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PARTICIPANT INFORMATION SHEET
Exercise App Trial
Why are we doing the study?

We know from talking to young people with Type 1 Diabetes that it is challenging to manage blood glucose levels during physical activity. The current exercise guidelines available vary and are challenging to follow. We have been working with young people with T1D, other researchers and App developers, to create a new smartphone exercise app called acT1ve. The App asks the user questions about the activity they are going to do, and based on this information gives insulin and carbohydrate advice for the activity. The advice is based on international exercise guidelines. We have tested acT1ve with a small group of young people with T1D to see what they thought about it and would now like to trial it with a larger number of young people to use at home while being acT1ve.  
Why are we asking you?

We are asking you to take part in this study because you have Type 1 diabetes; and are aged 12 to 25 years.
Who is carrying out the study?

The researchers from the Children’s Diabetes Centre at Telethon Kids Institute and Perth Children’s Hospital (PCH) are working together to do this study. The study is being led by Dr. Vinutha Shetty and funded by JDRF Australia. 
What will the study tell us?

This study will give us information about how the acT1ve App works to help young people with Type 1 Diabetes manage their diabetes during physical activity. 
Do you have to take part?

No, you do not have to take part in this study. If you decide to take part and then later change your mind that is ok. You can pull out at any time and it will not change the way you are treated by your clinic team.

What will you be asked to do if you decide to take part in this study?

If you take part in this study we will ask you to attend the research unit at PCH on three occasions. The rest of the study will be done at home. You will be in the study for 12 weeks in total. 

The study is split into three phases. The first phase is to help you become familiar with the monitoring devices we will use for the study. These are the Dexcom continuous glucose monitoring system (CGMS), and Garmin activity monitoring watch. At Visit 1 we will provide the Dexcom CGMS (if you do not have one) and the activity watch for you to use during the study and teach you how to use them. We will collect some information from you including your sex, age, duration of diabetes, HbA1c, physical activity level and your current way of managing your diabetes around exercise. You will also be given a diary to record information such as any sick days, and travel/holiday periods. 
After four weeks, you will be asked to complete questionnaires about your diabetes and exercise. These questionnaires can be completed at home, so you will not have to attend the research unit. This is the start of Phase 2. In phase 2 you will be encouraged to exercise at home whilst wearing the CGM and activity watch and follow your usual diabetes exercise management. 
The start of Phase 3 involves a visit to the research unit to complete the same questionnaires as above and to install the acT1ve App onto your smartphone. A member of the research team will assist you with the App. You will be encouraged to use ‘acT1ve’ for the next four weeks to manage your exercise, while continuing to use CGMS and the activity monitoring watch. One week after the visit, a member of the research team will contact you to check in and see how you are going. 

Four weeks later we will ask you to return to the research unit for your final visit. At the visit you will complete the same questionnaires as before as well as one additional questionnaire to find out what you thought about the App. A researcher will go through the questionnaire with you to make sure you understand all of the questions and will be available while you complete it in case you have any questions. We will also ask some people to complete an interview with one of our trained research staff to find out in more detail what you thought of the app and your experience in taking part in the study. 

Is there likely to be a benefit to me?

You may gain information on how to better manage your blood glucose levels during different activities and this may encourage you to be more physically active. 
Is there likely to be a benefit to other people in the future?

The results from this study will help us see how well the acT1ve App works. We hope that in the future we will be able to make the App available to the public. If this App is successful in giving young people with T1D personal advice on how to manage their diabetes for physical activity we hope that it will encourage people to be more active.
What are the possible risks and/or side effects?

There is a risk of having low blood glucose levels during exercise. You will be required to wear a glucose sensor during the entire study with low alerts set which will notify you when your blood glucose levels are falling. If this happens, you should follow your normal hypo treatment. If you start having more low blood glucose levels than normal, you should contact the study team to let them know. 
Some people may have a skin reaction to the glucose sensor. We will teach you how to treat your skin to prevent this from happening. If you do have a reaction, let the study team know.
What are the possible discomforts and/or inconveniences?

You will need to visit PCH for the study visits. The visits should take no more than one hour each and you will be reimbursed for your parking. You may find needing extra time to go through the App may be tiresome. 
Where is my information kept?
Paper copies of information collected will be stored in locked cupboards within Telethon Kids Institute (TKI) at PCH.

Data collected from acT1ve will be stored on RedCap, which is a secure database supported by TKI. Google analytics will be built into the App to give us more information on how people use the App. This data is stored on a Google server during the study, and is then deleted once the study team retrieves the data. No identifying information is seen, stored or kept by Google.

CGM data will be stored and accessed via the Dexcom portal. For current Dexcom users, this will be through your normal account. For new users, the research team will set up an account with you. 
The combined electronic information will be stored in a password protected database. The study data will be kept for a minimum of 15 years.
What about my privacy?

At the beginning of the study you will be given a unique study number which will be used on your study notes instead of your name. Your personal details will be stored separately. Only the investigators and the research team will be able to link your results to you.  Publications and presentations about the results of this study will not identify anyone by name. Your involvement in this study will be recorded in the clinic database, and your health records.  
Who has approved the study?

The Child and Adolescent Health Service Human Research Ethics Committee has approved this study. This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007) produced by the National Health and Medical Research Council of Australia.  This statement has been developed to protect the interests of people who agree to participate in human research studies.
Who to contact for more information about this study:
If you would like any more information about this study, please contact: 
Name:  
Dr Vinutha B Shetty
Contact no:  
(08) 6456 5090 / 6456 4610

      
Email: 

Vinutha.shetty@health.wa.gov.au
Who to contact if you have any concerns about the organisation or running of the study?

If you have any concerns or complaints regarding this study, you can contact the Executive Director of Medical Services at PCH (Telephone No: (08) 6456 2222).  Your concerns will be drawn to the attention of the Ethics Committee who is monitoring the study.

What to do next if you would like to take part in this research:

If you would like to take part in this study, you can contact Dr Shetty on 08 6456 5090 or 08 6456 4610, to make an appointment. You will be asked to sign a  form for participation in this study when you attend your first study appointment.
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