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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 (Screening, Ages 12-17) 

 
 

1. What will happen to me in this study?  
 

What is this research study about?   
You are being asked to be in this study because you are at increased risk of getting type 
1 diabetes. People get type 1 diabetes because their immune system, the part of the 
body which helps fight infections, mistakenly attack 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 learn if abatacept can help people at risk of getting type 1 
diabetes by delaying or stopping destruction of beta cells.   
 
This form tells you what will be done to see if you can be in this study. If the results of 
the screening tests show that you can be in this study, you will be asked if you would like 
to join the study. If you want to learn more about this study, you are welcome to read 
the full consent form and the patient handbook. 
 
What does screening involve? 
• History and Physical examination 

We will ask you questions about your health and perform a routine physical 
examination. This is to be sure that you do not have any health problems that would 
prevent you from being in the study. 

 
• A total of 3-4 tablespoons of blood will be taken from your vein to gather some 

information about your diabetes, your immune system and your overall health.  This 
includes testing your blood for a number of infections including HIV (the virus that 
causes AIDS) and hepatitis. Having an infection would prevent you from being in the 
treatment. [If you test positive for HIV or hepatitis, we must report this information to 
the department of health.  We will also arrange for someone to discuss the test 
results with you.] 

 
• Tuberculosis Skin Test (PPD) 

The PPD tests for a reaction to substances placed with a needle just under your skin.  
This test helps to tell us if you have had tuberculosis. You will need to have a qualified 
person look at the site where you received your injection in 48-72 hours to see if you 
have developed a reaction.  



Stanford University                             Assent 

su_assent    rev 04/22/10                                                          Page 2 of 3 

 
• Urine Pregnancy Test (if you are female) 
 
 

2. Can anything bad happen to me?  
When 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. 

 
Sometimes a reaction to the material placed under the skin can happen from having a 
PPD test.  You may develop a rash on your skin where the material was placed.  The rash 
may be itchy and/or sore, but it will usually disappear within a few days 
 
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?  
If you agree to have this screening done, you will find out if you meet the requirements 
to enter the study. If you qualify, we can’t promise that this study will help you.  But it is 
possible that your pancreas could continue to make insulin for a longer time. We will 
follow your health and diabetes closely. 
 
 

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? (Contact Information) 
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. 
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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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