HUD AMENDMENT SUBMISSION FORM
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INSTITUTIONAL REVIEW BOARD

HUD AMENDMENT FORM (Version 03/10)
1 copy of completed HUD Amendment Form must be submitted electronically or typed for submission to PH IRB.
Include appropriate attachments as outlined below.

	Responsible Physician (MD):
	

	HUD Title:
	

	HDE#:
	

	HDE Holder:
	


	Original Approval Date: 
	


The following changes are proposed for this HUD: Mark all applicable boxes:  

	
	Physician(s)
	
	Location(s) of Use

	
	HUD Procedure(s)
	
	Patient Information Packet

	
	HUD or Device Modification
	
	Consent Form

	
	HUD or Device Product Labeling
	
	Editorial Corrections

	
	Clinical Brochure or Manufacturer Information
	
	Risks

	
	Other (Please Specify):  


Do any of the following require a revision as a result of this Amendment?

	
	NA
	Yes
	No

	Consent Form
	
	
	

	Patient Information Packet
	
	
	

	Device Product Labeling
	
	
	

	Clinical Brochure or Manufacturer Information
	
	
	


If yes, attach 1 complete copy with revisions highlighted.

Please list the specific changes from the previously approved HUD Submission and provide sufficient rationale for each change to allow the PH IRB to make a decision.  Use additional pages as necessary.

	1.  
2.  

3.   


_________________________________________________

___________________

Responsible Physician (Signature)




Date
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