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MEDSTAR HEALTH RESEARCH INSTITUTE

OFFICE OF RESEARCH INTEGRITY

IRB.O-012 FM1: EMERGENCY USE REPORT FORM

This form must be completed to report to ORI/FDA on the use of any investigational drug, biologic or device in an emergency situation without prior IRB/FDA approval.  Complete the entire form electronically, PRINT and submit to ORI within five (5) working days following administration of one course of treatment or implant of the device.
If you require further assistance in completing this form or need additional information, please contact the Office of Research Integrity at (301) 560-2912 to speak with an ORI staff member.

	A.  TREATING PHYSICIAN/FACILTY INFORMATION

	1.
	Facility Location:
	 FORMDROPDOWN 
       

	2.
	Physician Name:
	     

	
	a)
	Contact Number:
	     
	b)
	Email Address:
	     


	B.  INVESTIGATIONAL DRUG/BIOLOGIC/DEVICE INFORMATION

	1.
	Name of Investigational Drug/Biologic/Device:
	     

	2.
	IND/IDE Number:
	     

	3.
	Study Sponsor/Manufacturer/Cooperative Group:
	

	
	a)
	Date Contacted:
	     
	b)
	Time Contacted:
	     

	4.
	Was FDA Contacted?
	 FORMDROPDOWN 


	
	a)
	Name of Contact:
	     
	b)
	Date/Time Contacted:
	     


	C.  REPORT DETAILS

	1.
	Which of the following conditions were present? (check all that apply)

	
	 FORMCHECKBOX 
 The patient was in a life-threatening or severely debilitating situation that required immediate treatment.

 FORMCHECKBOX 
 There was no standard acceptable treatment available.

 FORMCHECKBOX 
 There was no time to obtain prospective IRB approval.



	2.
	Patient Information:
	
	

	
	a)
	Age:      
	b)
	Gender:  FORMDROPDOWN 


	3.
	Emergency condition requiring immediate use of an investigational produce?

	
	
	     

	4.
	Your assessment of potential benefits of the use of this product.

	
	
	     

	5.
	Why do you think these benefits will be realized in this patient?

	
	
	     

	6.
	Clinical condition of the patient following the investigational product.

	
	
	     

	7.
	Other relevant information the IRB should have regarding this emergency use.

	
	
	     


	D.  INFORMED CONSENT

	Check all that apply

	 FORMCHECKBOX 
 The informed consent of the patients or his/her legally authorized representative was obtained prior to administration of the test article.  Date and time consent signed:      
 FORMCHECKBOX 
 An independent physician, not involved in the patient’s care, has certified in writing, the criteria for emergency use of the investigation product were met at the time of treatment.




	E.  SIGNATURE OF UNINVOLVED/INDEPENDENT PHYSICIAN

	I certify that the criteria for emergency use of an investigation drug/biologic/device were met at the time of treatment.

	     
Typed Name of Uninvolved/Independent Physician
	Signature of Uninvolved/Independent Physician
	Date of Signature


	F.  PRINCIPAL INVESTIGATOR SIGNATURE

	To the best of my knowledge, the information presented on this form is complete and accurate. 

	     
Typed Name of Principal Investigator
	Signature of Principal Investigator
	Date of Signature
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