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Assent to Participate in a Research Study
Study Title: Established Status Epilepticus Treatment Trial (ESETT)
Principal Investigator: Maija Holsti, MD, MPH


Who are we and what are we doing?

Dr. Maija Holsti, MD is a doctor in the emergency department at Primary Children’s Hospital and also works for the University of Utah. She wants to tell you about a study she is doing that  includes children like yourself. When you came to our ER, you were enrolled in this study with your parent’s permission. Because you were sick at the time, we waited to ask for your permission until you felt better. A research study is a way for us to find out new information about something. 
Why was I enrolled in this research study?

You have been enrolled in this study because you came to our emergency department with a seizure. A seizure is a serious condition that needs to be treated with medicine. There are three different medicines that doctors often use to treat children with seizures. The purpose of this study is to find out which of those medicines is the best for children who have seizures even when medicine was given to them.
What happens in the research study?
A doctor has come in to see you and has determined that you qualify to be in the study. After the doctor determined you were eligible for the study, you received one dose of the three study medicines. Some medical information about you has been collected. Some blood may have been collected for study purposes
 The research team for this study is also interested in your experience with this consent process and may ask to talk to you about it further now, or in the future, to ask you a few questions about it.  Your medical care won’t change by being in the study. As part of your regular medical care, you may be treated with more of the study medicines in the study, or other medicines not as part of the study.

What am I being asked to do?
You are being asked if you want to continue in participating in this study. Continuing in the study means you are allowing us to collect some information about you. You will not get any more medicine or tests for the study. You are done with the study when you leave the hospital. 
Will the research study help you or anyone else? 
Your doctors would provide treatment for your seizure whether you were in the study or not. The information we collect from this study can help us find better ways to treat seizures in children in the future.
Who will see the information about you?
The doctors involved in the study, Maija Holsti, MD, MPH, and some of the other doctors and nurses who will take care of you in the hospital will see information about you. The study research assistants will also see information about you. Other people outside the University of Utah may see information about you as described in the form your parents signed. 
What if you have any questions about the research study?
It is okay to ask questions. If you don’t understand something, you can ask us. We want you to ask questions now and anytime you think of them. If you have a question later that you didn’t think of now, you can call Dr. Maija Holsti or her Research Coordinators at 801-587-7450. 
Do you have to be in the research study?

No, you don’t. You have already been enrolled in the study, but you can ask to stop at any time. No one will get angry or upset if you don’t want to be in the study. Just tell us. And remember, you can change your mind later if you decide you don’t want to be in the study anymore. 
Agreeing to be in the study
I was able to ask questions about this study. Signing my name at the bottom means that I agree to be in this study. My parent or guardian and I will be given a copy of this form after I have signed it.
	
	

	Printed Name 
	

	
	
	

	Sign your name on this line
	
	Date and Time 


	
	

	Printed Name of Person Obtaining Assent
	

	
	
	

	Signature of Person Obtaining Assent
	
	Date and Time 


The following should be completed by the study member conducting the assent process if the participant agrees to be in the study. Initial the appropriate selection:

	__________
	The participant is capable of reading the assent form and has signed above as documentation of assent to take part in this study.



	__________
	The participant is not capable of reading the assent form, but the information was verbally explained to him/her. The participant signed above as documentation of assent to take part in this study. 
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