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	Study title:
	Integration of Virtual Reality as analgesia for office based flexible cystoscopy: a randomized prospective study



	Locality:
	SouthernDHB
	Ethics committee ref.: 
	

	Lead investigator:
	Dr. Thomas Clarkson
	Contact phone number: 
03 474 0999 
	


You are invited to take part in a study on testing virtual reality technology as a method of distraction while undergoing Flexible Cystoscopy.  Whether or not you take part is your choice.  If you don’t want to take part, you don’t have to give a reason, and it won’t affect the care you receive.  If you do want to take part now, but change your mind later, you can pull out of the study at any time.  

This Participant Information Sheet will help you decide if you’d like to take part.  It sets out why we are doing the study, what your participation would involve, what the benefits and risks to you might be, and what would happen after the study ends.  We will go through this information with you and answer any questions you may have.    You do not have to decide today whether or not you will participate in this study. Before you decide you may want to talk about the study with other people, such as family, whānau, friends, or healthcare providers.  Feel free to do this.

If you agree to take part in this study, you will be asked to sign the Consent Form on the last page of this document.  You will be given a copy of both the Participant Information Sheet and the Consent Form to keep.

This document is six pages long, including the Consent Form.  Please make sure you have read and understood all the pages.

What is the purpose of the study?
· The purpose of the study is to see if a virtual reality movie will improve discomfort level and patient satisfaction from the procedure.  

· The standard technique of the procedure will not be altered. 
· Participants will complete a questionnaire before and after the procedure rating their pain, anxiety and overall procedure satisfaction.
· Funding has been sought from the University of Otago and Southern District Health Board (DHB) for this study. The investigators of this research are employees of the DHB. If you would like to contact someone regarding the study, you can contact: Dr. Thomas Clarkson on 03 474 0999   
· This study has been approved by the local ethics committee.

What will my participation in the study involve?

· You have been invited because you may require to undergo flexible cystoscopy
· If you consent, you will be randomly allocated to either the control group (where you will have the standard flexible cystoscopy procedure) or the virtual reality group where you will watch a short movie during the procedure using a virtual reality headset. All participants watch the same movie. The headset will be cleaned between patients.
· The only time for participation required is at the time of the procedure and both groups will fill in a short questionnaire before and after the procedure.
· Identifiable information will only be collected on the consent form only and a participant number will be assigned. This number will be used in place of names on the questionnaire, allowing them to be de-identified. The log of identifiable data will be stored securely and no identifiable information will be published. No other medical or personal information will be collected for this study.
What are the possible benefits and risks of this study?

· Besides VR Headset use study itself does not convey any further risk to you over and above the complications/risks of the flexible cystoscopy procedure. These will be outlined in the general consent for the procedure.
· Known side effects of VR headset use are temporary symptoms such as nausea, irritable eyes, headache or eyestrain. These are most common with prolonged periods of use
· The potential benefit of participation is that this study could lead to better patient satisfaction outcomes after cystoscopy using virtual reality.
·  As the Urology team it is our responsibility to ensure that excellent care is provided to participants during the study. 
· If you were to experience side effects then we would terminate use of the VR headset and a medical review would be initiated. If you were to develop these after leaving the hospital or if they persisted then you should seek medical review.
Who pays for the study?

· Study funding is from the University of Otago and the Southern DHB.
· We recognize the contribution of patient participation, for this we are very grateful. However, we do not offer any formal reimbursement.  
What if something goes wrong?

If you were injured in this study, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery.

If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.

However, in the unlikely situation that there is an issue with this claim, then the University of Otago’s clinical trial insurance would apply. This cover would provide you with compensation equivalent to that you would have been entitled to under the Accident Compensation Act 2001..  By signing the Consent Form for this study, should ACC not provide you coverage, you are explicitly agreeing that compensation for any injury will be as per the terms of University’s then current clinical trials insurance cover, the full terms and conditions of which are freely available on request. 

What are my rights?

· The study has complete voluntary participation, including that patients are free to decline to participate, or to withdraw from the research at any time, without experiencing any disadvantage. Any information collected prior to withdrawal from the study can also be removed from the analysis process if required. 

· Participants have the right to access information about them collected as part of the study. 

· Participants will be told of any new information about adverse or beneficial effects related to the study that becomes available during the study that may have an impact on their health or participation in the study.
· We acknowledge the privacy and confidentiality of individuals, for this reason there will be no identifiable data collected. All answers and patient details will be anonymized.  
What happens after the study or if I change my mind?

· After the day of procedure no further participation is required. That will conclude the study. 
· Data will be de-identified and stored electronically.. Maximum duration of storage will be 10 years . Thereafter all information will be destroyed. 
· If you change your mind, the study has complete voluntary participation, including that patients are free to decline to participate, or to withdraw from the research at any time, without experiencing any disadvantage. Any information collected prior to withdrawal from the study may also be removed from the analysis process if required. However, as data will be de-identified we will not be able to identify individual results after collection. 

Who do I contact for more information or if I have concerns?

If you have any questions, concerns or complaints about the study at any stage, you can contact: 

Dr. Thomas Clarkson, Study leader

Telephone number 03 474 0999

Email Thomas.Clarkson@southerndhb.govt.nz
Prof. Amir Zarrabi, Consultant Urologist

Telephone number 03 474 0999

Email Amir.Zarrabi@southerndhb.govt.nz
If you want to talk to someone who isn’t involved with the study, you can contact an independent health and disability advocate on:


Phone: 
0800 555 050
Fax: 

0800 2 SUPPORT (0800 2787 7678) 
Email: 

advocacy@hdc.org.nz
For Maori Heath support please contact :

Maori Health Liaison Service
- Hata Temo        Ph: 03 474 0999 - Ext: 8649, Pager: 6691 

- Aroha Ngatai     Ph: 03 474 0999 - Ext: 5106, Pager: 6121 

You can also contact the health and disability ethics committee (HDEC) that approved this study on:


Phone:

0800 4 ETHICS


Email:

hdecs@moh.govt.nz
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Consent Form
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Please tick to indicate you consent to the following 
	I have read, or have had read to me in my first language, and I understand the Participant Information Sheet.  
	
	

	I have been given sufficient time to consider whether or not to participate in this study.
	
	

	I have had the opportunity to use a legal representative, whanau/ family support or a friend to help me ask questions and understand the study.
	
	

	I am satisfied with the answers I have been given regarding the study and I have a copy of this consent form and information sheet.
	
	

	I understand that taking part in this study is voluntary (my choice) and that I may withdraw from the study at any time without this affecting my medical care.
	
	

	I consent to the research staff collecting and processing my information, including information about my health.
	
	

	If I decide to withdraw from the study, I agree that the information collected about me up to the point when I withdraw may continue to be processed.
	Yes (
	No (

	I consent to my GP or current provider being informed about my participation in the study and of any significant abnormal results obtained during the study.
	Yes (
	No (

	I agree to an approved auditor appointed by the New Zealand Health and Disability Ethic Committees, or any relevant regulatory authority or their approved representative reviewing my relevant medical records for the sole purpose of checking the accuracy of the information recorded for the study.
	
	

	I understand that my participation in this study is confidential and that no material, which could identify me personally, will be used in any reports on this study.
	
	

	I understand the compensation provisions in case of injury during the study.
	
	

	I know who to contact if I have any questions about the study in 
general.
	
	

	I understand my responsibilities as a study participant.
	
	

	I wish to receive a lay summary of the results from the study.
	Yes (
	No (


Declaration by participant:

I hereby consent to take part in this study.

	Participant’s name:

	Signature:
	Date:


Declaration by member of research team:

I have given a verbal explanation of the research project to the participant, and have answered the participant’s questions about it.  

I believe that the participant understands the study and has given informed consent to participate.

	Researcher’s name:

	Signature:
	Date:


If you need an INTERPRETER, please tell us.
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