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Official title: Augmented Upper Limb Physiotherapy for Acute Stroke Survivors undergoing Inpatient Stroke Rehabilitation; a feasibility study

Lay title: Additional physiotherapy sessions focussing on arm rehabilitation for people after stroke during the early inpatient period? A feasibility study

This is an invitation to take part in a research study. The study is being carried out by Abdullah Alhusayni, PhD candidate, and academic staff in the School of Medicine, Dentistry and Nursing at the University of Glasgow. 

Before you decide whether or not to take part it is important for you to understand why the research is being undertaken 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.

Thank you in advance for taking the time to read this and to decide whether or not you wish to take part.

Why have I been chosen?
You have been chosen as you are the carer/family member of someone who has had a stroke who has agreed to take part in a study. This study involves the person who has had a stroke following an extra exercise programme that focuses on his/her affected arm, delivered via the website 5 times a week for 4 weeks. This person may need some support from you to use the website and/or do their arm exercises.

What is the purpose of the study?
Weakness in the arm is common after stroke and can affect stroke survivors’ ability to perform some tasks. Studies show that extra sessions of arm exercise can help stroke survivors to improve their arm function and that the first 3 months is the best time to gain these benefits.

We have developed and evaluated a website (www.webbasedphysio.com) for delivering and monitoring physiotherapy exercise programmes. This website has been modified for people after stroke. The purpose of this study is to examine if doing extra physiotherapy for the arm through our website gives any extra benefits to the usual physiotherapy received on the ward. Moreover, we would like to get your feedback in terms of your experience supporting the stroke survivors doing their exercise programme, including the use of the web-based physiotherapy website.

Do I have to take part?
No, being part of the study is entirely voluntary, so it is your decision. You should read this information leaflet before your participation. Remember that you will be able to withdraw from the study at any time, without giving any reason. It is not mandatory that all stroke survivors have carers, however, those who do will be invited to take part.

What will happen to me if I take part?
If you decide to take part in the study, contact the researcher (see contact details below) or the physiotherapists in the ward. You will be given an opportunity to ask questions about the study. 

The researcher will ask you to give your written consent to take part. You will then be asked to give some background details about yourself, such as your age, gender, relationship to stroke survivor, occupation, experience of using computers, ethnicity, education level, and general health status.

The physiotherapists will give you and your partner/family an explanation of his/her upper limb programme and how to access and use the website. You or your partner/family member can contact the researcher at any time during the study to ask any questions related to the website (see contact details below). You may also contact the physiotherapist if you feel that changes are needed to the programme.

At the end of the study, the researcher will ask you to complete a short questionnaire related to your experience of supporting your partner/family member in doing their exercises, including the use of the web-based physiotherapy website. The expected time to complete the questionnaire is approximately 5 - 10 minutes.

Please note, you may not be eligible to take part in the study and your eligibility is dependent on the outcome of the randomisation of your partner or family member who had a stroke, as we will invite carers/family members of stroke survivors who allocated in the intervention group only.

What are the possible risks of taking part?
There are no foreseeable risks in taking part in this study. However, the study will take up some of your time. 

What are the possible benefits of taking part?
There are no direct benefits to you from taking part, although we hope that this exercise programme will help the stroke survivors improve their arm and trunk functions, as well as decrease any muscle tension in their arms, however, this cannot be guaranteed. Moreover, feedback about the intervention should help us develop interventions for other stroke survivors who use the web-based physiotherapy in the future.

Will my taking part in this study be kept confidential?
Yes, all data collected throughout the study will be kept strictly confidential. You will be given a unique identification number that linked to the stroke survivor, so data will be anonymised for storage and only the research team will be able to access your information. Representatives of the study sponsor, The NHS Greater Glasgow and Clyde, may audit the study to check that the study is being conducted properly. If that happens, they might have access to your study information, but they would also keep your information strictly confidential. 

What will happen if I don’t want to continue in the study?
You are free to withdraw at any time, without giving any reason, without your legal rights or your care being affected.

What if there is a problem?
We do not expect problems to be caused by this study. But, if you have any concern about any aspect of this study, you can contact any member of the research team (see contact details below). The usual NHS complaints procedure will also be available to you.

What happens to the results of the research study?
The study findings may be published in an academic journal or presented at scientific meetings. The findings will also be presented as part of a PhD thesis. Your personal data will be destroyed upon completion of the study. Moreover, a summary of findings will be sent to all participants who wish to see them.

Who has reviewed this study?
The study has been reviewed and approved by the West of Scotland Research Ethics Committee.

Contact details
If you are interested in participating, please contact:
The researcher:
Abdullah Alhusayni, PT, MSRS 
PhD Candidate
University of Glasgow 
0141 330 3568
a.alhusayni.1@research.gla.ac.uk
If you have questions or concerns about the study, please contact:
Dr Eileen Cowey
Lecturer
University of Glasgow
0141 330 2069
Eileen.Cowey@glasgow.ac.uk

Thank you for your time
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