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PARTICIPANT INFORMATION SHEET & INFORMED CONSENT FORM

Study Title: Evaluation of a new tool, PREDICT: Prostate, to aid treatment decision-making for men with newly diagnosed non-metastatic prostate cancer

You are being invited to take part in a research study. Before deciding whether to take part, you need to understand why this research is being done and what it involves. Please take time to read the following information carefully and talk to others about the study if you wish. Please ask us if anything is not clear or if you would like more information. Please take time to decide whether or not you wish to take part.

Section 1 explains the purpose of the study and what will happen if you take part.

Section 2 gives more detailed information about the conduct of the study.

Section 1: Purpose of the study and what will happen

1.
What is the purpose of the study?

Experts at the University of Cambridge have developed a new prediction tool and decision aid called ‘PREDICT: Prostate’. This is a tool that provides estimates of survival outcomes for men diagnosed with prostate cancer. Estimates are individualised to a patient’s characteristics. This tool is available as a website designed to help inform patients and help them decide which is the best management strategy for them. 

This study is being undertaken to assess whether patients find PREDICT: Prostate useful, and what impact it might have in clinical practice. 
2
Why have I been invited?


You have been invited to participate in this trial because you have been diagnosed with prostate cancer that has not spread to distant sites (non-metastatic), and because more than one management option is potentially appropriate for you. 
3.
Do I have to take part?

No. Participating in this study is completely voluntary.  If you decide to participate you will be asked to sign an Informed Consent Form, however you are still free to change your mind and leave the study at any time without giving a reason.  Whether or not you choose to participate, your future medical treatment will not be affected in any way.
5. What will happen to me if I take part?

If you agree to participate in the study, you will be invited to attend a study appointment before their next hospital appointment. You will be asked to sign the Informed Consent Form (at the end of this document) and will be randomly allocated to one of two groups. One group will be asked to complete a questionnaire. The other group will go through the PREDICT: Prostate tool with a researcher and then complete the questionnaire. The questionnaire will take approximately 15 minutes to complete. Your participation in the study will finish after the questionnaire with no further visits or other additional contact necessary. 
If you agree to participate, information on your disease characteristics and eventual treatment decisions will be taken from your medical notes, and kept in a non-identifiable form.
6.
What will I have to do?

You will be asked to attend the hospital about an hour earlier than your next follow-up appointment. You will be asked to either complete a questionnaire, or go through the PREDICT: Prostate website with a researcher and then complete a questionnaire. 

There are no additional hospital visits, blood tests, or biopsies necessary as part of this study. No further follow-up related to this study is necessary.

7. What are the possible disadvantages and risks of taking part?

PREDICT: Prostate is a decision-aid and therefore may influence your thinking about your prostate cancer. However, it is designed to inform you in order to help and assist in your decision-making.
8. What are the possible benefits of taking part?

There is no guarantee that you will benefit from taking part in this trial.  However, participation may help you decide about your treatment. Your participation in this study may enable future refinements to the model and benefit future patients.
9. What happens when the study finishes?
After completing the questionnaire, no further involvement will be necessary. Your information and responses will be fully anonymised and analysed. 
10.
Expenses & Payment?

You will not receive any payment for participating in this trial and we are unable to reimburse any expenses incurred by your participation in this trial.

Section 2: Trial Conduct

11. What if I decide I no longer wish to participate in the trial?


You are free to leave this study at any time without giving a reason and without affecting your future care or medical treatment.  Your doctor may also choose to withdraw you from the trial if they feel it is in your best interests. Any identifiable data related to your participation would be deleted. 
12. What if there is a problem?
If you wish to complain or have any concerns about any aspect of the way you have been approached or treated during this study, you can do this through the NHS complaints procedure.  In the first instance it may be helpful to contact the Patient Advice and Liaison Service (PALS) [Telephone: 01223 216756 or Email: pals@addenbrookes.nhs.uk ].
13. What about the use of my data?
Cambridge University Hospitals NHS Trust (CUH) and The University of Cambridge are the sponsors for this study based in the UK.  CUH and the University of Cambridge will collect information about you for this research study. This information will include your name, hospital number, contact details and health information, which is regarded as a special category of information. We will use this information to contact you if necessary, and for research purposes.  

We will be using information from you and your medical records 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 sponsors will keep identifiable information about you for 1 year after the study has finished. Your rights to access, change or move your information are limited, as we need to manage your information in specific ways in order for the research to be reliable and accurate. If you withdraw from the study, we will keep the non-identifiable information about you that we have already obtained. To safeguard your rights, we will use the minimum personally-identifiable information possible. You can find out more about how we use your information by contacting the study chief investigator (contact details below).

CUH and the University of Cambridge will use your name, hospital number 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. Individuals from these organisations and regulatory organisations may look at your medical and research records to check the accuracy of the research study. The only people in CUH who will have access to information that identifies you will be people who need to contact you to arrange an appointment or audit the data collection process. The people who analyse the information will not be able to identify you and will not be able to find out your name, hospital number or contact details.

CUH and the University of Cambridge will keep identifiable information about you from this study for 1 year after the study has finished.
Your GP will be informed of your clinical appointments in the normal manner. No additional information relating to participation in this study will be shared with your GP.

14. What will happen to the results of the trial?

The results of the study will be anonymous and you will not be able to be identified from any of the data produced.  When the results of this study are available they may be published in peer reviewed medical journals and used for medical presentations and conferences.  If you would like to obtain a copy of the published results please contact your doctor directly who will be able to arrange this for you. 
15. Who is organising (sponsoring) and funding the trial?

This trial is jointly sponsored by Cambridge University Hospitals NHS Foundation Trust and the University of Cambridge.  The study is being funded via a grant from The Urology Foundation and through internal funding. 

16. Who has reviewed this trial?

All research within the NHS is reviewed by an independent group of people called a Research Ethics Committee, to protect your interests.  This study has been reviewed and given favourable opinion by TBC – TBC TBC Research Ethics Committee.  
17. Further information and contact details

Mr David Thurtle, Academic Urology Group, Box 279, Addenbrooke’s Hospital, Hills Road, Cambridge, CB2 0QQ. David.Thurtle@addenbrookes.nhs.uk 
Telephone: 01223 348441
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