HUD Adverse Device Effects (ADE) Form

	Keyword:  
	     

	Date:   
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	Initial Report:
	     

	Follow-up Report:
	     


                                          INSTITUTIONAL REVIEW BOARD

HUD ADVERSE DEVICE EFFECT(S) (ADE) FORM (Version 03/10)
1 copy of HUD ADE Form must be submitted electronically or typed for submission to PH IRB.

Complete only if ADE occurred at your site.
HUD ADE must be submitted by the Responsible Physician to PH IRB and to the HDE Holder who will submit to the FDA no later than 10 work days after the day that the Responsible Physician become aware of information that reasonably suggests that a device has or may have caused or contributed to a death or serious injury, and for malfunctions likely to cause or contribute to a death or serious injury if the malfunction were to recur.  
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))
	Responsible Physician (MD): 
	

	HUD Title:
	

	HDE #: 
	

	HDE Holder:
	


	Patient Initials: 
	

	Date of HUD use:
	

	Date of ADE:
	

	Date MD Notified of ADE: 
	


This Report involves a (please check all that apply):

	
	Death

	
	A life threatening experience

	
	Permanent impairment of a body function or permanent damage to a body structure 

	
	Medical or surgical intervention necessary to prevent one of the serious outcomes listed above

	
	Malfunction, important medical event, or any other experience that may require medical or surgical intervention to prevent one of the serious outcomes listed above 

	
	Other (Please specify):


	Was the HDE Holder notified of the ADE?
	
	Yes
	Date:
	
	
	No
	
	NA

	MedWatch Report is submitted with this report
	
	Yes
	
	NO - Will submit when available
	
	NA

	Was the HUD (Device) removed or discontinued?         
	
	Yes
	Date(s):
	
	
	No
	
	NA


	Comments: Please provide a summary of HUD ADE including significant clinical findings and the outcome:  

	


 ____________________________________________                            ________________

Responsible Physician (Signature)

Date
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