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Study Title: Efficacy of inControl Advice: A Decision Support System (DSS) for Diabetes
You are being asked to be in a research study. Before you decide whether you want to be in it, we want to tell you about it so you can ask any questions you have. A research study is something like a science project at school but harder to do. When doctors want to learn more about how to help kids with diabetes like you, they do a research study.

The doctor in charge of this study is Bruce Buckingham, MD.  The doctor doing this study would like to learn more about whether low blood sugar can be reduced by a smart phone helping you to make decisions about when and how much insulin to take during the day. The researchers want to know if the new advice-giving system (called inControl Advice) can help you keep more of your blood sugar readings in range. The inControl Advice will help you by receiving blood glucose readings from a continuous glucose sensor (a Dexcom) under your skin and using a smart insulin pen that can be read by the smart phone.  This information will help the inControl Advice system give you suggestions for insulin doses, and when to take carbohydrates to prevent a low blood glucose.

The system used in this study includes (1) a device that measures the sugar in the tissue under the skin called a continuous glucose monitor or CGM, (2) an insulin pen that uses “near-field” technology (an invisible signal from the pen to a phone), and (3) a phone that contains the software and program for giving you advice about your insulin doses and potential low blood glucoses.
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The study will include about 65 people who are 15 years old or older and have had type 1 diabetes for at least a year.
1. What will happen to me in this study? 
If you decide to be in this study, here’s what will happen:

Visit 1:
1. You will have some blood drawn at a lab to find out if you meet all of the requirements for being in the study. Some of your blood will be used to check your A1c, a lab test to see how much sugar has been in your blood on average over the past 3 months.
2. While we wait for the results, you will wear a CGM for 14 days at home to make sure you and your parents know how to use it successfully. You won’t be able to see the screen on the CGM (it will be “blinded”) unless you already have been wearing a CGM at home (then you will be allowed to see the screen).
3. After 14 days, you will come back to the research clinic for us to download the information from the CGM you’ve been wearing. If you were able to wear the CGM for 10 out of 14 days, you can continue in the study. 
Visit 2:
1. You will be asked to answer lots of questions about how you feel about your diabetes. We will ask you to answer as many questions as you can, but you can always decide not to answer a question if you don’t want to.

2. We will randomly (without knowing the result) assign you to one of two study groups: if you are placed in Group A, you will use the inControl Advice system and CGM for the next 12 weeks. We will train you on how to use the phone, insulin pens, and CGM together. If you are assigned to this group you will use Novolog  short acting insulin in one pen and Tresiba which would replace your current long acting insulin (such as Lantus) if you are not currently using Tresiba.  If you are placed in Group B, you will only wear the CGM for the 12 weeks and you will continue taking your current injections like you normally do.
3. During those 12 weeks, you and/or your parents will talk to a research staff member on the phone or over email to discuss how either the inControl Advice system + CGM or the CGM alone are working for you. They will look at the information from the CGM to see if they need to make changes to your insulin doses to keep you safe.

If you are using the inControl Advice system at home, taking care of your diabetes might be different from what it is like now. When you take shots, the insulin pen you use will talk to a phone. The CGM you wear will also talk to the phone. If the phone thinks you should take a certain amount of insulin at a certain time, it will give you that advice. We ask that you pay attention to when the phone gives you advice so you can use the advice to make decisions about your diabetes.
Visit 3:
1. After the 12 weeks you spend at home with the devices you’ve been given, you will come back to the research clinic to give the devices back to the research staff. 

2. You will have some blood drawn to check your A1c, which we will compare to the A1c test we did at the beginning.

3. We will ask you to answer more questions about how you feel about your diabetes.

4. Once you go home after your final visit with us, we will call you in a few days to review how you are doing while back on your current insulin therapy.

2. Can anything bad happen to me? 
Just like when you have diabetes, you can have low and high sugar levels (hypoglycemia and hyperglycemia).  You will have to wear a continuous glucose sensor.  You will have to also do extra finger sticks and a blood draw.  It can hurt when you get poked, and can make you have a rash, pain, a bruise or even feel faint.
3. Can anything good happen to me?
This study can help you with controlling your sugar levels during the day.  It will also help us to understand how this new device might help other children and adults who have diabetes.
4. Do I have other choices? 
If you don’t want to participate, your doctor will help you with your diabetes as he or she normally would.
5. Will anyone know I am in the study?
The study doctor and the staff as well as the people paying for the study can know you are in the study.  We will make sure to protect your identity (your name) during the study so that only people who must know you are in the study do, and one else.   

6. What happens if I get hurt?
If you get hurt, you can call the doctor who is in charge of the study at any time.  His name is Dr. Bruce Buckingham and his phone number is 650-804-0476.
7. Will I be paid for participating?
You will be paid $150 when you complete the Study, $50 for each Office Visit completed.
8. Who can I talk to about the study?
If you have any questions about the study or any problems to do with the study you can contact the Protocol Director, Dr. Bruce Buckingham. You can call him at 650-804-0476. You can also call Study Coordinator, Liana Hsu, at 650-725-3939.
If you have questions about the study but want to talk to someone else who is not a part of the study, you can call the Stanford Institutional Review Board (IRB) at (650)-723-5244 or toll free at 1-866-680-2906.
9. What if I do not want to do this? 
You don’t have to be in this study if you don’t want to.  If you are in the study, you can stop being in it at any time by telling this to your nurse or doctor.  Nobody will be upset with you if you don’t want to be in the study or if you want to stop being in the study.  The doctors and their helpers will take care of you just as they have before.  If you have any questions or don’t like what is happening, please tell your doctor or nurse.  Being in the study may not help you, but we hope that it helps your doctor take better care of your diabetes. 
Your parent or guardian knows about this study.  You have had it explained to you and you have been given a chance to ask questions about it.  

By writing your name below, you are saying that you know what will happen to you in the study and that you want to be in it.
Signature 

If you agree to be in this study, please sign here:
           Signature of Child

           Date
         Printed name of Child
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Name of Staff Person Assenting Subject
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