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Participant Information Sheet

1. Title of Study
Decision Making in Older People with Frailty and Head and Neck Cancer

You are being invited to take part in a research study. This study is looking at how people make decisions about their health care. The decisions we are studying do not apply to you, however we would value your opinion. Please take your time to read the following information leaflet. If there is any information you are unsure about or would like to discuss further please do not hesitate to ask us any questions you may have. You can also discuss your potential participation with friends, family or your GP if you wish and there is no obligation to take part.
Thanks for your time in reading the following information.

2. What is the purpose of the study?
The purpose of this project is to provide up-to-date information to improve individualised decision making for frail elderly or potentially frail elderly patients with head and neck cancer


3. Why have I been chosen to take part?
You have been invited to take part as you are aged over 65 years of age or are a health care professional looking after patients who may be over the age of 65.

4. Do I have to take part?
It is up to you if you would like to take part. You are free to change your mind at any time without giving a reason. If at any point you have doubts or questions about taking part, or change your mind, you should contact one of the research team. Their details are at the end of the information sheet.

5. What will happen if I take part?
[bookmark: _GoBack]If you would like to take part we will arrange for you to attend a meeting via video call at a time convenient for you. The interview will last about 30 minutes and will be conducted by one of the researchers. The researchers are all health care professionals with a history of working with this type of patient.
The researcher will first go through a brief questionnaire about your current health. They will then explain some of the health problems patients over the age of 65 with cancer in the mouth, neck or throat may face after treatment and ask what you think about them. You will be asked to rate different health scenarios on a scale. The researcher will explain things clearly at every step. The interview will not involve any video taping, audio taping or photography.

6. How will my data be used?
The University processes personal data as part of its research and teaching activities in accordance with the lawful basis of ‘public task’, and in accordance with the University’s purpose of “advancing education, learning and research for the public benefit. 

Under UK data protection legislation, the University acts as the Data Controller for personal data collected as part of the University’s research. The Principal Investigator acts as the Data Processor for this study, and any queries relating to the handling of your personal data can be sent to Prof Jo Patterson (Joanne.Patterson@liverpool.ac.uk)

Further information on how your data will be used can be found in the table below.

	How will my data be collected?
	Your data will be collected during the session detailed above. There will be no identifiable information collected.

	How will my data be stored?
	Data will be inputted into a Microsoft excel document. This document will be stored on the University of Liverpool M drive and will be password protected.

	How long will my data be stored for?
	The data will be kept for a minimum of 10 years following completion of the research in line with university policy.

	What measures are in place to protect the security and confidentiality of my data?
	We will record no identifiable data – ie name or DOB although we will record your age at time of completing the interview.

	Will my data be anonymised?
	No identifiable data will be collected so there will be no requirement for data to be anonymised. This will be monitored for compliance by the Principal Investigator.

	How will my data be used?
	Your data will be used to inform a larger piece of research and will be written in up for publication in professional and/or academic journals and disseminated in professional meetings.

	Who will have access to my data?
	The researchers involved in the project will have access to the data.

	Will my data be archived for use in other research projects in the future?
	No

	How will my data be destroyed?
	The excel document with the data will be transferred to the Principal Investigator following completion of the project. This will then be destroyed in line with university policy after 10 years.




7. Expenses and / or payments
We will aim to complete this piece of research using video link so there should not be any costs incurred for you. 

8. Are there any risks in taking part?
You are being asked to give about 60 minutes of your time. The interview may remind you about health problems you have or used to have or of difficult experiences you or those close to you may have experienced. If you feel you would like to stop the interview then you can do this at any time without having to give a reason.

9. Are there any benefits in taking part?
There are no direct benefits to you from taking part, but the findings from the study will help us work out what is important to patients when they are making decisions about their treatment.

10. What will happen to the results of the study?
We hope that the work will be presented at a medical meeting or published in professional and academic journals. It will be used to help health care professionals make the right decisions for older patients with cancer of the mouth, neck or throat. You will not be identified in any report or publication that is written. If you would like a copy of a summary of the results, we will organise for this to be sent to you when the study is complete

11. What will happen if I want to stop taking part?
You can withdraw your participation in the study at any time without explanation.
If you have a concern about any aspect of this study, you should ask to speak to the researchers who will do their best to answer your questions. You can also contact the Principal Investigator Jo Patterson (Joanne.Patterson@liverpool.ac.uk) for further information. 

12. What if I am unhappy or if there is a problem?
If you are unhappy, or if there is a problem, please feel free to let us know by contacting the Principal Investigator Jo Patterson (Joanne.Patterson@liverpool.ac.uk) and she will try to help. If you remain unhappy or have a complaint which you feel you cannot come to us with then you should contact the Research Ethics and Integrity Office at ethics@liv.ac.uk. When contacting the Research Ethics and Integrity Office, please provide details of the name or description of the study (so that it can be identified), the researcher(s) involved, and the details of the complaint you wish to make.

The University strives to maintain the highest standards of rigour in the processing of your data. However, if you have any concerns about the way in which the University processes your personal data, it is important that you are aware of your right to lodge a complaint with the Information Commissioner's Office by calling 0303 123 1113.

13. Who can I contact if I have further questions?

Principal Investigator: Prof Jo Patterson (Joanne.Patterson@liverpool.ac.uk)


Contact details of investigatory team 
Emer Fahy (efahy@nhs.net)
Dr. Asan Akpan (Asangaedem.Akpan@liverpool.ac.uk)
Dr. David Hamilton (David.Hamilton@newcastle.ac.uk)
Prof Simon Rogers (simon.rogers10@nhs.net)
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