Office of Human Research Ethics -- Institutional Review Board
Report of Emergency Use of a Test Article to the IRB
Version 30; December 2022
FDA regulations allow for an investigational drug/device to be used in emergency situations without prior IRB approval.  Emergency use is defined as a life-threatening situation in which no standard acceptable treatment is available and in which there is not sufficient time to obtain IRB approval for the use.  These are typically situations in which the intent is not to conduct research but to act in the best interest of an individual patient.  Nevertheless, the FDA requires IRB involvement, even if prospective IRB approval is not possible.  The health care provider is still required to obtain informed consent under these circumstances.  The emergency use must be reported to the IRB in writing within 5 working days.  For additional information see the UNC IRB’s Standard Operating Procedures for this topic at:
https://policies.unc.edu/TDClient/2833/Portal/KB/ArticleDet?ID=132229 (SOP 1301).
Date Submitted to IRB:       
Name of Treating Physician:       
Department:       
Mailing address/CB #:       
UNC-CH PID:       
Pager:       
Phone #:       
Fax #:       
Email Address:       
Patient’s Initials (do not provide patient’s full name or medical record #):       
Medical Condition of Patient Receiving Treatment:       
Test article (investigational drug or device) used:       
IND or IDE number if applicable:       
Reason for Use:       
Date Treatment Administered:       
Outcome/Response to Treatment:       
►  Enclose a copy of the consent form used with the patient.
Signature of Treating Physician
Date
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