Portland VAMC Institutional Review Board


IRB Initial & Continuing Review of Humanitarian Use Device (HUD) 

	Principal Investigator:
	     

	Project Number (ID#):
	     
	IRB Review Date:  
	     

	IRB Primary Reviewer’s Name:
	     

	Type of Review:
	 FORMCHECKBOX 
 Initial      FORMCHECKBOX 
 Re-Review    FORMCHECKBOX 
 Continuing Review   


If you have a conflict of interest in reviewing this protocol, please contact an IRB Analyst via the Research Office at x55125 immediately, so that this review may be reassigned.
	
	
	Yes
	No

	1. 
	Has the FDA granted a Humanitarian Device Exemption (HDE)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	List of approved HDEs at http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsandClearances/HDEApprovals/ucm161827.htm . Click on the number of the appropriate HDE to view the approval order, labeling, and patient information.

	2. 
	Based on review of the HDE information and the information received from the PVAMC clinician, are the risks to patients (physical, social, psychological, economic, and legal risks) minimized by using procedures consistent with product labeling and that do not unnecessarily expose the patients to risk?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. 
	Are all appropriate measures of disease progression used in determining eligibility of the patient for use of the HUD?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. 
	Is there assurance that all other possible treatment modalities will have been tried and determined to have failed before using the HUD?

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. 
	When considering the patient’s need for the HUD, is the likelihood that the device is appropriate for the patient’s condition or disease state determined appropriately?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Does the physician have the appropriate training and qualifications for safe and effective use of the HUD? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. 
	Will all appropriate histories, physical exams, and lab tests be conducted in determining a patient’s need for the HUD, and are there qualified physicians in place to interpret any necessary laboratory/ data?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. 
	Are the risks reasonable in relation to anticipated benefits?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. 
	All items on the HUD Application/CRQ have been completely and satisfactorily answered.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. 
	If research informed consent is applicable (i.e. the HUD is the subject of a clinical investigation) but documentation of that consent is being waived, has the investigator provided an oral script of information to be presented with the required and appropriate additional elements of consent disclosure?
a. If NO to 10, please explain any deficiencies:        
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10. 
	Should any limitations be specified on the use of the device other than those listed on the application? If YES, please describe:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Go to “Recommendation” Section if this is not a continuing review.
	Answer the following  if this is a Continuing Review:
	Yes
	No

	1. Have there been any changes in the HDE documentation, any SAEs, or any new information from the manufacturer since the last review?
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	2. If YES to 1, does this change the risks to patients receiving the device? 
 FORMCHECKBOX 
 N/A – no patients enrolled
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	

	
	Yes
	No

	3. If YES to 2, should any new limitations be specified in the use of the device?  FORMCHECKBOX 
 N/A    
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	RECOMMENDATION


	 FORMCHECKBOX 

	Approval:  as is, no changes needed.

	 FORMCHECKBOX 

	Contingent Approval: approval is appropriate if a few specific, minor changes are made by the investigator and verified by the Primary Reviewer.

	 FORMCHECKBOX 

	Table: delay approval because substantive issues must be resolved.

	 FORMCHECKBOX 

	Disapprove: research should not be conducted, and the fully convened IRB will only reconsider if compelling reasons are presented by the investigator.


Comments:      
My signature below certifies that I do not have either a financial or non-financial conflict of interest in reviewing this protocol.  
IRB Primary Reviewer Signature___________________________________ 
Date: _________________

 FORMCHECKBOX 
  Check here if comments regarding the study paperwork and/or this checklist are provided on a separate piece of paper.
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