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Effect of mental tasks and exercise on a gym ball on postural responses of trunk muscles
Information sheet for stroke patients
Thank you for taking time to read this information sheet. We would like to invite you to join a research study.  Before you decide it is important for you to understand why the research is being done and what it will involve.  Please take time to read the following information carefully and discuss it with others if you wish.  Ask us if there is anything that is not clear or if you would like more information.  Take time to decide whether or not you wish to take part.

What is the purpose of the study?

The brain activates the trunk muscles to prepare the body for potential threats to balance which may occur due to voluntary movements. These activations are referred to as anticipatory postural adjustments (APA). The control of APAs for the maintenance of balance is an integral part of the postural control system.  In addition, the control of posture requires attention resources, and when attention is being utilised for other mental processing such as doing a sum or conscious thought (dual-task), a decrement of balance performance is often seen.  

Stroke patients have been shown to have a greater interference between mental and motor tasks contributing to increased falls ‘risk.  A key component of rehabilitation is the use of exercises to promote trunk function recovery using tools such as the exercise ball, but its effect on APAs has not been systematically examined. In addition, Physiotherapists often advocate the use of exercises which incorporate dual-task components, but the impact of dual-task with exercise ball on APAs has not been examined. This study will consequently explore the impact of exercise ball with dual-task on APAs in a group of stroke patients.  This hopefully will help us to design better rehabilitation for stroke patients.
Why have I been chosen?

We are asking you to think about joining this study because your participation will enable us to explore the how individuals with your level of ability - able to walk independently and  without any additional problems affecting balance other than the stroke, respond to exercises on a ball. 

Do I have to take part?

No. It is entirely up to you.  If you would like to take part, you will be asked to sign a consent form.  Even after you have signed this consent form and agreed to join the study, you are free to withdraw from the study at any time.  
What will happen to me if I take part?

At a convenient time, you will come to the Nick Davey laboratory at Charing Cross hospital to undertake some assessments. In the lab, we will first assess your how well you can move your leg and arms and balance confidence using questionnaires. After this, we will ask you sit in turn on a chair or an exercise ball. While seated, we will ask you to perform a voluntary movement such as lifting up your arm or leg. At another time, we will also ask you to perform the voluntary movement while completing different mental tasks, such as identifying if a recorded voice is heard on the left or right ear of a headphone or whether it is a male or female voice.  Recordings of trunk muscle activity will be made using small sticky electrodes stuck to the skin over the muscles and performance on the mental test will be recorded.  The assessment will take no longer than 2 hours. You only need to attend the laboratory once.
What do I have to do?

You will come to the laboratory and have the tests described above performed. In total you will be with us no more than 2 hours. 
What is the drug or procedure that is being tested?

There are no drugs being tested in this study and no new treatments. This study is simply looking at how exercise balls and mental tasks affect trunk muscle activities. All testing protocols have been in use for many years.

What are the side effects of any treatment received when taking part?

There are no treatments given as part of this testing. 
What are the possible disadvantages and risks of taking part?

There are no known side effects associated with this testing. We will monitor balance and you will be supported in case of any instability when on the ball.
What are the possible benefits of taking part?

There are no clear benefits of taking part. However, this research may help us understand how best to treat balance problems with exercise balls and mental practice.  
What if new information becomes available?

Any new information derived through this study will be made available to all of the subjects should they request this. 

What if something goes wrong?
If you experience serious and enduring harm or injury as a result of taking part in this study, you may contact Imperial AHSC Joint Research Compliance Office. You may be eligible to claim compensation without having to prove that Imperial College is at fault. This does not affect your legal rights to seek compensation.
If you are harmed due to someone’s negligence, then you may have grounds for a legal action.  Regardless of this, if you wish to complain, or have any concerns about any aspect of the way you have been treated during the course of this study then you should immediately inform the Investigator Dr Paul Strutton (Tel: 020 331 38837 or email: p.strutton@imperial.ac.uk). If you are still not satisfied with the response, you may contact the Imperial AHSC Joint Research Office.  In the event of any adverse effects as a consequence of participation in the study, compensation arrangements will be governed by the Public Liability and "No Fault" Compensation insurance policy held by Imperial College London.

Will my taking part in this study be kept confidential?

Any information you give us will be kept confidential. If the study is published in a book or scientific journal, no individual will be identified in any way. However, with your permission, we will like to inform your GP of your participation. 
What will happen to the results of the research study?

The results of the study will be analysed by the research team and presented at neuroscience, neurological and other health care conferences and published in scientific journals.  No individual patient will be identified in any report or presentation arising from the research.
Who is organising and funding the research?

The study will be run by a research team based at Imperial College, London and is partly conducted to fulfil the requirements for a Masters degree in Physiotherapy.
Who has reviewed the study?

This study has been approved by the London - Bromley (South West) REC Centre 
Contact for further information about this study.

If you are unsure about this study and would like to consider further before you make your decision, please take your time to do so. You may ask for further information by contacting the people responsible for the study, Dr Paul Strutton (tel: 020 331 38837, (email: p.strutton@imperial.ac.uk). 
If you wish to discuss general aspects about taking part in research, please contact Mr Gary Roper, Head of Regulatory Compliance, Imperial College London on 020 3311 0204, or email gary.roper@imperial.ac.uk. 
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