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NOTIFICATION OF PROTOCOL DEVIATION/VIOLATION

	IRB #:      
	CCI #:      

	Principal Investigator: 
	     

	Research Coordinator:
	     

	Protocol Title:      

	The deviation/violation involves:

 FORMCHECKBOX 
 Inclusion/Exclusion criteria

 FORMCHECKBOX 
 Consent process
	 FORMCHECKBOX 
 Complaint from research subject

 FORMCHECKBOX 
 Drug/Device Administration

	 FORMCHECKBOX 
 Other Protocol Activities (research visits, data analysis, reporting)

 FORMCHECKBOX 
 Other:      

	1. Date of the deviation/violation:      
	Subject’s Initials:      

	Note: If >10 days prior to IRB/CCI submission, explain delay:   

     

	2. Describe in detail the specific deviation/violation. 
     

	3. Explain how/why the deviation/violation occurred: 

     


	4. Describe how the deviation/violation affected the subject or integrity of research data: 

     

	5. Does this protocol deviation/violation require revision of the protocol and/or consent form? 

 FORMCHECKBOX 
 Yes, if yes, please submit an amendment form and revised documents.

 FORMCHECKBOX 
 No

	6. Describe: (i) corrective actions if applicable for this deviation/violation; and (ii) a plan for preventing the recurrence of the deviation/violation: 

     

	7. Is this a sponsored study?  FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No

(a) If yes, has the sponsor been made aware of this deviation?  FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No  

If yes, list date and include the sponsor’s correspondence:      
If no, report to the sponsor and forward the sponsor’s correspondence to the IRB/CCI. 

	
	

	Signature of Principal Investigator
	Date

	If a co-investigator is signing this form, print the individual’s name and provide justification. 
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