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This copy of study subject information sheet is to be given to potential study subject to keep and read before agreeing to join the VEGAS study.
Introduction
Thank you for joining the 100-day Virgin Pulse Global Challenge (VPGC) programme. As a VPGC participant, you are invited to join a research study known as the Virign PulsE Global ChAllenge Study (VEGAS). This information sheet gives you a detailed description of this study and will help you to decide if you would like to participate. Please read this sheet thoroughly and ask any questions that may occur to you.  This study has been approved by the Swinburne University Ethics Committee.  The sponsor of this study is Virgin Pulse Ltd and is funded by both Virgin Pulse and the Swinburne University SUPRA growth scheme. This project is designed to assess the health benefits of the VPGC programme and is partly to satisfy the requirements for a PhD student’s research qualification.

1. What is the Virgin PulsE Global ChAllenge Study (VEGAS)?
The VEGAS study is an intervention trial conceived by Swinburne University of Technology and Virgin Pulse Ltd to assess the effectiveness of the VPGC programme in bringing health benefits to its participants. This is done by comparing the physical and mental wellbeing between two groups of VPGC participants (intervention and control group) before and after the 100-day VPGC programme. The intervention group consists of participants who will proceed with the 100-day VPGC programme as planned, whereas the control group will be waitlisted for the next VPGC programme. 
The study aims to recruit 420 participants from 30 organisations in Victoria (Australia), who are participating in the VPGC programme in May and September 2019. Each organisation is required to recruit 14 participants who are willing to join the study and they will be divided into two teams of 7 members, as originally intended in the VPGC programme. One team will be randomly allocated to the intervention group and the other team to the control group. Randomisation will be conducted by a site coordinator (representative from your own organisation) by tossing a coin and each team will have a 50/50 chance of being allocated to either the intervention or control group.

2. What do I need to do if I participate in the VEGAS study?
Once you agree to participate in this study, you will be required to undergo a screening process to determine your eligibility to join the study. The screening process involves a simple questionnaire, which will be administered by your company representative (site coordinator). Upon passing the screening process, you will be allowed to choose a team to join (limited to those who consented to participate in the study). Once the teams are formed, we will proceed with the random assignment of the teams to either intervention or control group.
If your team is assigned to the intervention group, you will be given an activity tracker and encouraged to complete the full VPGC programme and at least one of the programme modules (I.e. sleep, nutrition or balance). You will also be required to attend three separate assessment visits as follows:
Assessment visit 1: Within 3-4 weeks before starting VPGC programme
Assessment visit 2: Within 20 days after the completion of the VPGC programme
Assessment visit 3: Three months after the completion of the VPGC programme

If your team is assigned to the control group, you will also be given the same activity tracker to sync or enter your daily step count but you will be waitlisted to join the next VPGC programme after the intervention group has completed their 100-day VPGC journey. You will be required to attend two separate assessment visits as follows:

Assessment visit 1: Within 3-4 weeks before starting VPGC programme
Assessment visit 2: Within 20 days after the completion of the VPGC programme

After completing your assessment visit 2, you will be automatically enrolled into the following VPGC programme. Upon completion of your programme, you may or may not be required to attend two additional assessment visits (see below) depending on when you are enrolled.


Assessment visit 2: Within 20 days after the completion of the VPGC programme
Assessment visit 3: Three months after the completion of the VPGC programme

During each assessment visit, you are required to spend approximately 60 minutes to complete a set of questionnaire and undergo a simple physical assessment. The questionnaires are designed to capture the following information from you:

· Your demographic data (first assessment visit only)
· Your lifestyle and social activities
· Your medical history
· Your cognitive performance
· Your emotional state
· Your quality of life
· Your sleep quality
· Programme satisfaction survey (Intervention Arm only during 2nd assessment visit)

During each assessment visit, a qualified health professional will spend about 15 minutes to measure your blood pressure, height, weight, hip and waist circumference and body composition (fat, muscle and water content) using non-invasive procedures. 

You will also be asked to voluntarily provide your fasting blood test results from your general practitioner prior to each assessment visit. These blood results will help us determine the effect of the VPGC programme on your blood cholesterol and sugar level. The results of your comparative visit assessments will be shared with you in detail at your last study visit.

3. What are the benefits of participating in the VEGAS study?
There may or may not be any direct additional benefit to you from taking part in this study other than that you will have the opportunity to understand how the programme affects you, in terms of your mental health, quality of life, sleep quality, cognitive function, blood pressure, your body composition, blood cholesterol and sugar level. Your participation will also contribute to the knowledge on the health benefit effects of workplace wellbeing programmes such as the VPGC.
In order to compensate you for your time and effort, participants who complete 3 or more visit assessments will be automatically entered into a lucky draw to win a Go-Pro Action Camera (to be determined by Virgin Pulse).


4. What are the risks of participating in the VEGAS study?
This study investigates a workplace programme that promotes physical and mental wellbeing , it does not involve the use of any new or experimental drug or devices. As such, there will be no additional risk to you from your participation in the programme.  
  
5. What is the cost of participating in the study?
There is no financial cost to you if you participate in this study. The VPGC programme is already paid for by your employer. The free activity tracker provided to you by the VPGC programme is yours to keep.

6. Can I refuse to participate in the VEGAS study?
Your participation in the VEGAS study is voluntary and it is entirely your decision. You can choose to leave the study at any time. If you choose not to participate, it will not affect you in the VPGC programme or your employment.  Having agreed to participate and having signed the informed consent form, if you change your mind your choice will be respected and it will not affect you in the VPGC programme or your employment, and there will be no penalty or loss of benefits.  If you do decide to withdraw, we will ask for reason(s) of study withdrawal but you can choose not to answer. However, you should inform your site coordinator if you decide to withdraw from the study.  The study investigators or the sponsor of the study may discontinue your participation in this study at any time even without your consent if: 
· You fail to follow directions for participating in the study,  or 
· You participate in any other trial. 

7. Will the information and my identity remain confidential?
None of your data that identifies you as an individual will be made known to the research team. The site coordinator (a representative from your company) will allocate a unique study ID to you after you have signed this consent form, which will be used throughout the study duration. The signed consent form will be retrieved and stored in a secure location at Swinburne University for 15 years before it is destroyed. Your study ID will be matched with your name and date of birth in a subject identification form and will only be stored in your organisation and seen only by the site coordinator (your company representative). This subject identification form will only be used by your site coordinator to obtain your daily step count data from Virgin Pulse.
All study results and answers to the questionnaire will be captured electronically using a secure online platform known as Qualtrics® system, and all data are securely stored in Australia. All the study data will be treated in complete confidence to the extent permitted by law. It may also be necessary for representative of sponsor, regulatory authorities or ethics committee to have access to the research data to verify information collected for the study. In such circumstances, confidentiality will be maintained at all times. The data will not be used for any other purposes, or be disclosed to any other parties without permission.
All final research data will be analysed by the study investigators only. Any research output such as research findings, journal publication, scientific presentation, or student thesis will not contain any information that identifies you as an individual.

8. I need more clarification about the study.
Before deciding to take part in this study, you may wish to discuss the matter with a relative or friend. You are free to take this study information sheet home to read and understand the study. You may contact the study investigators listed below if you have further questions related to the study:

Dr W S Chen or Wilson Low at +613 9214 8437 between 0900am and 1700pm (Monday to Friday) or email wchen@swin.edu.au or xxx. This study will be managed at Swinburne University of Technology, John Street, HAWTHORN Victoria 3122 Australia.

10. I want to participate in the VEGAS study, what now?
[bookmark: _GoBack]If you have agreed to participate in this research study, you will be asked to sign a consent form containing a statement to the effect that you have been clearly informed about the research, have fully understood the investigators’ explanation and voluntarily agree to take part. By signing the consent form, you do not alter your legal rights to withdraw from the study at any time.

This project has been approved by or on behalf of Swinburne’s Human Research Ethics Committee (SUHREC) in line with the National Statement on Ethical Conduct in Human Research. If you have any concerns or complaints about the conduct of this project, you can contact:
Research Ethics Officer, Swinburne Research (H68),
Swinburne University of Technology, P O Box 218, HAWTHORN VIC 3122 Australia.
Tel (03) 9214 3845 or +61 3 9214 3845 or resethics@swin.edu.au
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