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REPORT OF PROTOCOL DEVIATION NOT INVOLVING RISK TO SUBJECTS
Instructions:  Federal Regulations require that human subject research be conducted only with prior IRB approval and in accordance with IRB approved procedures.  Any modification made to a study which has not received IRB approval prior to implementation is considered a protocol deviation and is not in compliance with regulations or IRB policy.  Reports to the IRB should be submitted via IRBNet within 5 working days of the deviation being discovered or made known. Once discovered, no additional work that deviates from the approved protocol is to be carried out.  Deviations should also be summarized in the next continuing review of the study or final report. 
	1. GENERAL INFORMATION

	     Protocol Title:      

	     Protocol Number:         
	Date of Report:       
	Initial Report:   FORMCHECKBOX 

	Follow-up Report:   FORMCHECKBOX 


	     Name of Person Reporting:       
	Email Address of Individual Reporting:       

	     Date(s) of Event:       
	Location of Event:      On site:   FORMCHECKBOX 
     Off site:   FORMCHECKBOX 
    

	2. PRINCIPAL INVESTIGATOR

	     Name:      
	Faculty:  FORMCHECKBOX 
     Staff:  FORMCHECKBOX 


	     School/Department:                                                  

	     E-mail Address:        
	Telephone Number: (     )     -            

	3. CO-INVESTIGATOR

	     Name:      
	Faculty:  FORMCHECKBOX 
     Staff:  FORMCHECKBOX 
     Student:  FORMCHECKBOX 


	     School/Department:                                                              

	     Campus Mailing Address:      
	      

	     E-mail Address:       
	Telephone Number: (     )     -            

	4.  TYPE OF DEVIATION (Check appropriate (box and describe in detail below)

	 FORMCHECKBOX 
  Research conducted without IRB approved protocol (includes continuing research after lapse in IRB approval)

	 FORMCHECKBOX 
  Research modified without prior IRB approval (includes use of consent document not stamped by the IRB, over-enrollment of     subjects, extension of study dates, addition of study procedures, etc)

	     

	5. PLAN FOR CORRECTIVE ACTION

	Describe below the plan for corrective action

	     


*E-SIGNATURES ARE REQUIRED PRIOR TO SUBMISSION from the following:
Principle Investigator

Co-Investigator(s)

Suffolk University Institutional Review Board 
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Suffolk University Office of Research and Sponsored Programs

Exemption Request Form Version 12.7.12

Suffolk University Institutional Review Board 
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