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Acceptability and clinical trial feasibility of an auditory rhythmical cueing programme to improve gait and physical activity in community dwelling stroke survivors (ACTIVATE) 
Pilot Randomised Controlled Trial

PARTICIPANT INFORMATION SHEET

We would like to invite you to take part in our research study. Before you decide whether you would like to take part we would like you to understand why the research is being done and what it would involve for you. 

It is important to take time to read this information sheet. One of our research team will go through the study with you and answer any questions that you have

Please feel free to talk to others about the study if you wish. Please ask us about anything that is unclear to you or if you would like any further information. 

· Part 1 tells you the purpose of this study and what will happen to you if you take part. 

· Part 2 gives you more detailed information about the conduct of the study. 


Please ask us if you are unsure about anything.


[bookmark: _GoBack]

Part 1
What is the purpose of the study?
Walking problems are common after stroke.  As well as reducing independence, walking problems lead to lower daily activity, increasing risk of further stroke and health problems. A promising method of improving walking after stroke is through ‘auditory rhythmical cueing.’ ‘Auditory rhythmical cueing’ involves people walking to the rhythm of a sound beat. This method improves walking after stroke in the hospital, but has not been tested later on at home where recovery could continue. 

We have developed an auditory rhythmical cueing exercise treatment that can be delivered in the home and community based on previous research findings and feedback from stroke survivors and healthcare professionals. The treatment involves a six week programme (three times a week) of auditory rhythmical cueing and walking and balance exercises. The aim of this study is to assess the feasibility of undertaking a future multi-centre study of auditory rhythmical cueing training to improve walking and physical activity after stroke. These findings will confirm the treatments we will use in the future study. This study is being led by Dr Sarah Moore, a physiotherapy stroke researcher and a research team based at Newcastle University, and is funded by the Stroke Association.
Why have I been invited to take part?
You have been invited to take part as you are living with stroke and are having some problems with walking and mobility.
Do I have to take part? 
No, the decision is entirely up to you. This information sheet is to help you decide. If you agree to take part, we will ask you to sign a consent form. You do not need to give a reason if you don’t want to take part. 
What will happen to me if I take part?
Once you have agreed to take part in the study one of our research team will come out to your house. The researcher will ask you to provide written consent to take part in the study. All participants who agree to take part in the study will be asked to sign a consent form. Signing a consent form gives your permission to take part in the study. Only sign the form if you want to take part in this study. If you are unable to sign the form, for example because the hand you use for writing is affected by the stroke, you can give your consent verbally, in the presence of someone who will witness your consent and sign the form on your behalf.

You will then be asked to fill out a number of questionnaires and do some tests on your balance and walking. These tests will take about an hour to complete. You will be given an activity monitor to wear for a week which will record your physical activity.
This research study is a feasibility study. In a feasibility study we are testing whether the design and practicalities of the trial are appropriate and acceptable. We put people into two groups at random (by chance, like tossing a coin): an ‘intervention’ group who will be receiving auditory rhythmic cueing and gait and balance exercises and a ‘control’ group who will receive the gait and balance exercises only. People taking part in the study and the research team conducting the study cannot choose which group people are allocated to. 
Depending on which group you are assigned to you will then be asked to undertake three thirty minute treatment sessions per week for six weeks of either auditory rhythmical cueing and walking and balance exercise or a six week programme of walking and balance exercises. The auditory rhythmical cueing will be delivered via a metronome. During the six week programmes you will be taught how to safely undertake a variety of balance and walking exercises either with or without the auditory rhythmical cue. Each week, one of the sessions will be supervised by a treatment provider. The other two sessions will be managed by yourself, with the aid of written instructions and training videos to support you. There will also be telephone support available if you need further assistance during these sessions. We will also be asking your views on different aspects of the programme. 
Expenses and payments.
There are no payments for participation in this study. 

What will I have to do?
If you agree to take part you will have to undertake the six week treatment programme of either auditory rhythmical cueing and walking and balance exercises or walking and balance exercises without cueing. You will also have to take part in an assessment of how your stroke has affected you and your walking and balance at the beginning and the end of the study. We will be seeking your views on the treatment programmes. All of the study visits will be undertaken in your home or the nearby community.

What are the possible advantages of taking part?
You will undertake a six week programme of walking and balance exercises with the support of the research team. These exercises have the potential to improve your function and physical fitness.
Patients have been involved from the start of this process to make sure the programme is designed in the best way possible for stroke survivors. It is hoped that in the long-term the auditory rhythmical cueing treatment could improve walking after stroke and in turn improve health and quality of life. 

What are the possible risks of taking part?
It is common for people to feel tired after a stroke. Taking part in the study and doing the exercise training could be tiring. If this happens then you need to tell the provider and the study programme will be altered or stopped.

 

If the information in Part 1 has interested you and you are considering participation, please read Part 2 before making any decision.

Part 2

What happens if I change my mind about taking part in the study?
You are free to withdraw from the study at any point without giving a reason. If you agree to participate, but later decide that you no longer wish to take part in this study, please contact a member of the study team using the details at the end of this leaflet. Information collected about you will be used by the research team unless you specifically withdraw your permission for this. 

What if there is a problem?
If you have a concern about any aspect of this study, you should ask to speak to Dr Sarah Moore. Contact details are given at the end of Part 2 

Will my taking part in this study be kept confidential?

All personal data and information that is collected about you during the course of the research will be regarded as strictly confidential. 
Paper records containing information we have collected about you for the study will be kept in locked filing cabinets in secure rooms. Your information will also be placed into a secure computer database at Newcastle University so that it can be analysed. In accordance with research regulations, at the end of the study, the records containing your study data will be retained for 10 years in a secure archive. After 10 years, your study data will be securely destroyed.
You will not be identified by name in any report or publications arising from this research. Any feedback comments you give us will be anonymised.

All your study records and your rights to them will be protected in accordance with the UK data protection laws.

What happens if I become unable to make decisions about carrying on with the research study?
If you become unwell during the study and are no longer able to make decisions about carrying on with the project, you will be withdrawn from the study. We will keep and use the information you provided when you were able to make decisions.

What will happen to the results of the research study?
The results will be part of research shared at research meetings and published in medical journals. A report will be submitted to Stroke Association, who fund the research. You will not be identified in any report or publication. On request we will send a summary of the results to all participants once the study has been completed. A copy of the final report will also be available to participants upon request.  We intend to share anonymised data (referenced only with study number) with approved collaborators both nationally and internationally for scientifically sound, peer reviewed studies. After the study has ended, anonymised data will be stored in a secure public repository. This means that the data will be kept for at least ten years and available for additional investigation. Storing research data in this manner allows it to live beyond this project and will maximise the impact of the study for the health and wellbeing of the population.

Who is organising and funding the research?
The study is being organised by Newcastle University. It is funded by The Stroke Association. 

Who has reviewed the study?
The research has been reviewed and approved by an independent group of people to protect your interests, called The London - City & East Research Ethics Committee. The study was reviewed by stroke experts on behalf of the Stroke Association.
If you require further information about the study please contact: 
Dr Sarah Moore
Research Physiotherapist
Stroke Research Group
3 – 4 Claremont Terrace
Newcastle University
NE2 4AE
Telephone (0191) 2083837
Email: s.a.moore@ncl.ac.uk

Heather Hunter
Senior Research Physiotherapist
Clinical Ageing Research Unit
Newcastle University
Campus for Ageing and Vitality
Newcastle upon Tyne
NE4 5PL
Tel: 0191 2081248
Email: Heather.Hunter1@ncl.ac.uk


Dr. Patricia McCue
Stroke Research Group
3 – 4 Claremont Terrace
Newcastle University
NE2 4AE
Telephone (0191) 2083842
Email: patricia.mccue@newcastle.ac.uk


Thank you for taking the time to read this information sheet. 
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