
Participant Information Sheet/Consent Form
Non-Interventional Study - Adult providing own consent

Gosford District Hospital


	Title
	The use of portable video media versus standard verbal communication in the urological consent process: a randomised trial

	Short Title
	Video consent for cystoscopy

	
	

	Coordinating Principal Investigator/ Principal Investigator
	Dr Matthew Winter

	Associate Investigator(s)

	
Dr Ellen Hardy
Dr Jessamy Ward
Dr Elizabeth Harrop

	Location 
	Gosford District Hospital





Part 1	What does my participation involve?

1	Introduction
You are invited to take part in this research project, the use of portable video media versus standard verbal communication in the urological consent process: a randomised trial.   This is because you require a cystoscopy (an examination of the bladder using a video camera) and insertion of ureteric stent. The research project is aiming to determine if videos are helpful in understanding the procedure and its risks.

This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests tasks and research 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 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 the tests and research 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?
This study aims to investigate the use of video technology in informing patients about their procedures.  It is important that patients fully understand the benefits and risks of procedures in order to give their consent.  With the increasing availability of portable video technology it is now possible to show patients images of the procedure.  It may be that patients feel that they are better informed by video and this will help doctors to communicate important information to patients in an efficient and effective manner.  This research has been initiated by the investigating doctors.

3	What does participation in this research involve?
Firstly we will ask you if you agree to be a participant in this study and gain your written consent to this.  After this participants will be randomly assigned to either talking with the doctor about the procedure or watching a video about the procedure.  We will then ask you to fill out a form appraising assessing the content of information you were given and your satisfaction with the content delivery medium.  At that point participants will then either watch a video about the procedure or talk to the doctor about the procedure, whichever they did NOTnot do earlier.  You will then be asked to complete the sameanother questionnaires pertaining to that particular method of content deliveryabout the information you were given.  

Overall you will receive the same standard consent process, i.e. talking to the doctor.  The actual procedure performed will not change because of your participation in this study. You will be asked to complete this consent form for participation in this study and two questionnaires about the consent process for the operation (each questionnaire will contain questions regarding knowledge obtained and satisfaction of delivery).  You will not require any other extra involvement because of your participation in this study.  You can expect to spend an extra twenty five (205) minutes viewing the video being studied and another fifteen (15) minutes  answering questions about the process. As for the normal consent process, this will occur at the bedside. This is the extent of your commitments required by this project.  We do not require access to your health data apart from basic demographic from  information collected at the time of your procedure.  The only records kept of this research will be your questionnaire answers.

Neither the time you spend participating in this study, nor the answers you provide will affect the procedure performed.

Although your participation will be short and occur only prior to your surgery, the study itself will be conducted over a period of months.  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 costs associated with participating in this research project, nor will you be paid. The research will be monitored by the HREC Human Research Ethics Committee of the NSLHDNorthern Sydney Local Health District.

4	What do I have to do?
This study does not require you to alter any of your health or general habits.  Overall we expect about 70-100 participants to take part in this study.  Half of these participants will watch a video about the procedure first and talk with their doctor about their procedure while the other half will talk with their doctor about their procedure first and then watch a video about the procedure.  Regardless of the order all participants will talk with their doctor about the procedure.  All of the participants and staff involved in the study will are from Gosford District Hospital

5	Other relevant information about the research project
. 

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 Gosford District Hospital.

76	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; these include receiving the standard verbal consent for this procedure.  Your study doctor will discuss these options 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.

87	What are the possible benefits of taking part?
We cannot guarantee or promise that you will receive any benefits from this research,research; however possible benefits may include a better understanding of the procedure you are likely to receivegoing to have.  Your participation might also help medical staff improve their consent process for future patients.

98	What are the possible risks and disadvantages of taking part?
Participation in this study does not change the treatment you are to receive.  You may use the information you are provided with to make different decisions about how you want your treatment to proceed.  Participation in this study will not significantly delay your time to treatment. The video under investigation contains images from surgical procedures; these may be upsetting to some viewers.

109	What will happen to my test samples?
No test samples will be taken and/or analysed in relation to this study.  Any test samples taken are part of normal care.

101	Can I have other treatments during this research project?
This project will not interfere with any other medical treatment that you may require.  Any changes to your normal medical routine are part of standard care.

1211	What if I withdraw from this research project?
If you decide to withdraw from this research project, please notify a member of the research team before you withdraw. They will supply you with a withdrawal of consent form. There are no special requirements related to withdrawing.   Withdrawal from this study will not affect your treatment.

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 sponsorinvestigators 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.

123	Could this research project be stopped unexpectedly? 
This research project may be stopped unexpectedly for a variety of reasons. These may include technical problems with the video playerfailure of video technology or investigator misadventure
investigator misadventure.

1413	What happens when the research project ends?
At the conclusion of this research project the consent process will revert to the standard verbal interaction.  You will not be required to do anything at the end of the project.  Participants will not be directly contacted with the outcomes of the study.  

Part 2	How is the research project being conducted?

145	What will happen to information about me?
Data collected will be non-identifiablede-identified.  It will be kept on premises secure password protected computers at Gosford District Hospital and will only be examined by the investigators listed above.  It will be stored for five years and then destroyed.  Your consent will allow us to use the collected information for any unspecified research in the future.  There will not be a databank of any information collected.

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. Data will non-identifiablede-identified (i.e. will not be traced back to you).  It will be kept for five years and then destroyed.  Data will only be available to researchers involved in this study.  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.

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. Your confidentiality will be maintained as no identifiable participant data will be used and all data will be analysed en masse. 

In accordance with relevant Australian and/or New South Wales privacy and other relevant laws, you have the right to request access to the information collected and stored by the research team about you. You also have the right to request that any information with which you disagree be corrected. Please contact the research team member named at the end of this document if you would like to access your information.  As all information is de-identified it may be difficult to retrieve your questionnaires. 

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.

156	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.

167	Who is organising and funding the research?
This research project is being conducted by the Urology department of Gosford District Hospital.

You will not benefit financially from your involvement in this research project even if, for example, your samples (or knowledge acquired from analysis of your samples) prove to be of commercial value to the investigators.

In addition, if knowledge acquired through this research leads to discoveries that are of commercial value to the investigators, the study doctors or their institutions, there will be no financial benefit to you or your family from these discoveries.

No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).

178	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 North Sydney Local Health District .Research Office. 

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.

Approval of this project has been given by the Urology department of Gosford District Hospital.

189	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 43202111 or any of the following people:

Dr Ellen Hardy
Dr Jessamy Ward
Dr Elizabeth Harrop

	

Clinical contact person
	Name
	Dr Matthew Winter 

	Position
	Principal investigator

	Telephone
	4320 2111 (pager no: 18309)

	Email
	matthewwinter01@gmail.comMatthew.Winter@health.nsw.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
	Matthew Winter

	Position
	Principal investigator

	Telephone
	43202111 (18309)

	Email
	Matthewwinter01@gmail.com



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
	[Name of HREC]Northern Sydney Local Health District HREC

	Contact PositionHREC Executive Officer
	[Name]Research Ethics Manager

	Telephone
	[ HREC Executive Officer Phone number](02) 9926 4592

	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]Central Coast Local Health District Research Office

	Position
	[Position]Research Manager

	Telephone
	[Phone number](02)4320 3218

	Email
	[Email address]Amanda.Jackson1@health.nsw.gov.au
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Consent Form - Adult providing own consent

	Title
	The use of portable video media versus standard verbal communication in the urological consent process: a randomised trial

	Short Title
	Video consent for cystoscopy

	Protocol Number
	

	Coordinating Principal Investigator/
Principal Investigator
	Dr Matthew Winter

	Associate Investigator(s)

	
Dr Ellen Hardy
Dr Jessamy Ward
Dr Elizabeth Harrop

	Location 
	Gosford District 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 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 project 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. 



[image: Central Coast LHD black]
Note: All parties signing the consent section must date their own signature.
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Form for Withdrawal of Participation - Adult providing own consent

	Title
	The use of portable video media versus standard verbal communication in the urological consent process: a randomised trial

	Short Title
	Video consent for cystoscopy

	Protocol Number
	

	Coordinating Principal Investigator/
Principal Investigator
	Dr Matthew Winter

	Associate Investigator(s)
	
Dr Ellen Hardy
[bookmark: _GoBack]Dr Jessamy Ward
Dr Elizabeth Harrop

	Location 
	Gosford District 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 Gosford District Hospital.

	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	



In the event that the participant’s decision to withdraw is communicated verbally, the Study Doctor/Senior Researcher will need to provide a description of the circumstances 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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