
Patient Information Sheet

Patient and surgeon decision-making in risk-reducing mastectomy: an ethical and empirical analysis



What is the purpose of the study?

We are interested to learn how women make decisions about whether to have a risk-reducing mastectomy or not. We are also interested in how clinical staff help them to make their decisions and how they see their role in the decision process. We hope that our findings will help us to understand how clinicians can best help women to make decisions in future. 

Why have I been chosen?

You have been asked to take part in the study because we understand that you have considered having a risk-reducing mastectomy (at the Breast Unit of the Linda McCartney Centre)(at the Alder Hey Genetics Clinic).

Do I have to take part?

You do not have to take part in this study.  It is up to you to decide whether or not to take part.  If you decide to take part, you will be given this Information Sheet to keep and will be asked to sign a consent form.  If you decide to take part you are still free to withdraw at any time and without giving a reason.  Whether you participate or not will not affect the care you receive. If you were to participate but then withdraw, this would not affect the care you receive either.
What will happen to me if I take part?

If you choose to take part, you will be given a copy of this Information Sheet and a signed Consent Form to keep.

We would like to interview you about how you have thought about the possibility of having this operation and how you decided about it. In particular, we are interested in how you thought and felt about the risk of cancer and risk-reducing mastectomy and how you and your clinician came to decide about what is best to do. You can choose whether you would prefer to be interviewed at the (Breast Unit)(Genetics Clinic), at the University of Liverpool or at your own home.  If you choose to be interviewed at the Breast Unit or the University of Liverpool, your travel expenses will be paid.  

· Your interview will be audio-recorded if you agree to this.  The length of the interview will vary, depending on how much you wish to talk about.  However, the interview is likely to last between 20 minutes and 60 minutes.  

· The audio-recordings of the interview will be typed up by the researcher.  All information which might identify you will be removed and replaced by a code so that any personal information (such as names, addresses, doctors’ names etc) will not be included in the research.  

· The interview will focus on the following topics: how you viewed the risk of breast cancer (re)occurrence, how you first became aware of the possibility of having a risk-reducing mastectomy, the factors that contributed to your preferences to have the risk-reducing mastectomy or not and how you and the clinical staff interacted to make the decision. 

· With your permission, we would also like to interview clinical staff who have been involved in this decision.  None of the interviewees will be told what any other interviewee has told us.
What are the possible disadvantages of taking part?

The interview may involve talking about information that was or is upsetting for you. However, you do not have to talk about anything you do not wish to.  If you feel that you need help with any of the matters that we have discussed one of the research team will be happy to speak to you to give you advice on further sources of support.  
What are the possible benefits of taking part?

You will not personally benefit from taking part in the study.  However, any information that you give us can help us find out more about how people make this decision and about the roles that clinical staff should play.  We hope that our findings will help clinicians to be more effective in helping women in future.

What if something goes wrong?

If you wish to complain, or have any concerns about any aspect of the way you have been approached or treated during the course of this study, the normal National Health Service complaints mechanisms will be available to you. You can complain to:

Customer Relations Team
Royal Liverpool and Broadgreen University Hospitals NHS Trust

Prescot Street

Liverpool

L7 8XP

Tel: 0151 706 4903

complaints@rlbuht.nhs.uk
Susan Chapman

Complaints Manager

Alder Hey Children’s NHS Foundation Trust

Eaton Road

Liverpool

L12 2AP

Direct Telephone Line – 0151 252 5913

Will my taking part in this study be kept confidential?

All data collected for this study will be kept safely and securely on computer and on transcribed paper records. Dr. Stephen Brown will be the custodian of all study data.  All information about you will be confidential.  Any information which identifies you (for example, your name, names of family, friends, and doctors, addresses, names of hospitals, telephone numbers, date of birth, and employment) will be removed from transcriptions and replaced by a code.   

What will happen when the study ends?

After all identifying details have been removed from the transcribed records of consultations and interviews, these will be analysed by the study team. The results will be published in reports and scientific journals, but it will not be possible to identify any individuals from these reports.  Any quotation used in the writing up of the final study will be kept anonymous.   

With your permission, transcripts of audio recordings of interviews and consultations will be stored at the University of Liverpool for 10 years after the end of this study for possible use in future studies. If you consent to it, a printed transcript of the interview will be offered to UK Data Archive where it will be made available to future researchers. All information that might enable you to be recognised will be removed from these records

What will happen to the results of the research study?

The clinical psychology student who is part of the team will write up the results of the study for for the Degree of Doctor of Clinical Psychology.  This thesis will be kept in the library of the Division of Clinical Psychology, University of Liverpool.  A copy of this thesis will also be kept in the University’s Library.  After the interview, you can ask if you would like a summary of these results, which will then be available after October 2008.  You will not be identified in these results.

We will also write the results up to publish them in academic journals.  After the interview, you can also ask if you would like a copy of these publications.  You will not be identified in any publications.

Who is organizing and funding the research?

The chief investigator is Dr Stephen Brown, a senior lecturer at Liverpool University. He is collaborating with Professor Peter Salmon, Mr Chris Holcombe and Dr Louise Clark. ___ is employed as a Research Officer to conduct the research, and Ms Hannah Fielden is a student in Clinical Psychology who is conducting the research as part of her qualification.

The Economic and Social Research Council is funding the research.

Who has reviewed the study?

The study has been reviewed by:

· The Department of Psychological Sciences at Liverpool University

· The Economic and Social Research Committee

· Liverpool Local Research Ethics Committee.

Contact information
Stephen Brown, Chief investigator
Department of Psychological Sciences

University of Liverpool

Liverpool L693GB

Tel: 0151 794 5526

Email: slbrown@liverpool.ac.uk

For independent advice please contact:

Patient Advice and Liaison Service
Latham Court
Bridgemere Close
Liverpool L7 0LS
Tel: 0800 073 1106

Email: PALS@liverpoolpct.nhs.uk
You are being invited to take part in a research study.  Before you decide to take part or not, it is important for you to understand why the research is being done and what it will involve.  Please take time to read the following information carefully and discuss it with others if you wish.  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.





Thank you for reading this.
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