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For Definitions and Reporting Guide regarding Deviations see http://irb.ufl.edu/wp-content/uploads/guide-dev.pdf
	Below please provide contact information for a representative who can answer questions pertaining to this submission:



	Contact INFO:
	Primary Contact:
(If student provide supervisor’s information as  2nd Contact)
	2nd Contact

	Name:
	
	

	Position:
	
	

	Email:
	
	

	Phone #
	
	


Please complete the following.  Provide three copies (original plus two copies) to the IRB02 office.

	Reporting Date:
	

	Date of Occurrence:
	

	Principal Investigator:
	

	IRB Project Number:
	

	IRB Project Title:
	

	Reporting (check one):
□

□
	Regulatory Noncompliance

Unplanned Major Deviation potentially affecting (a) participants’ safety, rights, welfare, or willingness to continue participating in the study or (b) research data integrity

	Please describe what occurred:

	Did participants experience adverse effects or unanticipated problems as a result of the occurrence?  (If so, submit the Adverse Effects Report located on http://irb.ufl.edu/irb02/irb-02-forms.html)

	Explain why this occurrence does or does not affect the integrity of the research data?

	What corrective action have you taken to directly address this event?

	What have you done to prevent this from reoccurring?


Signature of Principal Investigator





Date
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Chair’s Response and Board Action (Attach letter if needed):




















Chair’s Signature							Date:			
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