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Meeting Date: December 18, 2012 
 

Study Title: CTLA-4 Ig (Abatacept) for Prevention of Abnormal Glucose Tolerance 
in Relatives At-Risk for Type 1 Diabetes Mellitus (Intervention, Ages 12-17) 

 
1. What will happen to me in this study?  

You are being asked to be in this study because you are at increased risk of getting type 
1 diabetes. This consent form tells you about a TrialNet research study for people at risk 
of getting diabetes.   
 
People get type 1 diabetes because their immune system, the part of the body which 
helps fight infections, mistakenly attacks cells (beta cells in the pancreas) that produce 
insulin in your body. As the immune system destroys these cells, the ability to produce 
insulin decreases and diabetes develops.   
 
The goal of this study is to see if abatacept can help delay or prevent type 1 diabetes.  
 
In another TrialNet study abatacept was shown to have some effect on preserving insulin 
secretion in people with type 1 diabetes after diagnosis. This study is being done to find 
out if abatacept will help to delay or prevent the onset of diabetes in people at risk of 
getting diabetes.  
 

If you want to learn more about this study, you are welcome to read the full consent 
form and the patient handbook. 
 
What w ill I  be asked to do? 
This study will have two phases, a treatment phase for the first year and then a 
monitoring phase. During the treatment phase, you will receive the study medication 14 
times over the first year. During the monitoring phase you will have visits every six 
months. 

• All study visits: 

During study visits we will ask questions about your health, diet and activity, and 
experience as a research participant. We will periodically perform a physical examination 
and take blood for testing. Females will also give regular urine samples to be checked for 
pregnancy.  

 
The blood tests will help us check for diabetes, your immune system, and your general 
health. They will also be used to better understand what causes type 1 diabetes, to look 
for new ways to identify people at risk for disease, and to get ideas about new 
treatments in the future. You will not routinely be provided with test results from these 
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studies. The total amount of blood drawn for tests done at each visit will not exceed the 
amount that is safe for your age and weight. At most visits, we will not draw more than 
3-4 Tablespoons of blood; but at visits with an Oral Glucose Tolerance Test, More 
information about the specific blood tests can be found in the research volunteer 
handbook. 
 
• Treatment Phase: 

At the first study visit, you will be placed into one of two groups. One group will receive 
abatacept through a vein. The other group will receive placebo instead of abatacept. A 
placebo looks like medicine, but has no medicine in it so that people in the study will not 
know whether they are receiving the drug or placebo. You will be placed into one of 
these groups by chance (similar to drawing straws). You will have a 1 out of 2 chance of 
getting abatacept or placebo. Neither you nor your doctor will be able to choose the 
group in which you will be placed. Neither you nor your doctor will know who is getting 
abatacept and who is getting placebo. 

After you are assigned to a study group, you will receive three doses during the first 
month and then monthly doses of either the abatacept or the placebo through a vein in 
your arm. The first dose will be given as part of your first visit; the second dose will be 
given 2 weeks later, and the third dose will be given two weeks later. Other doses will be 
every 4 weeks. You will have a total of 14- infusions over a period of one year. 
Administering the study medication will take about one-half hour. In addition, you will 
need to remain at the study site to be observed for one hour following the infusion.  

During the treatment study phase, in addition to monthly visits to receive the study 
infusion, every six months you will undergo an Oral Glucose Tolerance Test or OGTT 
(described below). At visits requiring an OGTT you will be there an extra 2 hours. Even if 
you do develop abnormal glucose levels, you will still come in for treatment visits 
monthly.   

We will ask you about your experience as a research participant at the end of the 
treatment phase of the study. This information will be used to help us plan future studies. 

 

• Monitoring Phase 

At the end of one year, you will come in every six months for OGTT visits. Even if you do 
develop abnormal glucose levels, you will still come in for visits every six months.   

After the first year, in addition to study visits every six months, we will monitor you for 
risk of diabetes at three month intervals by phone contact. We will ask you about possible 
symptoms of diabetes such as blurry vision, unintended weight loss, increased hunger, 
thirst, or frequent urination. In addition we will ask you to have a blood test every three 
months. If you have any of these symptoms or abnormal blood tests, we may ask you to 
come to the study site for additional testing including an interim OGTT. We will ask you 
again about your experience as a research participant. 
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• Other Study Procedures: 

Oral Glucose Tolerance Test (OGTT)  

You underwent OGTT studies as part of the TrialNet Natural History- Pathway to 
Prevention Study. An OGTT is done in the morning after an overnight fast (not eating 
during the night). Your blood glucose (sugar) will be measured after you drink a sweet 
liquid that contains glucose over a 5-minute period. To make the blood sampling easier, 
we will place an intravenous needle and plastic tube (IV) in a vein in your arm. This IV 
will stay in your arm until the end of the test.  Blood samples will be drawn through the 
IV before you drink the liquid and then four more times after you have finished drinking 
it. A total of about 1 tablespoon of blood will be drawn for the OGTT. The visit for the 
OGTT takes about 3 hours. 

In some cases you will be asked to repeat the OGTT within one month to confirm the 
results.  

Vaccines 
You will need to get a flu vaccine during the first year of the study.   
 

2. Can anything bad happen to me?  
Abatacept may decrease the activity of your immune system. This means that you could 
be at more risk for bad infections. Although very unlikely, you could be at a slight risk for 
certain types of cancer.  You might feel sick while you are getting the abatacept. You 
could get a fever and you might feel itchy. You also might feel sick to your stomach. After 
the visit, you could feel tired and you might even feel like you had the flu. There may be 
other risks from taking abatacept that we don’t know about. 
 
You should know that abatacept could harm babies. So nobody in the study should get 
pregnant. 
 
When the IV is placed or your blood is drawn, there can be soreness or a bruise. Once in 
a while, people faint. It is rare, but some people may get an infection, a small blood clot 
or swelling of the vein and the area around it. Some people may feel nauseous when 
they have the OGTT.  
 
You should always tell your parents if you are ever sick or in pain because of being in the 
study. 
 
3. Can anything good happen to me?  

We can’t promise that this study will help you. If you decide to take part in this study, 
there is no guarantee that the drug will delay or prevent type 1 diabetes. It is hoped that 
the abatacept will help to maintain the cells that make insulin, but there is no guarantee 
that this will happen. 
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We will monitor your health closely and if you do develop type 1 diabetes, it is possible 
you will be able to start on insulin treatment before you develop symptoms of the 
disease. We will follow your health and diabetes closely. If you develop diabetes it will be 
treated earlier which can help lessen the long-term effects of having diabetes 
 

4. Will anyone know I am in the study? 
Your participation in the study will be kept secret, but information about you will be given 
to the study sponsor and the TrialNet team at Stanford 
 

5. What happens if I get hurt?  
Your parents (or legal guardian) have been given information on what to do if you are 
injured during the study. 
 

6. 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. Darrell Wilson, at 650-723-5791. You can also call the 
study coordinator, Trudy Esrey, at 650-498-4450.  
 
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. 
 

7. What if I do not want to do this?  
You can stop being in the study at any time without getting in trouble. Your doctor will 
continue to treat you if treatment is necessary and available.  
 
I want to be in the study at this time. 
 
_______________________________________ 
Child’s Printed Name 
 
_______________________________________      ______________________ 
Child’s Signature                                                         Date 
 
 
I have explained the research at a level that is understandable by the child and believe  
that the child understands what is expected during this study. 
 
 
________________________________________   ______________________ 
Signature of Person Obtaining Assent                        Date 
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