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Patient-Reported Safety Incidents in Endoscopy
Patient Information Sheet

	Short Title
	Patient-Reported Safety Incidents in Endoscopy

	Version
	1.1

	Date
	06-11-19

	IRAS Project ID
	271479

	Study Sponsor
	London North West University Healthcare NHS Trust

	Study Coordination
	St Mark’s Hospital and Academic Institute

	Chief Investigator
	Dr Srivathsan Ravindran


We would like to invite you to take part in a research study.  Your participation is strictly voluntary, meaning that you may or may not choose to take part.  To decide whether or not you want to be part of this research, the risks and possible benefits of the study will be discussed with you and are described in this form so that you can make an informed decision.  Before you decide whether to take part, 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.  Talk to others about the study if you wish.

Please ask us if there is anything that is unclear to you or if you would like more information.  Take time to decide whether or not you wish to take part.
What is the purpose of the study?
Endoscopy is the investigation of the gastrointestinal tract with long, flexible cameras. It is common with over 2.5 million procedures conducted each year in the UK. We know that with so many procedures being performed each year, we need to make sure measures for maintaining safety are upheld. However, we know that safety incidents – those events that can contribute to or cause patient harm – still occur in endoscopy. Detecting these incidents has its owns challenges due to the nature of current incident reporting systems and we know we do not capture all incidents that occur in endoscopy. 
Over recent years, the concept of patient-reporting has arisen. This has been shown to be useful in detecting safety incidents, particularly as patients have a unique perspective of the care they receive.

The aim of this study is to investigate how we can develop a patient-reporting tool to detect safety incidents in endoscopy.  
Why have I been chosen?
You are part of patient and public involvement (PPI) group that have been identified by lead researchers. You have some understanding of healthcare processes or an interest in improving healthcare for all. The nominated group leads have been informed and have granted permission to seek your inclusion in this study.
Do I have to take part?

No.  It is up to you to decide whether you take part or not.  If you do choose to take part you will be asked to sign an informed consent form and you will be given a copy to keep, together with this information sheet. 

If you do not wish to take part in the study you do not have to give a reason.  You will not be disadvantaged in any way, and it will not affect the standard of care you receive.

If you initially decide to take part and then change your mind at a later date you are free to withdraw without providing a reason.  Once again you will not be disadvantaged in any way and your care will not be affected.

What will happen to me if I take part?
If you agree to take part then you will be recruited to take part in a single focus group. You will need to commit to a single half day in London. The focus group will be conducted at the base location of your PPI group. 
What do I have to do?
You will have to keep a single half day free for the focus group. We will contact you with suitable dates for the focus group you have been assigned to.
During the focus group, we will follow a schedule of activities. These will follow a set of group activities designed to generate ideas around the topic we are investigating. Your contributions will be very welcome throughout this process. If you do not feel like contributing at times then do not worry. We are hoping to get a set of ideas from this group rather than everyone’s individual contribution. 
If you agree to take part, we will send you a summary document before the focus group. This highlights the study in a bit more detail and puts the forthcoming focus group discussions into context. You do not need to do anything but read the document in preparation. You will receive £25/hour as a result of participation. Travel costs will not be reimbursed. 
What are the possible disadvantages and risks of taking part?

There are no clear disadvantages to taking part in this research. The risk to participants is thought to be low. It is possible that participants may be affected by discussion of sensitive topics. However, the schedule created for the focus groups aims to avoid conversation around personal care. 
What are the possible benefits of taking part?
Whilst there is no immediate benefit to participants, your contributions would be used to inform the development of a safety tool. This tool will undergo pilot testing in a single endoscopy unit. We hope this would be of benefit to patients in the medium to long term thereafter.
What will happen if I don’t want to carry on with the study?
You are free to withdraw from the study at any time and do not have to give a reason. 

Will my taking part in this study be kept confidential?

Yes.  All information which is collected about you during the course of the research will be kept strictly confidential. 

London North West Healthcare University NHS Trust is the sponsor for this study based in the United Kingdom. If you join the study, the data collected for the study may be looked at by authorised personnel from St Mark’s Hospital London. All will have a duty of confidentiality to you as a research participant and nothing that could reveal your identity will be disclosed outside the research sites. No identifiable data will be used. All data will be stored on password protected software and in locked and dedicated rooms at St Mark’s Hospital. All data will be stored in this manner up to five years after the study has closed. 
Your rights to access, change or move your information are limited, as we need to manage your information in specific ways in order for the research to be reliable and accurate. If you withdraw from the study, we will keep the information about you that we have already obtained. 

What will happen to the results of the research study?
The result of this research will inform the pilot study of the reporting tool. Results may be published separately through peer-reviewed journals as well as website of the national body for endoscopy, JAG (the Joint Advisory Group on GI endoscopy). You will not be able to be identified from any publication. 
Who is organising and funding the research?
This study is being funded through the Wolfson Unit for Endoscopy, St Mark’s Hospital, London.
Who has reviewed the study?
This study has been review by the Imperial Research Partners group and external peer reviewers. This study has been submitted through the Health Research Authority portal. 
Contact for Further Information
Dr Srivathsan Ravindran
Wolfson Endoscopy Unit
St Mark’s Academic Institute

St Marks Hospital

Watford Road

Harrow, Middlesex

HA1 3UJ

You will be given a copy of the patient information sheet and a signed consent form to keep.
Centre Number:

Study Number:

Patient Identification Number for this trial:

CONSENT FORM
Title of Project: Patient-Reported Safety Incidents in Endoscopy
Name of Researcher:
Dr S Ravindran







Please initial box
1.
I confirm that I have read and understand the information sheet dated ............................ 
(
(version ............) for the above study and have had the opportunity to ask questions.

2.
I understand that my participation is voluntary and that I am free to withdraw at any time, 
(
without giving any reason, without my medical care or legal rights being affected.

3.
I understand that sections of any of my medical notes may be looked at by responsible
(

individuals from [company name] or from regulatory authorities where it is relevant to my


taking part in research.  I give permission for these individuals to have access to my 


records.

4.
I agree to take part in the above study.


(
________________________
________________
____________________

Name of Patient


Date
Signature

_________________________
________________
____________________

Name of Person taking consent
Date

Signature

(if different from researcher)

_________________________
________________
____________________

Researcher


Date

Signature


1 for patient; 1 for researcher
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