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Participant Information Sheet/Consent Form
Interventional Study - Adult providing own consent
	Title
	Linked color imaging versus white light: a randomised tandem colonoscopy study of adenoma miss rates

	Short Title
	LCI-AMR study

	Protocol Number
	

	Coordinating Principal Investigator/ Principal Investigators
	A/Prof. David Hewett
Dr Ammar Kheir

Dr Emily Lim

Dr Nicholas Tutticci

	Associate Investigators
	Dr Antonio Lee
Dr Shinichiro Sakata

	Location 
	Queen Elizabeth II Jubilee Hospital




Part 1
What does my participation involve?

1
Introduction
You are invited to take part in this research project. This is because you have been booked for an elective colonoscopy.  The research project is testing a new imaging system for colonoscopy.  The new system is called linked color imaging (LCI).

This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and treatments involved. Knowing what is involved will help you decide if you want to take part in the research.
Please read this information carefully. Ask questions about anything that you don’t understand or want to know more about. Before deciding whether or not to take part, you might want to talk about it with a relative, friend or your local doctor.
Participation in this research is voluntary. If you don’t wish to take part, you don’t have to. You will receive the best possible care whether or not you take part.

If you decide you want to take part in the research project, you will be asked to sign the consent section. By signing it you are telling us that you:
• Understand what you have read
• Consent to take part in the research project
• Consent to have the tests and treatments that are described
• Consent to the use of your personal and health information as described.

You will be given a copy of this Participant Information and Consent Form to keep.
2 
What is the purpose of this research?
Colonoscopy is considered to be the “gold standard”, or the most reliable and effective technique for detection and prevention of colorectal cancer. Despite this, even in the most experienced hands, cancers and pre-cancerous lesions can be missed during any colonoscopy.
LCI is a new imaging system, developed by FUJIFILM Co. (Tokyo, Japan), which we hope may reduce the number of missed lesions during a colonoscopy. Although few studies have been done using it to date, one published report suggests that it may improve the visibility of lesions in the colon by improving contrast without compromising the brightness of the picture and the distance from which lesions are visible.

By using this during colonoscopy we hope to demonstrate that fewer lesions are missed with LCI compared to standard white light (WL) imaging systems. We also will evaluate the validity of a classification for diagnosing polyps during colonoscopy with LCI (the NBI International Colorectal Endoscopic or NICE classification).
This research has been initiated by the study doctor, A/Prof. David Hewett.

3
What does participation in this research involve?

This consent form must be signed prior to any study assessments being performed.

You are eligible for this study if you are attending the Queen Elizabeth II Jubilee Hospital for an elective colonoscopy, are aged 18 or over, and have not had previous bowel surgery which involves resection of the colon or rectum.

You will be participating in a randomised controlled research study. Sometimes we do not know which treatment is best for treating a condition. To find out we need to compare different treatments. We put people into groups and give each group a different treatment. The results are compared to see if one is better. To try to make sure the groups are the same, each participant is put into a group by chance (random).
This particular study is also a cross-over study. In a cross-over study the groups each have the different treatments in turn. This means that although you will be put into a group by chance (random), you will still undergo colonoscopy using both the new technology (LCI) and the standard technology (white light, WL) used during usual colonoscopy. The different groups will dictate whether your procedure begins with the new LCI technology or the standard white light technology.

You will undergo a single colonoscopy procedure. A colonoscopy is where the doctor uses an instrument called a colonoscope to look at the inside lining of your bowel. This procedure starts from your back passage (anus) and goes up to the right side of your large bowel (caecum). This is done to see if there are any growths, polyps or disease in your bowel. Small pieces of your bowel may need to be removed for pathology tests. This procedure will utilise a sedation anaesthetic.
The duration of the procedure is estimated to be a few minutes longer than the usual colonoscopy, as the colon will be inspected twice (once with LCI and once with WL). We will record where in the colon lesions were found, the size of the lesions, and on which inspection they were found (first or second). Any cancerous or pre-cancerous appearing lesions detected during either of these inspections will be treated as per standard procedures. The procedure will be performed by an experienced endoscopist. We will also assess whether the technology for its accuracy in predicting the type of lesions found, in comparison with the formal histological diagnosis (where the lesion is analysed by a specialist pathologist). 
This research project has been designed to make sure the researchers interpret the results in a fair and appropriate way and avoids study doctors or participants jumping to conclusions.  

There are no additional costs associated with participating in this research project, nor will you be paid. All medication, tests and medical care required as part of the research project will be provided to you free of charge.
4
What do I have to do?
You will be required to prepare for a colonoscopy as you would per standard instructions. No extra responsibilities are required beyond this for the purposes of the study.

5
Other relevant information about the research project
This study is being held only at Queen Elizabeth II Jubilee Hospital. Roughly 100 people will be taking part in this study.

6
Do I have to take part in this research project?

Participation in any research project is voluntary. If you do not wish to take part, you do not have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage.
If you do decide to take part, you will be given this Participant Information and Consent Form to sign and you will be given a copy to keep.
Your decision whether to take part or not to take part, or to take part and then withdraw, will not affect your routine treatment, your relationship with those treating you or your relationship with Queen Elizabeth II Jubilee Hospital.
7
What are the alternatives to participation? 
You do not have to take part in this research project to receive treatment at this hospital.  Other options are available; this includes standard colonoscopy with WL imaging alone.  Your study doctor will discuss this with you before you decide whether or not to take part in this research project.  You can also discuss the options with your local doctor.
8
What are the possible benefits of taking part?
We cannot guarantee or promise that you will receive any benefits from this research; however, possible benefits may include better detection of pre-cancerous and cancerous lesions in the colon in the future. This may lead to earlier treatment and prevention of colorectal cancer. There may be no clear individual benefit to you from your participation in this research.
9
What are the possible risks and disadvantages of taking part?

Medical treatments often cause side effects. You may have none, some or all of the effects listed below, and they may be mild, moderate or severe. If you have any of these side effects, or are worried about them, talk with your study doctor. Your study doctor will also be looking out for side effects.
There may be side effects that the researchers do not expect or do not know about and that may be serious. Tell your study doctor immediately about any new or unusual symptoms that you get.
Many side effects go away shortly after treatment ends. However, sometimes side effects can be serious, long lasting or permanent. If a severe side effect or reaction occurs, your study doctor may need to stop your treatment. Your study doctor will discuss the best way of managing any side effects with you.
The risks of this procedure essentially are same risk as the standard colonoscopy you have already agreed to, except that the duration of the colonoscopy will be longer. We do not anticipate any added inherent risk from the imaging systems themselves.

10
What will happen to my test samples?
Collection of tissue (i.e. any lesions which have been removed during the colonoscopy) will be done and analysed as part of your routine care. No tissue samples will be obtained or stored purely for research purposes alone. The results of your tissue analysis will be de-identified and used to compare with what the endoscopist performing your colonoscopy thought the lesion was on inspection.
11
What if new information arises during this research project?

Sometimes during the course of a research project, new information becomes available about the treatment that is being studied. If this happens, your study doctor will tell you about it and discuss with you whether you want to continue in the research project. If you decide to withdraw, your study doctor will make arrangements for your regular health care to continue. If you decide to continue in the research project you will be asked to sign an updated consent form.
Also, on receiving new information, your study doctor might consider it to be in your best interests to withdraw you from the research project. If this happens, he/ she will explain the reasons and arrange for your regular health care to continue.

12
Can I have other treatments during this research project?

Yes.  Whilst you are participating in this research project, you are able to take all of the medications or treatments you have been taking for your condition or for other reasons. It is important to tell your study doctor and the study staff about any treatments or medications you may be taking, including over-the-counter medications, vitamins or herbal remedies, acupuncture or other alternative treatments. You should also tell your study doctor about any changes to these during your participation in the research project. 

It may also be necessary for you to take medication during or after the research project to address side effects or symptoms that you may have.  You may need to pay for these medications and so it is important that you ask your doctor about this possibility.

13
What if I withdraw from this research project?

If you decide to withdraw from the project, please notify a member of the research team before you withdraw. This notice will allow that person or the research supervisor to discuss any health risks or special requirements linked to withdrawing.
If you do withdraw your consent during the research project, the study doctor and relevant study staff will not collect additional personal information from you, although personal information already collected will be retained to ensure that the results of the research project can be measured properly. You should be aware that data collected by the sponsor up to the time you withdraw will form part of the research project results.  If you do not want them to do this, you must tell them before you join the research project.
14
Could this research project be stopped unexpectedly?

This research project may be stopped unexpectedly for a variety of reasons. These may include reasons such as:
• Unacceptable side effects

• The technology (LCI) being shown not to be effective
• The technology (LCI) being shown to work and not need further testing
15
What happens when the research project ends?

LCI may or may not be available for ongoing use. Conventional colonoscopy techniques will remain available to investigate any growths, polyps or disease in your bowel.
Part 2
How is the research project being conducted?

16
What will happen to information about me?
By signing the consent form you consent to the study doctor and relevant research staff collecting and using personal information about you for the research project. Any information obtained in connection with this research project that can identify you will remain confidential. Written information will be stored in a secured cabinet within a locked office in the Department of Endoscopy at Queen Elizabeth II Jubilee Hospital, which is locked by a security access code. Written information will be entered into a database in a de-identified form and stored on a password-protected computer within the Department of Endoscopy. Your information will only be used for the purpose of this research project and it will only be disclosed with your permission, except as required by law. Data will be kept for 24 months or less.
Information about you may be obtained from your health records held at this and other health services for the purpose of this research. By signing the consent form you agree to the study team accessing health records if they are relevant to your participation in this research project.

Your health records and any information obtained during the research project are subject to inspection (for the purpose of verifying the procedures and the data) by the institution relevant to this Participant Information Sheet, Queen Elizabeth II Jubilee Hospital, or as required by law. By signing the Consent Form, you authorise release of, or access to, this confidential information to the relevant study personnel and regulatory authorities as noted above. 
It is anticipated that the results of this research project will be published and/or presented in a variety of forums. In any publication and/or presentation, information will be provided in such a way that you cannot be identified.
Information about your participation in this research project may be recorded in your health records.

Any information obtained for the purpose of this research project that can identify you will be treated as confidential and securely stored.  It will be disclosed only with your permission, or as required by law.
17
Complaints and compensation
If you suffer any injuries or complications as a result of this research project, you should contact the study team as soon as possible and you will be assisted with arranging appropriate medical treatment. If you are eligible for Medicare, you can receive any medical treatment required to treat the injury or complication, free of charge, as a public patient in any Australian public hospital.
18
Who is organising and funding the research?
This research project is being conducted by A/Prof. David Hewett. No external research funding is being used.
19
Who has reviewed the research project?

All research in Australia involving humans is reviewed by an independent group of people called a Human Research Ethics Committee (HREC).  The ethical aspects of this research project have been approved by the HREC of Metro South Hospital and Health Service. 
This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007). This statement has been developed to protect the interests of people who agree to participate in human research studies.

20
Further information and who to contact
The person you may need to contact will depend on the nature of your query. 
If you want any further information concerning this project or if you have any medical problems which may be related to your involvement in the project (for example, any side effects), you can contact the principal study doctor on (07) 3182 6111 or any of the following people:

Clinical contact person

	Name
	Dr Emily Lim

	Position
	Principal Investigator

	Telephone
	(07) 3182 6111

	Email
	Emily.Lim@health.qld.gov.au


For matters relating to research at the site at which you are participating, the details of the local site complaints person are:
Complaints contact person

	Name
	Dr Emily Lim

	Position
	Principal Investigator

	Telephone
	(07) 3182 6111

	Email
	Emily.Lim@health.qld.gov.au


If you have any complaints about any aspect of the project, the way it is being conducted or any questions about being a research participant in general, then you may contact:

	Reviewing HREC name
	Metro South Hospital and Health Service

	HREC Executive Officer
	Metro South HREC Coordinator

	Telephone
	07 3443 8047

	Email
	EthicsResearch.PAH@health.qld.gov.au


Reviewing HREC approving this research and HREC Executive Officer details
Local HREC Office contact (Single Site -Research Governance Officer)
	Name
	[Name]

	Position
	[Position]

	Telephone
	[Phone number]

	Email
	[Email address]


Consent Form - Adult providing own consent
	Title
	Linked color imaging versus white light: a randomised tandem colonoscopy study of adenoma miss rates

	Short Title
	LCI-AMR study

	Protocol Number
	

	Coordinating Principal Investigator/ Principal Investigators
	A/Prof. David Hewett

Dr Ammar Kheir

Dr Emily Lim

Dr Nicholas Tutticci

	Associate Investigators
	Dr Antonio Lee

Dr Shinichiro Sakata

	Location 
	Queen Elizabeth II Jubilee Hospital


Declaration by Participant

I have read the Participant Information Sheet or someone has read it to me in a language that I understand.
I understand the purposes, procedures and risks of the research described in the project.

I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to Queen Elizabeth II Jubilee Hospital concerning my disease and treatment for the purposes of this project. I understand that such information will remain confidential. 

I have had an opportunity to ask questions and I am satisfied with the answers I have received.

I freely agree to participate in this research project as described and understand that I am free to withdraw at any time during the study without affecting my future health care. 

I understand that I will be given a signed copy of this document to keep.
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


If participant is unable to read:
	

	
	Name of Witness* to Participant’s Signature (please print)
	
	

	

	
	Signature
	
	 Date
	
	

	


* Witness is not to be the investigator, a member of the study team or their delegate.  In the event that an interpreter is used, the interpreter may not act as a witness to the consent process.  Witness must be 18 years or older.
Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation.
	

	
	Name of Study Doctor/Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of, and information concerning, the research project. 

Note: All parties signing the consent section must date their own signature.
Form for Withdrawal of Participation - Adult providing own consent
	Title
	Linked color imaging versus white light: a randomised tandem colonoscopy study of adenoma miss rates

	Short Title
	LCI-AMR study

	Protocol Number
	

	Coordinating Principal Investigator/ Principal Investigators
	A/Prof. David Hewett

Dr Ammar Kheir

Dr Emily Lim

Dr Nicholas Tutticci

	Associate Investigators
	Dr Antonio Lee

Dr Shinichiro Sakata

	Location 
	Queen Elizabeth II Jubilee Hospital


Declaration by Participant

I wish to withdraw from participation in the above research project and understand that such withdrawal will not affect my routine treatment, my relationship with those treating me or my relationship with Queen Elizabeth II Jubilee Hospital.
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


In the event that the participant’s decision to withdraw is communicated verbally, a description of the circumstances is to be provided below:
	


Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the implications of withdrawal from the research project and I believe that the participant has understood that explanation.
	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of and information concerning withdrawal from the research project. 

Note: All parties signing the consent section must date their own signature.
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