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Institutional Review Board (IRB)
Follow-Up Use Report

HUMANITARIAN USE DEVICE/HDE
INSTRUCTIONS

· The IRB is to be sent a follow-up status report on the patient within 5 days of the event.
· Report any serious or unexpected adverse event(s) or problems occurring with this HUD use within 48 hours (use “Clinical Unanticipated Problems” form).
	HUD Name and HDE #:
	     


	IRB Project #:
	SJ      
	Project Title:
	     


	Date of HUD Use:

	     
	Patient’s Initials:       

	Patient’s Initials:
	     


	Patient Follow-Up Status: 
	     


	Physician’s Name (please print):
	     

	Physician’s Signature:


	

	Date of Report:
	     


Send completed report to the Institutional Review Board (IRB) 

Fax signed document to:


313-343-3863



or


Scan signed document and send via Email:   SuzanneC.leialoha@stjohn.org or








Elizabeth.mill@stjohn.org
IRB Approved:  07/16/2009

