PH IRB HUD Closure Form
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INSTITUTIONAL REVIEW BOARD

HUD CLOSURE FORM (Version 03/10)
Form must be sent electronically or typed for submission to PH IRB.
Please submit 1 copy of completed HUD Closure Form.
(NOTE:  A HUD Closure Form should be submitted when the device is no longer available, or is no longer going to be used by any of the physicians approved to use it.) 
	Responsible Physician (MD):
	

	MD Phone: 
	

	MD Fax:
	

	MD Pager #:
	

	MD Email:
	

	Office Name:
	

	Office Address:
	

	City, State, Zip:
	


	HUD Title:
	

	HDE #:
	

	HDE Holder:
	


	Total number of patients who received HUD since approval:
	

	Total number of patients who received HUD since last review:
	


	Has there been any Off-Label Use, Off-Label Use in an Emergency, or Compassionate Use of the HUD since last review?
	
	Yes
	
	No

	If “Yes”, have these been reported to PH IRB previously?
	
	Yes
	
	No

	If “No”, please submit reports with this HUD Closure


Please list all HUD Adverse Device Effects (ADE).  (An ADE must be submitted by Responsible Physician to PH IRB and to the HDE Holder who will submit to the FDA, if the device may have caused or contributed to death or serious injury occurring in the past year for each patient.  Serious injury means an injury or illness that (1) is life-threatening, (2) results in permanent impairment of a body function or permanent damage to a body structure, or (3) necessitates medical or surgical intervention to preclude permanent impairment of a body function or permanent damage to a body structure. (21 CFR 803.3)) 
	Type of ADE
	Pt. Initials
	Date of ADE
	Brief Summary of ADE

	
	
	
	

	
	
	
	


(Please press “tab” to create more rows.)
	Were all HUD ADE reported to PH IRB?
	
	Yes
	
	No


If No, please submit all HUD ADE to PH IRB at this time utilizing the HUD ADE Form.

Please check one or more reasons that may apply for HUD Closure and explain if necessary:

	
	HUD no longer available from HDE Holder
	

	
	HUD Closed Due to Adverse Device Effect(s):  Please Explain:
	

	
	Infrequent HUD use
	

	
	Other, Please Specify:
	


I certify that as of the date below, this HUD will no longer be used in patients at any Parkview Health facility by me or any of the physicians listed on the HUD Review Certificate of Approval.  Therefore, this HUD use by these physicians should be officially closed by the PH IRB.  The PH IRB has my permission to destroy the PH IRB file 3 years after closure.

_______________________________

_______________

Responsible Physician (Signature)




       Date
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