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Subject Information Sheet




Phase 1 trial- HTD480

I am asking whether you would be interested in participating in a research project. I want you to fully understand the project before you decide whether or not to participate in the study. Please read the information below to help you understand what the project is about. Feel free to ask any questions you have, I will do my best to answer your questions and provide you with any further information you require. Please take some time to decide whether or not you want to take part in the project. Thank you for reading this.

Introduction

Foot drop, a condition in which a person struggles to lift their foot when they are walking due to muscle stiffness and/or weakness, is a common problem following a stroke. Foot drop makes walking more tiring and unsteady. 
There are different approaches to treating foot drop, including the use of a rigid splint (or orthosis) to brace the ankle joint and functional electrical stimulation to restore movement to the paralyzed muscles. However, each approach has its limitations and research is continuing to develop new devices. 
This study is investigating the effects of a new alternative to a rigid splint (or orthosis), called a Dynamic Elastomeric Fabric Foot Orthosis or DEFFO. It is a custom-made sock that has been developed to help support the foot during walking, in a similar manner to a rigid splint.  Similar devices have been trialled but not with people who have had a stroke before. I want to investigate the effect the DEFFO has on walking and users’ views of it to see whether it could be used to help people who have had a stroke who struggle with foot drop.
What will I have to do if I take part?

You will be invited to visit the University of Salford twice a week for a period of 10 weeks. Each visit will last around 30-60mins and in this time we will take measurements of your walking. You will be invited to walk over a short distance (about 10m) with a small motion sensor attached to your back and a monitor to record your heart beat positioned on your chest. You will then be asked to walk for 6 minutes around a track with both sensors on. Someone will be with you throughout these measures and you can stop and/or rest at any time. 
In addition, on approximately 3 of the first visits you will be measured and fitted for your custom-made DEFFO. At the end of the first 5 week period you will be given the DEFFO to take away with you and asked to wear it on a daily basis. We are interested in your views of the sock, so we will ask you to record information about how you found using it in a diary (either by writing it down, getting your partner/ caregiver to complete or by speaking into a Dictaphone) once a week during those 5 weeks. On your final visit you will have a short interview asking you about the DEFFO, to clarify anything you recorded in your diary, and how you have found the experience of participating in the project.
Refreshments will be provided at every visit
Your travelling expenses will be reimbursed and if you haven’t got your own transport this will be arranged for you.
What are the possible risks of taking part?
All the walking measures have been used many times previously and will be closely supervised. If you experience any problems with the sock when you are at home you can immediately remove it, as this will not effect your involvement in the study. If you have concerns or are unsure whether you want to continue wearing the sock you can contact Sarah Dunbar (0161 2956584, S.Dunbar@salford.ac.uk) at any time.

All personal data collected will be kept strictly confidential. Diary information will be stored in lockable cupboards. Walking data will be kept electronically in a password protected computer. 
Are there any potential benefits?
If you find the sock helps with your walking you will be entitled to keep it after the data collection period. Indirectly you will be helping us in our understanding and development of the sock and other treatment approaches. 

What will happen with the results of the project?
As highlighted above, personal data by which you could be identified will be kept at the University of Salford. The (anonymised) results of the study will be analysed and written up by Sarah Dunbar. These will be shared with other researchers in the project, including the manufacturers of the socks, and will also be presented at conferences and via relevant publications. You will be given a summary of the results of the study once it is completed
Do I have to take part?

No, taking part is completely voluntary. If you would prefer not to take part you do not need to give a reason. You will have the opportunity to see and try on a DEFFO before you make your decision. If you decide to take part but later change your mind you can withdraw at any time without giving a reason. 

What do I do now?

Thank you very much for considering taking part in the research. If you would like to discuss any of these matters further or are interested in taking part please contact:

Sarah Dunbar (researcher)


0161 2956584

S.Dunbar@salford.ac.uk
