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HUD CONTINUING REVIEW FORM (Version 03/10)
Form must be sent electronically or typed for submission to PH IRB.

Please submit 1 copy of completed HUD Continuing Review Form and, if applicable, current version of Informed Consent.

	Responsible Physician (MD):
	


	HUD Title: 
	

	HDE#:
	

	HDE Holder:
	


	Informed consent version (if applicable):  


	Total number of patients who received HUD since approval:
	

	Total number of patients who received HUD since last review:
	

	Have there been modifications to the HUD or Device Labeling, or other Amendments to the HUD use since last review?                 
	
	Yes
	
	No

	Have all been previously submitted to PH IRB?
	
	Yes
	
	No 

	If No, please submit on a HUD Amendment Form with this Continuing Review.

	If Yes, please list Amendment # or date with brief explanation of revision: 

	Amendment # or date:
	Explanation of Amendment:

	
	


(Please press “Tab” to create more rows.)
Please list all HUD Adverse Device Effects (ADE).  (An ADE must be submitted by the 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.)
	Please submit a copy of the HDE Holder’s most recent Annual Report to the FDA, if not previously submitted since last review
	
	Previously submitted
	
	Attached here


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

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

	If “No”, please submit reports with this Continuing Review.


________________________________________                            ________________

Responsible Physician (MD)



                      Date
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