



Understanding the impact of gender on access to kidney transplantation in the UK 

PARTICIPANT INFORMATION SHEET
You are invited to take part in a research study. Before you make your decision, 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. You may want to talk to others about the study before taking part.
Ask me 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. 
Who is organising and funding the research?

The project lead is Dr Manuela Savino, a kidney doctor (nephrologist) currently working as a research fellow at the UK Renal Registry, who is completing a Master’s degree in Public Health at the University of the West of England. The project will be conducted as Master’s thesis supervised by Professor Andy Gibson. It is also supported by the Renal Association Patient Council. The project receives no funding.
Why am I doing this research?
Since the late 1980s, it has been reported in international studies that, compared to men, women have less access to kidney transplantation. This disparity can occur at different steps in the kidney transplant pathway and can affect progression to each step in the process. As reported by the UK Renal Registry (UKRR), at the end of 2017, the chances for women to receive a kidney transplant within 2 years of starting dialysis were 16% lower than for men. Conversely, whilst women receive fewer kidney transplants, they are more likely than men to be living kidney donors. In the UK women represent 54.2% of all living donors, a finding that is similar across all ethnic groups except in the Black population, where this observation is reversed, and men donate more often. 

Unfortunately, a lack of “qualitative” studies (studies that collect information to describe a topic, rather than measure it, by collecting impressions, opinions and points of view to provide a deep understanding) makes it difficult to understand how and why this disparity happens. 

This study is being conducted with the support of the Renal Association Patient Council and the Kidney Patient Involvement Network (KPIN). The lead investigator is a specialist kidney doctor (nephrologist) who is currently a clinical researcher at the UK Renal Registry and a Master’s student in Public Health at UWE (University of the West of England) in Bristol. This research project will be conducted as a Master's dissertation, but the results of the study will be circulated to impact on current policies and ensure better understanding of the gender differences affecting on access to kidney transplantation.
The aims of this study are to explore how women and men with kidney failure, waiting or not a transplant, differently perceive barriers in the pathway leading to transplant. The study will also investigate how their behaviours differ in overcoming such barriers and explore their experiences in navigating the health system.

Why have you been invited to take part?

With the support of the Renal Association Patient Council and KPIN, the study has been sponsored to reach and recruit people aged ≥18 years with kidney failure (chronic kidney disease stage 5 not on dialysis or on dialysis treatment) who are or are not waiting for a transplant. The aim of the study is to in gain information about your experience of the pathway to access kidney transplantation. The purpose of the questions will be to capture your views and experience about possible barriers to kidney transplantation and navigation of the health system to access a transplant. 
Do you have to take part?

Participation in the study is voluntary. Before deciding to take part please ask any questions that may help you decide whether to participate. You can withdraw from the study at any time without penalty and without having to justify your choice, by informing the researcher. 
If you decide to take part, what will you be asked to do?

If you decide to participate, you will be asked to sign an explicit consent to participate in the study. As a participant in the study, you will be asked to give your consent for an interview with the researcher. You will have the opportunity to agree to an appointment with the researcher for this interview. The interview lasts approximately two hours and will be conducted exclusively between you and the researcher remotely, either by telephone or via a digital platform (Microsoft Teams). In order to enable analysis of the information gathered by the researcher, the interview will be audio/video recorded so that the researcher can listen to it again to transcribe it correctly. 
All information collected is considered confidential and for this reason will be used anonymously for the sole purpose of this study. If you decide to take part in the research, please keep this information sheet to remind yourself of what is involved.

What are the possible disadvantages or risks of taking part in this study?

The study has no particular risks but talking about one's personal experience can sometimes be distressing. If you feel distressed during the interview, be reassured that the interview will be stopped, and it will be your decision whether or not to continue. If you feel it necessary, ask us to put you in touch with organisations that are committed to supporting people with kidney failure and can offer you the support you need.
What are the possible benefits of taking part?

Participation in this study contributes to a greater understanding of why access to kidney transplantation is affected by gender differences, which in turn can help to inform policies to address this issue.
What will happen to your information?
All the information we receive from you will be treated in the strictest confidence, and will be kept confidential and anonymised before analysis. Hard-copy research material will be kept in a locked and secure setting to which only the researcher will have access in accordance with the University’s regulations and the Data Protection Act 2018 and General Data Protection Regulation requirements. Video and voice recordings will be securely destroyed immediately after anonymised transcription. Your anonymised data will be analysed together with other interview and file data, and we will ensure that there is no possibility of identification or re-identification from this point.
Where will the results of the research study be published? 

The results of this study will initially be part of a Master’s dissertation in Public Health. Subsequently, the results will be disseminated in peer-reviewed scientific journals and conferences (national and/or international). The aim of the dissemination is to help design interventions and develop policies to address this issue.

Anonymous and non-identifying direct quotes may be used for publication and presentation purposes.
Please let us know if you would like us to share the results of the study when they are published.
Who has ethically approved this research?
The project has been reviewed and approved by the University of the West of England University Research Ethics Committee. Any comments, questions or complaints about the ethical conduct of this study can be addressed to the Research Ethics Committee at the University of the West of England at: 

Researchethics@uwe.ac.uk 
What if something goes wrong? 
Queries and/or complaints will be reported to Professor Andy Gibson in first instance for appropriate action. 
What if I have more questions or do not understand something?
If you would like any further information about the research, please contact in the first instance:
Dr Manuela Savino

UK Renal Registry

Brandon House Building 20A1

Southmead Road, Filton

BRISTOL, BS34 7RR
e-mail: Manuela.Savino@renalregistry.nhs.uk
mobile: 07760203391
 Thank you for agreeing to take part in this study.

You will be given a copy of this Participant Information Sheet and your signed Consent Form to keep.                        


