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                   INSTITUTIONAL REVIEW BOARD

SERIOUS ADVERSE EVENT (SAE) FORM 
UNANTICIPATED ADVERSE DEVICE EFFECT (UADE) FORM 
UNANTICIPATED PROBLEM (UP) FORM (Version 6/09 rev.1)
1 copy of SAE/UADE/UP Form must be submitted electronically or typed for submission to PH IRB.

Complete only if SAE/UADE/UP occurred at your site.
If you answer “Yes” or “Possibly” to all three numbered questions below, you must report this event to PH IRB within 10 days of notification or discovery of the event.  If you answer “No” to any of the three numbered questions below, you are not required to submit this event to PH IRB, unless required to do so by your Sponsor.   (See PH IRB P&P:  Reportable Events)
	1.  Does this event meet “serious” criteria?
	
	Yes
	
	No

	2.  Was the event considered by the Investigator to be study related?  
	
	Yes
	
	No
	
	Possibly

	3.  Does this event meet “unanticipated” criteria?
	
	Yes
	
	No

	3a.  If “Yes”, please explain how this event represents an “unanticipated” event:  
	 


This Report involves a:  (Please check one box only):

	
	Serious Adverse Event (SAE)

	
	Unanticipated Adverse Device Effect (UADE)

	
	Unanticipated Problem not considered to be AE, SAE, or UADE


	Principal Investigator:
	

	Study Coordinator:
	

	Protocol #: 
	

	Title of Protocol: 
	


	Patient Initials: 
	

	Date of SAE/UADE/UP:
	

	Date Site Notified of SAE/UADE/UP: 
	


Type of SAE/UADE/UP:

	
	Death

	
	A life threatening experience

	
	Hospitalization or prolongation of existing hospitalization

 
	Admission Date:
	

	
	
	Discharge Date:
	

	
	Persistent or significant disability/incapacity

	
	Congenital birth defect or anomaly

	
	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):
	


	Sponsor required report of SAE/UADE/UP to PH IRB?
	
	Yes
	
	No 
	
	NA

	Was the Sponsor notified of the SAE/UADE/UP?
	
	Yes
	Date:
	
	
	No
	
	NA

	Was the study drug interrupted?         
	
	Yes
	Date(s):
	
	
	No
	
	NA


	Comments: Please provide a summary of the SAE/UADE/UP including significant clinical findings and the outcome:  

	


 ____________________________________________                            ________________

Principal Investigator or Designee                                                                      Date
_________________________________________________          

Printed Name
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