UCSF IRB
EMERGENCY USE POST-USE REPORT FORM

Per federal regulations, please submit this report to the IRB within five working days of the initiation of emergency use of a test article. This report should be sent to the IRB personnel whom you’ve communicated with. If this is the first time you are notifying the IRB of this case, please send the report to irb@ucsf.edu and include in the title “Emergency Use Post-use Report.” Remember, the physician must sign and date this form.
	Physician Information

	Physician’s Name:
	
	Phone Number:
	

	Department Address:
	

	Test Article Information

	Test Article Name:
	
	Sponsor Name:
	

	For Drug or Biologic, please include IND#:
	
	For Device, please include IDE#:
	

	Emergency Use Information

	Date IRB was contacted:
	
	Date test article was first used:
	

	Initials of Patient:
	
	Treatment Facility:
	


	Was informed consent obtained? 

	[  ]   yes→Attach a copy of the signed consent document with this report.

	[  ]   no→Please attach a copy of the consent waiver with this report.

	Did this emergency use meet each of the following requirements?  Check all that apply:

	[  ]  Patient has a life-threatening or severely debilitating condition.

	[  ]  There was not sufficient time to submit a research protocol for an IRB full committee panel to review and approve.

	[  ]  No standard acceptable treatment was available for the patient.

	[  ]  This use is not part of a systematic investigation designed to develop or contribute to generalizable knowledge (does not meet the DHHS definition of research).

	Please discuss below the indication and rationale for emergency use of this test article:


	

	Please choose A or B below:


	A. [  ] Initial treatment results are available now and described below:


	


	B. [  ] Initial treatment results are not yet available. I will submit a report of initial results by the following date→
	


	Physician’s signature:
	
	Date:
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