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PATIENT PARTICIPANT INFORMATION SHEET

PART 1

Invitation to participate in a study to investigate the effectiveness of visual illusions for treating symptoms of Complex Regional Pain Syndrome 
Invitation

You are being invited to take part in a research study. Before you decide it is important for you to understand why the research is being done and what it will involve. Please take 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 to you if you take part

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

Do ask us if there is anything that is not clear or if you would like more information. Take time to decide whether or not you wish to take part.
What is the purpose of the study?

We recently undertook a small scale study that indicated that using visual illusions may be helpful in treating pain for those with Complex Regional Pain Syndrome (CRPS). We believe that this approach somehow retrains the brain into processing how it represents the painful limb more normally. We wish to try out this approach of using visual illusions in a larger group of people with CRPS to see whether it is indeed effective in treating symptoms of CRPS. The device used in this study is called the MIRAGE system which digitally alters a computer generated image of your hands, termed a visual illusion, whilst you are looking at them.  The aim of this technique is to change the way in which people with CRPS view the size and shape of their painful limb. This system has been previously demonstrated to help people with a form of arthritis. 
The purpose of this study is to test how effective visual illusions are at changing people’s perception of their CRPS affected limb and alter the sensations that they feel within the limb. In order to best find this out, we need to compare the active visual illusion to a control where the visual illusion is not actively altered. This is called a controlled trial. In order to do this participants will be randomly allocated to either the active visual illusion (experimental group) or the control visual illusion (control group). Participants will remain in the group to which they have been selected throughout the period of study. 
Why have I been chosen?
We are looking for people with CRPS that affects the arm and hand of one side only. A Health Professional from the CRPS treatment team at the Royal National Hospital for Rheumatic Diseases (RNHRD), Plymouth Pain Management Centre, ,Royal Devon and Exeter Hospital or The Walton Centre, Liverpool thinks that you may be suitable for this study. 
Or you may have consented for your contact details to be kept on a national CRPS database (CRPS-UK Registry) and agreed to be contacted by mail about research projects. Approximately ninety participants in total will take part in this study. 

Who is organising the study?
The study has been organised by Dr Jenny Lewis (Occupational Therapist and Clinical Lecturer at University of the West of England) from RNHRD. Professor Candy McCabe (Consultant Nurse and Professor at University of the West of England) and Dr Roger Newport (Psychologist) from Nottingham University are also involved in this study. Jenny is the researcher for this project and you will meet her if you agree to take part in the study.
Do I have to take part?
No. It is up to you to decide whether or not to take part. Your clinical care for CRPS will not be affected if you decide not to 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 a reason.

What will happen to me if I take part?
If you are interested in finding out more about the study, please just return the reply slip in the envelope enclosed. Jenny Lewis will then contact you by phone or letter to discuss any questions you may have, discuss the risks and benefits of participating and to arrange an initial appointment. There are five study appointments over a period of up to two months. All the appointments will take place at either RNHRD or The Walton Centre, Liverpool depending on the nearest centre to you. We will pay for any travel expenses incurred.  

At the first appointment the assessor will randomly allocate you (like the toss of a coin) to the experimental or control group so you will be unable to choose this yourself. It is important that you are not told which group you are part of as this may affect the study results. We will carry out some tests to assess your symptoms and you will try out the visual illusions. At the second, third and fourth appointments we may try out the illusions again and repeat some tests to assess your symptoms. 
The fifth appointment will be to re-assess your symptoms only. The total time from beginning to the end of the study depending on your availability will be up to and no more than two months.
In the first appointment and following consent, you will be asked to complete three questionnaires about your levels of pain and function and one rating scale about your thoughts and feelings related to your painful limb. We will audio record the descriptions using a digital audio recorder that you give about your arms and hands.
The second part of this appointment involves assessing your clinical signs of CRPS. These tests are as follows: 

1) Sensation in the affected skin area and non-painful arm:
 A two-point threshold measure will be taken. This is to assess the smallest distance at which you can clearly distinguish between two tips applied simultaneously to your skin.  Another test will use the touch of a cotton bud, a soft brush and a sharp edged tip to assess whether you feel the touch of these objects to your skin as unpleasant or painful. 
2) Measure of finger width 
The circumference of the base of your index and middle fingers of both hands will be measured with a tape measure.

3) Hand movement 

You will be asked to perform a short hand movement exercise involving the thumb and fingers of both hands before and whilst using the MIRAGE system. Your hands only will be video recorded as you undertake this exercise within the MIRAGE system.
4) Measure of arm temperature

A heat sensitive camera will be used to measure the temperature of your painful limb in comparison to the non-painful one on your opposite side.  During the 4 hours prior to the test, please avoid where possible, strenuous activities, caffeine (tea, coffee etc), aspirin, smoking and alcohol. No injections or x-rays are used and the camera won’t touch you or cause you any harm.
Following these tests we will try out the visual illusion intervention using the MIRAGE system.

Whilst seated, you will be asked to place both hands in a box positioned in front of you. On the top of the box is a window which you can look through to see your hands. Whilst looking at this image the shape and size, texture and colour of your hands may appear to change. We will ask you to move your hands whilst looking at them and this exercise will be video recorded via a camcorder. We will also ask you to rate any pain and how much your hands belong to you during this intervention. You will be asked to describe your feelings and experience about your hands whilst in the MIRAGE system and these will be video recorded within the MIRAGE system so only images of your hands will be made.
At the end of the intervention we will reassess your clinical signs of CRPS by repeating tests 1-4 and ask you to complete the pain rating scale. 

The total time of the first appointment will take up to 2 hours.

At the second, third and fourth appointments we will use the MIRAGE system to create visual illusions of your hands again. Following this the same assessments (not the questionnaires) undertaken at the initial appointment will be repeated. The total time of the second to fourth appointment will take between ½-1 hour.

The fifth appointment will involve repeating the same assessments and questionnaires undertaken at the initial appointment. The total time of this appointment is up to 1 hour. 
This is the end of your involvement in the study. 

What will happen if I don’t want to carry on with the study?
You can withdraw from the study at any time. Your usual clinical care for CRPS will continue. If you choose to withdraw from the study, the data already collected from you will be retained and used in analysis. 

Expenses and payments

If you are travelling to the hospital specifically for the study appointments then you will be offered payment to cover travel and car parking expenses.

What are the possible side effects of the experiment when taking part?

You may find that your pain levels will increase during the intervention. If you are unable to continue because of the pain you are free to stop at any time without completing the study. There is a small chance that following the intervention the pain may temporarily increase for 1-2 days, which can be a normal response to touch in patients with complex regional pain syndrome. If the increased pain is persistent and does not reduce within five days you can contact the researcher (contact details are at the end of this sheet) to discuss the situation. If the increased pain is more than is normally anticipated, you may be asked to visit your GP or attend a clinical appointment at the RNHRD. Whilst we anticipate that any side effects or lasting pain would be highly unlikely, we cannot be certain of this so it is important that you weigh up these risks before deciding to participate or not.
What are the other possible disadvantages and risks of taking part?
If you agree to take part in this study we will do our best to minimise any inconvenience. We will try to arrange appointment times that are suitable for you.

What are the possible benefits of taking part?
Results from our recent small study showed that the MIRAGE system did help relieve pain in some people with CRPS but not everyone. We do not know if the MIRAGE device will be helpful or not to your symptoms of CRPS. Improving knowledge in this area may also help to inform treatments for patients with Complex Regional Pain Syndrome and other chronic pain conditions.

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 information about your participation in this study will be kept confidential. The details are included in part 2

Contact details

Dr Jenny Lewis

3rd Floor
Royal National Hospital for Rheumatic Diseases NHS Foundation Trust

Upper Borough Walls

Bath 

BA1 1RL

Tel: 01225 473403
email:  jenny.lewis@rnhrd.nhs.uk

This completes Part 1 of the Information Sheet.

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

PART 2

What if there is a problem?
Complaints

If you have a concern about any aspect of this study, please contact Jenny Lewis (Tel: 01225 473403) or Jane Carter, Research and Development Manager (tel: 01225 465941) who will do their best to answer your questions. 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

In the very unlikely event that something goes wrong and you are harmed during the research study there are no special compensation arrangements. The RNHRD has normal NHS indemnity insurance cover. The normal NHS complaints procedure will still be available to you. If you are harmed and this is due to someone’s negligence then you may have grounds for a legal action for compensation against The RNHRD but you may have to pay your legal costs. 

What information about me is collected?

The researcher will seek your consent to get information from your medical notes about your diagnosis and the parts of the body that are affected by the disease. Your consent will also be sought to use audio recordings and video images taken during the study for presentations and publications. The audio recordings and video images will not include facial features to ensure that you are not recognised. The audio recordings will be assessed to see if there are common themes that are expressed by participants.
What will happen to the results of the research study? 
On completion of the study all information collected will be securely retained at RNHRD for 10 years. Electronic data will be held at Nottingham University for up to 10 years. All data will be deleted and destroyed after this time. If you would like to know the outcome of the study, you can request that a summary of the results be sent to you once the project has been completed. The data from this study will not contain any personal details from which you can be identified. The data will contribute towards publications and oral presentations about the study.

Will my taking part in this research be kept confidential?

All the information that is collected about you will be kept strictly confidential. Any study data about you will have your name and details removed and you will not be recognisable in any images used in presentations or publications. To protect your anonymity, a unique identification code will be allocated to research information about you. All data will be kept in a secure place and stored in accordance with the RNHRD policy for research data and comply with the Data Protection Act 1998. Only the researchers of this study will have access to identifiable data information.    

Who is funding the research?

This study is covered by a research grant from the National Institute of Health Research (NIHR), part of the Department of Health as part of a Fellowship award.
Who has reviewed the study?

This study was given a favourable ethical opinion by National Research Ethics (NRES) Committee South Central - Berkshire B. It has also been peer reviewed and approved by The RNHRD R&D Committee.
Contact details of researcher

Dr Jenny Lewis

3Rd Floor

Royal National Hospital for Rheumatic Diseases NHS Foundation Trust

Upper Borough Walls

Bath 

BA1 1RL      Tel: 01225 473403              email: jenny.lewis@rnhrd.nhs.uk

THANK YOU FOR READING THIS INFORMATION SHEET
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