If follow up report, 

Original Event #_______________
Date:_______________
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INSTITUTIONAL REVIEW BOARD

ADVERSE EVENT FORM


Is this a Serious and/or Unexpected event?        FORMCHECKBOX 
 YES       FORMCHECKBOX 
 NO***
Serious: fatal, life-threatening, permanently/significantly disabling, requires or prolongs hospitalization, causes a congenital anomaly, requires intervention to prevent permanent impairment or damage

	*An adverse event is unexpected if it is not identified by nature, severity or frequency in the current lay summary of the protocol and the informed consent.

Report to the sponsor and/or FDA as required.


IRB#:
          
Principal Investigator:       
	Study Title:  

     


	Location of Adverse Event (Check all that apply):  FORMCHECKBOX 
 Internal    FORMCHECKBOX 
 External    

 FORMCHECKBOX 
 Multi Site              FORMCHECKBOX 
 Use of drug/device in another study


Study is:  FORMCHECKBOX 
 OPEN               FORMCHECKBOX 
 CLOSED TO ACCRUAL    FORMCHECKBOX 
 TEMPORARILY CLOSED

	Patient/AE#: 

Provide the date and a brief description of the current adverse event:    



	In your clinical judgment, was the event caused by the therapy or procedures associated with this protocol?   FORMCHECKBOX 
 Possibly          FORMCHECKBOX 
 Probably           FORMCHECKBOX 
 Definitely related           FORMCHECKBOX 
 Not related     


	Is the risk of this AE appropriately described in the current informed consent?

              FORMCHECKBOX 
 YES           FORMCHECKBOX 
 NO         

	Should the informed consent form or any portion of the study be revised as a result of this event?   
              FORMCHECKBOX 
YES            FORMCHECKBOX 
 NO

	In your professional opinion, should currently enrolled individuals be notified of this event?         
              FORMCHECKBOX 
 YES          FORMCHECKBOX 
 NO


Principal Investigator Statement:  I certify that I have assessed the information concerning the adverse event and that in my judgment the risks of this research are minimized to the greatest extent possible and continue to be outweighed or balanced by the potential benefits.  

______________________________________________

________________

Signature of Principal Investigator




Date

Revised:  06/06

IRB Approval: 08/17/06






*** external none-serious and/or adverse events will be stamped by the IRB Office and returned to the researcher’s office


