Adventist HealthCare Institutional Review Board

Protocol Deviation Cumulative Table
Study #:       
                          Organizational Entity:        

Study Name:      
Principal Investigator (PI):      
                          

Form Completed by: 
Deviations affecting the risk/benefit analysis of the study; the rights, health and/or welfare of a subject; the safety and/or privacy of a subject; and deviations that may affect a subject’s willingness to participate must be reported in writing to the IRB within seven (7) working days of their occurrence or of the Principal Investigator becoming aware of the deviation. Please refer to Chapter 11 of the IRB Handbook for further reporting guidance. The Protocol Deviation Cumulative Table must be updated to reflect all protocol deviations. This form is cumulative and must be submitted along with each submission of the Protocol Deviation Reporting Form and Application for Continuing Review.  Please add the newest deviation to the end of the table. 
	Definitions



	1. Subject Identifier.  Reference number or subject code that links the event to a subject.

2. Date of Deviation.  Date on which the deviation occurred.  Enter as MM/DD/YY.  

3. Protocol Deviation Form Completed?  Enter Yes or No to the question: Was an AHC Protocol Deviation Reporting Form submitted for this event?  
	4. Date Reported to IRB.  Date on which the Protocol Deviation Reporting Form was submitted for deviations requiring immediate reporting, or the date this table is submitted for those note requiring immediate reporting.

5. Deviation.  Briefly describe the protocol deviation.

6. Corrective Action Plan.  Describe the actions to be taken to address this protocol deviation as well as actions to prevent the deviation from recurring.
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	By signing below, I certify that I have reviewed the following Protocol Deviation Cumulative Table and the information provided on this form (and any attachments) is complete, true and accurate.

SIGNATURE 

_________________________________________________
_____
Signature of the Principal Investigator 



Date




Protocol Deviation Cumulative Table
                                                                               

    

Page 2 of 2
Version 4, August 25, 2017

