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	Participant Information Sheet

Skin Lesion Awareness Personal Application (SLAPA) Study
	

	Design and validation of the Skin Lesion Awareness Personal Application – a comprehensive, patient-centered skin cancer application
	

	Lead: Anne Collins
Study Site: Dunedin Hospital
Contact phone number: 02240123300
Ethics committee ref.: 19124
	
	
	

	
	
	
	


This is the first clinical trial of the SLAPA phone application in people with a previous history of melanoma.

You are invited to take part in a study on a new skin cancer mobile phone application.  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 nine pages long, including the Consent Form.  Please make sure you have read and understood all the pages.
	Voluntary Participation and Withdrawal From This Study


Participation in the SLAPA study is completely voluntary and will not change the care you are currently receiving.  Likewise, you will not be disadvantaged if you do not participate in the study.  Individuals participating in the study can choose to withdraw at any time, no questions asked by phoning the study contact number or email.
What is the purpose of the study?

Skin cancer is the most common cancer in Aotearoa New Zealand, accounting for 80% of all new cancers The Skin Lesion Personal Awareness App (SLAPA) has been developed by the Dunedin Hospital Plastic Surgical Department to help individuals in our community manage their skin and learn how to identify and prevent skin cancer.  

Our study aims to test whether a traditional information leaflet or a smartphone application is more useful and effective educational tool to help people learn about skin cancer and engage in prevention activities. Following the completion of this study, the SLAPA app will be made available to the public free of charge to both Apple and Android phone users.
	How is the study designed?


The SLAPA study will be run in Dunedin Hospital and aims to recruit a total of 200 or more individuals.  Half the participants will be given immediate access to the SLAPA application and the other half will be given an information pamphlet that contains similar information.  At the end of the three-month study period, all participants will get access to the SLAPA app.

If you choose to take part in the study, you will first be given a questionnaire to test your baseline knowledge about skin cancer and how often you take part in prevention activities.  You will then be randomly selected to receive access to the SLAPA app OR pamphlet.  After going over the information you receive, you will be tasked with completing three electronic surveys over the course of 3 months.  
Participation in the study does not require you to undertake any medical testing, travel, or additional clinic visits.
	Who can take part in the study?


You have been invited to participate in the SLAPA study because you are over 18 years of age, own a mobile phone and have EITHER had a melanoma OR have a condition that puts you at higher risk of skin cancer (taking immunosuppressive medications, transplant recipient, hematological disorders that affect bone marrow).
What will my participation in the study involve?
If you choose to participate in our study, you will be given either a paper information leaflet, or access to the SLAPA application that you can download on your phone.  We ask you to read the information at least once.  

We will ask you to complete four electronic surveys as part of the study – when you first join the study, two weeks after your start date, six weeks after your start date and three months after the start date.  The survey will not identify you and will include questions about your user experience, anonymous demographic information, how often you undertake prevention activities, and your skin cancer knowledge.

Each survey will take approximately 5-10 minutes to complete.
	Study commencement
	2 weeks
	6 weeks
	3 months

	Consent and study ID allocation

Baseline questionnaire

· Knowledge

· Prevention behaviors

· Demographic info

Randomization
	2-week questionnaire
· Knowledge

· Prevention behavior

· User  experience


	6-week questionnaire

· Knowledge

· Prevention behavior


	3-month questionnaire

· Knowledge

· Prevention behavior
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What are the possible risks of this study?
There are no foreseeable medical risks from participation in the study.  Your medical care will continue as usual.  If you discover any concerning lesions during the study, you can call our plastic surgery clinical nurse specialist, or email the study contact at any time to request we bring your next clinic appointment forward.  Your GP is likewise able to contact our department.  
With respect to the SLAPA application and your privacy, your profile information (email, name, and other contact information) is stored on an encrypted Google Firebird platform.  Photos of skin lesions taken or uploaded by you will be stored on your mobile devices and are not uploaded or stored on our servers or on Google Firebase.  The application uses your location data to provide accurate UV index readings for you.  You can turn off these location services at any time.

All participants will be able to use the SLAPA application at the end of the study for free.
	What are the possible benefits of this study?


By participating in this study, you will learn more about a condition that affects you and make a difference by developing new technologies to improve the care we provide to our community.  We hope that the SLAPA app will one day be used across the country to help New Zealanders prevent skin cancer.

	What are the alternatives to taking part?


If you choose not to participate, this will not affect your medical care.  You will still receive a skin cancer information pamphlet.
Will any costs be reimbursed?

There is no cost to participate in our study.  Likewise, participation is purely voluntary, and you will not be paid for taking part in the study.
What will happen to my information?

During this study the results of your questionnaires will be recorded electronically.  The questionnaires will include questions about your demographic data (age, sex, ethnicity and area of residence).  You cannot take part in this study if you do not consent to the collection of this information.
De-identified (Coded) Information

To make sure your personal information is kept confidential, information that identifies you will not be included in any report generated by the research team. Instead, you will be identified by a code. The research team will keep a list linking your code with your name, so that you can be identified by your coded data if needed. 

The results of the study may be published or presented, but not in a form that would reasonably be expected to identify you.

Security and Storage of Your Information.

Your identifiable information is held at Dunedin Hospital during the study. After the study it is transferred to a secure archiving site and stored for at least 10 years, then destroyed. Your questionnaire responses will be initially stored on a secure Jotform server only accessible to the research team.  The responses will then be transcribed onto an excel spreadsheet kept under password protection on Te Whatu Ora servers and the Jotform data deleted. Coded study information will be kept by the research team on the Te Whatu Ora Southern’s secure servers for approximately 10 years. All storage will comply with local and/or international data security guidelines. 

Risks.
Although efforts will be made to protect your privacy, absolute confidentiality of your information cannot be guaranteed. Even with coded and anonymised information, there is no guarantee that you cannot be identified.  The risk of people accessing and misusing your information (e.g. making it harder for you to get or keep a job or health insurance) is currently very small, but may increase in the future as people find new ways of tracing information.
Rights to Access Your Information.

You have the right to request access to your information held by the research team. You also have the right to request that any information you disagree with is corrected.  

Please ask if you would like to access your results during the study.  
If you have any questions about the collection and use of information about you, you should contact the research team (see contact details at the end of this form).
Rights to Withdraw Your Information.

You may withdraw your consent for the collection and use of your information at any time, by informing your Study Doctor.  

If you withdraw your consent, your study participation will end, and the study team will stop collecting information from you.  If you have downloaded the SLAPA application, you will need to delete your profile information from within the application.
We will ask whether we can use the information collected up until your withdrawal from the study. This is to protect the quality of the study.
Use of New Technologies (e.g. Artificial Intelligence, Health Apps.
It is important to note that if you are allocated into the SLAPA application group, you will need to download and sign up for the app on your phone.  If you are not willing to do this, please inform the research team.

Downloading and using the SLAPA app is free and does not require you to supply credit card details.  After downloading the app, you will need to make an account which requires an email address, name and password.  Our research team can assist you in downloading and signing up to SLAPA should you need help.
How the research team uses your data within the SLAPA application, a mobile phone app developed by Dr Anne Collins of the Dunedin Hospital Plastic Surgery Department, and safeguard your information is outlined below in our privacy policy below.
SLAPA PRIVACY POLICY

Welcome to SLAPA. Your privacy is important to us. This Privacy Policy explains how we collect, use, disclose, and safeguard your information when you use our SLAPA mobile application ("App"). Please read this Privacy Policy carefully. By using the App, you agree to the terms of this Privacy Policy.

1. Information We Collect

1.1. Information You Provide to Us

Profile Information: We collect the information you provide when you create a profile, including your name, email address, and other contact information.

Medical History: Users provide their previous medical history to calculate melanoma risk using the initial melanoma risk calculator.  This information is not saved or stored.

1.2. Automatically Collected Information

Location Data: We use location data to provide UV index based on your location. You can turn off location services for the App in your device settings.

2. How We Use Your Information

We use the information we collect to:

· Provide, maintain, and improve the App.

· Calculate melanoma risk based on your provided medical history.

· Provide UV index based on your location.

· For research purposes, whereby your data will be de-identified prior to its use.

3. Information Storage

3.1. Storage on Mobile Device

Photos of skin lesions taken or uploaded by users are stored on their mobile devices and are not uploaded or stored on our servers or on Google Firebase.  
3.2. Storage on Firebase Firestore

Other user-provided data, such as profile information, is encrypted and stored on Google Firebase.

4. Information Disclosure

We do not sell, trade, or otherwise transfer your personally identifiable information to outside parties. We may disclose your information:

· To comply with legal requirements.

· To protect the rights, privacy, safety, or property of SLAPA, you, or others.

5. Your Choices

You may update, correct, or delete your profile information at any time by accessing your profile within the App.

6. Security

The security of your personal information is important to us. We implement a variety of security measures to maintain the safety of your personal information. However, no method of transmission or storage is 100% secure. Therefore, we cannot guarantee its absolute security.

7. Changes to This Privacy Policy

We may update this Privacy Policy from time to time. If we make any changes, we will notify you by revising the "Last Updated" date at the top of this Privacy Policy.
Māori Data Sovereignty
Māori data sovereignty is about protecting information or knowledge that is about (or comes from) Māori people. We recognize the taonga of the data collected for this study. To help protect this taonga:
· We allow Māori organisations to access de-identified study data, for uses that may benefit Māori.
What happens after the study or if I change my mind?

If you wish to withdraw from the study at any time, please inform the study contact at slapastudy@gmail.com.  You will have no further data collected.  We will ask you whether data from surveys you have already completed can still be used to protect the study’s quality.  You will need to delete your SLAPA app profile. 

If you indicated you would like to receive a summary of the study results on the consent form, we will send you this information following publication of the study (6-9 months after the study)

.

	Can i find out the results of the study?


You will be able to find out the results in the study 6 months after its conclusion by emailing the study doctor.  

The study is registered on the ANZCTR.  You may access this at https://www.anzctr.org.au/Default.aspx
	Who is funding the study?


The research team for the SLAPA study consists of Dr Anne Collins (Plastic Surgery Consultant), Dr Shelley Hubley, Dr Eric Kim, and Dr Kaveshan Naidoo (Plastic Surgery registrars).  The team are all employees of Dunedin Hospital Plastic Surgery Department.

We have no external sources of funding for this project.  Dr Anne Collins has self-funded the development and ongoing costs of the SLAPA application, and the research team are performing the study voluntarily in their own time without reimbursement.
	Who Has Approved the study?


This study has been approved by an independent group of people called a Health and Disability Ethics Committee (HDEC), who check that studies meet established ethical standards. The  HDEC has approved this study.

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 ask the research team’s primary contact: 


Dr Shelley Hubley, Surgical Registrar


Telephone number: 0224012300

Email: slapastudy@gmail.com
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@advocacy.org.nz
Website: 
https://www.advocacy.org.nz/
To ensure ongoing cultural safety, Te Whatu Ora Southern encourages those who identify as Māori , and who are participating in health research or clinical trials to seek cultural support and advice for their own Kaumatua or Kuia in the first instance, or please contact :
Wendi Raumati & Eleanor Russell

Kaiāwhina 

Te Ara Hauora - Māori Health Unit

Dunedin Hospital

Phone: (03) 474 0999 ext 58649

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


Email:

hdecs@health.govt.nz
Phone:

0800 400 569 (Ministry of Health general enquiries)

Consent Form
Skin Lesion Awareness Personal Application (SLAPA) Study

[image: image2]Please tick to indicate you consent to the following 
	I have read the Participant Information Sheet, or have had it read to me in a language I understand, and I fully comprehend what it says.
	
	

	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 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 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 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:





An interpreter is available on request.
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