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PARTICIPANT INFORMATION SHEET

The effects of frame running on psychosocial and physical health of people with Parkinson’s

You are being invited to take part in research on frame running in people with Parkinson’s. Ruyi Xu, a PhD student at the University of Edinburgh is leading this research. Before you decide whether to take part it is important that you understand why the research is being conducted and what it will involve. Please take time to read the following information carefully.

What is the purpose of the study?

The purpose of the study is to assess the psychosocial (i.e., wellbeing affected by the combination of mental and social factors) and physical effects of a frame running intervention for people with Parkinson’s. Frame running is an adapted sport that involves running with a three-wheeled bike. It helps those who have walking/running difficulties walk/run independently, safely and joyously. It might bring both mental and physical benefits to people with Parkinson’s and improve their quality of life. However, currently there is limited research in this area. Therefore, we would like to conduct an intervention study to evaluate frame running’s impact on the population with Parkinson’s.

Why have I been invited to take part?

You are invited to participate in this study because you have Parkinson’s.

Do I have to take part?

No – it is entirely up to you. If you do decide to take part, you are still free to withdraw at any time and without giving a reason. Deciding not to take part or withdrawing from the study will not have any negative consequences (e.g., for medical care, legal rights, etc.).

Please note that your data may be used in the production of formal research outputs (e.g. journal articles, conference papers, theses and reports) prior to your withdrawal and so you are advised to contact the research team at the earliest opportunity should you wish to withdraw from the study.

What will happen if I decide to take part?

If you do decide to take part, please keep this Information Sheet. You will be asked to complete an Informed Consent Form to show that you understand your rights in relation to the research, and that you are happy to participate. The consent form is online, and you are asked to tick the boxes presented.

After you have provided consent, you will be asked to complete a questionnaire about your health (health screening questionnaire) to make sure that it is safe for you to participate. Please note that if you do not pass the health screening, you will not be able to take part in the physical activity and be recruited into this study.

[bookmark: OLE_LINK1]If you do pass the health screening, you will be invited to a baseline session, which will be held in our university laboratory. In the baseline session, you will be asked to complete questionnaires relevant to your quality of life and Parkinson’s symptoms. The questionnaires should take around 15 to 20 minutes in total to complete. You will also take a motor examination and a fitness test (including 6 tests that evaluate your strength, flexibility and mobility, which are chair stand test, arm curl test, chair sit and reach test, back scratch test, 8-foot up and go test, 6-minute walk test or 2-minute step in place test). We will video record the examination and test(s) for later analysis. You should wear comfortable clothing and trainers or other comfortable walking shoes. The session is expected to last between 1 and 2 hours.

[bookmark: _Hlk210282519]After the baseline session, you will start our frame running training programme at the outdoor athletics track at Meadowmill Sports Centre. The training will be conducted in a small group and will consist of 8 sessions across 7 or 8 weeks (usually 1 session per week), 1 hour per session, and will be led by one or two frame running coaches. In every session, we will record your attendance and any adverse event (if applicable). There will be a GPS, which is a positioning device, put on your bike or clothing to record and collect your activity data (please note that we will only track your activity during the session). In addition, you will be asked about your enjoyment at the end of each session. You should wear comfortable and warm clothing and trainers or other comfortable walking shoes. 

After you complete the training programme, you will be invited to our post-test session which will be held in the university laboratory. You will be asked to complete physical activity and medication questions, and the questionnaires you completed in the baseline session, the motor examination, and the fitness test. Again, we would like to record your activities in the motor examination and the fitness test. You will be asked to complete one more questionnaire which is about the psychosocial impact of frame running on yourself, and an in-person interview about your overall feelings of doing frame running and the training. We would like to audio-record the interview and will require your consent for this. You should wear comfortable clothing and trainers or other comfortable walking shoes. The session is expected to last between 2 and 3 hours.


Please note that there will be a limit to the number of participants for the training programme, due to the limited number of running frames available. Participants who sign up when all spaces have been filled, will be placed on a waiting list for the training programme.

Additional information: You will need to make your own way to the university laboratory and outdoor athletics track, but free parking is available at both locations, including disabled parking spaces. You are encouraged to bring someone with you, such as a partner, carer or son/daughter. 

We will provide the frame running bikes, and participation in the sessions is free. No frame running experience is necessary. If running is difficult for you, you can use the frame to help you walk instead of run. The frame will facilitate walking or running safely in your own, optimal way, for example using one leg more than the other. Nobody will be excluded on the basis of an inability to perform certain movements or obtain a certain speed on the frame running bike. Training will be individualised.


What are the possible benefits of taking part?

As a participant, you will have a chance to learn a new sport and enhance your physical activity level, and you might gain health benefits. 

Are there any risks or disadvantages associated with taking part? 

There are no significant risks associated with participation. Joining this study would take up some of your time. You would attend 10 sessions including two sessions in the laboratory and 8 training sessions, which will take about 12 hours in total plus travel time.

What if there are any problems?
If you have a concern about any aspect of this study, please contact Ruyi Xu (R.Xu-37@sms.ed.ac.uk) who will do their best to answer your questions.

In the unlikely event that something goes wrong, and you are harmed during the research, then you may have grounds for a legal action for compensation against The University of Edinburgh, but you may have to pay your legal costs.


Will my taking part be kept confidential?

All the information we collect during the course of the research will be kept confidential and there are strict laws which safeguard your privacy at every stage. 

How will we use information about you? 

We will need to use information from you for this research project. 
This information will include your name, contact details, age, gender, weight, how long ago you were diagnosed with Parkinson’s, other information about your health and physical activity level, as well as recordings of your activities and voice. Researchers will use this information to do the research and to make sure that the research is being done properly.
People who do not need to know who you are will not be able to see your name or contact details. Your data will have a code number instead.
We will keep all information about you safe and secure.
Your data will only be viewed by the researcher/research team. Please note that the interview audio will be recorded and automatically transcribed by Microsoft Teams, which is recommended and authorised by the University of Edinburgh. After the researcher has saved and checked the transcript, the audio-recording will be deleted. All electronic data will be stored in the researcher’s University OneDrive space and in our DataStore group space (accessible by the researcher and her supervisors/research team) and all paper records (if applicable) will be stored in a locked filing cabinet. Your consent information will be kept separately from your responses in order to minimise risk.
Once we have finished the study, we will keep some of the data so we can check the results (e.g., video data, etc.). We will write our reports in a way that no-one can work out that you took part in the study.
We will not disclose the information to other organisations.
We will not combine the information with other data outside this study.
What are your choices about how your information is used?
You can stop being part of the study at any time, without giving a reason, but we will keep information about you that we already have.
Where can you find out more about how your information is used?
For further information about data privacy for research participants please refer to: https://data-protection.ed.ac.uk/privacy-notice-research
· by asking one of the research team
· by sending an email to R.Xu-37@sms.ed.ac.uk or martine.verheul@ed.ac.uk

The University of Edinburgh is the sponsor for this study based in the United Kingdom. We will be using information from you in order to undertake this study and will act as the data controller for this study. This means that we are responsible for looking after your information and using it properly. The University of Edinburgh will keep identifiable information about you for no longer than 12 months after the study has finished and your anonymised data for a minimum of 3 years.

What will happen with the results of this study?

The results of this study may be summarised in PhD dissertation, published articles, reports and presentations. You will not be identifiable from any published results. Quotes or key findings will always be made anonymous in any formal outputs unless we have your prior and explicit written permission to attribute them to you by name. With your consent, your anonymised information may also be kept for future research. A summary of the findings from the study will be made available to participants who indicate they would like to receive this. This summary will be sent to participants by email.

Who is organising and funding the research?

This study has been organised by Ruyi Xu who is conducting PhD research within the Institute for Sport, Physical Education and Health Sciences and her supervisors Dr Martine Verheul and Dr Georgios Machtsiras, and is sponsored by the University of Edinburgh.

Who has reviewed the study?

The study proposal has been reviewed by the Moray House School of Education and Sport Ethics Committee, at the University of Edinburgh.

Who can I contact?

If you have any further questions about the study, please contact the lead researchers, Ruyi Xu, R.Xu-37@sms.ed.ac.uk; Dr Martine Verheul, martine.verheul@ed.ac.uk; Dr Georgios Machtsiras, Georgios.Machtsiras@ed.ac.uk. 

If you would like to discuss this study with someone independent of the study, please contact Dr Marlies Kustatscher, marlies.kustatscher@ed.ac.uk.



If you wish to make a complaint about the study, please contact:
 
Research Governance Team (cahss.res.ethics@ed.ac.uk).
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