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Participant Information Sheet/Consent Form

Interventional Study - Adult providing own consent
[Insert site name]
	Title
	Safety and efficacy of biodegradable biliary stents



	Project Sponsor
	Investigator initiated

	Coordinating Principal Investigator/ Principal Investigator
	[Coordinating Principal Investigator/

Principal Investigator]

	Location 
	[Location]




1
Introduction
You are invited to take part in this research study because you have developed a biliary stricture (narrowing of the bile ducts) or you need a procedure to be performed for pancreatitis (inflammation of the pancreas) prophylaxis that requires a stent (metal or plastic tube) to be inserted into bile ducts.  This study aims to assess a novel biodegradable stent (ARCHIMEDES) in management of strictures and prophylactic pancreatitis. The stent will be placed during an endoscopic procedure.

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 do not 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 do not wish to take part, you do not 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?
You have developed a biliary stricture or need a pancreatic stent for pancreatitis prophylaxis.  Strictures cause jaundice (yellowing of the skin and eyes) and prevent the proper flow of bile into your digestive tract for the absorption of nutrients. Bile duct blockage is a significant cause of illness and death. Strictures are treated with dilatation and stent insertions. Currently used stents cannot stay in the bile duct permanently, as a result, a repeat procedure  is necessary for stent removal. 
Procedures for stent placement are associated with a number of complications such pancreatitis (inflammation of the pancreas), pain, bleeding, abdominal infections and tube dislodgement. This study is investigating an alternative to usual stents - a biodegradable stent which dissolves by itself over time. Since an additional intervention for stent removal is not required it is proposed that the stricture management risk could be reduced with biodegradable stent.
Biodegradable stents have already been successfully tested in some conditions, this study aims to determine the effectiveness and safety of these stents in your condition. Data collected in the study will help us to understand whether biodegradable stents are equivalent to or better than the conventional stents.
There will be three types of biodegradable stents to be used in the study, your doctor will determine which of the stents is appropriate for your indication. All the stents have been registered by the Australian Register of Therapeutic Goods (ARTG), the registration numbers are: fast biodegradation rate (ARTG ID 335506) and slow biodegradation rate (ARTG ID 335504).
3
What does participation in this research involve?

There are no physical restrictions associated with this study. 

You will need to have an endoscopic procedure for a stent placement to treat your condition whether you participate in the study or not. If you participate in this study, a biodegradable stent rather than plastic or metal will be used to manage your condition.

If you agree to take part in this study, you will be one of 60 patients enrolled in this single centre pilot study. After ensuring that the study procedure is suitable for you, you will undergo an endoscopic procedures and stent(s) will be placed.. 
Following your discharge from the hospital, you will be asked to return to [Institution] for follow up visits: week 1, week 2, months 1, 3, 6, 9 and 12 after the day of the procedure for blood tests to check your liver function (the frequency may be in addition to standard of care) and abdominal X-rays (month 1, 3 and 6 only, the procedure is in addition to standard of care) to note if the stent has resolved properly.  
There are no additional costs associated with participating in this study, nor will you be paid.
4
Do I have to take part in this research study?

Participation in any study 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 study at any stage.

Whatever your decision, it will not affect your routine treatment, your relationship with those treating you or your relationship with [Institution].

5
What are the alternatives to participation?
You do not have to take part in this study to receive treatment at this hospital. Other options are available, including insertion of a conventional plastic or metal stent for the treatment of your biliary stricture after liver transplantation. Your study doctor will discuss this option with you before you decide whether or not to take part in this study. You can also discuss this option with your local doctor.
6
What are the possible benefits of taking part?

We cannot guarantee or promise that you will receive any benefits from this study; however, possible benefits of biodegradable stents is that you may not need to have another ERCP for removing the stent as the stent is degrading on its own.
7
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. 
You will require blood tests to be performed regardless of study participation, however if you join the study you may need to have blood tests to be performed for longer period of time. Having blood taken involves some discomfort at the site from which the blood is taken. There is also a risk of some minor bruising at the site, which may last one to two days.
This research study involves exposure to a very small amount of radiation. As part of everyday living, everyone is exposed to natural occurring background radiation and receives a dose of about 2 millisieverts (mSv) each year. The effective dose from this study is about 1.6 mSv. At this dose level, no harmful effects of radiation have been demonstrated as any effect is too small to measure. This risk is believed to be very low.

Finally, 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.
8 
What will happen to my blood samples?
The collection of blood samples is mandatory for the study in order to monitor your liver function and your overall health before and after the procedure. Amount of blood to be taken each time will be 3.5 ml, in total for the duration of the study 28 ml. Samples will be destroyed once the analysis is completed.
9 
Can I have other treatments during this study?
You may be required to stop some of your medications prior to the treatment. Your doctor will discuss the options with you. During and the follow-up period you can continue to take your usual medications.
10 
What if I withdraw from this study?

If you decide to withdraw from the study, 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 study, 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 study can be measured properly and to comply with law. You should be aware that data collected by the researchers up to the time you withdraw will form part of the study results. If you do not want them to do this, you must tell them before you join the study.
11
 What happens when the study ends?

At the end of the research study, you will be informed of the results of the procedure during your follow up visit with the study doctor.
Part 2
How is the research project being conducted?

12 
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 study. Any information obtained in connection with this study that can identify you will remain confidential. Your information will only be utilised for the purpose of this research study, your identity and contact details will not be revealed unless required by law. Your identity will be substituted by a code, such as a number.
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. The study data will be stored at Endoscopy Unit of Royal Prince Alfred Hospital and at Sydney Local Health District Information and Communications Technology services environment.
All data collected will be entered electronically and stored on a research database named REDCap (Research Electronic Data Capture).  This is a secure, web-based, non-commercial, data management tool designed for research purposes, hosted and backed up on the Sydney Local Health District (SLHD) servers on a daily basis.  No personnel other than the researchers will have access to the research documents.  All data for use in journal publications and presentations will be de-identified. The files will be retained for 15 years from the day the study is completed.  Once this retention expires, the files will be disposed of using the SLHD confidential waste disposal service
It is anticipated that the results of this study 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.
Information about your participation in this study may be recorded in your health records.

In accordance with relevant Australian privacy and other relevant laws, you have the right to request access to the information collected about you 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.
Any information obtained for the purpose of this study 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.
13
Permission to use your data for future research projects

Your de-identified data may be shared with other local or international collaborators and used for future research purposes, however, Human Research Ethics Committee (HREC) approval will be sought to prior to any future use of the data.  You can indicate your agreement to this on the Participant Consent Form.
14 
Complaints and compensation

If you suffer any injuries or complications as a result of this study, 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.
15 
Who has reviewed the study?

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 study have been approved by the Ethics Review Committee (RPAH Zone) of the Sydney Local Health District.

Any person with concerns or complaints about the conduct of this study should contact the

Executive Officer on 02 9515 6766 and quote protocol number X20-0514.
This study will be carried out according to the National Statement on Ethical Conduct in Human

Research (2007, updated 2018). This statement has been developed to protect the interests of people who agree to participate in human research studies.
16 
Further information and whom to contact

If you want any further information concerning this study or if you have any medical problems which may be related to your involvement in the study (for example, any side effects), you can contact the principal study doctor on [phone number].
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Consent Form - Adult providing own consent
	Title
	Safety and efficacy of biodegradable biliary stents



	Project Sponsor
	Investigator initiated 

	Coordinating Principal Investigator/

Principal Investigator
	[Coordinating Principal Investigator/

Principal Investigator]

	Location 
	[Location]


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 [Institution] 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, if I decide to discontinue the study treatment, I may be asked to attend follow-up visits to allow collection of information regarding my health status.  Alternatively, a member of the research team may request my permission to obtain access to my medical records for collection of follow-up information for the purposes of research and analysis. I understand that I do not have to agree to these requests
I understand that my de-identified data may be used for future use and I agree to this.
I understand that my participation in this study will allow the researchers and others, as described in the Information for Participants, to have access to my medical record, and I agree to this.

(
I would like to receive a copy of the study results when they become available. My email address is: _____________________________________________
I understand that I will be given a signed copy of this document to keep.
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


Declaration by Witness

	Only complete the witness section below if an impartial witness is required for participant who unable to read as per Note for Guidance on Good Clinical Practice CPMP/ICH/135/95 at 4.8.9) where a witness* to informed consent is required. 

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

	
	

	
	Signature
	
	 Date
	
	

	 

	


* 
A witness to the participant’s signature may witness the participant’s signature and sign the above box as a record of this. The witness to participant signature is a witness to the signature and not a witness to the consent process. Witness is not to be the Study Doctor, a member of the study team or their delegate. 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.
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