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Humanitarian Use Device (HUD) Final Report
	Please complete and submit this HUD Final Report to Sterling IRB when you no longer wish to be under its approval for 

use of the Humanitarian Use Device.  Should you have any questions regarding the submission of this report, please 
contact Sterling IRB at (888) 636-1062.


Sterling IRB ID Number:      
Primary Physician:      
HUD Name:      
Humanitarian Device 

Exemption (HDE) Holder:      
HDE Number:       
	1.
	Have you ever used the above-referenced HUD under the approval granted by Sterling IRB?

*If No, skip to item #2. 
	Yes  FORMCHECKBOX 
  No*  FORMCHECKBOX 


	1a.
	Have you submitted a case summary for each use of the above-referenced HUD under the approval granted by Sterling IRB?

*If No, please submit any case summaries not previously submitted to Sterling IRB.
	Yes  FORMCHECKBOX 
  No*  FORMCHECKBOX 


	1b.
	Based on your experience with use of the above-referenced HUD, should changes be made to the informed consent process, informed consent documentation, or Patient Information Sheet (if used, or applicable)?  
*If Yes, please attach an explanation and your recommendations for change.
	Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 


	2.
	Has new information involving risks or benefits to patients become available?
*If Yes, please attach an explanation and any source documentation (if applicable).
	Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 


	3.
	Have there been any deaths, hospitalizations, or serious illnesses thought to be associated with the HUD not previously reported? 
*If Yes, please attach an explanation of these events.
	Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 


	4.
	Is there any other information available regarding this HUD or its use of which Sterling IRB should be aware?  
*If Yes, please attach an explanation and any source documentation (if applicable).
	Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 


	5.
	Is there any other information available regarding this HUD or its use of which Sterling IRB should be aware?  
*If Yes, please attach an explanation. 
	Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 



     






Name of Person Completing this Form              
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
Position                                                 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
Telephone Number

I acknowledge that I have reviewed the information provided on this HUD Continuing Review Report and all attachments and certify that the information provided is true and accurate to the best of my knowledge.

______________________________________________________            

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
Signature of Physician                                                                                Date

Please complete this form and return to Sterling IRB via fax at 770-690-9492 or via email at info@sterlingirb.com
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