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Participant Information Leaflet 
Study title: What are GPs’ views and experiences related to referral of patients with suspected inflammatory bowel disease or irritable bowel syndrome and what influences their referral behaviour?
Short title: GPs’ views regarding referral
Investigators: Karoline Freeman, Aileen Clarke

Invitation
We would like to invite you to take part in our research study by taking part in an interview. Joining the study is entirely up to you. Before you decide, you will need to understand why the research is being done and what it would involve for you. Please take the time to read the following information to help you decide whether or not you would like to take part. Please feel free to talk to others about the study if you wish.
The first part of this Participant Information Leaflet tells you the purpose of the study and what will happen to you if you take part. Part two gives you more detailed information about the conduct of the study.
Please do ask if anything is unclear or if you would like more information.

Part 1
What is the research about?
We know little about what influences a GP to refer a patient to secondary care consultants and services and we do not know what role faecal calprotectin testing plays in the referral decision making process of patients with irritable bowel syndrome and inflammatory bowel disease. Faecal calprotectin testing can help distinguish between irritable bowel syndrome and inflammatory bowel disease in patients presenting with unexplained gastrointestinal complaints. 
This study explores the views and experiences of GPs’ referrals when assessing patients with suspected inflammatory bowel disease or irritable bowel syndrome. We want to speak to GPs to understand their reasons for referral and possible influences on the decision to refer.
This study is part of a wider project which investigates the role of faecal calprotectin in primary care. The project started in October 2016 and will be completed in September 2020. It explores the characteristics of tested patients who received a faecal calprotectin test, the test accuracy of faecal calprotectin testing and its cost-effectiveness in primary care. The information from the interviews with GPs will help in highlighting the role of the test in referral decisions. Any barriers or enablers to its use will be explored.

Why have I been asked to participate?
We would like to speak to GPs practising in the West Midlands. You have been asked to participate because you have been identified as a GP working in this region. We would like to interview you about your views and experiences with regards of referral of patients with either suspected inflammatory bowel disease or irritable bowel syndrome. To participate you do not need to have ordered a faecal calprotectin test previously nor do you have to believe in the usefulness of the test. We plan to speak to a wide range of GPs to explore different views and experiences.

How will this research make a difference to me and my patients?
Referral involves a complex decision making process. Understanding GPs’ decision making process may help to improve care, e.g. by influencing decision making and may help in developing referral decision tools such as tests. It may highlight barriers and enablers to the timely implementation of tests in primary care that can be addressed. Information collected will be used to optimise knowledge on test use for referral decisions of patients with inflammatory bowel disease and irritable bowel syndrome. 

What would taking part involve?
If you decide that you would like to take part and be interviewed, we will arrange a date which is convenient to you for the interview. Before the interview we will go through a consent form to ensure you are happy with the process and understand the research, and we will then ask you to sign the consent form agreeing that you are willing to take part. We will ask you to answer a few questions about you and your practice, before concentrating on asking questions about your experiences with referral, your reasons for referral and influences on the referral decision. The interview will be audio-recorded to facilitate with accurate data capture. If you do not wish for the interview to be recorded please let us know. Once you have given your consent we will then conduct the interview. 

Where will the interview take place and how long will it take?
The investigator will visit you in your practice to conduct the interview at a time convenient to you. The interview will be scheduled for about 45 minutes and will take no longer than an hour including introductions and consent. If a face-to-face meeting is not feasible a telephone interview may be considered instead.

What are the possible benefits of taking part?
There are no direct benefits in taking part in the research, however, we hope that the information will be useful for GPs in understanding the referral decision making process.

What are the possible disadvantages and risks of taking part?
We have not identified any risks associated with taking part in the interview. However, we are aware that all research involves participants discussing experiences that are personal to them. 
In order to include a wide variation of experiences, not all GPs who volunteer to be interviewed may be selected.

Expenses and payments
Participants will be offered a payment of £80.00 / interview for taking part in the interview.

Part 2
What will happen if I don’t want to carry on with the study?
If you decide that you no longer wish to take part, you have the right to withdraw from the study. You can withdraw from the study up to one month after the interview has taken place. After this point your data will have been anonymised and analysis will have begun. 
If you wish to withdraw from the study you just need to notify the investigator using the contact details at the end of this information sheet. Once you have withdrawn from the study, all information pertaining to you will be destroyed including any audio-recordings. There will be no consequences of withdrawing from the study and you do not need to tell us why you no longer wish to take part.

How will my information be kept confidential?
Your taking part in the study will be kept confidential. Data collected in the interview will be used for analysis but all identifying details will be removed and the interview will be given a number (anonymised) so that the information is not directly attributable to you. We will ask your consent to use anonymised quotes for reporting purposes. The anonymised audio-recordings of the interview may be typed up by an external transcriber, who will sign a confidentiality form. All interview data and information relating to this project will be kept securely at the University of Warwick for 10 years in line with the Research and Data Management Policy.
Very rarely, an issue can arise in interview discussions which professional duty may require us to report. If this were to arise, we would first discuss this with you and seek your consent to report. If you were not happy for us to do so, we would discuss the issue with the Chief Investigator before making a decision on breaking confidentiality.

What will happen to the results of this study?
The results will be used to feedback to GPs who have participated in the study and will be published more broadly through academic papers and dissemination events targeted at patients, GPs and researchers.

Who is funding the study?
This study is funded as part of an NIHR doctoral fellowship by the National Institute for Health Research (NIHR) with the reference number DRF-2016-09-038.

Who has reviewed this study?
This study has been reviewed and given favourable opinion by two independent external reviewers as part of an NIHR fellowship application and by the University of Warwick’s Biomedical and Scientific Research Ethics Committee (BSREC): [REGO-2017-1914 Freeman].

If you have any questions about this study you can contact:
[bookmark: _GoBack]Karoline Freeman (NIHR doctoral fellow, University of Warwick)
E-mail: k.freeeman@warwick.ac.uk
Telephone: 02476 57 4026

If you have any complaints or concerns about the research or staff you can contact:
This study is covered by the University of Warwick’s insurance and indemnity cover. Any complaint about the way you have been dealt with during the study or any possible harm you might have suffered will be addressed. Please address your complaints to the person below, who is a senior University of Warwick official entirely independent of this study:
Write to: Head of Research Governance, Research & Impact Services, University House,   
	  University of Warwick, Coventry, CV4 8UW
Email: researchgovernance@warwick.ac.uk
Telephone: 024 76 522746


Thank you for reading this.
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