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Introduction

You are invited to take part in this project because you have come to see A/Professor Bell or Dr White with a shoulder problem. Before deciding whether or not to take part, please read this Participant Information and Consent Form carefully and ask any questions you might have. You might also like to discuss the project with your family, friends or healthcare worker.
If you decide that you would like to take part in this project, you will be asked to sign a consent form. Signing the consent form indicates that you have read and understood the information about the project and you agree to participate. 

You will be given a copy of this information and the consent form to take home. You will also be given a form to sign should you wish to withdraw from this project.
This is a voluntary project so you can choose not participate. You will continue to receive the best possible care from A/Professor Bell, Dr White and their staff whether or not you take part in this project.

About the project

In this project we plan to test a brand new method of assessing proprioception in the shoulder. Proprioception is the ability to tell where you arm is in space and what it is doing without looking at it.

You have been chosen to take part in the project because you have been diagnosed with anterior instability of the shoulder by A/Professor Bell or Dr White. Having people with unstable shoulders in our study will help us to see if having an unstable shoulder affects proprioception and if our new test can detect changes in proprioception.
What will I have to do?

If you agree to take part in this project we will ask you to fill out a questionnaire. This will take less than 15 minutes. It will include questions about your date of birth, gender, weight, height, employment, type of work, type and level of sport and physical activity, details of shoulder injuries, surgeries and rehabilitation, medication and any co-existing medical conditions.

You will then be asked to volunteer about an hour of your time, at your convenience, to return to the clinic and complete three different shoulder assessments, including the new test. The new test uses the Microsoft Kinect sensor and a virtual reality headset and has been developed in conjunction with the University of Melbourne. The Microsoft Kinect sensor combines video and infrared to follow movement, which means that a video will be taken during the test. As with the rest of your data, any recordings taken will be stored securely.
On the day of the tests we ask that you wear a sleeveless shirt, such as a tank top or singlet, so that your shoulders and arms can move freely.

Possible benefits

We cannot guarantee or promise that you will receive any benefit from this project. However, there will be benefits to the community. Finding out if this test works will help us to better treat and rehabilitate people with shoulder injuries in the future. In fact there is a chance that this test will help us with your shoulder treatment.
Possible risks and inconveniences
Some of the tests may be uncomfortable or tiring but you should not experience any pain. 
During the new test you will be asked to put a headset on that will show you a video. Some people may find this disconcerting or it may make them slightly dizzy temporarily. 

What happens to the results of my tests?

At the end of testing, we will discuss briefly with you what we have found out. We will also send you a summary of the results of the project at a later date.

The information from this project will be used by Brooke Driessen as part of her Bachelor of Medical Science degree at Monash University, which is part of her Medical degree. It will also be used in publications by the research team which will be freely available. You can indicate on the Consent Form if you would like to be notified when publications using your de-identified information are released.
Will my details be kept private?

All information that can identify you will be kept strictly confidential. It will only be discussed, outside of the researchers and their staff, with your permission or if required by law. In any publication information will be written without any details that could identify you.

All of your information will be kept in a locked room, which can only be accessed by the University researchers and their staff, or on password-protected electrical devices. We will keep this information for at least 7 years and then it will be destroyed.
Can I change my mind once I’ve signed the form?

You are able to withdraw from this project at any stage prior to publication of the report. This is a voluntary project so you are under no obligation to participate or continue to take part. Withdrawal will not affect your care in any way. If you have any questions or concerns, or you wish to withdraw, please contact Brooke Driessen on 0434489978, leave a message at A/Prof Bell’s rooms on 95923775 or fill in and return the withdrawal form.

Ethical guidelines

This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007) produced by the National Health and Medical Research Council of Australia. This statement has been developed to protect the interests of people who agree to participate in human research studies.
Reimbursement for your participation
You will not be paid for participating in this project.

What happens if I am injured during this project?

If you suffer an injury as a result of taking part in this research project, you will be provided with hospital care by the public health service at no cost to you, should you choose to be treated as a public patient.

How can I find out more information?

You can speak to A/Professor Bell or Dr White at your next appointment, otherwise, please contact Brooke Driessen on 0434489978 or via email at bmdri1@student.monash.edu 
Complaints

Should you have any concerns or complaints about the conduct of the project, you are welcome to contact the Executive Officer, Monash University Human Research Ethics (MUHREC):

	Executive Officer
Monash University Human Research Ethics Committee (MUHREC) 
Room 111, Building 3e
Research Office
Monash University VIC 3800

Tel: +61 3 9905 2052
   Email: muhrec@monash.edu        Fax: +61 3 9905 3831 
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I have been asked to take part in the Monash University research project specified above. I have had the project explained to me and had the opportunity to ask questions. I have read, or have had read to me in a language that I understand, this document, which I will keep for my records. I hereby consent to participate in this project according to the conditions listed in the Participant Information and Consent Form.
I understand that my participation is voluntary and I can withdraw from this study at any stage, prior to publication, without any implications for my care.

I understand that any publications developed as a result of this study will not contain any information that will reveal my identity or personal details.
I understand that any identifying or personal information I provide is confidential and will not be disclosed to anyone outside of the researchers and their staff.
I would like to be notified when reports of the combined group are published (please circle): YES/NO
Name of Participant




Participant Signature





Date


Name of Witness to Participant’s Signature




Witness Signature





Date


PATIENT REVOCATION OF CONSENT FORM
Title: Assessment of shoulder proprioception using the Microsoft Kinect sensor
MUHREC project number: 
CF15/821 - 2015000370
I hereby wish to withdraw my consent to participate in this research project.

I understand that withdrawal will not affect the care I receive from Associate Professor Bell or Dr White. I will continue to receive the best possible treatment.
Name of Participant




Participant Signature





Date



To withdraw consent, please sign and return this form or call Brooke Driessen on 0434489978
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