IRB Template Date: 2/2015

RESEARCH SUBJECT INFORMATION SHEET FOR 
CLINICAL STUDIES WITH CHILDREN (Ages 7 – 14)
	GENERAL INSTRUCTIONS FOR USING THIS FORM:  

This template includes shaded boxes providing brief instructions. Other instructions are shaded or underlined and in parentheses. Delete all shaded and underlined instructional text in parentheses BEFORE submitting this form to the SLU IRB for review. To delete an instruction box, place your curser within the shaded box, right click the mouse, and select “Delete Rows”.  To delete shaded or underlined text, select the text by highlighting with your mouse, and push the “delete” button on your keyboard.

· Customize the text in this information sheet to fit your study.  

· Print this form on University letterhead.

Instructions for the consent form header below:

· List all sites (under SLU IRB jurisdiction) in which the research study will take place below SAINT LOUIS UNIVERSITY.

· Insert the IRB # obtained from eIRB.

· The “Title of Project” should match the protocol title. This title should also match the sponsor contract or grant title if appropriate.


SAINT LOUIS UNIVERSITY

	Participant: 
	
	IRB #:
	

	
	First Name / Last Name
	

	Principal Investigator (PI)
	
	Contact 

Phone #
	

	
	First Name / Last Name

Credentials
	

	Title of Project:
	


You are being asked to be in a research study because you have (insert condition).  Most people with (insert condition) have to take (insert drug/treatment).  If they do not take (insert drug/treatment), (insert age-appropriate outcomes) may happen.  

Our medicine is called (insert study drug name).  We do not know if it is better than other medicines, so we are doing this research study to try to find out. We have used it in other people with (insert condition), but we are still checking to learn more about (insert study drug name).  (Insert study drug name) might not make you feel better, or may make you feel worse.

This study will last (insert # of weeks) weeks. You will have to come to the study center (insert # of visits) times.  You will be asked questions about (insert age-appropriate information) and be examined by one of the doctors or nurses. 

Blood will be taken from your arm with a needle (insert # of blood draws) different times during the study. You will need to give a urine sample and will have (insert age-appropriate information about other study procedures).

You will need to take (insert study drug name) every day. 

You may feel bad or uncomfortable while in this study. For example, you may…(in age-appropriate language, list common risks).

If the medicine makes you feel different, or if you get (insert age-appropriate information on side effects) you must tell your parents or the study doctor. 

Important things to know:  

· You don’t have to do this if you don’t want to.

· Your doctor will still take care of you even if you don’t want to do this.
[THIS LANGUAGE TO BE USED ONLY IF APPLICABLE; IF USE, REMOVE SHADING]

If you are a girl and have started your periods, pregnancy testing will be done.  If your pregnancy test shows that you are pregnant, your parents or legal guardians will be told.  
You must not get pregnant during the study.  If you are a boy, it is very important that your partner does not get pregnant. If you are having sex, you must talk to your parents and doctor about how to make sure you/your partner do not get pregnant.  This is because (insert study drug name) could cause bad birth defects in babies.  You must not take part in this study if you become pregnant.  If at any time you think you might be pregnant, you must tell your study doctor right away.
If later you have any questions about this study, please ask your parents or call the study doctor, (insert study doctor’s name, e.g., Dr. Smith), or study nurse at (insert phone number).
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