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INSTITUTIONAL REVIEW BOARD

HUD SUBMISSION FORM (Version 03/10)
(For new projects involving the use of Humanitarian Use Devices)
(Form must be sent electronically or typed for submission to PH IRB)
	Responsible Physician (MD):
	

	MD Phone: 
	

	MD Fax:
	

	MD Pager #:
	

	MD Email:
	

	Office Name:
	

	Office Address:
	

	City, State, Zip:
	

	HUD Title:
	

	HDE #:
	

	HDE Holder:
	


	Physician must submit the following documentation: (Check all that apply)

	
	FDA HDE approval letter

	
	The HUD Manufacturer’s product labeling, clinical brochure, and/or other pertinent manufacturer informational materials  

	
	A statement from HUD Manufacturer that specifies the use of the HUD will be limited to the clinical indication(s) listed in the FDA-approved product labeling

	
	Patient Information Packet (if available from HUD Manufacturer)

	
	PH Institutional approval for this use 
(Please attach letter from PH signed by the President/CEO, Service Line Director or designee)

	 
	Information describing the Physician’s clinical experience or any training required/completed as required by the HUD Manufacturer (if applicable)


	Consent for the use of a HUD is not required.

If an HDE Holder decides to collect safety and effectiveness data; or the MD uses the HUD for compassionate use; in an emergency situation; or for an “off-label use”; informed consent of the subject must be obtained in accordance with FDA regulations.  (See PH IRB P&P: Emergency Use of a Drug, Device or Biologic)


	Informed Consent/HIPAA Authorization attached for IRB Review – if applicable

	
	NA
	
	Yes
	
	Other:


	Other Physicians that may use HUD:  Please list all others and their affiliation. (Click Tab to add additional boxes.)


	MD
	Affiliation
	MD
	Affiliation

	
	
	
	

	
	
	
	

	
	
	
	


	Site(s) of Device use:



	HDE Holder Contact Information

	Manufacturer:
	

	Contact Name:
	
	Telephone #:
	

	Address:
	
	Email:
	


	HUD USE DETAILS / INFORMATION

	1. How will the patient be informed of billing and insurance coverage issues, prior to HUD use?  

	
	Informed Consent Form 

	
	Advanced Billing Notice (ABN) 

	Other:

	2. List of approved indications for use of HUD:

	3. Potential benefits to patients: 

	4. Potential risks (adverse effects) to patients:  

	4a.  Precautions taken to minimize risk:

	5. Alternative procedures, if any, available to patients: 

	6. Patient Selection: 

	6a.  Inclusion Criteria:  

	6b.  Exclusion Criteria:

	6c.  Describe Patient Screening and Patient Selection procedure:


Physician Statement of Principles
	HUD Title:  
	

	Responsible Physician:  
	


As part of my responsibility, I agree to promptly report to PH IRB, and/or the FDA and the HDE Holder, the following events, for my own uses of the HUD, and for those uses of the HUD by all PH IRB-approved physicians listed on the HUD Review Certificate:

1)  Any instance where the device may have caused or contributed to death or serious injury of a patient;

2)  Modifications to the HUD or to the Device Labeling; 

3)  Any instance of serious or continuing noncompliance with the regulations, or the requirements or determinations of the PH IRB; 

4)  Any off-label or emergency use of the HUD; and,
5)  Any suspension or termination of PH IRB approval.
In addition, I agree to make Continuing Review reports no less than annually to the PH IRB on the use of the HUD listed above. 
If there is a reason for me to deviate from these precepts, I will seek prior approval in writing from the Parkview Health Institutional Review Board. 






_______________






Responsible Physician (Signature)



Date
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