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RBD PARTICIPANT INFORMATION SHEET 1 
Study Title: Targeting the early pathological pathways in Parkinson’s Disease

Introduction 

We would like to invite you to take part in a research study. Before you decide to take part you need to understand why the research is being done and what it would involve for you. Please take time to read the following information carefully. If you have already taken part in our previous study, please take the time to read this as a reminder and an update on some changes. Talk to others about the study if you wish.

Part 1 tells you the purpose of the study, why we have asked you to help us and a brief description of what will happen to you if you take part. Part 2 gives you more detailed information about the conduct of the study. Please 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.

Part 1

What is the purpose of the study?

Parkinson’s is a condition affecting the nervous system causing tremor, stiffness and slowness of movement. Neurologists recognise that there are different forms of Parkinson’s, and that the way in which the condition spreads is not the same for all patients, but it is not clear why that is the case. The causes of Parkinson’s are currently largely unknown, but it is likely to be a combination of genetic influences and things in our environment or lifestyle. At present there is no specific test for Parkinson’s and the diagnosis currently depends on the recognition of typical features by those doctors used to seeing the condition. This can sometimes cause a delay in diagnosis. Furthermore, it is believed that there may be changes in the brain for between 5 to 10 years before someone begins to experience the symptoms of Parkinson’s. We would like to discover a test to speed up the diagnosis of Parkinson’s, to understand how the condition spreads, and to monitor its activity. This could result in better treatments which could be given much earlier and hence slow the progression of Parkinson’s. It would also allow us to do better trials of new drugs and stop them earlier if they did not seem to be helping. It is now increasingly recognised that having REM sleep behaviour disorder (RBD) may be a risk factor for developing future Parkinson’s.

In 2010, funded by Parkinson’s UK, we launched a research study called “Understanding the earliest pathological pathways in Parkinson’s disease” (Reference number 10/H0505/71). With your support, we formed the Discovery cohort, consisting of 1000 individuals with early Parkinson’s, 300 controls without Parkinson’s and 100 people with RBD who might be at-risk of future Parkinson’s recruited through this study. Individuals are followed up every 18 months over 5 years. In 2015 we received funding from Parkinson’s UK to extend the follow-up of this valuable cohort of people for another 5 years and beyond. 
Our aim is to develop tests or biomarkers that will: 
1. Predict the onset of Parkinson’s in at-risk individuals 

2. Predict the progression of Parkinson’s following diagnosis. 
We will now be asking participants of this original cohort study whether they would be willing to continue to be followed up through a similar research clinic visit every 18 months over the next 5 years. We will also be recruiting new participants with RBD diagnosed following an overnight sleep study to the cohort. This will involve questionnaires, clinical assessments and a blood test. We will explain what these tests involve in more detail in part 2. 
If you have already taken part in our original study as someone with RBD, I would encourage you to consider attending the 18 monthly follow up visits over the next 5 years, as the information we collect will be critical for our research aims. The longer each person can stay in our study, the more valuable the data we collect, and the more meaningful the conclusions we can draw. This is because we can go back and look at both the clinical information as well as the original test markers in your blood samples to see which factors predicted why some individuals and not others developed Parkinson’s. These previously donated  blood test markers will not be used up completely in our research. However, the value of this research is far greater if we can maintain a high follow-up rate.

We appreciate that for some, coming to clinics may be difficult, so we will also offer the option of a telephone visit +/- video interface (such as Microsoft Teams or similar) or possible home visit for those unable to attend clinic visits. This will allow us to collect some of the data but is obviously less valuable than a clinic visit where we can collect more detailed information.
If we use video interface during your follow up visits, we ask for your permission to record the motor and memory assessments which could be used to seek support from a senior colleague or, to train new team members in the research group. The video will be labelled only with your study ID number, transferred to a secure database and stored separately from other identifiable data. 
Why have I been invited?

You have been invited because you either:

1. Have taken part in the original research study “Understanding the earliest pathological pathways in Parkinson’s disease” (Reference number 10/H0505/71), established in 2010, as a person with RBD

2.  Have a diagnosis of RBD following overnight sleep studies performed at a sleep centre (e.g Oxford, Papworth, Sheffield and other sites)
Do I have to take part?
It is up to you to decide whether or not to take part. We have provided you with information in this sheet which will enable you to make a decision and are very happy to discuss this further either in person or over the phone if you still have questions or concerns. If you decide to take part you are still free to withdraw at any time and without giving a reason.  This will not have any effect on the standard of care that you will receive. If you are unable to attend for a research clinic visit, we will offer you the option of a telephone visit or home visit instead.
Part 2

What would happen to me if I take part ?

Summary of Study Procedures:

1.OBTAINING INFORMED CONSENT
If you decide to take part having read this information sheet, then we will arrange a mutually convenient time to meet you and go through all the study procedures to make sure you understand them. We will then ask you to sign a consent form confirming you are happy to take part. You can still take part even if you only want to do some of the tests and not all of them. The visit would take place at your local sleep clinic in the first instance. Subsequent follow ups would be done using telemed or in person clinic visits. This research project does not require any lifestyle restrictions (e.g. dietary, drive, drink, taking part in sport). You should continue to take your regular medications. We will also discuss with you the possibility of taking some future samples, which we will provide more information to you about, and are completely optional for this study.
If you have already taken part as a participant in our previous research study, we may offer you the option of a further clinic visits or the option of 18 monthly telemed assessments instead. You can still take part even if you only want to do some of the tests and not all of them.

2.CORE STUDY VISIT 
Before the clinic visit we will send you several questionnaires, which we can either send to you as the paper version by post, or you can complete these electronically using a link which we will email. One questionnaire is completed by yourself and takes 30 to 60 minutes, while the other is completed by a close relative or friend. Please bring both completed questionnaires to clinic if you have used the paper format. Among other things, the questionnaire will ask about the content of your dreams, which may be distressing, for example if you typically experience frightening nightmares as part of your RBD. We will also ask if you are willing to complete some online questionnaires at home looking at your diet, physical activity and fatigue levels. At the start of the clinic visit which will last 2-3 hours, we will take a clinical history and do a standard examination. The physical examination will not require you to undress fully, and will be the same as what a neurologist would do in their everyday practice. We will get you to do some cognitive tests. This will involve some reading and writing tasks. We will also perform a smell test as mild changes in the ability to smell can give us clues as to how the brain is working, and check your blood pressure, height and weight. We will also take a blood sample using a sterile needle from a vein in your arm and remove approximately 100ml (seven tablespoons) of blood. This will be stored in our freezers to allow us to do genetic and protein testing in the future. We will also take two skin swabs using gauze wiped across your shoulders and neck, which will later be analysed by a trained medical detection dog to see if they can accurately distinguish people with Parkinson’s from control subjects on smell testing. If you would prefer, you can have the swab taken from your face instead of your shoulders. We would ask you not to shower in the 24 hours before the skin swab is taken if possible, as this could affect results. During the clinic visit, we will also with your consent spend 6 minutes assessing your speech, movement and physiological measurements using a smartphone and/or smartwatch in clinic. We will discuss the option of taking similar recordings at home using your own phone and/or a loaned phone from clinic, and/or a wearable wrist sensor and/or a small lower back sensor that we can attach in clinic using sticky plastic. We will provide you with written instructions and a stamped addressed envelope to post the phone, wrist or lower back sensor back to us after one weeks recording. 
3.OPTIONAL ADDITIONAL VISITS
We will also ask participants if they would be willing to consider doing some optional memory tests at home on a PC, tablet or computer every 6 months, and attending for a 2 to 2.5 hour optional clinic visit to assess memory function in more detail. During this visit, we will offer you a short refreshment break half-way through to prevent fatigue. We will ask you about your anxiety and mood levels using questionnaires, and a combination of computer and smartphone based tests to look at aspects of your memory and learning ability.
You may also be invited back for additional visits to collect further blood samples from you or to compete additional assessments, you are always free to say no to additional visits.

4. FOLLOW UP CORE STUDY VISITS

This is a longitudinal study, which means we would like to follow-up all our participants to see if things change over time. We will therefore invite you to come for a repeat clinic visit and blood test after every eighteen months for the 5 year study duration If you are unable to attend clinic visits, we may ask to follow you up at a home visit or using telephone +/- video interface Depending on results, some participants may also be contacted by a member of our research team following their clinic visit, and invited to take part in either a single or two separate telephone or face to face interviews with the study doctor. If you develop Parkinson’s or a related condition during the study, we will ask if you are still willing to continue to be followed up every 18 months for assessment over the study period.
What are the potential risks of taking part?

The blood test is slightly painful for a few seconds. There may be minor temporary bruising at the site.  There is always a possible risk of introducing infection into the skin or blood with any invasive procedure, but in practice the use of sterile single-use equipment makes this risk extremely remote. Any infection would be treated immediately with antibiotics in hospital.

What if you found an unexpected abnormality?
We do not intend to routinely feedback your results, particularly if there are no obvious advantages to your care, as some participants may be made anxious by knowing such information. If we found anything of concern on our clinical tests, particularly if it is likely to change your medical care, we will discuss this with you so that you can seek appropriate referral and treatment via your GP. 

Our research might identify a biomarker that would predict future conversion to Parkinson’s. Such findings would be based on the average results of lots of patients so may not be relevant to you. For this reason we do not intend to discuss individual results with participants, unless there were very clear benefits for their future care (in this circumstance you will be provided with a separate Genetic Testing Information Sheet and Consent Form).
What are the possible benefits of taking part?

There is unlikely to be any particularly direct benefit to you but you may feel that your participation will contribute to a greater understanding of RBD and the causes of Parkinson’s. We hope this will allow us to help RBD and Parkinson’s patients in the future by developing new tests to make the diagnosis earlier and design better treatments. 
Expenses and payments

We are happy to reimburse any travel expenses that are due to visiting the John Radcliffe Hospital or your local research centre as part of the research project. If you come by car we will pay standard mileage costs, and refund your parking.
What will happen if I don’t want to carry on with the study?

You can withdraw from the study at any time without giving a reason. It will not affect your future care in any way. If for various reasons you feel unable to attend for the future study clinic visits, please let us know and we will also be able to offer you and your carer the alternative option of a brief telephone assessment or home visit instead. We would still like to use your blood samples and clinical information we have collected for future research. If you agree, we would also like to maintain contact with your local neurologist or specialist to follow up on your progress, and monitor your health status using information held by the NHS Digital and your GP. If you agree to your samples being used in future research, your consent form will be held until the samples have been depleted or destroyed. In addition, if you agree to your details being held to be contacted regarding future research, we will retain a copy of your consent form until such time as your details are removed from our database but will keep the consent form and your details separate.
What if there is a problem?

If you have a concern about any aspect of this study you should speak directly to the study organiser (01865 223 166, Dr Michele Hu). If you wish to complain about any aspect of the way in which you have been approached or treated during the course of this study, you can contact the University of Oxford Clinical Trials and Research Governance office on 01865 572221. The University of Oxford, as Sponsor, has appropriate insurance in place in the unlikely event that you suffer any harm as a direct consequence of your participation in this study. NHS indemnity operates in respect of the clinical treatment with which you are provided. 
  << Insert site specific information and local criteria here or delete>>

Will my taking part in this study be kept confidential?

If you agree to take part in this study, the research team might need to see the results of some of your other clinical tests performed by your local neurologist or GP. This would be done with the full approval and knowledge of your neurologist and GP. All personal information collected about you would be kept strictly confidential. Whilst the wearable devices would be used to collect data relating to your physical activity and mechanical movements, the devices would not be used to track your whereabouts. All data would be collected using a study identification number with no personal identifiable details attached. No one other than the research team would be able to link this number back to you, which we would need to do to keep in contact with you.

If you consent, information held by the NHS and records maintained by NHS Digital and the NHS Central Register may be used to help contact you and provide information about your future health status. If you agree, we would also like to maintain contact with your local specialist or GP to follow up on your progress. All data will be stored in special secure premises. Responsible members of the University of Oxford or the NHS Trust may be given access to data for monitoring and/or audit of the study to ensure we are complying with regulations.

Will my Doctor know that I will be taking part?

Your GP and specialist looking after you would be informed about your participation in the study by letter.
What will happen to any samples, clinical information, data and video recordings I give?

The anonymised blood samples will be analysed by collaborators within the Oxford Parkinson’s Disease Centre as part of this study. The blood samples will be processed to derive your DNA (or genetic code), serum which is used to measure specific proteins, and plasma which contains blood cells. You will have the option to consent to your anonymised blood samples and clinical information being retained and used in future studies into Parkinson’s and related degenerative conditions by our centre, or shared with researchers in other academic centres, and used for drug discovery, which may be commercially funded. You will not receive any direct commercial benefit in doing so. If you agree to your samples being used in future research, your consent form will be held until the samples have been depleted or destroyed.

None of the researchers in other centres will be able to identify you from these samples or clinical information, as they will only have an anonymous code. We intend to keep the samples and clinical information indefinitely in case there are new developments that can help us to further understand and treat Parkinson’s. A copy of your consent form would remain with the research team until the samples have been used up.
Video recordings may be important when trying to assess your movement and memory function when using video interface. Video recordings would be stored on a secure server and would be accessible only by designated members of the research team for the purpose of helping to assess your movement and training new team members. Video recordings would not be published in any form at any time in the future without your explicit consent and would be retained for a maximum of 5 years following completion of the study at the University of Oxford.

General Data Protection of your personal data
Data protection regulation requires that we state the legal basis for processing information about you.  In the case of research, this is ‘a task in the public interest.’ The University of Oxford is the data controller and is responsible for looking after your information and using it properly.  

We will be using information from you, your medical records, and NHS Digital; and other central NHS registries in order to undertake this study and will use the minimum personally-identifiable information possible. We will keep any research documents with personal information, such as consent forms, held securely at the University of Oxford for 10 years after the end of the study. 

The local NHS Trust or central Oxford study team will use your name, NHS number, home address, and contact details, to contact you about the research study, and make sure that relevant information about the study is recorded for your care, and to oversee the quality of the study.  They will keep identifiable information about you from this study for ten years after the study has finished. Consent forms and other personal details will be archived at the research site as per local NHS Trust policy for medical notes retention.
Data protection regulation provides you with control over your personal data and how it is used.  When you agree to your information being used in research, however, some of those rights may be limited in order for the research to be reliable and accurate. Further information about your rights with respect to your personal data is available at 
https://compliance.web.ox.ac.uk/individual-rights You can find out more about how we use your information by contacting us on email: parkinsons.discovery@nhs.net 
What would happen to the results of the research study?

We hope that the results of this study will be suitable for scientific publication in biomedical journals, and for communication to patients via the Parkinson’s UK charity. The websites for the Oxford Parkinson’s Disease Centre and Parkinson’s UK will contain updates about progress. We will also provide you with a summary of our overall results by sending you a regular newsletter.

Who is organising and funding the research?

The research has been organised by Dr Michele Hu (Consultant Neurologist, University of Oxford), with other Oxford University scientists and in collaboration with epidemiologist Prof. Yoav Ben-Shlomo (University of Bristol). It is based in the Nuffield Department of Clinical Neurosciences at Oxford University. The financial support for the study has come from the Parkinson’s UK charity.
Who has reviewed the study?

The South Central Oxford A Research Ethics Committee has reviewed the study. An external review process run by Parkinson’s UK reviewed the scientific basis of the study before we were awarded our funding. 

Contact for further information

Please contact the study organiser: 
Dr Michele Hu, Consultant Neurologist

Department of Clinical Neurology, West Wing Level 3 
John Radcliffe Hospital, Oxford OX3 9DU, 
T: 01865  223166 
Email:  parkinsons.discovery@nhs.net
Contact at your local study site
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Thank you for reading this sheet and considering whether you would like to help our research.
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