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Protocol Deviations & Violations / Unanticipated Problems Reporting Form 
Submitted Report Must be Typed.  Forward by Email or Fax
(Use this form to report unanticipated problems that occur at your site that in the opinion of the Investigator may adversely affect the rights, safety and welfare of subjects, or which significantly impact the integrity of the research data)

	Principal Investigator Name:
	     

	Research Site Name (if applicable):
	     

	Sponsor:
	     

	Sponsor Protocol No.:
	     
	RRB Protocol No.:
	     

	Study Drug/Device:
	     

	Subject ID:
	     


	Describe the unanticipated problem (pre-planned deviations must be submitted to RRB for approval prior to implementation):

     
Date of Occurrence:      

	

	Explain the reason for the deviation/violation or unanticipated problem:

     

	

	Describe what action you have taken to prevent recurrence:

      


	     
	
	     

	Name of Person Completing this Form
	
	Investigator’s Signature or forward from an RRB recognized email address of Signator.

	

	     
	
	     
	
	     

	Phone Number
	Fax Number
	Date:   dd/mm/yyyy


	Do not use this form to report adverse events
	Effective January 1, 2012



