Please DO NOT write your name on this form


The <<ESETT spoke>> is joining researchers at 39 other hospitals across the country to conduct a seizure study called ESETT.  This study may affect you or someone you know and we need to find out ahead of time what the residents of <<city, county, state, etc. >> think about it.  THANK YOU for your help and time in completing this survey.
There are no known risks involved in participating in this survey. Your participation in this survey is completely voluntary. You may refuse to participate and not to answer any questions that you do need feel comfortable answering.  
ESETT is a study involving patients who are having a seizure lasting longer than five minutes without stopping on its own.  This condition is known as status epilepticus (SE).  These patients cannot give consent to be in a research study while they are seizing.  Because of this we are asking community members to think about this research and let us know what you think about the study.
Status Epilepticus
There are approximately 120,000 – 180,000 episodes of status epilepticus (SE) each year in the US.  About one third of SE patients continue to have a seizure even after they have received a full dose of medicine (a benzodiazepine such as valium) to make it stop.  This condition is known as established status epilepticus.
Seizures can affect a person’s ability to think and remember things.  It can prevent a person from returning to work or functioning independently.  Seizures can cause permanent brain damage or even death.

A Proposed Research Study:  ESETT
ESETT is an emergency medicine study designed to try to save and improve the lives of people who are having a seizure lasting longer than 5 minutes that is not stopping even after receiving a full dose of medicine to make it stop.
Emergency department care of these patients in the US is not the same everywhere.  Doctor’s use their judgment but what treatment will work best is not known.  The ESETT study plans to look at three commonly used medicines given in the emergency departments to stop long seizures to determine which one is most effective:
· fosphenytoin (fPHT)
· valproic acid (VPA) 
· levetiracetam (LVT)

The best possible outcomes in a patient who is having a seizure are likely to depend on a treatment that leads to a rapid stop of their seizure. 
Everyone in this study gets medicine for their seizure given into a vein.  Everyone will be randomly assigned to receive one dose of one of the study medicines.  Random means assigned by chance, like the flip of a coin.  Initially 1 in 3 patients will get fosphenytoin, 1 in 3 get levetiracetam, and 1 in 3 get valproic acid.  As the study goes on, if one drug does not appear to be as effective as the others, it will be given less often. After the study medicine is given, blood samples may be taken to measure the amount of study drug in the blood.
If the seizure does not stop doctors will follow their normal procedure and give extra medication to make it stop or prevent more seizures.  The extra medicine could be one of the three medicines being studied or a different medicine.
As soon as it is possible, participants will be notified of their enrollment into the study.  In cases where a study participant remains unconscious or is under the age of 18 years old, a patient representative will be notified about the patients’ study enrollment.

We are not aware of any reason, at this time, why anyone unconscious and seizing would not choose to participate if awake and able to take part in decisions about their care.  All patients enrolled in the study will receive one of the three widely used drugs and the best locally available medical care available for their symptoms.   
Now that you have been introduced and given information about ESETT we would like to hear your initial thoughts, concerns and opinions about it. 
Please tell us how much you agree with each of the following ESETT study statements below.
	
	Strongly

Agree
	Agree
	Neutral
	Disagree
	Strongly Disagree

	2.  ESETT is an important study to do.
	
	
	
	
	

	3. If you developed a seizure that would not stop, you would be okay with being included in ESETT without giving your consent ahead of time.


	
	
	
	
	

	4. If you are/were a parent, and your child developed a seizure that would not stop, you would be okay with him/her being included in ESETT without giving your consent ahead of time.
	
	
	
	
	


5. Do you think that ESETT researchers will seriously consider what community members like you have to say about this study before starting it?


__Yes

__No

__ I don’t know
6.  Do you feel that you have been given enough information to give your informed opinion about whether you think it is ok for researchers to do the ESETT study?

__Yes

__No (What additional information would you still like to know?)


______________________________________________________________________________________________________________________________________________________________________________________________
7.  Would you like to tell doctors that you do not want to participate in ESETT?
__ Yes  



__ No  
If yes, pick up an ESETT brochure and contact the study team listed on the back to learn how you can let doctors know that you do not want to participate in ESETT.
Lastly, so that we can make sure we are hearing from a wide range of <<city, county, state>> residents, please complete the following final six questions about yourself. 
8. What is your age: __ __ __ (years old):    
9. Are you:        __Male         __Female

10. Are you Hispanic or Latino?      __Yes            __No 
        __I don’t know 

11. Which one or more of the following would you say is your race:  (Check all that apply) 
__White 

__Black or African American 

__Asian 

__Native Hawaiian or Other Pacific Islander 

__American Indian or Alaska Native 

__Other [specify]______________
12. What is the highest grade or year of school you completed? 

__Never attended school or only attended kindergarten 

__Grades 1 through 8 (Elementary) 

__Grades 9 through 11 (Some high school) 

__Grade 12 or GED (High school graduate) 

__College 1 year to 3 years (Some college or technical school) 

__College 4 years or more (College graduate) 

13. Please provide below, any additional comments, concerns or questions you would like to share with the ESETT study team: 

______________________________________________________________________________________________________________________________________________________________________________________________

Thank you!
1.  Have you or has anyone you know ever experienced a seizure? (Check all that apply)





    __Me	 ___ My child 	      __Another family member or loved one        __Someone else 	      __No
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