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Exception Report

	For IRB use only:




	The Sponsor and Principal Investigator are responsible for obtaining IRB approval of protocol exceptions that may affect the scientific design/integrity of the study, affect the rights, safety or welfare of study subjects, or change the risk/benefit ratio prior to implementation, except where necessary to eliminate apparent immediate hazard to human subject(s).  Exceptions must be submitted to the IRB accompanied by documentation of the Sponsor’s approval thereof.  Additionally, when the research involves an investigational device and the changes or deviations may affect the scientific soundness of the plan or the rights, safety, or welfare of the subjects, FDA pre-approval is required [21 CFR 812.150 (4)].  Exceptions necessary to eliminate apparent immediate hazard to human subjects should be reported promptly after initiation.  
Refer to the Investigator’s Handbook at www.sterlingirb.com for additional information regarding exceptions.   




	Sterling IRB ID # :       
	Anticipated Date(s) of Exception: mm/dd/yyyy - mm/dd/yyyy 

	Principal Investigator:       
	Sponsor:       

	Need for Exception noted by:     Investigator  FORMCHECKBOX 
        CRC  FORMCHECKBOX 
         Monitor  FORMCHECKBOX 
        Other:      

	Protocol:       
	Subject ID: (Initials/Number)       


Explanation of the exception: (Attach separate page if necessary)
     
Explain the reason for the exception: (Attach separate page if necessary)
     
If applicable, outline a plan to prevent need for a similar exception in the future: (Attach separate page if necessary)
     
Does this exception affect the rights, safety or welfare of subjects?
                          
Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
    
Does this exception affect the integrity of the study data?

                                       
Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  
Is documentation of the Sponsor’s approval of the exception attached?          


Yes  FORMCHECKBOX 
  *No  FORMCHECKBOX 
    
*If No, note that IRB approval will not be granted until documentation of Sponsor approval has been submitted to Sterling IRB.  
	     
Name of Person Completing this Form
	        

Date     
	For IRB use only:


	     
E-mail Address 
	

	     
Phone Number
	         

Fax Number      
	

	__________________________________________

Signature of Principal Investigator or Sub-Investigator
	_____________
Date
	

	Please complete this form and fax to Sterling IRB at 770-690-9492
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