	[image: image2.jpg]CHEST, HEART
& STROKE




	[image: image3.jpg]Queen Margaret University

EDINBURGH




	[image: image2.jpg]
	
	
	



STroke and TReadmill Training (STATT) 
Patient Information Sheet – Part 1
You are being invited to take part in a research study. Before you decide whether you would like to take part it is important for you to understand why the research is being done and what it will involve. Please take your time to read the following information carefully. Talk to others about the study if you wish.
· Part 1 tells you the purpose of this study and what will happen if you take part.
· Part 2 gives you more detailed information about the conduct of the study.

Ask if there is anything that is not clear or if you would like further information. Take time to decide whether or not you wish to take part.

What is the purpose of the study?

This study will look at whether using a treadmill with people who have had a stroke recently will help them to walk. 
What is Treadmill Training?

	Treadmill training uses treadmills, like those used in a gym, to help people walk after they have had a stroke. However the treadmills used in stroke training are much slower and have a harness to support the body if this is needed.
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Why have I been chosen? 
Your physiotherapist has identified that you have had your stroke recently and could take part in the study if you would like to.
Do I have to take part?

No. It is up to you to decide whether or not you take part. If you do, you will be given this information sheet to keep and be asked to sign a consent form. You are still free to withdraw at any time and without giving any reason.  If you decide to withdraw at any time, or decide not to take part, this will not affect your normal physiotherapy treatment or any other treatment in any way.

What will happen if I agree to take part?

Sometimes we don’t know which way of treating patients is best. To find out, we need to make comparisons between different groups. We put people into groups and give each group a different treatment. The results are compared to see if one is better. To try to make sure the groups are the same to start with, each patient is put into a group by chance (randomly). The results are then compared. In this study one group will get normal physiotherapy with walking practice.without using the treadmill. The other group will get normal physiotherapy with walking practice on a treadmill.

If you agree to take part you will be involved in the study for 6 months. 
If you are put in the treadmill group you will receive some walking practice on the treadmill for up to eight weeks while you are still an in-patient in the hospital. If you get discharged home before the end of the eight weeks the walking practice on the treadmill will stop when you leave hospital.  If you are still in hospital after the eight weeks of walking practice on the treadmill, the use of the treadmill will stop, but you will continue to receive normal physiotherapy.  If you are in the other group, you will receive normal physiotherapy with walking practice without using the treadmill all the time you are in hospital.
To compare the two groups, measures of physical ability will be taken. Whether you are in the treadmill group or the other group you will be asked to do some simple tasks like walking and we will measure how well you are doing it. You will also be asked to fill in a questionnaire about your health and well-being. All the measures will be taken when you join the study and then eight weeks and six months after you joined the study. It will take about an hour to do the measures at each session.
All measures will be taken in the hospital. If you are back at home when the measures need to be taken you will be provided with a taxi or travel expenses to come back to the hospital.

What do I have to do?

If you agree to take part you will receive walking practice with or without the treadmill as part of your physiotherapy treatment. You will need to have your measures taken when you start the study and at eight weeks and six months after you start the study. If you are back at home for any of these measures you will need to come back for an appointment.
What are the possible disadvantages or risks of taking part?

There are minimal risks associated with participating in this study.  There is a very slight risk of falling, but the supervising physiotherapist will assess you to make sure you would be suitable to take part.  If needed, support from a harness and assistance from physiotherapists may be given during treatment.    You will also be allowed to stop or rest whenever you need to. 
What are the possible advantages?
This study may identify a treatment which is not widely available in the NHS currently, but might improve your mobility, independence and quality of life.
What happens when the research stops?

If you are in the group receiving walking practice on the treadmill then use of the treadmill will stop after 8 weeks but you will continue to receive normal physiotherapy for as long as you need it. If you are in the group receiving walking practice without the treadmill, your physiotherapy will continue for as long as you need it.

What if there is a problem?

Any complaint about the way you have been dealt with during the study or any possible harm you might suffer will be addressed. The detailed information on this is given in Part 2.

Will my taking part in the study be kept confidential?

Yes. All the information about your participation in this study will be kept confidential. The details are included in Part 2.

Contact details
If you would like any further information or to discuss any issues relating to this study you can contact Fiona Small (a senior physiotherapist at the Western General Hospital) on 0131 537 1000 bleep 8531  who is an external and independent advisor to this project. 
You can contact the research assistant, Jane Pitman, who will be taking your measures during the study on 07986 836239.
Or you can contact the physiotherapist who is leading the research, Gill Baer, on 0131 474 0000.

This completes Part 1 of the Information Sheet.
If the information in Part 1 has interested you and you are considering taking part, please continue to read the additional information in Part 2 before making any decision. 

STroke and TReadmill Training (STATT) 

Patient Information Sheet – Part 2
What if relevant new information becomes available?
Sometimes during the course of a research project, new information becomes available about the treatment that is being studied. If this happens we will tell you about it and discuss whether you still want to or should continue in the study. If you decide not to carry on, your care will continue as normal. If you decide to continue in the study you will be asked to sign an updated consent form.

Also, on receiving new information we might consider it in your best interests to withdraw from the study. We will explain why if this happens. You would continue with your normal treatment.

If the study is stopped for any other reason you will be told why and your continuing care will be arranged.

What will happen if I don’t want to carry on with the study?

You can change your mind and leave the study at any time you wish and this will not affect your treatment in any way.

If you withdraw from the study we would wish to use any data collected while you were participating in the study, if you have no objections.
What if there is a problem?

If there is a problem with either members of staff involved in the research study or harm from the treadmill then you can report this.

Complaints

If you have concern about any aspect of this study, you should ask to speak with the researchers who will do their best to answer your questions (0131 317 3356). If you remain unhappy and wish to complain formally, you can do this through the NHS complaints Procedure. Details can be obtained from the hospital. 

Harm

If something does go wrong and there is no fault by any party, this is covered by non-negligence and there are no special compensation arrangements in place.  If you are harmed and this is due to someone’s negligence then you may have grounds for a legal action for compensation against Queen Margaret University (Sponsor of the research) but you may have to pay your legal costs. 
Will my taking part in the study be kept confidential?

If you join the study, some parts of your medical records and the data collected for the study will be looked at by authorised persons involved in the research. All information which is collected about you during the course of the research will be kept strictly confidential.  Any information about you which leaves the hospital will have your name and address removed so that you can not be recognised from it.
Involvement of the General Practitioner/Family doctor (GP)
If you agree to take part in the research study we will inform your GP so that they know you are involved in the research.

What will happen to the results of the research?

The results of the research will be reported at conferences, scientific journals, a report to Chest Heart and Stroke Scotland and by written feedback to each participant.
Who is organising and funding the research?
The research is sponsored by Queen Margaret University and has been funded by Chest Heart Stroke Scotland.

Who has reviewed the study?

This study has been given a favourable ethical opinion for conduct in the NHS by the multi-centre research ethics committee (MREC ref/MRE00/82).
If you agree to take part you will be given a copy of the signed consent form and this information sheet to keep.

Thank you for taking the time to read these information sheets and considering taking part in this research.
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