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	INSTRUCTIONS


	· Emergency use of a test article may only be used without prior IRB approval if: 
· the patient is in a life-threatening situation or severely debilitating condition;

·  no generally acceptable alternative for treating the patient is available; and
· because of the immediate to use the test article, there is not time to obtain IRB approval prior to use 
· The investigator must submit a report to the IRB Administrative Office within 5 day of using the test article (drug, biologic or device) for the emergency treatment of a patient.
·  NOTE: This is considered emergency care and is not research.  Subsequent use of the test article must have prospective IRB review and approval.  
· For further instructions, see Emergency Use of a Test Article.



	SUBMIT


	A report containing the following information: 
· The patient’s name

· The name and Investigational New Drug (IND) or Investigational Device Exemption (IDE) for  the test article used
· A brief explanation of the patient’s history and the rationale for using the test article
· Copy of the Consent Form

· Certification from physician not involved in the study if consent was not obtained

· Copy of protocol for use of the test article, if available

Mail submission to: 
            Allina Health System
Mail Route 10105
PO Box 43

Minneapolis, MN  55440-0043

Deliver submission to: 
Allina Health System
Mail Route 10105
2925 Chicago Avenue

Minneapolis, MN  55407-1321




QUESTIONS?
Call the IRB Administrative Office at 612-262-4920
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