Participant Information Sheet/Consent Form
Interventional Study - Adult providing own consent
An Interventional Study is defined as administration of a drug, device or procedure that is not part of routine care, including all phases of a clinical trial.

Instructions for Creating a Participant Information Sheet/Consent Form 
( This template is a guide only.

( For projects that do not involve trialling a clinical drug, procedure or device, one of the other participant information and consent form templates should be used.

( If more than one Participant Information Sheet/Consent Form is required for your research project, please label the different forms clearly for the different participant groups.  Please note that if there is a sub-study, a separate form is required.

( There are 20 numbered sections in this template. Please ensure that all relevant sections are included and numbered appropriately in your final document. These headings are included to ensure that all the National Statement and ICH/GCP elements are addressed.
( You should delete any headings and sections that are not relevant to your study and/or modify paragraphs so that they are relevant to your study.

( In this template, there are prompts for the content of your Participant Information Sheet/Consent Form (in orange italics) and instructions regarding the format of your document (in blue italics). Please ensure that you delete all prompts (orange italics) and instructions (blue italics) from the final document.  

( Preferred language recommendations for use in your Participant Information Sheet are in black text with a border around paragraphs. Ensure that the border is removed from the ‘Preferred language’ sections in the final document.  Note that this formatting does not apply to section 20 or to the Consent Form.
( If institutional letterhead/logo is to be used, leave space for the letterhead/logo in accordance with the institution’s requirements.
( Include the version date of the document in the footer of each page.  Do not use the ‘automatic’ date insertion function 
( Use the ‘1 of X’ pagination option. Ensure that all references to version date or pagination in the text are correct and consistent with the information in the footer.
( Do not include a place for initialling the document on each page.

( Study participants should be referred to as ‘participants’ and not ‘subjects’ or ‘patients’.
( References to the National Statement (NS) and ICH/GCP Guidelines are noted in relevant sections as footnotes for your information only and do not need to be included in the final document.
( This guide proposes preferred language for some sections of the Participant Information Sheet/Consent Form. This preferred language may be the totality of what is required for the section or it may be a series of suggested phrases to be used along with other information in the section, as indicated by the guidelines pertaining to the section.

( The reviewing institution may have additional preferred language or standard clauses that you are required to include. Please check with the relevant HREC administration to determine whether additional requirements apply.

( Language used should be readily understandable by the participant (Grade 8 reading level or below) and include Australian spelling of words.

( If translated Participant Information Sheet/Consent Forms are to be used, please check with the relevant HREC administration in case additional requirements apply. 

( You should state whether an interpreter will be used in the consent process and/or during the collection of data.

( Text should be at least font size 11 in an easily readable font style.

( Ensure that all font styles and sizes, bolding, italicisation and underlining are intended and that any variations are consistent throughout the document. 
( Please ensure that your final document is proofread.
   This space is reserved for use by jurisdictions or institutions for instructions regarding version control of Participant Information and Consent Forms or other matters specific to jurisdictions or institutions.
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Participant Information Sheet/Consent Form
Interventional Study - Adult providing own consent
Metro North Hospital Health District

	Title
	Argon Plasma Coagulation and Endoscopic 

	
	suturing in the management of weight regain

	
	after gastric bypass surgery

	Short Title
	Endoscopic Management of Weight Regain post 

	
	Gastric Bypass

	Principal Investigator
	Dr Patrick Walsh

	Associate Investigators

	Dr Jason Huang, Dr Chun How Gan, Dr George Hopkins, Dr Mark Appleyard

	Location 
	Royal Brisbane & Women’s Hospital




Part 1
What does my participation involve?

1
Introduction
You are invited to take part in this research project, Endoscopic Management of Weight Regain Post Gastric Bypass. Your clinician has identified you as a person who has weight regain after a gastric bypass operation and may benefit from endoscopic therapy. The research project is aiming to study the long term outcome after endoscopic therapy in this population.
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?
Approximately one fifth of patients that have had a gastric bypass operation experience weight regain over time. Lifestyle and dietary factors are very important, and these patients often require close follow up in a bariatric clinic with a multidisciplinary team to facilitate diet counselling and proper education of lifestyle modifications.
A subset of patient could have weight regain related to dilation of the small stomach pouch and or dilation of the surgical join between the small stomach and the small bowel over time. In addition to lifestyle and dietary interventions, endoscopic revision is currently performed as a first line treatment in the United States, given that surgical revision is associated with significant risk of complications including a small risk of death. It is a new technique, but studies have demonstrated that endoscopic intervention is effective, safe and most patients avoided surgery. There is one case series to date that shows an average weight loss of 9.5kg that appears durable out to 3 years.
Participants will be subjected to argon plasma coagulation (APC) or overstitch therapy based on the size of the surgical join between the stomach and small bowel. Participants in the APC group will receive thermal therapy to the surrounding tissues at the surgical join, while participants in the overstitch group will have sutures placed endoscopically at the surgical join. Both techniques will restore the ideal size of the surgical join.  

In this study, we aim to describe our experience in endoscopic techniques used to treat weight regain after gastric bypass surgery. Our overall objective is to assess the long-term outcome of endoscopic intervention at a tertiary referral centre.

This research has been initiated by the study doctor, Dr Patrick Walsh who is a national expert in bariatric endoscopy and has extensive experience in performing these procedures

. 

3
What does participation in this research involve? What do I have to do?
You have been reviewed by your treating clinician in the bariatric clinic and deemed a suitable candidate for endoscopic revision. If you agree to participate, you will be notified of the appointment date and preparation instruction as per standard endoscopy procedure via mail. 

The procedure will be performed by 1 of 2 experienced endoscopists (Dr Patrick Walsh or Dr Jason Huang) at the endoscopy centre, Royal Brisbane & Women’s Hospital. The procedure will be done under conscious sedation or general anaesthesia by an anaesthetist. After the procedure, you will be admitted into the ward for observation and discharge the following day.
Prior to discharge, the day after the procedure you will be seen by a dietitian and placed on 2 weeks of very low energy diet meal replacements shakes. You will progress onto fluid diet and soft diet and gradually return to a normal diet over 8 weeks under the supervision of a dietitian. You will then be reviewed in the bariatric clinic at 3-, 6-, 9-, 12-, 18-, and 24- months. Data will be collected at these clinic consultations.

You will have a repeat endoscopy at 3 months to assess the post-revision anatomy.

Your participation in this research will allow us to analyse the data collected and publish de-identified results in peer reviewed journals.

The financial costs to you will be minimal and could include car-parking at a cost of $32 per day to stay overnight. There will also be an associated cost of $139.98 (total cost for the shakes for 2 weeks) for the very low energy diet meal replacements shakes. 
4
Other relevant information about the research project
We aim to collect data from 60 participants for analysis. 

You will sign an understanding that you will attend all your procedures and clinic appointments at the Royal Brisbane & Women’s Hospital.

5
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 the Royal Brisbane & Women’s Hospital.
6
What are the alternatives to participation? 
You will receive standard care of regular reviews in the bariatric clinic. 
7
What are the possible benefits of taking part?
We cannot guarantee that you will have significant weight loss from this study; possible benefits include significant weight loss which may lead to improvement in your weight related health problems. 

8
What are the possible risks and disadvantages of taking part?

Taking part in this research will not change your standard care practices. Similar to any procedures requiring general anaesthesia, the risks include nausea and vomiting, dizziness, headache, pain/redness/bruising at the injection site, muscle aches, allergy to anaesthetic medications, and very rarely, heart or lung problems (such as heart attack or vomit in the lungs causing pneumonia), damage to your teeth or jaw due to the presence of instruments in your mouth, “dead arm” type feeling in any nerve due to positioning with the procedure (usually temporary), stroke, infection in the blood, anaphylaxis and death.
Risks specific to the endoscopic procedure include significant narrowing of the surgical join requiring repeated endoscopic treatment, abdominal pain and nausea and vomiting, trauma to the food pipe from the instruments including perforation,  infection in the blood, suture damaging adjacent organs and death. The risk of these procedural complications is very small.

Other disadvantages include the need to stay in hospital overnight, the need to adhere to a strict post-procedure diet, and the need for additional clinic visits, as well as a second follow up endoscopy.

9
What if new information arises during this research project?

Sometimes during a research project, new information learnt from the initial patients 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 follow up to continue through the bariatric clinic. 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 follow up to continue through the bariatric clinic.
10
Can I have other treatments during this research project?

Whilst you are participating in this research project, you may not be able to take some or 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. Your study doctor will explain to you which treatments or medications need to be stopped for the time you are involved in the research project.

11
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 and to comply with law. 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.
12
What happens when the research project ends?

Your standard care practices will continue when the research project ends. You will remain as a patient of the bariatric clinic at the Royal Brisbane and Women’s Hospital and follow up will be determined according to your clinical needs.

Part 2
How is the research project being conducted?

13
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. Information will be stored on a password protected computer and saved into a file on a dedicated drive accessible only by the researchers. 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.
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.
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, except with your permission.  
In accordance with relevant Australian privacy and other relevant laws, you have the right to request access to your information collected and stored by the research team. You also have the right to request that any information with which you disagree be corrected. Please contact the study team member named at the end of this document if you would like to access your information.
14
Who is organising and funding the research?
This research project is being conducted by Dr Patrick Walsh who is a gastroenterologist at the RBWH with an interest in helping patients that have complications after weight loss surgery. This is an investigator lead study. All research funding is in-kind and is part of standard care of consultants and registrars. 
15
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 the Royal Brisbane & Women’s Hospital.
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 Clinical contact person on 07 3646 0538 or any of the following people:

Clinical contact person

	Name
	Kath Bradley

	Position
	Bariatric clinical care coordinator

	Telephone
	07 3646 0538

	Email
	Katherine.bradley@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
	Kath Bradley

	Position
	Bariatric clinical care coordinator

	Telephone
	07 3646 0538

	Email
	Katherine.bradley@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:

This person should be someone independent of the research, such as the Executive Officer of the reviewing HREC that approved the project (if a multi-centre clinical trial). Contact your local HREC administrator (single site trial) for the requirements at your institution.
	Reviewing HREC name
	[Name of HREC]

	HREC Executive Officer
	[Name]

	Telephone
	[ HREC Executive Officer Phone number]

	Email
	[ HREC Executive Officer Email address]


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
Metro North Hospital Health District

	Title
	Argon Plasma Coagulation and Endoscopic 

	
	suturing in the management of weight regain

	
	after gastric bypass surgery

	Short Title
	Endoscopic Management of Weight Regain post 

	
	Gastric Bypass

	Principal Investigator
	Dr Patrick Walsh

	Associate Investigators

	Dr Jason Huang, Dr Chun How Gan, Dr George Hopkins, Dr Mark Appleyard

	Location 
	Royal Brisbane & Women’s 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 Royal Brisbane & Women’s 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
	
	

	


	

	
	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
Metro North Hospital Health District

	Title
	Argon Plasma Coagulation and Endoscopic 

	
	suturing in the management of weight regain

	
	after gastric bypass surgery

	Short Title
	Endoscopic Management of Weight Regain post 

	
	Gastric Bypass

	Principal Investigator
	Dr Patrick Walsh

	Associate Investigators

	Dr Jason Huang, Dr Chun How Gan, Dr George Hopkins, Dr Mark Appleyard

	Location 
	Royal Brisbane & Women’s 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 Royal Brisbane & Women’s Hospital
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


Reason to withdraw.
	


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.
�Question 9, 10, 11





�


�Comment 9


�Question 12


�Question 14


�Question 15





PICF Instructions

Page i of ii
PICF Instructions

Page ii of ii

