Clinician 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 investigating the ways in which patients and clinicians make decisions regarding bilateral and contralateral risk-reducing mastectomy. In particular, we are interested in your perspective on the ways in which the patient conveyed her thoughts on her decision, the ways in which you responded and how you reached a joint decision.  

To do this we are separately interviewing you and any other clinicians involved in the decision after we have interviewed the patient  

We hope that our findings will help inform communication skills training and guidance literature for clinicians working in breast cancer care.  The results will also be written up as part of a degree for one of the researchers, Hannah Fielden, who is a clinical psychology student at The University of Liverpool, and for publication in peer-reviewed journals.

Why have I been chosen? 

As you were involved in the patient’s decision-making, your perspective is very important to us. 
Do I have to take part? 

No – it is your decision entirely. If you decide to take part, you will be given this information sheet to keep and will be asked to sign a consent form. You are still free to withdraw from the study at any time and without giving a reason. All information we have collected from you will be destroyed if you wish.  

What will happen 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.

· You can choose when you prefer to be interviewed at a time convenient to you.  We would hope for the interview to take place as soon as possible after we have interviewed the patient so that it is easier for you to remember the consultation.   

· Your interview will be audio-recorded if you agree. The length of the interview will vary, depending on how much you wish to talk about.  However, the interview is likely to last between 10 minutes and 25 minutes.  

· The audio-recordings of both the consultation and the interview will be typed up by the researcher and anonymised so that any personal information (such as names, addresses, doctors’ names etc) will not be included in the research.  The information will be stored on a computer at the University of Liverpool and accessible by password to the researcher and her supervisor only.   

· We will also be interviewing the patient and possibly other clinicians. However neither you, any other clinician, nor the patient will be told what the other has said during interviews.

What about confidentiality?    

All information collected during this study will be kept confidential. This means that no one, including the patients in your care, will know what you have said. Although names will be used during the interviews, they will not be included when the recordings are transcribed. The audio recordings will be marked with a number only and then stored securely. 

Only authorised persons will have access to any information about you. You will not be named or identified in any reports of the study. We may include brief quotations from some interviews in our reports, but we will always remove details such as names and places so nobody can be identified.

What are the possible risks and benefits of taking part?        

We do not anticipate any risks, although some patients might experience some distress during the interview. Should you want to talk about any aspect of the study, please contact either the researcher or Dr. Stephen Brown, who is the Chief Investigator on the study and would also be very happy to talk over any aspect of this study with you. 

We hope this study will benefit the care of future women with breast cancer and the clinicians involved in their care. We cannot promise that you or patients we interview will benefit directly from the study, but many people find that taking part in studies of this sort is useful because they have a chance to air their views and to reflect on their practice.   

What if there is a problem?

Any complaint about the conduct of this study, the way you have been dealt with during the study or any possible harm you might suffer will be addressed. If you have a concern about any aspect of this study, you should speak to the researchers who will do their best to answer your questions (see contact details below). If you remain unhappy and wish to complain formally, you can do this through the NHS Complaints Procedure. Details can be obtained from the hospital.  

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 kept secure and 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 archived and stored at the University of Liverpool for 10 years after the end of this study for possible use in future studies. A printed transcript of the interview will be offered to UK Data Archive where it will be made available to legitimate 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 results of the study will be written up for one of the researcher’s Degree of Doctor of Clinical Psychology.  This study will be kept in the library of the Division of Clinical Psychology, University of Liverpool.  A copy of this study will also be kept in the University’s Library.  After the interview, you can ask if you would like a summary of these results.  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 Committee 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

Un9iversity of Liverpool

Liverpool L693GB

Tel: 0151 794 5526

Email: slbrown@liverpool.ac.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.










 Page 5 of 5

