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Participant Information Sheet/Consent Form - Patients
	Title
	Second Ears: Development of an app for audio-recording hospital consultations for oncology patients.

	Project Number
	16/07L

	Principal Investigator
	Amelia Hyatt – Peter MacCallum Cancer Centre


1
Introduction
You are being invited to try out a new consultation audio-recording app during your next consultation at Peter MacCallum Cancer Centre. An ‘app’ is a program that you can use on a mobile phone or tablet device. A member of the research team will call you before your next appointment so that you can discuss this project and ask any questions you may have. If you would like to try the app, you will be asked to answer some demographic questions and to do a telephone interview 1 week after your consultation about your experience of the audio-recording. 
You have been asked to participate in this research project because you have an upcoming appointment at Peter MacCallum Cancer Centre and your clinician has said that they are happy to be audio-recorded by the app.
Participation in this research is voluntary. If you don’t want to take part, you don’t have to. If you decide to take part and later change your mind, you can withdraw. Your decision will not affect your care or your relationship with staff or the Peter MacCallum Cancer Centre.
If you have an iPhone and you decide you want try the app and answer the surveys, you will be asked to sign the consent form at the back of this document and you will be given a copy of this document to keep. A member of the research team will call you to discuss this.
2 
What is the purpose of this research?
Oncology consultations contain a lot of information, and patients and their family members/friends may be very anxious while at the hospital, which makes it hard to remember everything that is discussed in the consultation. We hope that having an easy to use audio-recording app will be helpful for patients and their family members/friends by allowing them to re-listen to the consultation at their convenience. 

We have designed this app with help from people like you, and now we would like to try using the app in a health care setting. We are looking at how best to use the app in the hospital, and so we are seeking feedback from patients and health care professionals.

3
What does participation in this research involve?

If you do decide to take part, you will be asked to audio-record your next consultation using the app. The app will automatically email you a copy of the audio-recording for you to keep, so you can re-listen to it at home if you want to. A copy of the audio-recording will also be kept and securely stored at Peter Mac. If you would like to try the app, we will assist you to download it onto your phone. Alternatively, you can download the app yourself before your appointment using the instructions which can be emailed to you.
If you decide to take part, any family members or friends who accompany you to your hospital consultation will be asked whether they are happy to be audio-recorded by the app during the consultation. . 
People who decide to take part in this study will be contacted one week after their audio-recorded consultation to complete in a telephone survey (30 minutes) to discuss what they think about the audio-recording app. We will audio-record this interview so that we can listen back over your answers and combine them with everyone else’s to get our results. The audio-recording of the telephone interview will be stored for 5 years post study completion.
There are no costs associated with participating in this research project, nor will you be paid. 
4
What are the possible risks and disadvantages of taking part?

You may find some parts of the surveys stressful or upsetting. If you do not wish to answer a question that is completely fine. You can skip questions or stop participating at any point. Some people also may find it distressing to listen to audio-recorded consultations. You do not have to re-listen to the audio-recording if you do not want to. If you become upset as a result of your participation, the research team will arrange for counselling or other appropriate support. Any counselling or support will be provided free of charge by qualified staff who are not members of the research team. 
Additionally, the audio-recordings will be sent to your email and to the hospital from your phone app via secure cloud storage. Files will be encrypted and protected to keep your information secure and confidential. 
5
What if I want to withdraw from this research project?

If you do consent to participate, you may withdraw at any time. If you decide to withdraw from the project, please notify a member of the research team. Data collected up to the time you withdraw will form part of the research project results. If you do not want your data to be included, you must tell the researchers when you withdraw from the research project. 
6
What will happen to information about me?
By signing the consent form you consent to the research team collecting and using the information that you provide in the surveys for this research project. Personal information collected may include your age, sex, diagnosis, and other demographic information. The research team can also access Peter Mac health records if they are relevant to your participation in this research project.
By signing the consent form and using the audio-recording app you consent to a copy of the audio-recording of the consultation being stored at Peter Mac along with your other medical records.

Any information you give us will be confidential; it will be coded so that you cannot be identified in any way.  All the study data will be kept locked or password protected and only members of the research team will have access to it. The data will be kept for 5 years and then destroyed.
If any of our results are published or shared, all of the information will be presented as group data so that there is no risk of you being identified.
You have the right to request access to information about you that is collected by the research team. You also have the right to request that any information be corrected. Contact the research team member named at the end of this document if you would like to access your information.
7
Who has funded and reviewed the research project?

This research is being funded by the Victorian Managed Insurance Authority (VMIA).

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 Peter MacCallum Cancer Centre. 

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.

8
Further information and who to contact
If you have any questions about this research project, or your involvement in it, you can contact the research contact person below. 

After the research project has been completed, we can provide you with a summary of the results. If you are interested in receiving a copy of the results, please speak with the research contact person below.


Research contact person

	Name
	Amelia Hyatt

	Position
	Principal Investigator

	Telephone
	03 8559 7837

	Email
	amelia.hyatt@petermac.org


If you have any complaints about the way the research is being conducted, or any questions about being a research participant in general, then you can contact either of the below.

Complaints contact person

	Position
	Consumer Liaison

	Telephone
	(03) 8559 7517

	Email
	patient.liaison@petermac.org


	Reviewing HREC
	Peter MacCallum Cancer Centre Ethics Committee

	Position
	Research Governance Officer

	Telephone
	(03) 8559 7540

	Email
	ethics@petermac.org


Reviewing HREC approving this research contact person

Consent Form - Patients
	Title
	Second Ears: Development of an app for audio-recording hospital consultations for oncology patients.

	Project Number
	16/07L

	Principal Investigator
	Amelia Hyatt – Peter MacCallum Cancer Centre


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 care.

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

	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	  Date
	
	

	


Declaration by 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 Researcher† (please print)
	
	

	
	

	
	Signature
	
	  Date
	
	

	


† An appropriately qualified 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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