD (17, 18). Mixed methods is supported in Indigenous
research to inform useful and relevant intervention design and implementation (23).

7 Permissions and Invitations

e Permission to conduct this project has been granted by
o Anindilyakwa Land Council (ALC) (See Appendix A — Letter of Support: ALC).

o Yugul Mangi Development Aboriginal Corporation (YMDAC) (See Appendix B - Letter of
Support: YMDAC).

o MJDF Research Committee and MJDF on behalf of individuals and families with MJD living
on Groote Eylandt (See Appendix C— Letter of Support: MJDF).

e After ethics approval from Menzies School of Health Research Ethics Committee (HREC) is
gained, ethics approval will be sought from JCU HREC.
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8 Phase 1: Program Development — Experienced Based Co-Design

8.1 Methods
8.1.1 Purpose
e Guidelines for a meaningful, evidence-informed and feasible physical activity program for

individuals and families with MJD will be developed using an Experience-based Co-design (EBCD)
approach. Use of this approach will allow collaboration of individuals with knowledge,
experience and/or expertise regarding MJD in the Top End of Australia in the process of
program guideline development.

8.1.2 Participants

Participants (‘MJD Expert Panel’ members) will review program principles that have been
developed and work towards development of the physical activity program guidelines.

Individuals invited to trial the program will have the opportunity to communicate either verbally in
their preferred language, using Aboriginal sign language or by using augmentative communication
strategies, throughout the research and their participation in the program.

The ‘MJD Expert Panel’ will be made up of three expert groups (see Inclusion Criteria):

Inclusion criteria

Individuals with MJD and family representatives without MJD from Groote Eylandt or Ngukurr
(Group 1)

MJDF service providers employed by MJDF (Group 2)

Health professional or researcher with expertise in MJD across the Top End and/or expertise in
MJD and physical activity (Group 3).

Able to provide consent

Aged 18 years and over

Exclusion criteria

Individuals with moderate to severe cognitive, intellectual or mental disability.
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8.1.3 Sample size and selection

The MJD expert panel will consist of approximately 10 people, based on the number of people need to
gain consensus as reported in previous studies (24). Panel members will be required to participate in
approximately 3 workshops to collaborate on the development of the program (17).

The expert panel will be purposively sampled as follows:
e Group 1 will be selected by the CRP and Cultural Advisor
e Group 2 will be selected by the SI, CRP and Cultural Advisor
e Group 3 and 4 will be recommended by the Sl and confirmed by the CRP and Cultural Advisor

8.1.4 Preparation for Co-design Workshops

e The research team (S, Pl, CRPs) will assemble the guiding program principles for the program
which will be compiled into a book or electronic resource for discussion at the workshops.

e Program principles and corresponding statements will be derived from findings of earlier studies
on ‘what matters most’ and what ‘works best’ from the: 1) perspectives of individuals and
families with MJD and 2) review of the best available western scientific evidence (see in Section
2. Background and Rationale).

e Statements will be written in controlled English (free from culturally specific metaphors, using
terms, narrative and sentence structure that can be easily translated) (25) to ensure all
participants can engage appropriately in the workshops.

8.1.5 Forming the MJD Expert Panel

The MID Expert Panel will be formed in preparation for the consensus rounds. Suitable panel members
will be identified collaboratively by the research team and the Cultural Advisor of MJDF. Panel members
will be purposively selected to ensure a wide variation of opinions and views and a high level of
expertise in MJD, physical activity and families with MJD living in the Top End.

e Panel members will be invited to participate by the research team either:
o In-person
o Viaemalil
o Viatelephone.
e The manner in which they wish to participate in the consensus rounds will be identified at this time

o i.e.in-person, via telephone or videoconference

Consent Process

Upon ethics approval, the SI will visit Groote Eylandt and Ngukurr to collaborate with CRPs and MJDF
staff to seek potential panel members and gain informed consent.

Version 1.2 -01/11.2018
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Potential panel members will be:

8.1.6

8.1.7

Provided with an information sheet and consent form (See Study Protocol Appendices D and E)
o Forms will be read and explained by CRPs in Anindilyakwa or Kriol as required.
o Ata convenient location for the participant
Asked to sign the consent form (See Appendix E — Phase 1: Consent Form). Alternatively:
o Oral consent can be provided and audio recorded
o Electronic certified signatures can be used

Paid for their time and expertise by the Project Grant (i.e. individuals and families with MJD) or
by their employing organisations (i.e. MIJDF, JCU, Top End Health) and explained in the
information sheet.

Entered into the Recruitment Log and Enrolment Form (See Appendices F and G)

Workshops

After recruitment of the Expert Panel, a series of workshops will take place to clarify and refine
the program principles and develop the physical activity program. MJD expert panel members
will collaborate on the program principles, parameters, procedures and logistics. Workshops will
be flexible to suit the needs of panel members. Each panel member will participate in workshop
discussions via their preferred method of engagement (i.e. face to face, phone, skype/zoom).

Program principles will be displayed in either an A3 size worksheets or provided as an electronic
resource when required.

CRPs with the SI will facilitate the workshops, present and discuss each statement to the panel
members in their preferred language, using their preferred method of communication.

Discussions will be audio recorded with the participant’s consent and translated/transcribed
verbatim by CRPs and SI.

Responses will be collated, amendments to the program will be made accordingly, and will be
provided again to the panel for review until agreement is reached.

Between Workshops

After each workshop, notes and recordings from panel member discussions will be collated and

analysed and the program will be further developed or amended accordingly. Changes will be fed back

to the panel at the next workshop and reviewed again for further development until agreement is

reached. The workshops will be repeated as many times as required until agreement is reached. This

procedure is in line with the Australia’s NHMRC Road Map Action Areas with regards to capacity

exchange and improving the participation of Aboriginal and Torres Strait Islander people in research

(20).
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8.1.8 Recording Workshops

All responses will be audio recorded and transcribed.

Notes will be taken by the SI.

Information recorded that will also be described in the data analysis will include:

Number of workshops

Panel member participants in each workshop

Panel member drop outs

New principles generated from comments and suggestions of panel members
Principles removed by panel members

Panel member input will be presented in table form and structured according to themes related
to the physical activity program. A similar table will also be provided for removed statements

8.1.9 Team debriefing sessions

Debriefing sessions will occur between research team members after each workshop (See Appendix H -
Phase 1: Team Debriefing Minutes Form). The purpose of the debriefing meetings is:

8.2

To provide a daily/weekly record of proceedings.

For the Sl to provide a summary of the results of each round to the research team in table form,
discuss the findings, and discuss what principles will be removed, included or modified.

For the research team to:
o Update each other on progress with workshops
o Discuss how findings will feed into program design

o Discuss any problems/changes with the program principles/guidelines

Data handling and data entry

8.2.1 File Names

Panel members may choose how they wish to be identified in this phase. If the participant does not
have a preference, a unique identification number will be given. The identifier will be used on all study
documentation. The format for naming files will follow Table 1 — Labelling Files, e.g. IDIM_Consensus
Round#1.
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Table

1 Labelling files

Participant Identifier Gender of participant_ Type of data collection
[skin name, pseudonym, ID M or F Consensus Round#(insert number of
number] consensus round)
8.2.2 Data Handling

All study data will be kept on the person of the Sl at all times or in a locked vehicle, lockable
room of the Sl or S| password protected computer, backed up regularly and only shared within
the research team.

Panel members will not be allowed to view study data at any time and any discussions will not
be revealed to anyone else.

Names of panel members will not be used at any stage

Audio recordings will not start until the consent has been given

8.2.3 Transcriptions and Translations

e Recordings of responses in the workshops will be interpreted by the CRP and transcribed into a
word document by the Sl in English.

e English interpretations by the CRP will be audio recorded to verify the written transcript.

e English transcriptions will be reviewed by CRPs by listening to recordings and cross-checking the
transcription. The SI will make corrections and cross-checking will continue until a clear
transcription/translation is reached, confirmed by CRPs.

e English transcriptions will be saved as new Word files, and labelled with the panel members ID
followed by the language the transcript was translated into (i.e. English) e.g. ‘ID1M_English” and
exported into NVivo (QSR International, Cambridge, MA) qualitative data management software
for coding and analysis.

8.3  Data Analysis
8.3.1 Quantitative Data

Statistical analysis of consensus scoring will be conducted using Excel. Descriptive statistics will
be used to describe: response rate, number of workshops, number of drop outs
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8.3.2 Qualitative Data

e Thematic analysis with qualitative description will be used to analyse comments for all
workshops with NVivo software (27).

8.4 Outcomes and Dissemination of Findings

e Outcomes of Phase 1 will be prepared as a resource to guide the trial of the program (Phase 2).

e OQutcomes of Phase 1 and implications for Phase 2 will be disseminated to individuals and
families with MJD from Groote Eylandt and Ngukurr including those families who have relocated
to Darwin. The research team will meet with individuals and their families either one on one or
in a group setting according to their preference snacks and refreshment will be provided at
these meetings.

9 Phase 2: Program Trial - Mixed Method Multiple-Case Studies

9.1 Methods

9.1.1 Purpose

Feasibility of the newly developed physical activity program, based on the experiences of families with
MJD (19, 20), will be determined in Phase 2. A trial of the program following Phase 1 will action what
families with MJD have developed and provide practical feedback in preparation for a larger trial to
follow.

¢ A mixed method multiple-case study deign will be used to explore program feasibility (19, 20).

e The program will be determined feasible if it is acceptable and useful from the perspective of

the participants (consumers) using the program.

e Within the qualitative component, in-depth interviews will be conducted to explore feasibility of
the program from participant experiences.

e Within the quantitative component, program feasibility will be measured through program
attendance/adherence and appropriateness of outcome measures to quantify mobility and QOL
(21).

9.1.2 Participants

Participants will be required to participate in

e Pre- and post-program measurement of function and QOL
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Physical activity program as per the newly developed program guidelines

Post-program interviews

Individuals invited to trial the program will have the opportunity to communicate either verbally in their

preferred language, using Aboriginal sign language or by using augmentative communication strategies,

throughout the research and their participation in the program.

Inclusion criteria

Clinical or genetic diagnosis of MJD
Aged 18 years and over
Identified as belonging to either the Groote Eylandt or Ngukurr families with MJD

Physically able to participate in functional activities and a likely minimum score of 2 for question
1 of the Scale for the Assessment and Rating of Ataxia (SARA) [2 = Gait clearly abnormal, tandem
walking > 10 steps not possible] (to be confirmed following completion of Phase 1)

Able to provide consent

Exclusion criteria

9.1.3

9.1.4

Individuals with an additional health condition that may impact on mobility e.g. a neurological
condition such as stroke or spinal cord injury; a vascular condition e.g. amputation.

Individuals with moderate to severe cognitive, intellectual or mental disability

Deemed medically unable to participate by their doctor

Sample size and selection

Four (4) individuals with MJD from either Groote Eylandt or Ngukurr will be purposively selected
to participate in the program to achieve maximum variation in terms of age, functional level,
gender and family role.

Recruitment will continue until four participants complete the program for the full duration (or
four case studies are completed) in line with similar studies (28, 29).

Introduction and Consent

The research team (PI, SI, CRP) will collaborate with and MJD Family Leaders to identify
potential participants for the trial.

Participants will be

o Provided with an information sheet and consent form (See Appendices | and J)
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=  Forms will be read and explained by CRPs in Anindilyakwa or Kriol
= Ata convenient location for the participant (MJD office, residence).
=  Asked to sign the consent form. Alternatively,

e Oral consent can be provided and audio recorded

o Asked to confirm their age, age of onset of MJD, the story of their health, their family and
who lives at home with them, whether they are working or not, and information about their
level of physical ability and physical activity throughout each week.

o Entered into the Recruitment Log and Enrolment Form (See Appendices F and G)

9.1.5 Before Starting the Program

e A comprehensive assessment will be conducted with each individual with MJD (accompanied by
any of their nominated family members or caregivers) in accordance with the framework of the
World Health Organisation International Classification of Functioning, Disability and Health (ICF)
by CRPs and SI. The assessment will include:

o ldentification of individuals’ specific goals and priorities for walking and moving around
o ldentification of personal and environmental factors
o ldentification of impairments, activity limitations and participation restrictions

o Identification of supportive factors to keep ‘strong on the inside and on the outside (see
Figure 1), as identified in earlier studies (see Section 2. Background and Rationale)

o Outcome measures, based on mobility, function, and QOL completed by an independent
assessor of the individual’s specific goals, priorities and aspirations (see in Section 8.1.7
— Measurement).

e A tailored program plan for each participant will be developed based on the participant goals
and priorities, assessment findings and according to program guidelines (See Appendix M —
Phase 2: Participant Program Plan). Copies of the completed assessment and program plan will
be provided to the participant.

e The plan will be reviewed each week to establish what other activities need to be
included/removed.

e Changes made will be recorded (See Appendix N — Phase 2: Participant Progress Notes).

e The physiotherapist facilitating program delivery (SI) will complete progress notes and report
adverse events.
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Exercising

your body
Something Keeping yourself
important happy
to do
Staying strong
inside and outside
Families Using
helping traditional
eachother medicine
Going on
country

Figure 1 - What is important and work works best to keep families with MJD Strong on the inside and the
outside to keep 'walking and moving around’

9.1.6 Trialling the Program

e The physical activity program will be delivered by the SI who is a registered and experienced
physiotherapist in the area of neurological rehabilitation

e CRPs and Cultural Advisors will provide guidance throughout delivery of the program.

Delivery e Program delivered according to Participant Program Plan by Sl and CRPs
o Family members can be involved at the preference of the participant
e 6 weeks, 3 times a week, distributed according to wishes of participant

o To be confirmed as part of Phase 1

Location e Selected according to activities relevant to that participant. May include
o MIDF Office
o By the beach or the river
o The bush
o Inthe community

Equipment e Provided by MIDF

Exercise bikes, tricycles, walking machine, fishing gear, and various
sporting equipment items, stationary.

e Waterproof, wearable accelerometers (See also Section 8.1.7 — Measurement

e Snacks and refreshments provided
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Transport

Provided by MJDF according to standard practice

o Four-wheel drive, wheelchair accessible vehicles, and modified vehicles
for those with mobility difficulties available

Documentation

Progress notes will be completed at the end of each day and will include
o Subjective / objective information and observations
o Tasks completed, duration and intensity
o Location of activities
o

Incidents /adverse events

Measurement

Demographic
Data

Documented on Participant Enrolment Form
(See Appendix L - Participant Enrolment Form).

Collected on enrolment by Sl and CRP

Feasibility
Measures

Number of sessions completed
Number of participants who
o Decline participation/recruitment
o Commence but do not complete program
o Complete the program
o Would wish to continue to the program
Reasons for drop out
Complications

Semi structured in-depth interviews to gain perceptions of individuals with MJD on
the program

Outcome
Measures

Waterproof, wearable accelerometers will likely be used to measure physical
activity (30).
Standardised, valid and reliable outcome measures for mobility and QOL for
individuals with MJD/SCA to quantify changes in mobility perceived as ‘important’.
o To be confirmed as part of Phase 1
o Details will be provided to the ethics committee once Phase 1 has been
completed

Independent assessor - Physiotherapist

o Baseline: Upon recruitment of the participant onto the program
Pre-Program: Four weeks after baseline on commencement of the program
During program: Fortnightly during the 6-week program period

Post program: On completion of the program (within one week)

O O O O

Follow up: Four weeks post completion of the program
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Safety Considerations

e The physical activity program will be delivered by the SI who is a registered and experienced

physiotherapist in the area of neurological rehabilitation.

e Investigators will act within existing MJDF policies and procedures in relation to MJD Clients,
Travel, Vehicles, Workplace Health and Safety, and general Professional Conduct.

e Investigators will adhere to JCU policies on responsible conduct of research, the National

Statement on Ethical

Conduct in Human Research, NHMRC Road Map Il and the

NHMRC/ARC/UA Australian Code for the Responsible Conduct of Research (2007).

e  Participants will be able to stop participating at any time without giving a reason.

e Investigators will act within MJDF policies and procedures in relation to MJD Clients, Travel,

Vehicles, Workplace Health and Safety, and general Professional Conduct.

e Below is an outline of potential risks and risk mitigation strategies relevant to this study.

Potential Risk

Management Strategy

Failing to respect
cultural and ethical
principles in
Aboriginal
communities

Work under the guidance of CRPs and MJD family leaders

Adhere to conditions of ethical approval

Secure land and work permits prior to visiting each community and liaise
with CRPs regarding cultural protocols.

Respect community protocols e.g. reschedule visits if sorry business arises
or follow community protocols if sorry business occurs during field work.

Failure to engage
participants

Ensure MJD family leaders and CRPs take a lead role in selection of MJD
Expert Panel members

Provide early invitations and regular engagement with panel members

Risks associated with
physical activity

Participants in the physical activity program will require medical clearance
to participate

Risks associated with
remote work

Complete risk assessments for field work
Log field trips using Riskware

Work within JCU and MIJDF policies and procedures for remote community
work

Complete work permits annually for approval to visit and work on Groote
Eylandt and in Ngukurr

When going on field trips, provide trip details and contact details to at
least two key MIDF staff situated at MJDF offices.

Inform local MIDF staff if going ‘on country’ with families with MJD and
advise of planned leave and return times

Take the MIDF satellite phone on all trips ‘on country’ where there is
limited phone reception
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9.1.7 After the Trial

Interviews

e Will be led by CRPs in collaboration with SI, in each participant’s preferred language, in a
culturally safe way.

o Time and location will be organised to suit the participant, to ensure participants are
comfortable to share their experiences.

o Transport and light refreshments will be provided.
o Audio recording equipment will be available.

e Prior to interview commencement, confidentiality and anonymity will be re-explained and each
participant will be asked if he/she consents to be interviewed and audio recorded.

e Audio recording will allow note taking and transcriptions to occur after completion of the
interview. Field notes will record relevant participant responses, non-verbal behaviour, and the
setting and atmosphere of the interview.

e The topic guide will be followed by CRPs and Sl but the pace will be set by the participant to tell
their own story about the program (See Appendix O — Phase 2: Post-Trial Interview Topic Guide).

e Feedback provided by the participant during the program will be collected from Participant
Progress Notes, collated prior to the interviews, and provided to the participant for comment
and verification.

e On completion, the participant will be thanked for their participation and reminded that their
information will be kept confidential.

e Short summaries of fieldwork observations will also be translated from Anindilyakwa or Kriol

into English by CRPs.

e Interviews that occurred in Anindilyakwa or Kriol will be interpreted and transcribed by CRPs, in
collaboration with Sl, into English.

e All transcriptions and field notes will be typed into Word in English and uploaded into NVivo for
analysis at the end of each day or the next day.

Interviewer debriefing sessions

e Sland CRP interviewer will meet to debrief and discuss findings after each interview

e The contact summary form will be completed and typed into a computer file, labelled with the
unique participant identifier, stored with the audio file (See Appendix P — Interview Contact
Summary Form).

e The Sl will also record field notes in a journal throughout the data collection process.
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9.1.8 Team debriefing sessions

Weekly debriefing sessions will occur between the research team. Progress Notes will be used for
reference and the Debrief Meeting Form will be completed (See Appendix Q — Investigator Debrief
Meeting Form). The aims of the meetings are:

e For all investigators and independent assessors to update each other on progress with data
collection

e For investigators to discuss key findings from data collection, including differences and
similarities
e Forinvestigators to discuss how preliminary findings will feed into the design of the program

e For investigators to discuss problems/changes with the program

e To provide a record of proceedings during the trial of the program.

10 Data Management and Analysis

10.1 Data handling and data entry

10.1.1 File Names

Participants may choose how they wish to be identified in this phase. If the participant does not have a
preference, a unique identification number will be given. The identifier will be entered on any notes,
audio files or transcript documents. The format for naming will follow Table 2 - Labelling of files. E.g.
ID1IM_Trial_Progress Notes

Table 2 Labelling files

Participant Identifier Gender of participant_ Study Phase_ Type of data collection
[skin name, pseudonym, MorF Trial Post-Trial Interview
number] Progress Notes
Program Plan

10.1.2 Data Handling

Study data will be kept on the person of the Sl at all times or in a locked vehicle, lockable room of the SI
or password protected computer. Participants will not be allowed to view notes at any time. Discussions
relating to the program trial will not be revealed to anyone else.

e Names of participants will not be used at any stage

e Any audio recordings will not start until the consent has been given
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e First names may be used during post-program interviews to refer to participants. However,
notes taken will use participant identifiers described above and recorded/written records will
only display participant identifiers, not individual names.

e Field notes will be in English unless discussions had been held in other languages, in which case
translation will occur as detailed for the interviews.

10.1.3 Transcription and Translation

Translation will take a meaning-based approach from the original language into English. The
translator will convey the meaning of the source language within the natural grammar of the target
language — English. Clarifications will be made in brackets, to capture and interpret for the reader
meaningful elements of the source material, and the way the elements combine to form meaning of
the text as a whole. Clarifications will repackage the original narratives and utterances into words,
grammar and idioms specific to the target language (English) (31).

Quality criteria for the translations will be comprehensibility (especially relating to culture-specific
concepts), appropriateness (in content and approach) and accuracy (faithful to the source text and
key facts) (31). For difficult terms, phrases and corrections, the CRPs and S| will sit together and
discuss, such that final and most appropriate translations are agreed upon.

Transcription files will be labelled with the interview ID followed by the language that the transcript
was translated into (English) e.g. ‘IDIMO1 English’ and exported into NVivo (QSR International,
Cambridge, MA) for analysis. A standardised layout will be applied to transcripts to facilitate the
comparison of data at the analysis stage (32).

Transcription will reflect a descriptive qualitative approach, describing experiences and perspectives
of participants. Hesitations, pauses, utterances, cross-talking and incomplete sentences will be
recorded. Major interruptions by other people or telephones will be recorded to contextualise any
breaks in speech or repetitions. Minor interruptions will not be recorded to ensure the flow of the
transcript supports interpretation and analysis (32).

At the top of the transcript should be a table detailing the unique participant identifier, interviewer
and note-taker names, date of the interview, language of the interview, location, date transcript
completed and recording details. See the example below:
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Participant Identifier T
Interviewer name:

Note taker name:

Date of Interview (dd/mm/yyyy)

Language of Interview:

Location of Interview:

Date completed transcript: (dd/mm/yyyy)

Start time of recording

End time of recording

Length of recording

Cross-checking

Each transcript will be reviewed by the CRPs by listening to or watching sections of the recordings and
cross-checking the transcription. If errors are identified, the SI will make corrections and cross-checking
will continue to occur until a clear transcription/translation is reached as confirmed by CRPs.

10.2 Data analysis

10.2.1 Quantitative data

SPSS and Simulation Modelling Analysis (SMA) software will be used (33).
e Demographics and program data will be analysed using descriptive statistics in SPSS.
e SMA, which is used to analyse small sets of single subject data over time, will be used to reflect
the rate of change in outcome measure scores for each participant (28, 34). The mean change in
scores between the baseline and trial phase will be identified (28, 33).

10.2.2 Qualitative Data

e A descriptive content analysis will be undertaken with assistance from NVIVO software.

e Interview data will be analysed collaboratively between CRPs and SI, to draw out participant
perceptions of the program, positives and negatives of the program and recommendations for
optimisation.
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e Coding will be conducted by reading the data line by line, identifying underlying meaning or
concepts behind statements (35). Each line, or few lines, will be labelled according to the idea(s)
in the transcript, using a short title, and used to create a new tree node in NVivo. When the idea
appears again, it will be coded to the same node. Nodes will be grouped according to the
question asked in relation to the program. As themes emerge, nodes will be arranged in groups
under a parent node labelled as the theme.

e Oral feedback and verification sessions will also occur between CRPs and Sl to share, confirm and
discuss emerging findings (36).

e A narrative will be developed bridging the original research concerns with the participants’
subjective experiences and ideas about the program related back to the study aims and research
questions.

e The findings will be presented to participants for verification, and to optimise the program.

10.3 Modifying the Program from Case Study Findings

e The program will be modified and strengthened after the program trial is complete in
accordance with feedback and findings gathered from participants.

e Participants who trialled the program will then be approached by CRPs and S| to verify the
findings, modify the program accordingly and disseminate the final findings.

e The final program will be put together into a book for participants and communities to keep.
The findings of this study will be published in an international journal

11 Ensuring Ethics and Quality in Practice

11.1 Ethics

All investigators have been briefed and provided resources on the National Statement on Ethical
Conduct in Human Research and will place these priorities of protecting study participants, anticipating
harms, avoiding undue intrusion, rights to confidentiality and anonymity, intellectual property rights and
involvement in the study ahead of other requirements, whether for their own gain or that of the project.
Non-Aboriginal researchers will be principally familiar with the National Statement on Ethical Conduct in
Human Research, particularly in regard to research with Aboriginal and Torres Strait Islander Peoples
(Chapter 4.7), the Australian Code for Responsible Conduct of Research, NHMRC Guidelines for Ethical
Conduct in Aboriginal and Torres Strait Islander Health Research and the Commonwealth Privacy Act
(Section 95 and 95A).

11.2 Quality assurance

The protocol will be used by the research team to guide conduct of the study and will provide a method
to assess quality assurance. At least one assessment of quality assurance will be conducted during the
data collection phase by a moderator who will be external to the field team, preferably a collaborator
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from a similar study from JCU. Assessors will use the protocol as guidance for the evaluation. If issues or

concerns arise as a result of this, the moderator will take action as appropriate.

12 Team Roles

Student Investigator:

Work under the guidance of CRPs, families with MJD and all other investigators
Collaborate with all investigators for study planning

Assemble expert panel

Consult with families with MJD

Coordinate consensus rounds and case studies

Responsible for data collection, analysis, dissemination of results, and write up

Principal Investigator:

Responsible for designing and supervising the study, responsible for monitoring progress of data
collection, data analysis and write up.

2" and 3" Investigator:

Provide guidance on study design and data collection, supervise the study, monitor progress of data
collection, data analysis and write up.

4t 5t 6t Investigators — Aboriginal Community Research Partners

Provide cultural guidance to investigators and oversee study planning and study conduct
Collaborate with all investigators to assemble MJD expert panel and develop program principles
Lead consultation and communication with families with MJD

Monitor conduct of case studies

Collaborate with Sl to translate all discussions and interviews with participants in Anindilyakwa/Kriol
and translate the recordings into English for transcription.

Collaborate with Sl throughout data collection, data analysis, write up and dissemination of results

7', 8t Investigators and MIDF Staff

Assist with study planning and preparation on Groote Eylandt and in Ngukurr

Provide ongoing communication to families with MJD regarding preparation and commencement of
the study

Collaborate with CRPs, Sl and Pl to provide logistic support required for coordination and conduct of
the study
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13 Timelines

Dates

Study Phases

Activities

Who

Completed

Planning

e Draftinterview and consent forms

e Gain approvals from Anindilyakwa Land
Council (ALC) to conduct the proposed
research

e Draftinterview and consent forms

e Develop protocol

e Collaborate and discuss study to be
conducted to families with MJD, CRPs and
MIJD staff

e Engage with community and families with
MJD

e Engage with MJDF staff regarding study
protocol, study planning and data
collection

All investigators
MJDFS, CRPs,
families with MJD

April 2018

Scoping, preparation and

community engagement
completed

e Two studies completed that have been
conducted in earlier phases of this study to
inform the development of the program.

o Study 1: Lived experiences of families
with MJD living in the Top End of
Australia: what matters most and what
works best to keep ‘walking and
moving around’.

o Study 2: Interventions that promote
‘walking and moving around’ for
individuals with SCA: A scoping review)

e Engage with community and families with
MJD about study commencement

e Collaborate with CRPs employed by MJDF
for further study planning

e |dentify suitable dates for the study to
commence

e Ethics approval gained

Please note, through previous studies conducted, all
investigators are well known to families with MJD on
Groote Eylandt and Ngukurr and extensive
community engagement has taken place between
2016 and 2018. MIDF staff involved this research
have been known to families with MJD since 2008.

All investigators
MJDFS, CRPs,
families with MJD

May 2018

Guidelines for program
developed

e Guiding principles developed

e Meetings conducted with all investigators
to refine the program and identify MJD
expert panel.

e Principles prepared for workshops for
collaboration and comment by MJD expert
panel.

All investigators
MJDFS, CRPs,
MJD family
representatives
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Dates Study Phases Activities Who
June 2018 ‘MJD Expert Panel’ Suitable panel identified by investigators All investigators
recruited Meetings face to face, via telephone or MIDFS, CRPs,

zoom to invite panel members to MJD family
participate representatives
Information sheets and consent forms MJD expert panel
provided to panel members
Completed consent forms finalised

July 2018 1t consensus round Program principles finalised All investigators

commences

First consensus round distributed

MJDFS, CRPs
MIJD expert panel

October 2018

e Consensus rounds
completed

e Meeting with
investigators and
dissemination of
findings

e Preparation for case
studies

Table produced which outlines accepted
and removed statements

Program guidelines confirmed

Meetings in Darwin, Groote Eylandt and
Ngukurr with all investigators, MJD family
leaders and families with MJD to discuss
study findings

MJD family leaders and MIDF staff identify
participants to trial the program
Meetings face to face, via telephone or
zoom to invite panel members to
participate

Information sheets and consent forms
provided to panel members

Completed consent forms finalised

All investigators
MJDFS, CRPs

MIJD expert panel
Families with MJD
on Groote Eylandt
and Ngukurr

November 2018

Case studies underway

Sl and CRPs facilitate participants to trial
the program according to principles
developed

o Initial assessment completed

o Measures commenced

o Trial underway

All investigators
MJDFS, CRPs,
MJD family
representatives

February 2019 -
April 2019

Interviews with case
study participants

Sl and CRPs will meet interview participants
to gain feedback on the positives, negatives
and areas for improvement

Translation and transcription of interviews
Optimise the program with feedback
provided by participants during the
program and from participant perspectives
gained from the interviews.

Verify the findings with participants and
MJD family leaders

All investigators
MJDFS, CRPs
Families with MJD
on Groote Eylandt
and Ngukurr

April 2019 — June
2019

Program refined and
study findings finalised

Findings disseminated to all communities /
panel members
Manuscript prepared for publication

All investigators
MJDFS, CRPs
Families with MJD
on Groote Eylandt
and Ngukurr

MIJD expert panel
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Appendix A Letter of Support: ALC

Anindilyakwa

Land Ph 088587 4006 30 Bougainvillea Drive
. Fax 8 BSG67 4093 PO Bax 172

Council admin@alent com su Alyangula NT 0885

To Whom It May Concern

The Anindilyakwa Land Council (ALC) is the custodian of traditional information, land, and
people of the Groote Eylandt Archipelago and work for the benefit of Groote Eylandt people, on
all matters that affect the land, rehabilitation and the people.

The ALC is responsible for land visitation by non-Indigenous people, illegal entry to lands,
issuing of permits for visitation rights, ranger inspections and other daily management issues.

In 2008 and 2009, the ALC gifted the Machado Joseph Disease Foundation (MJDF) substantial
grants in recognition of the needs of a growing number of pecple in the community who suffer
with and care for family members with Machado Joseph Disease.

A strong relationship has since developed between the ALC and the MJDF, with a permanent
position on the MJDF board held by an executive of the ALC. In this capacity we have been
able to closely scrulinize and guide the activities of the MJDF ensuring that they continue to
operale in accordance with the traditional and cultural requirements of the Anindilyakwa people.

The proposal by James Cook University in collaboration with the MJD Foundation to conduct an
investigation into the physical activity needs of the MJD famiies in this region is ancther
important step toward understanding the needs of these people and providing them with the best
quality care available.

The ALC has considered the proposal and is supportive of the research. The researchers have
met with representatives of the ALC to seek advice about the proper cultural process for the
project. They have provided the ALC with documentation of the proposed research methodology
as well as information regarding the storage and security of documents and data. These
conditions for conduct of the research are acceptable to the ALC,
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Appendix B Letter of Support: YMDAC

Attn: Chairperson

Human Research Ethics Committee of the
Northemn Territory Department of Health
and Menzies School of Health Research
PO Box 41096, Casuarina NT 0811

15th January 2018

To whom it may concern,

Re: Yugul Mangi Development Aboriginal Corporation support for the research project: ‘Developing
a physical activity program for Aboriginal families with Machado Joseph Disease (MJD) living
in the Top End of Australia’.

The Yugul Mangi Development Aboriginal Corporation has supported the MJD Foundation
since early 2010, who provide support for families with MJD in  Ngukurr.
Yugul Mangi Development Aboriginal Corporation has provided assistance with cultural
support, accommodation, airport transfers, car hire, storage of equipment.

This research is about finding the best way to help families with MJD keep ‘walking and moving
around' and 'staying stronger for longer'. As part of this research, we understand that researchers
from James Cook University and MJD Foundation staff will be working alongside Aboriginal co-
researchers from Ngukurr. The researchers will be consulting with families with MJD in Ngukurr to
inform the development of a physical activity program, based on what matters and what works best
to families with MJD. The program will be built on the priorities of families with MJD, as experts with
the disease, combined with western science and research to support their ideas. Families with MJD
in Ngukurr will be supported in this research to test the program they have worked to develop, to
make sure it works and keeps families 'stronger for longer'.

Yugul Mangi Development Aboriginal Corporation supports this research, part of which will
be conducted in the community of Ngukurr.

Yours sincerely,

7

Bill Blackley
CEO Yugul Mangi Development Aboriginal Corporation
Ngukurr, South East Arnhem Land
NT 0852
Yugul Mangi Development Ab.Corp.
CMB 6 Ngukurr 0852 ABN 40719772364
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Appendix C Letter of Support: MIDF

Menzies School of Health Research 3
Aboriginal Bthics Sub-Commiittee AND .é."‘EFOUNDATlON

e

Via email: gihicinaiesaluay
Date: 17/01/2018

Re: Support for the research project titled: Developing a physical activity program
for Aboriginal families with MID

To Whom &t May Concem,

The MID Foundation seeks to provide a better quality of ife for Indigenous Austraians and their famiies
Bving with Machado Jossph Disease (MID) in Amhem Land and beyond. The MID Foundation provides
advocacy and practical support for individuals and families with MJD, information about MJD best
practice and research coordination acconding to the priorties of individuals and families with MID from
the Top End of Australia,

Yours sincerely,
‘(, (LA A
=
=)
P Uibby Massey
® Director, Research & Community Services
o® Mob: 0417 279 120
o ® @ pmai: by massey@midorgau
® [=) MID Foundation Limited
=] =3 AEN: €5 159 208 367
o, o PO Box 414,
Ryanguly NT 0385
...... wWw M oeg.

@
@ 1300584122
o

-

34



Appendix D Phase 1: Information Sheet

.:MJD
== JAMES COOK """ FOUNDATION

w= UNIVERSITY
¥ AUSTRALIA THIS IS FOR YOU TO KEEP

°

Developing a physical activity program for Aboriginal families with MJD

We would like you to be part of our study as an expert in MJD in families with MJD in the Top End of
Australia. We would like to show you an exercise and lifestyle program that we have made for families
with MID, from listening to their stories and looking at the best science from in Australia and overseas.
You will be part of a group of experts and asked what you think about the program. We would like to
know if the program is strong and true. We would like you to tell us how this program could be the best
it can be. It is important that we make sure all experts agree that the program is a strong one, so it is
right for families to test it.

If you would like to join in the research as an MJD Expert, there are some things you’ll be asked to do:

e Signaform
o Saying you are happy to be part of the MJD Expert Group
e Sit together with other MJD experts and the researchers
o Look at the main stories about what keeps people with MJD walking and moving around
Talk about what should be in the program to keep people with MJD strong
Tell us how to make it better
Give your ideas about the program so it can be strong for families with MJD

O O O O

We can read and explain the program to you in your preferred language

If you agree, we would like to record your answers,
and record your voice if you want to tell us what you think in person

If you have any worries about the study, you can talk to someone from the MJD Foundation or someone
from ALC or the clinic.

You do not have to do this research. It is your choice.
If you don’t want to be in the MJD Expert Group, you can just stop.
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A lady called Jen is a physiotherapist, who has been working with Gayangwa Lalara and Joyce Lalara
(researchers with the MJD Foundation), will be talking to you about the program. The other people who
will be helping her Ruth Barker from James Cook University, Anne Lowell from Charles Darwin University
and Alan Clough from James Cook University. Other staff of the MJD Foundation will help too.

What you tell us will make the program better and will be written in a paper and read by other people
who want to know about MJD. We won’t use your name or your family’s name. If you are from Groote
Eylandt or Ngukurr, the MJD Foundation will provide transport for you to be part of the research, and
have a computer or IPad available when you need to look at research work. All of your information will
be kept safe so that only the researchers for this study will be able to see it. If you have any questions,
please ask the staff of the MJD Foundation. If you have any concerns or complaints regarding the ethical
conduct of the study, you are invited to contact Ethics Administration, Human Research Ethics
Committee of the NT Department of Health and Menzies School of Health Research on 8946 8687 or
89468692 or email ethics@menzies.edu.au

Are there any benefits in taking part in the study?

You will be paid for being involved as an expert in this research (575 per workshop). Your expert ideas
will help explain to health professionals and other people with MJD the best way to help people with
MIJD to keep ‘walking and moving around’ and ‘stronger for longer’.

Are there any risks in taking part in the study?

It may be difficult to talk about MJD at times, especially if you or someone in your family has MJD. You
can stop at any time if you feel upset or don’t want to keep going. Your personal information will be
kept private so that only the researchers can see it and kept in a locked office or in a locked computer.

Ethics

This study has been approved by the ALC, YMDAC, the MID Research the Human Research Ethics
Committee of the NT Department of Health and Menzies School of Health Research and James Cook
University Human Research Ethics Committee.

36



Research Team

Jennifer Carr

Student Investigator

PhD student

James Cook University

Ph: 0407968512

Email: jennifer.carr2@my.jcu.edu.au

Associate Professor Ruth Barker
Principal Investigator

Associate Professor — Rehabilitation
College of Healthcare Sciences
James Cook University
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Appendix E Phase 1: Consent Form

== JAMES COOK .:MID
w= UNIVERSITY :
AUSTRALIA . . . . . . re .
Developing a physical activity program for Aboriginal families with MJD
(THIS MEANS YOU CAN SAY NO)
INVESTIGATORS: Jennifer Carr Gayangwa Lalara
Joyce Lalara
Associate Professor Ruth Barker Bronwyn Daniels
Associate Professor Anne Lowell L'Pby Massey
Nick Kenny
Professor Alan Clough
STUDY TITLE: Developing a physical activity program for Aboriginal families living with MJD

I know that the purpose of this research is to be part of a group of experts telling the researchers whether the program they have come
up will be the best way to keep families walking and moving around and having a good life.

I am happy to be in the MJD Expert Group, and have been told what will happen, and | have been given an information sheet to keep.
I am happy for the researchers to use the expert information | give in papers for other people to read.

| know that:

e All the things | have to do have been explained to me

e Taking part in this study is my choice. | can stop taking part at any time without reason.

e  Only the researchers and MJD staff will hear my story and use it in pa pers. My name won’t be written in the papers.

Please circle applicable: ~Written consent / Oral consent* (Please tick to indicate consent)
I am happy to be on the MID Expert group Yes No

| am happy to talk about this program and to tell researchers what | think about it Yes No

| am happy for my comments to be recorded, either in writing or with a voice recorder Yes No
Name: (please print) *Please refer to recorded oral consent if identified above and witness signature below
Signature: Date:

Name of Parent/Guardian: (please print) Signature of Parent/Guardian: Date:

Name of Witness: (please print) Signature of Witness: Date:

For questions, please contact: Associate Professor Ruth Barker (Principal Investigator), James Cook University.
Ph: 07 42321614 - Email: ruth.barker@jcu.edu.au (See information sheet for more study information)
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Appendix F Phase 1: MJD Expert Panel Recruitment Log

ID | First name Age | Gender | Expert with MJD: | Profession / Mode of workshop Audio recorded Best Contact Details
Expertise in participation
MID

(Y/N - If so, please

state age of onset (Yes/No)
(M/F/NA) € ) (Please describe) (Face to face, Phone,
Skype/Zoom)

10
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Appendix G

Phase 1: MJD Expert Panel Enrolment Form

Participant Name, Date Gender Background Diagnosis | Location Preferred mode | Interested? Consent? | Special Requirements

contact number Approached of expertise | of MID of workshop or requests for

and email in MJD participation participation?

(List any i.e.
(Please (YorN) (face to face, (YorN) (YorN) transport, require
describe) videoconference, carer present))
over the phone)

1

2

3

4

5

6

7

8

9
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Appendix H Phase 1: Team Debriefing Minutes Form

Team debriefing session minutes — Workshops

Date: |__|_/ |_/_|__|

List those present:

Workshop number:

e  Was the workshop conducted as planned? If not, what were the reasons?

e  What parts of the program need to be changed/removed after this workshop?

e Was there any new information gathered form the workshop that needs to be included in the guidelines
or following workshops?

e Discuss any problems with the workshop
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Appendix | Phase 2: Information Sheet

= UNIVERSITY iMID
M AUSTRALIA THIS IS FOR YOU TO KEEP f;:,‘:"':fOUNDATION

Developing a physical activity program for Aboriginal families with MJD
Information Sheet

We would like you to be part of our research to try out an exercise program for families with MJD,
designed to help keep people with MJD walking and moving around and living a good life.

We've worked with families with MID, experts in MJD and the MJD Foundation to bring ideas together
about what is important for this program. We want to invite you to try the program for yourself. A lady
physiotherapist named Jen, will be working together with local researchers and MJD Foundation staff
and helping you to try the program. These people will sit with you to work out how this program can be
made so that is just right for you, doing the things you want to do. Jen will help you do the program, and

your family can join in too. We would like to help you try the program for about 6 weeks.

If you would like to join in the research and try the program, there are some things you’ll be asked to do:
e Sign a form to say you are happy to be part of the research to try the program
e Talk with the researchers about your MJD and what you’d like to work on with walking and
moving around.
e Try out an exercise and lifestyle program designed for you for 6 weeks
e Do some walking, strength and balance tests before, during and after the program
e Answer some questions about your life with MJD before and after the program

e Tell them what you thought of the program, your ideas, and how it can be better

If you agree, we would like to record your answers,
and record your voice if you want to tell us what you think in person

If you have any worries about the study, you can talk to someone from the MJD Foundation or someone
from ALC or the clinic.

The other people who will be helping her Ruth Barker from James Cook University, Anne Lowell from

Charles Darwin University and Alan Clough from James Cook University. Other staff of the MJD
Foundation will help too.
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What you tell us will and what the tests tell us will be written in a paper and read by other people who
want to know about MJD. We won’t use your name or your family’s name. The MJD Foundation will
provide transport for you to be part of the research, and there will be a computer or IPad available
when you need to look at research work. All of your information will be kept safe so that only the
researchers for this study will be able to see it.

You do not have to do this research. It is your choice.
If you decide you don’t want to do the program, you can just stop

If you have any questions, please ask the staff of the MJD Foundation. If you have any concerns or
complaints regarding the ethical conduct of the study, you are invited to contact Ethics Administration,
Human Research Ethics Committee of the NT Department of Health and Menzies School of Health
Research on 8946 8687 or 89468692 or email ethics@menzies.edu.au

Are there any benefits in taking part in the study?

There will be no direct benefits to you from participating in the study. However, your stories will help
explain to health professionals and other people with MJD ways to help families with MJD to stay strong
and keep ‘walking and moving around.’ There will be no payment provided to you to be in the study.

Are there any risks in taking part in the study?

Exercising might make you feel tired and make your muscles sore. It may be difficult to talk about MJD
at times. However, you can stop at any time if you feel upset or don’t want to do the exercise anymore.
Your personal information will be kept private so that only the researchers can see it and kept in a
locked office or in a locked computer.

Ethics
This study has been approved by the ALC, YMDAC, the MJD Research the Human Research Ethics

Committee of the NT Department of Health and Menzies School of Health Research and James Cook

University Human Research Ethics Committee.
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Appendix J Phase 2: Consent Form

—— JAMES COOK "%
w=w [JNIVERSI . . . e o o o o H MlD
= o VE Developing a physical activity program for Aboriginal families with MJDEH .FOUNDATION

living in the Top End of Australia: Consent Form
(THIS MEANS YOU CAN SAY NO)

°
.
°

Gayangwa Lalara

INVESTIGATORS: Jennifer Carr
Joyce Lalara
Associate Professor Ruth Barker Bronwyn Daniels
Associate Professor Anne Lowell LIPby Massey
Nick Kenny
Professor Alan Clough
STUDY TITLE: Developing a physical activity program for Aboriginal families with MJD living in the Top End of Australia

| know that the purpose of this research is to be part of a research project to try out a physical activity and lifestyle program
for families with MJD, to help keep people with MJD walking and moving around and living a good life.

| am happy to be part of the research, and try the program for myself. | have been told what will happen, and | have been
given an information sheet to keep. | am happy for the researchers to use what | say about the program in papers for other
people to read. | know that my real name or my families name won’t be used in these papers.

| know that:

e All the things | have to do have been explained to me

e Taking part in this study is my choice. | can stop taking part at any time without reason.

e Only the researchers and MJD staff will hear my story and use it in papers. My name won’t be written in the papers.

Please circle applicable: ~Written consent / Oral consent* (Please tick to indicate consent)
| am happy to try the program out Yes No
| am happy to do some walking, strength and balance tests and tell researchers what | think Yes No

about the program

I am happy for my comments to be recorded, either in writing or with a voice recorder Yes No
Name: (please print) *Please refer to recorded oral consent if identified above and witness signature below
Signature: Date:

Name of Parent/Guardian: (please print) Signature of Parent/Guardian: Date:

Name of Witness: (please print) Signature of Witness: Date:

For questions, please contact: Associate Professor Ruth Barker (Principal Investigator), James Cook University
Ph: 07 42321614 - Email: ruth.barker@jcu.edu.au (See information sheet for more study information)

45




Appendix K

Phase 2: Participant Recruitment Log

Participant
Name

M/F

Date
Approached

Successful
contact?

Eligible to

Participate (Y or N)

Interested?

Consent?

Initial assessment]
date arranged

Location

Transport
Required

10

11
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Appendix L Phase 2: Participant Enrolment Form
ID | First name Age Community | Ageof | Times Mobility status Describe current level of | Living Working? | Consent to
onset since physical activity situation be audio
of MID | onset of | walking independently - recorded
MID with or without mobility (exercise or leisure activities) (Y/N-if
aids (1), walking with (alone/with ves, please | (ves/No)
assistance (A), wheelchair family/with enter work
dependent (WC)) carer) role)
1
2
3
4
5
6
7
8
9
10
11

47




Appendix M Phase 2: Participant Program Plan
My plan to keep myself walking and moving around
—— JAMES COOK MID
w= UNIVERSITY i . . Seell,
T aUsRALA Participant ID: Date: g '-:FOUNDATION
My Goal: Things | am doing to keep myself strong inside and outside )

What’s important to me

Week | Monday Tuesday Wednesday Thursday Friday | Saturday Sunday
Example: ) ) ) . ) ) )
1 e Go walking out e Practice walking | ® On country with | e Practice e Big bush trip:
Walking in the bush looking bush with Jen over uneven family and MJD stepping over Fishing and
for Mangkarrkba with my and Gayangwa ground at the Foundation — big things and looking for
family when it’s cool back of Aged fishing, hunting, soft things and Mangkarrkba
Care with Jen walking making my
and Joyce legs strong
e Ride the exercise e family night —
bike in the big feed and
aircon watch movies
2
3
4
5
6
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Appendix N Phase 2: Participant Progress Notes

Progress Notes

IDNO: |__ | | | |
Audiofilett: |__| | _|__| Community: |

Today'sdate: |__|__|/|__|__I/]__|__|

Program Week: |I___|

Subjective:

Objective:

Activities done today:

(how long, how many, where, who with?)

Issues/Adverse Events:

Comments from Participant:

What worked well today?

What didn’t work so well?

Any issues with the program plan/forms?

== JAMES COOK
=~ UNIVERSITY

AUSTRALIA

MJD

i FOUNDATION

%
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Appendix O Phase 2: Post-Trial Interview Guide

Post-Trial — Interview Topic Guide

~=JAMESCOOK . :MID
IDNO: |__ | | | _| == UNIVERSITY "E"-.FIOUNDAHON

AUSTRALIA

Audiofilett: |__| | _|__| Community: |

Today'sdate: |__|__|/|__|__I/]__|__|

Tell us your story about this program?

What was good about the program?

What wasn’t good about the program?

What’s missing from the program?

How could it be better?

What would you change?

What do you think about keeping going with the program?

What do you think about this program for other families with MJD?
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Appendix P Phase 2: Interview Contact Summary Form

Contact Summary Form (for each post-trial interview)

~~ JAMESCOOK ™
= Un1vERSITY ~--MID

ID NO: |_|_|_|_| AUSTRALIA Z;::%I.:SUNDATION
Audiofilett: |__| | _|__| Community: |
Today'sdate: |__|__|/[__|__I/|_|_|

e How would you describe the atmosphere and context of the interview?

e  What were the main points made by the participant during this interview?

e  What new information did you gain through this interview?

e  Was there anything surprising to you? Or that made you think differently?

e What messages did you take from this interview?

Were there any problems with the topic guide (e.g. wording, order of topics, missing topics) used during
the interview?
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Appendix Q Phase 2: Investigator Debrief Meeting Form

Investigator Debrief Meeting Form

~=JAMESCOOK . :MID
DNO: ||| |_| == UNIVERSITY " FIOUNDATION

AUSTRALIA
®e

Audiofilett: |__| | _|__| Investigators Present:

Today'sdate: |__|__|/|__|__I/]__|__|

Progress with data collection?

What have been the key findings so far?

What are the implications of these findings on the program?

Have there been any problems with the program?

Have any changes to the program been made?
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Appendix R Evidence of Lowitja Institute Funding Support

Institute

Australia’s National Institute for Aboriginal and
Torres Strait Islander Health Research

B the °ep o
.“‘ Lowitja

18 January 2018

Miss Jennifer Carr
PhD Student,
James Cook University

Email: jennifer.carr2@my.jcu.edu.au

Dear Miss Carr,

Re: Developing a physical activity program for Aboriginal families with Machado Joseph
Disease (MJD) living in the Top End of Australia.

Thank you for applying to the 2017 Lowitja Institute research funding round.
We are pleased to advise that your application has been successful.

Research project applications were subject to rigorous evaluation by an Aboriginal and
Torres Strait Islander majority assessment panel with an independent chairperson. Each
application was assessed by at least three people with experience and expertise in
Aboriginal and Torres Strait Islander health research, and/or policy development and
practice.

We will contact you very shortly with more detail around project commencement, and in
particular, contract development.

Should you have any queries in the meantime, please contact Mary Guthrie -
mary.guthrie@lowitja.org.au or via phone on 03 8341 5504.

Yours sincerely,

Romlie Mokak
CEO
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Appendix R

Evidence of Lowitja Institute Funding Support - Cont

RESEARCH ACTIVITY FUNDING AGREEMENT
BETWEEN
NATIONAL INSTITUTE FOR ABORIGINALAND TORRES STRAIT ISLANDER HEALTH RESEARCH
LIMITED
trading as
THE LOWITJA INSTITUTE

and administering

THE LOWITJA INSTITUTE ABORIGINAL AND TORRES STRAIT ISLANDER HEALTH CRC
(‘the Company’)

and
James Cook University
(‘Administering Institution’)

Regarding provision of funding for a Research Activity 017-SF-005

The Lowitja Institute Aboriginal and Torres Strait Islander Health CRC
Research Activity Funding Agreement
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Appendix R

Evidence of Lowitja Institute Funding Support - Cont

Schedule 3 - Project Cash and In-kind Contributions

Item 1~ Cash Contributions

2018 2019 Totsl
Administering institution
Participating institution 1
Participating institution 2
Tota! Cash Comtributions Nil Nil il
Item 2 = In-kind Contributions
Staft In-Kind ~ Administering Institution 2018 2019 | Total
Pasition
Leadar/Senior M. 12 1.2
Key Researcher/Manager/Projact Leader
Retearcher/Professional 0.2 0.2
Othar m ”! technical, adminsstrative}
Total Staff in-Kind Contribution 14 14
Non-Stat! ln-Kind
Non-12aff in kind contnaution $2.080 $2,080 |
| Staff in-Kind - Participsting Institution 1 2018 [2019 |Towsl |
Position
| Program Leader/Senior Manager
Key Researcher/Manager/Projact Leader
Researcher/Professional 057 087
| Other (support staff, technical, administrative)
Yotal Staff In-Kind Contribution 0.67 087
Non-Stafl In-Kind
Non-staff in-kind contribution 546,360 | - 546,360
Schodule 4 ~ Payment of Project Funds
Item 1 ~ Payment Schedule
No. Payment Description Amount Conditions
(GsT
excl.)

1 | Project payment 1 549,538 | Initial paymant in Feb 2018

2 | Project payment 2 §29,722 | Submission of all reports and other
defiverables due by 30 Sept 2018, including
all In-kind contributions for the regorting
period met or exceeded.

3 | Final project payment $19,816 | Submission of all reports and other
deliverables of the project and ol In-kind
contributions for the reporting peried met
or exceeded.

Total Payments $99,076
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Appendix R Evidence of Lowitja Institute Funding Support - Cont

EXECUTED as an AGREEMENT

EXECUTED by the National Institute for ]
Aboriginal and Torres Strait Islander Health )

Research Limited,
(ABN 70 133 780 655)
i
boeLalos L Ao PBerhod
Signature of Chial Executive Officer Sgnature of Witness
Mr Romlie Mokak Thaywe BevLmievtar™
Name of Chief Executive Officer Name of '‘Witness
22/1f17

Date of Exacubion !

EXECUTED by James Coak University ]
(ABM 46 253 211 955) )
Chqﬁ&hﬁm_——d/ (2,12;—-1;‘g>Hu~‘a
Signature of Witness Signature of Authorkhd Signatory
Tina La
/ 6'&” " ngford
Name of Witness (print) Name of Authorised Signatory |print)
Manager
g lt) Research Ethics & Grants

Date of Execution James Cook Uniy erslty

Adi2age
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