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EMERGENCY USE OF A TEST ARTICLE
Emergency use is defined as the use of a test article (e.g., investigational drug or biologic) on a human subject in a life-threatening situation in which no standard acceptable treatment is available and there is not sufficient time to obtain IRB approval for use.  Must be reported within 5 days of emergency use.

21 CFR 50.23(a)(c), 21 CFR 50.24, 21 CFR 56.102(d)(l), 21 CFR 104(c)
TEST ARTICLE INFORMATION
	NAME & DESCRIPTION OF TEST ARTICLE
	     

	NAME OF IND/IDE HOLDER
	     
	DATE USED
	

	ATTENDING PHYSICIAN
	     
	PHONE & FAX #
	     

	COMPANY/INSTITUTION
	     
	DEPT./DIVISION
	     

	ADDRESS
	     
	EMAIL ADDRESS
	     

	RESEARCH COORDINATOR
	     
	PHONE & FAX #
	     

	COMPANY/INSTITUTION
	     
	DEPT./DIVISION
	     

	ADDRESS
	     
	EMAIL ADDRESS
	     


 SUBJECT INFORMATION
	NAME OF SUBJECT
	     
	CHOA MR# 
	     


EMERGENCY USE INFORMATION

	Was the situation life-threatening?

If yes, please describe:       
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	Is there a standard acceptable treatment available?

If no, please describe:       
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	Was there sufficient time to obtain IRB approval?

If no, please describe:       
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	Was Informed Consent sought?

If yes, please describe the consent process:       
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	Describe subject’s medical condition prior to and following treatment with the test article:       



ATTENDING PHYSICIAN’S SIGNATURE
	The signature of the attending physician certifies that he/she acknowledges responsibility for (1) the ethical conduct of the treatment while using an emergency use test article in protecting the rights and welfare of human research subjects; (2) the timely reporting of all required information.  The attending physician assures that the information in this application is correct and all procedures performed under the Emergency Use guidelines were conducted in strict accordance with all applicable Federal, State and local regulations and laws regarding the protection of human subjects in research.

​​​​​​​​​​​​​​​​​​__________________________________                       _____________________________                          ________________

Attending Physician’s Signature

 
     Printed Name




  Date




CHECKLIST OF DOCUMENTS TO INCLUDE FOR EMERGENCY USE OF A TEST ARTICLE:

	 FORMCHECKBOX 
 
	Emergency Use of a Test Article Form

	 FORMCHECKBOX 
 
	Narrative signed by the Attending Physician
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