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PARTICIPANT INFORMATION SHEET
AND
CONSENT FORM
For People with TBI


This project has been approved by Flinders University’s Human Research Ethics Committee (HREC Project Number 8999 and Expiry 16/10/26)
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Chief Investigator
Associate Professor Maayken van den Berg
College of Nursing and Health Sciences
Flinders University
Contact Details: 72218437, Maayken.vandenberg@flinders.edu.au 

Co-Investigator
Dr. Claire Gough
College of Nursing and Health Sciences
Flinders University
Contact Details: 82017803, Claire.gough@flinders.edu.au 

Co-Investigator
Professor Stacey George
College of Nursing and Health Sciences
Flinders University
Contact Details: 72218287, Stacey.george@flinders.edu.au 

Co-Investigator
Associate Professor Chris Barr
College of Nursing and Health Sciences
Flinders University
Contact Details: 7221 8298, Chris.barr@flinders.edu.au 

Co-Investigator
Associate Professor Michelle Bellon
College of Nursing and Health Sciences
Flinders University
Contact Details: 82013645, Michelle.Bellon@flinders.edu.au 

Co-Investigator
Associate Professor Grahame Simpson
The University of Sydney
Contact Details: 87385495, Grahame.simpson@sydney.edu.au 

Co-Investigator
Dr Michelle McDonnell
Northern Adelaide Rehabilitation Services
Contact Details: 73214015, Michelle.McDonnell@sa.gov.au 

Co-Investigator
Ms Tanya Lancaster
Brain Injury SA
Contact Details: 82177600, Tanyal@braininjurysa.org.au 

Co-Investigator
Ms Lauren Spear
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Description of the Study
This research looks to understand how people with traumatic brain injury (TBI) integrate into their communities after injury. We want to understand what helps or hinders people with TBI as they try to re-engage with their communities and use that knowledge to design a support program that meets their needs.
This research will help us identify what kind of support is most useful, and how to design an intervention that makes returning to community life easier and more fulfilling.
This project is supported by Caring Futures Institute, Flinders University, College of Nursing and Health Sciences.

Purpose of the Study
This project aims to:
· Investigate the relationship between community participation, physical activity, mental health and quality of life post TBI
· To identify approaches and interventions that support quality community participation post TBI

Benefits of the Study
You may not directly benefit from being involved in this study. However, the results of this study will inform future research to support community integration for people who have experienced a brain injury. 

Participant Involvement
1. You will be asked to complete questionnaires about your TBI, the activities you participate in and changes you may have experienced following injury. Questionnaires will be carried out online and should take approximately 45 minutes to complete (paper copies can be provided to support participation on request).
2. You will be asked to wear an activity monitor continuously for seven days (24hrs/day), including during night-time. The device does not need to be removed during this 7-day period as it is fully waterproof and does not require charging. The watch will be explained and fitted (in-person) by a researcher. During this week you will be asked to keep a brief daily diary of the people you see and activities you complete (a template will be provided- time commitment approx. 5 minutes).
3. OPTIONAL- At the end of the study, you have the opportunity to take part in an interview to share your experiences following your brain injury. Interviews will last on average 30 minutes to an hour, will be recorded, and can take place in person, over the phone or online depending on your preference.
a. In the interview you will be asked about the activities you were keen to return to following your injury, how you engage in the community, your supports as well as challenges and adaptations you made.

Your details will be stored on a secure password protected computer and your identifying details will be removed.

Potential Risks 
The researcher anticipates few risks from your involvement in this study, however, given the nature of the project, some participants could experience discomfort wearing the activity watch. The questionnaires and interviews in this study will ask you about your experience, health conditions, mobility, and mood which may cause distress for some participants. In such an event a review with your local GP is recommended. 

Support Services

If you experience feelings of distress as a result of participation in this study, you can contact the following services for support:

· Beyond Blue 1300 22 4636 www.beyondblue.org.au
· Lifeline Australia 13 11 14 www.lifeline.org.au provide 24-hour support if required. 

If you have any concerns regarding anticipated or actual risks or discomforts, please raise them with Claire on 08 8201 7803.

Working with Children Checks / Vulnerable People Certificates
All researchers who have access to data have the appropriate and current certificates. 

Withdrawal Rights

You may decline to take part in this research study.

If you decide to take part and later change your mind, you may withdraw at any time without providing an explanation.

To withdraw, please contact the Chief Investigator to have your data removed from the study.

Any data collected up to the point of your withdrawal will be securely destroyed. 

Confidentiality and Privacy
Only researchers listed on this form have access to personal and sensitive information provided by you. Researchers will take all possible steps to ensure privacy and confidentiality will be adhered to at all times. Research team members from Brain Injury SA, One Rehabilitation Services and The Orange Butterfly Foundation will not have access to identifiable participant data collected in this research.  

The research outcomes may be presented at conferences and written up for publication or used for other research purposes as described in this information form. 

You will not be named, and your individual information will not be identifiable in any research products.

Data, including identifiable, non-identifiable and de-identified datasets, will not be shared with other research groups or used in future research projects.

Transcription will be undertaken by STTS Transcription (Sharyn Taylor Transcribing and Secretarial https://www.sharyntaylortranscribing.com/) with a confidentiality agreement in place.

Data Storage
The information collected will be stored securely at Flinders University.

Any identifiable data will be de-identified for data storage purposes, unless indicated otherwise.

At the conclusion of the research project, all data will be securely transferred to and stored at Flinders University (R: drive) for 5 years after publication of the results. Following the required data storage period, all data will be securely destroyed according to Flinders University Research Data Management Procedures.  

Recognition of Contribution / Time / Travel costs
Due to time commitments required for this research participants who complete the survey, activity monitoring and interview will receive a $70 voucher at the end of the research, as a token of appreciation for your time. Participants who complete an interview (only) will receive a $35 gift card at the end of the study.

Study Feedback
On project completion, a short summary of the study outcomes will be provided to all participants via email. A summary of 7-day activity monitoring will be available on request. 

Ethics Committee Approval
The project has been approved by Flinders University’s Human Research Ethics Committee (HREC Project Number 8999).  

Questions or Concerns About the Study
Specific questions regarding this research project can be directed to the research team on the following e-mail address: claire.gough@flinders.edu.au 

If you have any complaints or reservations about the ethical conduct of this study, please contact the Flinders University’s Research Ethics, Integrity and Compliance Office via telephone (08) 8201 2543 or by emailing human.researchethics@flinders.edu.au. 

Thank you for taking the time to read this information sheet which is yours to keep. 

Consent
If you accept our invitation to be involved, please sign the enclosed Consent Form.



CONSENT FORM

Title: Community Reconnect Crafting a tailored path: A community participation intervention by and for individuals with TBI

HREC Project Approval Number: 8999

Consent Options

[bookmark: Check1]|_| 	I have read and understood the information about the research, and I understand I am being asked to provide informed consent to participate in this research study. I understand that I can contact the research team on this e-mail address (claire.gough@flinders.edu.au) if I have further questions about this research study. 

[bookmark: Check2]|_| 	I am not aware of any condition that would prevent my participation, and I agree to participate in this project. 

[bookmark: Check6]|_|	I understand that I am free to withdraw at any time during the study. 

[bookmark: Check8]|_|	I understand that I will be able to withdraw my data and information from this project.

|_|	I understand that if I withdraw from the study my data will not be used for this research study

[bookmark: Check7]|_|	I understand that the information I provide may be published. I understand that I will not be identified in any research products.

|_|	I am not a fraudulent or imposter participant or a bot.
[bookmark: Check13]|_|	I understand that I can contact Flinders University’s Research Ethics, Integrity and Compliance Office if I have any complaints or reservations about the ethical conduct of this study on human.researchethics@flinders.edu.au.

Regarding participation, I consent to:

[bookmark: Check3]|_|	completing an online questionnaire 

|_|	wearing an activity monitor (watch) for 7 days and keeping a diary of my activities 

[bookmark: Check4]|_|	participating in an interview



Signed:

Name:

Date: 
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