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PARTICIPANT INFORMATION & CONSENT FORM (PICF)

Project Name: A Comparison of outcomes associated with a home-based exercise program to a group exercise program for clients attending Community Therapy Service?
NH HREC No:       
Principal Investigator:   Craig Whitbourne, 

Associate Researcher(s): Katherine Lawler, Robert Terkely, Sophie Cooke, Ken Koh, Keith Hill, Sandie Chapman, Carla Pearson  
Participant’s Involvement in project – 

Start Date:       
Finish Date:          
Participant Information:

This Participant Information and Consent Form is 5 pages long. Please make sure you have all the pages. 
1.
Your Consent

You are invited to take part in this research project. This Participant Information and Consent Form contains detailed information about the research project. Its purpose is to explain to you as openly and clearly as possible all the procedures involved in this project before you decide whether or not to take part in it. 

Please read this Participant Information and Consent Form carefully. Feel free to ask questions about any information in the document.  You may also wish to discuss the project with a relative or friend or your local health worker. Feel free to do this.

Once you understand what the project is about and if you agree to take part in it, you will be asked to sign the Consent Form. By signing the Consent Form, you indicate that you understand the information and that you give your consent to participate in the research project.

2.
Purpose and Background

This study aims to evaluate the impact an additional home exercise program has on the improvement of balance and function in older people.  Home exercise programs can improve balance and improve outcomes for other patient groups.  Improving balance can reduce falls and fall related injuries.

A total of 44 people will participate in this project.

3.
Procedures

Participation in this project will involve undergoing an assessment of balance, confidence, and activity level at the Broadmeadows Health Service. The tests include simple measurements commonly used by physiotherapists when assessing balance, as well as some measurements on a platform that provide a detailed assessment of balance while standing still and while moving your weight.  During these assessments you will be closely supervised by the trained assessor to ensure safety.  This assessment will take approximately 1 hour to complete, which includes time to rest in between tests if required.  

After the balance assessment you will be referred to a strength and balance class at Broadmeadows Health Service for 8 weeks which is the usual management of clients referred to Community Therapy Service for balance and gait training.  After the balance assessment, participants will be randomly allocated to one of two groups.  One group (Group 1) will attend the exercise group for 8 weeks and undertake an additional home exercise program, and the other group (Group 2) will attend the exercise group for 8 weeks (current usual care).  This is similar to flipping a coin to determine which group you will go in to.  

Group 1: If you are selected for group 1, within a week or two of completing the balance assessment, you will begin a strength and balance class at the Broadmeadows Health Service which will run for 8 weeks, as per usual care.  

You will also receive a home visit from a physiotherapist to set you up with a home exercise program.  Each of the strength and balance classes will last between 40-60 minutes once a week and you will be encouraged to complete daily home exercises of between 20-40 minutes. 

You will receive a second home visit from a physiotherapist in the 4th or 5th week of attended the strength and balance class to check and discuss your home exercise program with you.  

After the eight weeks of strength and balance classes, a time will be made with you to complete the balance assessment again.  You will then be asked to continue with your home exercise program for 3 months and your balance will again be assessed at the Broadmeadows Health Service at the end of this period.

Group 2: If you are selected for group 2 you will not receive any home visits or tailored home exercise program.  You will be asked to attend a strength and balance class at Broadmeadows Health Service for 8 weeks (current usual care). 

You will also need to complete a balance assessment at the end of the 8 weeks in the strength and balance class and also 3 months following completion of the class.  

You will be offered a home exercise program at this stage if you wish.

The cost for participation in the project is the same as the cost for attending the community therapy service at Broadmeadows Health Service. That is $5 per session.  You will not be asked to pay for your assessment sessions.  You will not be paid for your participation in this project.  If you require assistance with transport for the assessment sessions, a transport subsidy can be provided.

4.
Possible Benefits

Possible benefits of the participation in the study is that you may improve your balance performance and possibly reduce your risk of falls. However, we cannot promise that you will receive any benefits from this project.

5.
Possible Risks

The group exercise program has been used safely at Broadmeadows health service for many years.  The additional home exercise program has been found to be a gentle and highly acceptable exercise for older people. In undertaking the balance assessment, safety is of prime importance, and routine safeguards of close supervision by the assessor, will ensure safety.  On rare occasions some people experience muscle soreness after undertaking the muscle strength tests.  This has resolved within a short period of time without need for treatment.  There may be additional unforeseen or unknown risks. 

6.
Privacy, Confidentiality and Disclosure of Information

Although your name and address will be collected by researchers at Northern Health, this information will not be passed on to anyone else (except as required by law) and it will be kept in a locked filing cabinet or in a password protected computer program for seven years and then destroyed.  You can have access to information we have collected from you.  If you give us your permission by signing the consent form we plan to share, discuss and publish the results with the public. However, the information will only be provided in a way that you cannot be identified.  If you return the revocation of consent form to withdraw from the study, any information that you have provided will be destroyed.

7.
Results of Project

A brief summary report of the findings will be sent to you at the completion of the study.  

8.
Further Information or Any Problems

If you require further information or if you have any problems concerning this project you can contact one of the researchers:

Craig Whitbourne, Northern Health, Broadmeadows Health Service: 8345 5252

Katherine Lawler, Northern Health, The Northern Hospital: 8405 8585
Robert Terkely, Northern Health, Broadmeadows Health Service: 8345 5839

Sophie Cooke, Northern Health, Broadmeadows Health Service: 8345 5836

Ken Koh, Northern Health, Broadmeadows Health Service: 8345 5249

9.
Other Issues

If you have any complaints about any aspect of the project, the way it is being conducted or any questions about your rights as a research participant, then you may contact:

Name:
Cheryle Williams

Position:
Executive Assistant

Telephone:
84052918

10.
Participation is Voluntary

Participation in this research project is voluntary. If you do not wish to take part you are not obliged to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage.  Whether or not you decide to be involved in the research project, it will not affect your treatment at Northern Health.

11.
Ethical Guidelines

This project will be carried out according to the National Statement on Ethical Conduct in Research Involving Humans (March 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.  The ethical aspects of this research project have been approved by the Human Research Ethics Committee of Northern Health.  

12.
Injury 

In the event that you suffer an injury as a result of your participation in this research project, hospital care and treatment will be provided by a public health service at no extra cost to you.

Consent Form

Dated: 5th July 2011
Site: Northern Health – Broadmeadows Health Service

Full Project Title: A Comparison of outcomes associated with a home-based exercise program to a group exercise program for clients attending Community Therapy Service?
I have read and I understand the Participant Information dated 22nd August 2011.

I freely agree to participate in this project according to the conditions in the Participant Information. 

I will be given a copy of the Participant Information and Consent Form to keep 

The researcher has agreed not to reveal my identity and personal details if information about this project is published or presented in any public form.  

Participant’s Name (printed) ……………………………………………………

Signature







Date

Name of Witness to Participant’s Signature (printed) ……………………………………………

Signature







Date

Declaration by researcher*: I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation.

Researcher’s Name (printed) ……………………………………………………

Signature







Date

* A senior member of the research team must provide the explanation and provision of information concerning the research project. 

Note: All parties signing the Consent Form must date their own signature.

Revocation of Consent Form

Full Project Title: Does the addition of an OTAGO home exercise program improve balance outcomes for clients attending strength and balance group at Broadmeadows Health Service compared to usual care?
I hereby wish to WITHDRAW my consent to participate in the research proposal described above and understand that such withdrawal WILL NOT jeopardise any treatment or my relationship with Broadmeadows Health Service Community Therapy Service.

Participant’s Name (printed) …………………………………………………….

Signature …………………………………………………………………..Date  ………./………../…………..
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