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INFORMATION SHEET
This form is called a Patient Information Sheet. It contains a full explanation of the study you are being invited to participate in, and a consent form which you will be asked to sign if you choose to take part. This is a research project, and you do not have to be involved. Before you decide to volunteer for this study you should read this information. You are invited to ask as many questions as you like before you decide whether you would like to take part or not.

Invitation to participate
You are invited to participate in our study entitled “Does fortnightly telephone based support improve adherence to home exercise programs in obese clients awaiting bariatric surgery?”
The aim of this study is to determine whether regular phone coaching by an exercise physiologist can affect compliance to a home exercise program over 12 weeks and result in improved functional fitness. This study will be conducted by the Centre for Physical Activity in Ageing (CPAA), at the Queen Elizabeth Hospital.
What is involved?

If you choose to participate in this study, an Accredited Exercise Physiologist will determine if you are suitable to take part. Three visits to the Queen Elizabeth Hospital will be required during the course of the study. At the first visit you will be seen by an Exercise Physiologist who will confirm if you are eligible to take part, ensure all the appropriate forms have been completed, and take you through a session that will familiarize you with the functional tests that form the baseline assessment. At the second visit, the baseline assessment will be conducted and you will receive your home exercise program and have it demonstrated and taught to you by an Exercise Physiologist.  Then you will be randomly allocated into either the intervention or control group. 
If allocated to the exercise intervention, you will receive phone calls from the Exercise Physiologist every 2 weeks to assist and support you through your program and discuss your progress. At the end of the 12 week study period, you will be required to attend the centre for the final visit to complete the follow up assessment.

Control group participants will be provided with a follow up phone call 2 weeks after the baseline assessment and then return to the centre for their follow up assessment 10 weeks after this. 

What are the assessments which will be conducted?

A series of functional assessments will be conducted that will take approximately 8 minutes to complete. The assessments are no different to the routine assessments conducted by the Exercise Physiologists at the CPAA. These assessments will involve activities such as walking and getting up and down out of a chair.
You will also be asked to fill in two questionnaires as part of the assessment.
What if I don’t want to participate or if I change my mind?

Participation in this study is voluntary. A decision not to participate will have no impact on you or your medical care. If you decide to participate, you are free to change your mind about being in the study and may stop at any time; you are asked to inform the investigator of this decision immediately. Such a decision will not influence your medical care. The investigator may also stop your participation in the study, with or without your consent, if she feels that it is in your best interests.

What are the possible benefits and risks of participating?

This study is part of a research effort to develop additional information about how we can improve physical activity levels of people awaiting bariatric surgery.  Establishing a physical activity routine prior to surgery has been shown to have positive effects on recovery post-surgery and improve physical function and independence.

The exercises that you will undertake as part of this research program will be provided under the supervision of an Exercise Physiologist. Nevertheless, with any exercise an accident is possible and this could result in an injury to you. We believe the risk of this is very small as you will be supported by training and telephone contact. If an injury should occur you would be offered treatment through the public hospital system. There is no cost for your involvement in the project as all tests and supervision are provided free of charge. Additionally no payment will be made to you for your participation. Potential costs to you may include: the cost of the visit to your doctor to obtain medical clearance and transport to the Queen Elizabeth Hospital on three occasions to complete the assessments.
What happens to the information collected about me?

All information collected during the study will be de-identified and remain confidential. Data will be retained by the CPAA in a locked facility for a period of 7 years, after which time it will be destroyed in a confidential manner providing data analysis and reporting of results is complete. Study data will only be accessible to researchers involved in the study. All records containing personal information will remain confidential and no information which could lead to identification of any individual will be released. Data from the study may be published, but patient identity will remain confidential. Each subject will receive a letter providing the following information: Their individual results and comparative normative information, a summary of the research outcomes and an explanation of the implications of the study results in plain language.
Further enquiries should be directed to:

Mr. Robert Barnard, Chief Exercise Physiologist, Hampstead Rehabilitation Centre (08) 8222 1889
If you wish to discuss aspects of the study with someone not directly involved you may also contact the Chairman, Research Human Ethics Committee, Royal Adelaide Hospital (08) 8222 4139 or the Families and Communities Research Ethics Committee Executive Officer (08) (08) 8413 8174, or at research@dcsi.sa.gov.au.
