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Uniting Patients and Researchers
to Investigate Rare Diseases





The Botnar Research Centre

The University of Oxford

Nuffield Orthopaedic Centre, Headington, 
Oxford, OX3 7LD, United Kingdom

Study Telephone number: 07775541615
Participant Information Sheet
Rare and Undiagnosed Diseases Study (RUDY) Blood and Urine samples
We would like to invite you to take part in our blood and urine sample study (one of our sub-studies within RUDY). Before you decide whether to take part, we would like you to understand why the research is being done and what it would involve for you. Talk to others about the study if you wish. Ask us if there is anything that is not clear. One of our team will go through the information sheet with you and answer any questions you may have. 
What is the purpose of the study?

We are interested in understanding more about all aspects of rare diseases. We would like to gather information in order to describe in more detail the different types of rare diseases and what it is like to live with them, including research into the response to vaccines, such as the COVID19 vaccines. One of the ways in which we hope to do this is by collecting blood and urine samples from participants. Collection and analysis will take place up to once every 3 months  over a period of five years. We are recruiting as many participants to this study as possible because of the rare nature of these diseases.
Why and how am I being invited? 
You are being invited to take part because you have consented to participate in the main RUDY study.
Do I have to take part? 
No. It is up to you to decide whether or not to join the study. This information sheet will explain the study to you and we will answer any questions you may have. 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. This would not affect your involvement with the main RUDY study or any future treatment you may need. 
What will happen to me if I take part?
If you are thinking of taking part after you’ve read through this information sheet please contact us if you have any questions. If you agree to participate, we will then ask you to sign a consent form.
Because the study aims to collect information over a five year period, we are aiming to make your involvement as simple and flexible as possible. You can decide what parts of the study you want to be a part of using your RUDY webpage. You will be free to change your mind about your participation and your preferences at any time during the study.   As we plan to collect samples up to every 3 months  over a five year period, we may contact you after 3 months  after you have given samples to ask if you would like to participate again.  
Blood and Urine Sample Collection
We would like to see what the chemicals in your blood and urine or your genetic makeup can tell us about rare diseases in order to develop new tests and treatments. If you agree, we will arrange an appointment at your nearest clinical research facility or local health care provider for a blood and urine test. Depending on the result of the baseline test you may be invited to give further samples every 3 months or longer. 
We will take the blood samples: Month 0 (your first study visit) – up to 2 tubes of blood (approximately 20 ml total, equivalent to about 4 teaspoonfuls). Follow-up blood samples: 3 Tubes of blood (approximately 25ml total, equivalent to about 5 teaspoonfuls)
Expenses and payments
We will cover travel expenses to and from the research facilities. 
What are the possible disadvantages and risk of taking part?
The blood and urine tests have a low risk of harm. There is a risk of bruising from the blood test where the needle punctures the skin.  
What are the genetic aspects of the study?

The purpose of genetic research is to see if there are differences in the genes in your cells, these are the instructions which control how our bodies work. We are looking at how these differences may influence the development of a rare disease not at your genetics as an individual. There is unlikely to be any reliable information that is significant for you. If we do find any results of individual significance we will contact your hospital doctor or GP who may want to refer you for re-testing by genetic services outside the study. 
What are the possible benefits of taking part?
We cannot promise the study will help you personally but we will use the information you give us to help develop new tests and treatments for rare diseases. 

What happens at the end of the five years?
Our intention is to develop this study as a core national project and continue the research. After five years we will review the project and inform you of whether and how we will continue the research, and invite you to continue to take part. 
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 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.

In the event that 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 should contact Dr. MK Javaid 01865 737831 or kassim.javaid@ndorms.ox.ac.uk or you may contact the University of Oxford Clinical Trials and Research Governance (CTRG) office on 01865 572224 or ctrg@admin.ox.ac.uk.
Will my taking part in the study be kept confidential?
Yes. We will follow ethical and legal practice and all information about you will be handled in confidence. The sample tubes will be labelled with your RUDY study number, name, date of birth and the date of the sample. When the samples have been received by the laboratory for further processing and analysis, only the RUDY ID will be retained and the original sample tubes will be securely destroyed. All information that is collected about you during the course of the research will be kept strictly confidential, and any samples or information about you that leaves the hospital/surgery will have your name and address removed so that you cannot be identified. It will be stored in an psuedoanonymised form and only the authorized research administrator(s) will be able to link you to the anonymised data. Only researchers and regulatory authorities will have access to your pseudoanonymised information. Your pseudoanonymised information will be held in a secure database, which is located at the The Botnar Research Centre Oxford NIHR Musculoskeletal Biomedical Research Unit.
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.
What will happen to any samples and data I give?

If you agree your blood (including genetic material) and urine samples will be stored indefinitely in tissue banks and data bases. This material and the resulting data will be used in the future for research that cannot yet be specified and may in the future be deposited in research tissue banks where they can be used by other researchers in the UK and internationally. This research will need to be reviewed and approved by an ethics committee. 

Anonymised samples and /or data collected during the course of the study may be passed on to other organisations which may include commercial organisations.
What will happen to the results of the research study?

The results of the research will be presented at conferences and submitted to publication in journals. As referred to in the main RUDY study information sheet, we will also send you a newsletter every year to keep you informed of the study’s key findings. You will not be able to be identified in the results in any way. 

What will happen if I don’t want to carry on with the study?

You are free to withdraw from all or part of the study at any time. On your page of the website you will be able to indicate which parts of the study (both the main and any sub-studies) you do not want to carry on with, and whether you want to withdraw samples and information that have already been collected, or simply stop any involvement in the future. It will not be possible to remove any information that has been anonymised and already used in research analysis. 
If you die while taking part in the study, data and samples you have provided would continue to be available for use in the study, as per the provisions of your consent at the time of death.

Who is organizing and funding the research?

This study is funded by a research partnership between the National Institute of Health Research (NIHR) Rare Diseases Translational Collaboration, NHS and the University of Oxford at the Musculoskeletal Biomedical Research Unit, Oxford. Other centres around the country are helping to see patients in their clinical research facilities
Who has reviewed the study?

All research in the NHS is looked at by an independent group of people, called a Research Ethics Committee, to protect participants’ interests. This study has been reviewed and given favourable opinion by South Central – Berkshire B Research Ethics Committee.

Thank you for reading this information sheet. 
For further information about the RUDY study visit www.rudystudy.org or call 07775541615. 
General information about participating in research can be found at:

http://www.invo.org.uk/
Yours sincerely


Dr M Kassim Javaid

Academic Rheumatologist

University of Oxford
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