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	Notification of Protocol Deviations/Violations
	


The IRB chair can suspend or terminate studies at his discretion when issues of non-compliance appear to place subjects at risk. All significant protocol deviations and noncompliance must be reported promptly to the IRB.
	Principal Investigator:
	
	Date:
	

	Phone:
	
	Contact Person:
	

	Fax:
	
	
	

	Email Address:
	
	
	


	IRB Study No. and Title:



	
	

	Please respond to all questions. 



	1. Describe the protocol deviation/violation/non-compliance (include date of occurrence):


	2. Explain the reason for the deviation/violation:



	3. Indicate the Treatment/Outcome of the event:



	4. Was a SAE reported as a result of this event?  



	5. Did this deviation/violation have a serious impact on the conduct of the study or the outcome of the trial?



	6. Describe the steps taken to resolve this particular occurrence.



	7. Describe what is being done to prevent similar occurrences in the future.   




	I confirm the accuracy of this report and certify that this study is being conducted in accordance with the terms of the Federalwide Assurance FWA 0002762 and the policies of Louisiana State University IRB instituted for the protection of human subjects participating in research.  

	
	
	

	Signature of Principal Investigator
	
	Date


Please submit materials, including all sponsor related documents to the IRB Office, Resource Building, Suite 206.  Questions 504-680-9350.
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