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1. Synopsis
Chronic conditions are highly prevalent in the ACT. National priorities and evidence emphasise the importance self-management support in chronic condition management and secondary prevention. The Canberra Health Services Community Care Program has designed a program called “Take Control – Live Well” to provide this self-management support service for members of the ACT community. The program consists of 3 weekly education sessions and a 3 month ‘reunion’ session with optional SMS support between the 3-week and 3-month sessions. “Take Control – Live Well” is based on the Flinders Program (a structured self-management program for people with chronic conditions). However, available literature only exists for the Flinders Program use in individual consultations. This study seeks to fill this gap in the literature by exploring if the Flinders Program can be effectively applied to the group setting and still increase self-efficacy and self-management competency in adults with chronic conditions. All consumers who enrol in the “Take Control – Live Well” program will be invited to participate in the study. Participation in this study will not impact on their care or experience of the program but will require some additional surveys to capture self-management competency, self-efficacy, quality of life and acceptability of the program. Five study participants will also be invited to participate in an interview to capture in-depth qualitative data. Quantitative data analysis will be completed in collaboration with Flinders University academic staff using linear mixed models. Theoretical thematic analysis will be used to identify themes from qualitative data.
2. Abbreviations and Acronyms
ACT: Australian Capital Territory

CCP: Community Care Program

CHS: Canberra Health Services

GP: General Practitioner

ICH: International Council of Harmonisation

ITT: Intention to Treat

LGBTIQA+: Lesbian, Gay, Bisexual, Transgender, Intersex, Queer/Questioning, Asexual, + (all other terms used to describe one’s experience of gender, sexuality and sex characteristics).
MS: Microsoft

NSW: New South Wales

PIH: Partners in Health

RACS: Rehabilitation, Aged and Community Services

SMS: Short Messaging Service

WSAS: Work and Social Adjustment Scale
3. Introduction / Background
Management of chronic conditions is a challenge for every health service and is predicted to grow. In the ACT, 48.7% of people population have at least one chronic condition, slightly higher than the Australian average of 47.2% (Australian Bureau of Statistics, 2018). Approximately 46% of potentially preventable hospital admissions can be attributed to chronic conditions. This equated to $2.3 billion in 2015-2016 (Australian Institute of Health and Welfare, 2020). Using secondary prevention approaches within the health system, such as self-management, improving health literacy and empowering consumers, is an essential component to achieving national health priorities and is recognised globally to tackle the growing issues related to chronic conditions burden (Australian Health Ministers' Advisory Council, 2017; Department of Health, 2021).
Self-management support is an evidenced-based approach to partner with consumers and improve consumer quality of life (Dineen-Griffin, Garcia-Cardenas, Williams, & Benrimoj, 2019). Previously in the ACT, the Stanford University “Living a Healthy Life with Chronic Long-Term Conditions” 6-week program was used to educate and support self-management in a group setting. However, this program was not sustainable for the Community Care Program (CCP) from a financial or workforce capacity perspective. As a result, the CCP developed a program that can be adapted over time, be more efficient in workforce demand, focused on ACT community needs and was more cost effective. This 3-week program was called “Take Control – Live Well” and was launched at the end of 2020. The program was designed to complement other services supporting people with chronic conditions in the ACT and enable self-management of consumers. Beyond the 3-weeks, SMS support is offered (consumers need to opt-in) for up to 3 months when a ‘reunion’ session is held.
After a review in July 2023 of consumer and clinician feedback on the pilot program, the “Take Control – Live Well” program was adapted to follow the principles of self-management outlined by the Flinders Program and utilise their suite of tools. The Finders Program is an evidenced-based structured self-management support approach to caring for people with chronic conditions (Battersby, Smith, Reed, Woodman, & Harris, 2015; Battersby, Ask, Reece, Marwick, & Collins, 2003). When using the Flinders Program, the clinician works through four tools with the consumer while using motivational interviewing, problem solving and goal setting techniques. The clinician partners with the consumer to identify if and where they benefit from self-management support in-line with the healthcare-related priorities of the consumer. The final tool in the Flinders Program suite is a personal healthcare plan outlining actions and goals developed by the consumer-clinician partnership.
The evidence and design of the Flinders Program is based on its use in one-on-one consultations between consumer and clinician. Given the size of our consumer group with chronic conditions in the ACT, and limited capacity of the CCP clinicians, we hope to explore whether the same strategies can be effectively applied in a group setting in the ACT. However, the Flinders Program has not been formally studied or evaluated in a group setting, and this is therefore a gap in the literature. This proposed research seeks to determine whether the Flinders Program approach can be feasibly applied in a group setting to effectively support self-management and improve quality of life in ACT residents with chronic conditions. This will be explored by using a mixed-method approach to evaluate the “Take Control – Live Well” program throughout 2024 as per usual care. In a CCP-first, we have partnered with academics from Flinders University in designing this feasibility study and will continue to work with them throughout the life of the study.
The outcomes of this research will have a significant impact on clinical practice as it will inform the CCP if their approach to caring for people with chronic conditions is effective and acceptable to consumers. If this novel application of the Flinders Program in a group setting is successful, then other centres around Australia may replicate this approach, and we would disseminate these findings widely. Alternatively, if outcomes indicate the “Take Control – Live Well” program is not effective, these results will inform future iterations of the “Take Control – Live Well” program and thereby directly impact clinical service delivery.
4. Objectives 
The primary aim of this study is to explore the feasibility of applying the Flinders Program to a group education setting (through the “Take Control – Live Well” program). This study will focus on feasibility aspects (time taken and throughput) as well as measuring changes in self-management competency (to ensure the model is fit for purpose).

The secondary aims include determining whether the “Take Control – Live Well” program (incorporating the Flinders Program methodology) is acceptable to consumers, improves their confidence in managing their condition(s) and/or improves their quality of life. These aims echo the measures previously published in the one-to-one model of the Flinders Program and would allow comparison of the individual and group approaches.

5. Study Methodology 

5.1 Type of study: This is a single centre feasibility/acceptability study using a mixed methods approach (both quantitative and qualitative measures). Specifically, we will use a convergent mixed methods design where qualitative and quantitative results will be merged to compare, interconnect, or confirm findings.
5.2 Intervention: As per usual care, trained facilitators will run the “Take Control – Live Well” program either online or face-to-face from February to November 2024. Participants will self-select into the study and, after informed consent is received, be invited to complete anonymous surveys prior to starting the program, after 3-weeks, after the 3-month session and after 6-months. Interviews will be carried out by the principal investigator after the 3-month session.

5.3 Setting: This study will be conducted by the CCP Health Promotion service. The study will be run out of CHS Community Health Centres when the “Take Control – Live Well” program is delivered face-to-face. When the program is run online, this will be done using MS Teams. Community Health Centres are located at:
· Gungahlin Community Health Centre (57 Ernest Cavanagh St, Gungahlin)
· Belconnen Community Health Centre (56 Lathlain St, Belconnen)

· Phillip Community Health Centre (17 Corinna St, Phillip)
· Tuggeranong Community Health Centre (corner Anketell St & Pitman St, Greenway)

· Village Creek Community Centre (37 Kingsmill St, Kambah)

5.4 Sample size: This study has a goal sample size of 52 participants. This is to allow for a 23% study participant drop-out (Verevkina, Shi, Fuentes-Caceres, & Scanlon, 2014). This number is considered achievable based on the number of consumers which enrolled in the “Take Control – Live Well” program over 2023 year and staff capacity. Based on previous studies of the Flinders Program model using the Partners in Health (PIH) tool, N=40 (i.e. allowing for 23% drop-out) should enable robust analysis of quantitative measures collected pre- and post- completion of the 3-week program, measures collected at the 3-month ‘reunion session’ and measures collected at 6-months. Furthermore, five participants who complete the program will be recruited via purposive sampling and invited to participate in semi-structured interviews. This will enable an in-depth qualitative analysis of consumer experience and acceptability.
6. Study population
6.1 Source of participants: Recruitment will occur from January to November 2024, and study involvement will be offered to all participants in the enrolled in the “Take Control – Live Well” program. Eligible participants will be recruited via self-referrals through advertising on CHS social media platforms and advertising in the local community, in addition to provider referrals from internal and external stakeholders (e.g. internal CHS allied health and nursing teams, local Non-Government Organisations, such as Arthritis ACT/NSW). Advertising to the local community will include:
· Advertising the program will occur on CHS social media platforms.

· Using promotional collateral at community events, in public spaces and in health service buildings.

· Displaying posters in internal and external waiting rooms and community centres.

· Any other means as advised by the CHS Media and Communications teams.
6.2 Number of participants: An aim of 52 participants will apply to this research (sample size). Based on a study investigating attrition in their chronic condition self-management program showing a 23% drop-out rate (Verevkina, Shi, Fuentes-Caceres, & Scanlon, 2014), we will aim to recruit 52 participants to allow for a similar rate of dropout rate, which would result in a sample size of 40. Dropouts include any participants that no longer wish to participate in this research. People who do not complete the “Take Control – Live Well” program but continue to participate in the research (by completing the study surveys), are not considered dropouts. Usual care is to run the “Take Control – Live Well” program every 1-2 months (total minimum of 8 per year with ability to increase/add programs in response to demand). This would require a minimum of 6-7 participants per group which is considered realistic for the CCP Health Promotion service and is in-line with usual care participation goals. Furthermore, the recruitment of 5 participants for the semi-structured interviews is considered realistic for the researcher’s capacity and reasonable to enable theoretical thematic analysis.
6.3 Inclusion criteria:

· Adults aged 18 years and older.

· A resident of the ACT.

· Have at least one health condition that has lasted 3 months or more.

6.4 Exclusion criteria:

· Aged under 18 years old.

· Are not a resident of the ACT.

· Deemed unsuitable for group programs or situations (e.g. an uncontrolled mental health condition exhibiting in disruptive behaviours).
7. Study procedure 
7.1 Informed Consent

· Every consumer who is eligible for and enrols in the “Take Control – Live Well” program will be invited to participate in the study by a researcher not involved in the delivery of the program. Consent or refusal to use data collected or participation in the study, will not influence a consumer’s care or experience of the program in any way.
· If a consumer wishes to participate in the study, the Participant Information Sheet will be provided and informed consent will be obtained using the ACT Health Standard Consent Form template (see Appendix I for these documents).

· For the 5 interviews, consumers will be purposively selected and invited to participate. Invited participants can either consent or decline. Their decision will not impact on their care.
7.2 Outcomes
· Feasibility: To evaluate the feasibility of applying the Flinders Program to a group setting (primary aim), recruitment rate, retention rate, study measure completion rate, intervention completion rate, time taken to deliver the program and staff resourcing will be measured.
· Acceptability: To evaluate the acceptability of the “Take Control – Live Well” program, feedback / satisfaction questions will be included in the study survey (see Appendix II). Semi-structured qualitative interviews will also be used to evaluate acceptability.
· Primary quantitative outcome: To evaluate changes in self-management competency, the Flinders Program Partners in Health (PIH) tool will be used as this has been used in previous studies evaluating the Flinders Program effectiveness. This will form part of the data collection at each collection point (pre- and post- the 3-week program, after the 3-month ‘reunion’ session and after 6-months).
· Secondary quantitative outcomes: To evaluate the impact of the “Take Control – Live Well” program on confidence and quality of life of participants, the surveys provided as part of usual care (see Appendices II & III) will be used in addition to the Work and Social Adjustment Scale (see Appendix IV). The existing survey incorporates R-Outcomes measures (Benson, 2022). These are Patient Reported Outcome Measures and Patient Reported Experience Measures (as recommended by National Quality Standards). They are relevant and easily applied to the community and group education settings. They are short, easy to read and easy to understand (low literacy level) which make them accessible to a wide range of consumers. The different tools also use the same rating scale assisting with understanding and ease of use. Initial trialling with consumers of these tools has received positive feedback and good completion. The WSAS is a well-validated and utilised tool across many participant groups to measure quality of life in research.
7.3 Data Collection

· All signed forms and written records (where relevant) will be scanned and stored in an official, sensitive file which will be kept in a secure password protected folder. Any original hard copies will be destroyed using the CHS Confidential Waste.
· Basic demographic data will be collected for this research (including age range, gender, last visit to hospital, GP utilisation, chronic condition(s), Aboriginal and Torres Strait Islander status, diversity status) using the CHS Digital Health Record.
· A ‘welcome survey’ will be provided to participants prior to commencing the program (in session 1) and a ‘feedback survey’ will be provided after completing the first 3-weeks of the program (in session 3), after the 3-month reunion session (in session 4) and after 6-months from completing the initial 3-week program (see Appendices II & III for surveys). The additional data collection point (to usual care) of 6-months is to be in-line with previous studies investigating the use of the Flinders Program and, therefore, allow comparisons.
· All measures to be used in this research will be uploaded to REDCap and combined to create two ‘study surveys’; a ‘welcome survey’ and a ‘feedback survey’. The only difference between these surveys is the inclusion of program feedback questions and the question related to where a participant heard about the program (see Appendices II & III). Participants will be encouraged to complete these electronically (via scanning a QR code which links to the surveys). However, hard copy surveys will be available for participants who have preference for this. If completed on paper, the principal researcher will manually enter responses in REDCap. All surveys will be completed anonymously with results and answers being stored electronically using a password protected REDCap database. After being entered into REDCap, any paper surveys will be destroyed using the CHS Confidential Waste.

· The 5 consumers who are recruited via purposive sampling and consent to participate, will be offered a time and place to participate in the interview. An online option will also be offered. The interviews will be performed by a researcher who has not facilitated any of the sessions the consumer has participated in to encourage honest feedback. Interviews will be automatically recorded and transcribed using MS Teams, and the interviewer will double check and edit for accuracy. Any identifying data will not be included in documentation.
· If participants withdraw from the study, any associated documents, files or recordings will be securely destroyed.

· All information will be handled in accordance with the CHS Information Privacy Policy.

7.4 Study Timelines

· Participant recruitment: January – November 2024

· Delivery of the “Take Control – Live Well” program (participant participation in intervention): February 2024 – February 2025 (inclusive of final 3-month session)
· Semi-structured interviews: June – December 2024
· 6-month surveys: August 2024 – May 2025
· Data analysis and reporting: June 2025 – September 2025

7.5 Risks / Benefits
· Risks: The risk of this research is that there will be additional surveys at each survey-collection point, an additional survey collection at 6-months and interviews (where relevant). This may cause an inconvenience for consumers attending the “Take Control – Live Well” program. However, the additional time required for the surveys is predicted to be 5-10 minutes at each survey collection point. It is estimated the 5 semi-structured interviews will be approximately 60 minutes each. A $75 voucher will be awarded to those that participate in the interviews as recognition for their time and contribution to this study, in line with advised best practice for consumer engagement in the ACT.
· Benefits: The benefits are that people may leave the program with increased confidence and self-efficacy in managing their chronic condition. If effective, there will also be the benefit of formally demonstrating the value of the program to colleagues and the wider ACT community. In turn, it is hoped this will improve the understanding of self-management in CHS and assist progressing the organisation towards National Strategy priorities and better practice for people with chronic conditions.
8. Data Analysis 
Data analysis will be conducted in collaboration with academic staff from Flinders University (Prof. Malcolm Battersby and Dr David Smith). Feasibility data will be analysed and presented descriptively. Descriptive statistics will be used to summarise the screening, eligibility, consent, adverse events, retention, completion and missing data, intervention adherence rates, and sample representativeness and recruitment bias. All pre- and post-intervention analyses will include all available data using linear mixed models to explore differences in PIH, R-Outcomes and WSAS scores before and after program completion, at 3-months and at 6-months. Effect sizes (Cohen’s d) will be calculated for within-group changes.
For interview transcript analysis, theoretical thematic analysis (i.e. explicitly analyst-driven underpinned by self-management theory) at a semantic level (i.e. interpreted in context of existing evidence-base), will be used as outlined by Braun and Clarke (Braun & Clarke, 2006) to identify themes. MS Word will be used in this analysis.
9. Quality assurance, monitoring & safety
As recommended in the ICH Good Clinical Practice E6, a progress summary will be provided to the CCP Clinical Governance Committee at 12 months. As this research project has been awarded a CHS Allied Health Research Support Grant (see section 11. Funding and resource use for details), a Project Progress Report on this study will be provided to the Allied Health Education Unit by 30 July 2024 as per the conditions of the Grant.
10. Ethical Issues
The WMA Declaration of Helsinki 
has been closely considered and abided to in the development of this study protocol. To ensure equitable access to this research project, promotion and advertising of the “Take Control – Live Well” program (and therefore this study) will be dispersed across the entire ACT population, including via organisations which work with groups typically underrepresented in healthcare, e.g. LGBTIQA+ communities, Aboriginal and Torres Strait Islander peoples and culturally and linguistically diverse communities. Where possible, individual requirements to enable participation will be catered for, e.g. use of translators, arranging transport, ensuring a safe environment for delivery. However, these factors, considerations and adjustments are already provided as part of usual care.
The only ethical issue for this study will be the mild added burden on consumers of asking for additional paperwork to be completed (e.g. consent form, additional evaluation measures, interview time). There is also a 6-month follow-up that will occur in addition to the usual care and delivery of the program. This may cause some inconvenience for study participants. It is estimated that the additional time required will be 5-10 minutes at each data collection point. To minimise this, participants will be well informed that they may opt out at any time and time commitments made known from initial discussions about the study with the consumer and as part of the Participant Information Sheet.
Additional time will also be required of those that are invited for the semi-structured interview. It is estimated this will take between 30-60 minutes of the consumers’ time. To recognise this, we will offer a $75 voucher to the consumers that complete the interview. We will also make it clear the time commitment required prior to the consumer consenting to the interview so there is full disclosure enabling consumers to make an informed decision about their participation.
11. Finance and resource use
11.1 Funding body:

A CHS Allied Health Research Support Grant has been awarded to cover the costs outlined in the 11.2 below, except for the $2000 to provide biostatistical support. This research is supported by the Community Care Allied Health Manager and RACS Director of Allied Health so any costs incurred that are not covered by the Grant will be self-funded by the CCP program.
11.2 Budget: 

· All staffed hours for this project will be conducted during the usual hours and as per usual care. The study will be led by the CCP Health Promotion Officer and the “Take Control – Live Well” program will be run by trained facilitators as part of their usual roles. Therefore, no additional funding is required for staffing, and can be considered an in-kind contribution from the CCP team, regardless of whether the CHS Allied Health Research Support Grant is awarded.

· Costs to be covered by CHS Allied Health Research Support Grant:
· Flinders Program tools licensing: Licensing is required to use the Flinders Program tools in research. CHS does not currently hold licencing to use these tools in research. These tools are essential to the “Take Control – Live Well” program and to achieve the aims of this study. Licencing for use in research has been quoted at $800. These fees will be paid to Flinders University prior to the commencement of the study in February 2024.

Item total: $2,800.00 

· R-Outcomes evaluation tools: These measures are not currently available in CHS so licencing will need to be purchased. This costing also includes support from the R-Outcomes developers in the utilisation and interpretation of results. 

Item total: $800.00

· Gift cards for interview participants: $75 gift cards will be provided to interviewed participants as recognition of their time and contribution to this study. Five interviews are planned for this study.

Item total: $375.00

· Advertising: CCP Health Promotion does not currently have a budget for advertising. Recruitment to the “Take Control – Live Well” program has been challenging in the past 12 months due to this deficit. To achieve the goal of 40 participants in this study, advertising to the ACT community will be required. In the past, advertising in the Canberra Weekly has been successful in promoting the program and initiating enrolments. However, we have been unable to use this means in the past 12 months due to Canberra Weekly no longer proving Government organisations with free advertising. The Canberra Weekly magazine reaches 87,000 readers each week in the ACT. For a quarter page advertisement in the Canberra Weekly, a cost of $275 ex GST per advertisement has been quoted. This quote is based on a multi-advertisement discount. This means the total cost for all advertising planned for the study period, would need to be paid up-front in January/February 2024. We would like to run an advertisement once per month throughout the recruitment period of January to November 2024 (i.e. 11 quarter page advertisements). GST is calculated at 10%.

Item total: $3,327.50 (incl. GST)

· Total funding provided by CHS Allied Health Research Support Grant:



Item 1: $800.00



Item 2: $800.00



Item 3: $375.00



Item 4: $3,327.50



Total: $5,302.50

· An additional $2000 has been requested for biostatical support from Dr David Smith from Flinders University. This will be provided by the CCP program as discussed in section 11.1.
12. Dissemination of Results and Publication policy
It is planned the outcomes of this research will be submitted for publication in a Health Promotion or Preventive Health Journal (e.g. Health Promotion Journal of Australia). The outcomes are planned to be submitted for presentation at the Preventive Health Conference in 2025, the Canberra Health Annual Research Meeting and the CHS Allied Health Symposium. Other local conferences and symposiums will also be considered after completion of the study.
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14. Appendices
Appendix I: Participant Information Sheet & Consent Form to Participate in a Research Project
PARTICIPANT INFORMATION SHEET 

CLINICAL RESEARCH PROJECT 

Study Title: 
“Applying the Flinders Program to support self-management in people with chronic conditions in a group setting: a feasibility study.”

Protocol Number:

Principal Investigator: Chelsea Hillenaar

Research Site/s: Canberra Health Services Community Centres
Before you decide whether or not you wish to participate in this study, it is important for you to understand why the research is being done and what it will involve. Please take the time to read the following information carefully and discuss it with others if you wish.

1. What is the purpose of this study?

The purpose is to determine whether the Flinders Chronic Condition Management Program can be applied to the group setting (as part of the “Take Control – Live Well” program) and achieve an increase in your quality of life and confidence in managing your chronic condition(s).

2. Why have I been invited to participate in this study?

You are eligible to participate in this study because you have enrolled in the Take Control – Live Well program.

3. What if I don’t want to take part in this study or if I want to withdraw later?

Participation in this study is voluntary. It is completely up to you whether or not you participate. If you decide not to participate, it will not affect the treatment you receive now or in the future. Whatever your decision, it will not affect your relationship with the staff caring for you.

New information about the intervention being studied may become available during the course of the study. You will be kept informed of any significant new findings that may affect your willingness to continue in the study. If you wish to withdraw from the study once it has started, you can do so at any time without having to give a reason. You can still continue your “Take Control – Live Well” program regardless if you withdraw.

You may withdraw from the study at any time and for any reason or no reason. Please tell the study team that you wish to withdraw from the study. Information that has been collected about you, prior to your withdrawal, will continue to be used in the data analysis. No new information will be collected or used after you have withdrawn from the study outside of that which is required by the normal functioning of the “Take Control – Live Well” program. 
4. What does this study involve?

This study will be conducted over approximately 18 months. The intervention being investigated in this study DOES NOT differ from the standard treatment. Sometimes health professionals don’t know the best way to treat patients with a particular condition so comparisons need to be made between different treatments and/or interventions. To do this, this study will be compared to previous studies of the Flinders Program. This will involve completing short written surveys either on paper or online, whichever you prefer, before and after the 3-week program and after 3 months and 6 months. Each survey will take 5-10 minutes to complete. 

On completion of the program, five participants will be invited to complete an in-depth interview which may last 30 – 60 minutes. Participants that complete this interview will be reimbursed $75 for their time.
5. How is this study being paid for?

The study is not being sponsored. Participation in this study will not cost you anything. Participants will not be paid for their involvement unless invited to complete an in-depth interview.
6. Are there risks to me in taking part in this study?

The risks involved in this study are low. You will receive the same care as those who are not participating in the study but are completing the “Take Control – Live Well” program. You may be inconvenienced as you will be required to fill out some additional surveys when participating in the study. It is estimated this will cause an extra 5-10 minutes of your time compared to what is normally required of the “Take Control – Live Well” program.
However, it may not directly benefit you.

7. Who is organising and funding the research?

This study is being conducted by the study team headed by Chelsea Hillenaar. The study is being funded internally through Canberra Health Services. 
No investigator or member of research staff will receive a personal financial benefit from your involvement in this study. 
How will my confidentiality be protected?

Of the people treating you, Chelsea Hillenaar or necessary others e.g. “Take Control – Live Well” facilitators involved in your care will know whether or not you are participating in this study. Any identifiable information that is collected about you in connection with this study will remain confidential and will be disclosed only with your permission, or except as required by law. Only the researchers named above will have access to your details and results that will be held securely at Canberra Health Services in REDCap (an electronic survey data base).

8. What happens with the results?

In any publication, information will be provided in such a way that you cannot be identified. Results will be provided to you if you wish.

9. What happens to my treatment when the study is finished?

Your involvement in the “Take Control – Live Well” program will already be completed when the study is finished. 
10. What should I do if I want to discuss this study further before I decide?

When you have read this information, the researcher, Chelsea Hillenaar, will discuss it with you and answer any queries you may have. You are also able to take this information away with you and discuss with your family, friends, treating doctor or any other person you choose. If you would like to know more at any stage, please do not hesitate to contact Chelsea on:

Mobile: 0439 803 788        Email: chelsea.hillenaar@act.gov.au 
11. Who should I contact if I have concerns about the conduct of this study?

This study has been approved by the ACT Health Human Research Ethics Committee (Low Risk Sub-Committee). If you have any concerns or complaints about the conduct of this study, and do not feel comfortable discussing this with study staff, you may contact the Committee secretariat who is nominated to receive complaints about research projects. You should contact the secretariat on (02) 5124 5659 or ethics@act.gov.au 

Thank you for taking the time to consider this study.

If you wish to take part, please sign the attached consent form.

This information sheet is for you to keep. 

Consent Form to Participate in a Research Project.
I, _______________________________________ (name of participant)

of _________________________________________________________ (address)
have been asked to consent to m participation in a research project entitled: 

Applying the Flinders Program to support self-management in people with chronic conditions in a group setting: a feasibility study.
In relation to this study, I have read the Patient Information Sheet and have been informed of the following points:

1. Approval has been given by the ACT Health Human Research Ethics Committee.

2. The aim of the study is to determine whether the Flinders Chronic Condition Management Program can be applied to the group setting (in the form of “Take Control – Live Well” program) and achieve an increase in your quality of life and confidence in managing your chronic condition(s).
3. The results obtained from the study may or may not be of direct benefit to my medical management.


4. The study procedure will involve you participating in the 3-weekly sessions of “Take Control – Live Well” and a 3-month ‘reunion’ session. You will be required to fill out some additional surveys prior to starting the “Take Control – Live Well” program, after the “Take Control – Live Well” program, after your 3 month “Take Control – Live Well” session and after 6 months. You may also be invited to participate in a one-on-one interview with the researcher after your 3-month session.
5. Possible adverse effects or risks related to this study may include inconvenience through taking more time to complete required surveys.
6. Should I have any problems or queries about the way in which the study was conducted, and I do not feel comfortable contacting the research staff, I am aware that I may contact the ACT Health Human Research Ethics Committee Secretariat, Canberra Hospital, Yamba Drive, Garran ACT 2605 (ph: 02 5124 5659 or ethics@act.gov.au)


7. I can refuse to take part in this project or withdraw from it at any time without affecting my medical care. 

8. Participation in this project will not result in any extra medical or hospital costs to me.

9. I understand that while the results of the research will be made accessible my involvement and my identity will not be revealed.

After considering all these points, I accept the invitation to participate in this study.  

Name: (please print) __________________________Date: ______________

Signature (Participant) ________________________

Investigator: (please print) ________________________Date: ______________

Signature (Investigator) _______________________
Appendix II: Existing “Take Control – Live Well” welcome survey used prior to the first session.

Take Control – Live Well Welcome Survey

Welcome to the Take Control – Live Well program.
Please answer the questions below. This will help us improve the program.
All answers are anonymous.
How did you find out about the Take Control – Live Well program?

☐ GP

☐ Other health professional

☐ Social media (eg. facebook, Instagram)

☐ Friend or family

☐ Library
☐ Community Health Centre

☐ Other (please specify)

Health Confidence

How do you feel about caring for your health?

How much do you agree?


Strongly agree
Agree
Neutral
Disagree


I know enough about my health.
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I can look after my health.
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I can get the right help if I need it.
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I am involved in decisions about me.
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Please write any comments on the above questions.

Personal well-being

How are you feeling in general?


Strongly agree
Agree
Neutral
Disagree


I am satisfied with my life.


[image: image5.png]



What I do in my life is worthwhile.
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I was happy yesterday.
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I was NOT anxious yesterday.
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Please write any comments on the above questions.

What do you hope to learn from the program?
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Appendix III: Existing “Take Control – Live Well” feedback survey to be used after the 3-week session, after the 3-month session and after 6-months.

Take Control – Live Well Feedback Survey

Well done on finishing the Take Control – Live Well program.
Please answer the questions below. This will help us improve the program.
All answers are anonymous.
Health confidence

How do you feel about caring for your health?

How much do you agree?


Strongly agree
Agree
Neutral
Disagree


I know enough about my health.
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I can look after my health.
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I can get the right help if I need it.
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I am involved in decisions about me.
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Please write any comments on the above questions.

Personal well-being

How are you feeling in general?


Strongly agree
Agree
Neutral
Disagree


I am satisfied with my life.
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What I do in my life is worthwhile.
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I was happy yesterday.
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I was NOT anxious yesterday.


[image: image17.png]



Please write any comments on the above questions.

Program feedback

How did we do?


Strongly agree
Agree
Neutral
Disagree


The location (or weblink) was easy to access.
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The program helped me.
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I feel more empowered.


[image: image20.png]



The staff explained things clearly.
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The staff made me feel at ease.
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I was listened to and respected.
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Please write any comments on the above questions.

What comments, suggestions or questions do you have about the program?

What topics would you like to learn about in your 3-month session?
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Appendix IV: Work and Social Adjustment Scale (WSAS)
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