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Participant Information Sheet for a Non-Interventional Research Study

“The Evaluation of a Driving Assistance System for Powered Wheelchairs”
You are invited to take part in a research study evaluating a Driving Assistance system for powered wheelchairs. 
Please find below information relevant to your participation in this study.

Please ask us if you have any questions.

Thank you for reading this.

1 Study title: 

The Evaluation of a Driving Assistance System for Powered Wheelchairs

2 The purpose of the study:

This system has been developed as a European Union Interreg IVA Project “SYSIASS” (www.sysiass.eu). A preliminary goal is to develop a Driving Assistance system that will enable the user to pass through doorways and down corridors without striking the door posts or walls.

Evaluation of an earlier version of the system has been carried out in France. This system stopped the chair before a collision occurred. The users found that to only stop the chair was not helpful as this made driving more difficult and frustrating. Therefore the system has been developed to help the user avoid collisions by modifying the wheelchair trajectory, rather just slowing the chair down and stopping.
The main purpose of this study is to obtain user feedback as part of the evaluation of this collision avoidance system. This information will then be used to help improve the system. Initial evaluation of this system has taken place in the School of Engineering and Digital Arts, University of Kent. Preliminary evaluation was undertaken by three wheelchair users at EKHUFT in September 2014. Because the outcome was very promising it is planned to undertake further evaluations of this system at EKHUFT and in centres in France, Belgium and the Netherlands. This study is being continued under a follow on EU project, EDECT http://www.interreg4a-2mers.eu/clusters/approved-clusters/services-health-care/edect/
3 Why have I been invited? 

You are being invited to take part on the basis that you are or have been an inpatient of the Neurorehabilitation Unit at the Kent and Canterbury Hospital and are a powered chair user. We will be seeing a total of two powered chair users in the evaluation in Canterbury. Following the study in England, wheelchairs users will take part in evaluations in France, Belgium and Holland. The outcome of the study will be used to direct further development of the driving assistance system and how we evaluate user preferences for that system.
4 Do I have to take part?

No. It is up to you to decide whether or not to take part.  If you do decide to take part you will be given this information sheet to keep and be asked to sign a consent form. If you decide to take part you are still free to withdraw at any time and without giving a reason.  A decision to withdraw at any time, or a decision not to take part, will not affect the standard of care you receive.
5 Description of the study:

The participant will be asked to drive a powered wheelchair in a safe, controlled environment, round a course laid out with cardboard boxes.

Once the participant is used to driving the chair the route will be driven four times without the Driving Assistance system and four times with the system turned on.

The participant will then be asked, via questionnaires, to record their feedback on the system and the overall evaluation to suggest how they could be improved.
6 Advantages of the study:

There are no immediate benefits of this study to you. However, we expect that the study will contribute to the development of a driving assistance system which will help powered chair users to drive with greater safety and comfort. 

7 Possible risks and disadvantages of the study: 

We do not anticipate any health risks from taking part in this study.

8 Confidentiality and publication of data:

Your data will be stored under an anonymised code available only to the investigators associated with this study. We expect that the data collected in this study will be published in scientific articles, but you will not be personally identifiable in any such publications. The anonymised data will be stored in password-locked computers at the University of Kent and the East Kent University Hospitals NHS Foundation Trust for 10 years after completing the study. 

If you would like to receive a summary of the research we can arrange for this to be sent to you but it will not be until the study has been completed.

9 Discontinuation of the study by the investigators:

At any time during the testing, the investigators have the right to terminate your participation in the study for any reason.  

10 Withdrawal from the study:

Your participation in this study is entirely voluntary. You have the right to withdraw from the study at any time without penalty of any kind.
11 Contact details for any other inquiries concerning the study:

If you have any inquiries concerning this study, please refer to below contact details:

Dr Matthew Pepper
Emeritus Consultant Clinical Scientist

Medical Physics Department

Kent and Canterbury Hospital
East Kent Hospitals University Foundation Trust

CY1 3NG

matthew.pepper@nhs.net
01227 864291 ext 722-4291 
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