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PARTICIPANT INFORMATION SHEET 

For People with Parkinson’s disease
‘Dancing with Parkinson's disease (PD): feasibility randomised controlled trial’
We would like to invite you to take part in our research study. Before you decide whether or not to take part, we would like you to understand why the research is being carried out and what it will involve for you. Please take time to read the following information carefully and discuss it with friends, relatives, and your GP if you wish. A member of our team will go through this information sheet with you and answer any question you have, if you decide you want to join the study. If you would like further information, please do not hesitate to contact me on the telephone number above.

What is the purpose of this study?
It is common for people with Parkinson’s disease (PwPD) to experience unsteadiness and difficulty moving around inside and outside of their homes. We are considering new ways of helping PwPD to maintain safe balance and walking in addition to their normal health care. We would like to find out if it is appropriate to encourage PwPD to participate in a community-based dance class.  We aim to test how appropriate it is for people with mild to moderate PD to take part in a study that compares their usual care (treatments they receive anyway) with usual care plus a dance class. We are planning to recruit 50 people with PD; thirty-five of whom will be randomly allocated to attend a dance class at a local dance centre and 15 will be in a comparison group who will not attend the dance class. We propose to recruit 35 healthy individuals to form dance couples with people with Parkinson’s disease, so that each person with Parkinson’s disease has a healthy dance partner. The study will inform us about the practicalities and appropriateness of PwPD participating in community-based dance classes, the best ways of inviting PwPD and finding dance partners, providing access to dance and the most effective research procedures. We will also ask some of you to tell us about your experiences of taking part in the dance study. This will involve an additional interview at the end of the study.
Why have I been invited?

You have been identified as someone who has been diagnosed with Parkinson’s disease and might be interested in taking part in this research study.  You have been told about this study either a) by a health professional who is known to you, 
b) by your Parkinson’s disease support group, c) because you have previously agreed that we could inform you of further research taking place at the University of Southampton or with the local research network, or d) as a result of your response to an advert. 

Do I have to take part?
It is up to you to decide if you wish to join the study. By returning the reply slip with this letter you are only agreeing to be contacted by the researcher at this point. We will describe the study and go through this information sheet with you. If you agree to take part, we will then ask you to sign a consent form. You are free to withdraw at any time without giving a reason. Deciding not to take part or withdrawing from the study at any point will not affect the standard of care you receive. 

We understand if you decide you do not want to take part in the study. It would however be interesting for us to know the reasons why you have decided not to join the study. We have included a short questionnaire with this letter and offer you the opportunity to tell us why you do not want to take part. Again it is up to you if you wish to fill in this questionnaire or not, which is anonymous. 
What will happen to me if I take part?

How long will I be involved with the research? 
You will be involved in the research over a period of approximately 6 months. 
How many times will I meet the researcher for assessments?
You will meet the researcher on three separate occasions for assessments, before the study starts, at 3 months (when the dance classes have finished) and at 6 months (end of the research). The researcher will also ring you at home on two occasions to complete a questionnaire. 
Where will I meet the researcher?

The assessments will take place in your own home. 
How long will these visits for assessments be?

The assessments will take up to 90 minutes and the phone conversations will last approximately 15 minutes.
What happens during these assessment visits?
During the first assessment only: The researcher will ask you questions about your balance, mobility, stamina, vision, any falls you have had, ability to remember instructions and any other medical condition that you feel may affect the way you move.
During all three assessments: You will be asked to complete a questionnaire on your quality of life. You only have to answer the questions you feel comfortable with and if you are unhappy with any of the questions it can be stopped at any time.

The researcher will also ask you questions about your usual leisure activities and ask you to complete tests of your balance, posture, turning and functional mobility.  The assessment of turning involves you turning round whilst being video recorded. The assessment of your posture involves running a hand held spinal mouse (like a computer mouse) over your back whilst you are standing or sitting. To get an accurate reading we will provide an open backed gown for you to wear during this test. 
The balance tests involve you completing a series of exercises like standing up, reaching forward and attempting to stand on one leg. You will not be asked to complete any tests you feel you cannot manage. You will be allowed to rest during and between tests. The test can be stopped at any time if you become tired. 
At the last assessment: The researcher will give you a questionnaire asking you to tell us your views on the acceptability and benefits of the research project. You can complete this questionnaire in your own time and return it to us in the stamped addressed envelope provided.  

Throughout the duration of the study, you will be asked to write down any dance you practice in a diary which we will give you and explain to you at the beginning of the study. We would also like you to record any falls you may have in a diary, which we will also provide. 

Personal views interview after the final assessment:

If you agree to take part in the additional personal views interview, we will ask you your opinion on the acceptability and benefits of the dance classes. The researcher will visit you at home to discuss your experience. 
Additional test of walking and turning during the first and the second assessment:
Sophia Hulbert (a PhD student) who is part of the research team is looking at how people with Parkinson’s disease walk and turn in more detail. Taking part in this additional assessment is your choice; you can decide to opt out of this test at any point during the study. This will not affect your participation in the rest of the study. This test will take place in our movement laboratory which is based at Southampton General Hospital. If you decide to take part in this additional assessment, the researcher will measure the distance you can walk in six minutes. Turning will be assessed using a computerised movement analysis system, which involves placing small removable markers on your head, shoulders, pelvis and feet with hypoallergenic tape. We will check that you do not have any skin allergies before applying the markers and if necessary we can place the markers on clothing. You will also be asked to wear a light weight helmet with a camera attached that will look at the movement of your eyes whilst you turn. Then you will be asked to turn to your left and to your right when a light is switched on. You will do this three times to each light and in each direction and given plenty of rests. The test will last up to an hour.
Which group will I be put into?

We do not know if joining a dance class is beneficial for people with Parkinson’s disease. To find out, we need to compare different treatments. We will allocate people to two groups; one group will have dance classes and their usual care while the other group will only have their usual care. The results are compared to see if one is better. To try to make sure the groups are the same to start with, each patient is put into a group by chance (randomly). 
If you are put into the dance group: The dance classes will be informal. You don’t have to dress up and can wear comfortable clothes and shoes. We will ask you if you can suggest a person who could be your dance partner. This person should be of similar age to you and can be your partner, a friend, relative or other person who does not have Parkinson’s disease. Don’t worry if you can’t think of anyone as we will also recruit dance partners from other sources. You will be invited to attend the dance classes, which will take place in a local dance centre, led by a professional dance teacher and supported by a research assistant with experience of PD. You will be matched with a healthy person (without Parkinson’s disease) who could be your spouse or a friend. You will be guided and supported by the dance teachers whilst dancing with your partner. 
Classes will last one hour and take place twice a week for 10 weeks. Each dance session will start with a warm up. You will be taught several dances and dance steps. New dance steps will be introduced and practiced and a record of the session will be kept. Proposed dances may include basic steps from the foxtrot, the waltz, the cha cha and the Tango. An emphasis will be placed on encouraging you and your dance partner to extend your posture, turn your head and trunk, heel strike and toe push off as these movements are affected by PD and can cause changes in balance responses. The dance programme will be carefully tailored to individual abilities and you will be encouraged to practice the safe components of the dance (as guided by the research assistant) between classes and to continue beyond the programme. You will be asked to keep a record of your practice sessions. 

How will I get to and from the dance classes?

Transport to and from the dance classes can be arranged by the research team. If you prefer and are able to you can make your own way to the dance centre. Reimbursement of travel expenses will be offered. 

If you are in the control group: you will be asked to continue with your usual care and normal day to day life. At the end of the trial you will be invited to the Dance Centre for some free dance classes.  It is up to you to decide whether or not you wish to take part in the dance classes. You will also receive guidance on physical activities and strategies for balance and safety from the researcher at the end of the study. 
What are the possible benefits of taking part?
There will be no direct benefit to you from taking part in the study although you might enjoy learning new dance steps and being more active. However it is hoped that the data collected may allow us to find out if dance classes are a good way to improve the balance, posture and turning of people with Parkinson’s disease. This information can then be used to set up a larger trial to see if different forms of rehabilitation such as dancing are effective.

Are there any risks involved?
Answering questions from questionnaires can sometimes cause distress. You do not have to answer any question you do not wish to answer and we can stop the questions at any point. It is possible that taking part in dance classes can cause instability and put you off balance. To minimize the risk of falling, you are teamed up with a healthy dance partner to aid stability and you will only be taught dance steps that are based on your individual capabilities. You do not have to practice any dance steps you feel unsure about. A qualified dance teacher and a research assistant will be present during the dance sessions to help ensure your safety. A first aider will be on hand to give appropriate treatment as required.

What if there is a problem or I have a complaint?

If you feel you have any concerns or complaints about this study you should contact Professor Ann Ashburn (Address: Southampton General Hospital, Level E, Centre Block, MPT 886, SO166YD; Tel: +44 (0)23 8079 6469; Email: ann@soton.ac.uk) . If you remain unhappy and wish to complain, Ann will provide you with details of the University of Southampton and University Hospital Southampton NHS Foundation Trust Complaints Procedure.

Who is organizing the research & reviewing the study?
The study is being run by the University of Southampton and has been reviewed by the South Central-Southampton A Research Ethics committee. 
Will my participation be kept confidential?
All information which is collected about you during the course of the research will be kept strictly confidential. Each person will be allocated an ID number by which any documentation will be identifiable to the researchers only. All information will be kept in a locked filing cabinet in accordance with storage of medical records. The results from the study will be entered into a university computer, accessible only to the researchers. Any information about you which is used in research reports or publications will have your name and address removed so that you cannot be recognized from it.

What happens when the research study stops? 
When the research study stops the group who did not take part in the dance classes will be offered some dance classes. The group who took part in the dance classes during the study can choose to continue dance classes at this or any other dance centre at their own expense.
What will happen to the results of the research?
At the end of the research, the data collected will be securely stored at the University of Southampton for 15 years. The results will be presented at conferences and may be published in research papers for scientific journals. If you would like a copy of the published results at the end of the study please let us know.

Contact for further information:
If you would like any further information please contact Professor Ann Ashburn on 

(023) 8079 6469. (Address: Southampton General Hospital, Level E, Centre Block, MPT 886, SO166YD; Email: ann@soton.ac.uk).
Thank you once again for taking the time to read this information.
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