	NOTICE OF PROTOCOL DEVIATION



	Identifying Information

	

	Protocol #
	
	
	Date Deviation Occurred:
	
	
	Date of the Report:
	

	
	
	
	
	[mm/dd/yyyy]
	
	
	[mm/dd/yyyy]

	

	Protocol Title:
	

	

	Principal Investigator:
	

	

	Subject Identifier:
	
	Initials:
	
	Date subject was consented in study:
	

	
	
	
	
	
	[mm/dd/yyyy]

	

	Deviation Information

	

	Type of Deviation:
	
	Single/isolated incident
	
	Multiple incidents indicating a system problem

	(Select all that apply)
	
	Inadvertent departure
	
	Deliberate protocol departure for subject safety

	
	
	Schedule deviation
	
	Deliberate protocol departure, other reason (specify below)

	
	
	Confidentiality breach
	
	Dosage/intervention errors

	
	
	Eligibility criteria
	
	Informed consent process

	

	Briefly describe the deviation [Attach relevant page from protocol and any supporting documentation, i.e. medical record dictation]:

	

	

	

	When did the deviation/violation come to the attention of the study team?
	Date [mm/dd/yyyy]:
	

	
	
	

	From what source did the study team receive the information?
	

	

	Has the integrity or the validity of the data been compromised?
	
	Yes
	
	No
	
	Yes
	
	No

	

	Where has the deviation been documented?
	
	Medical Record
	Date [mm/dd/yyyy]:
	

	
	
	Research Record
	Date [mm/dd/yyyy]:
	

	

	Briefly discuss how the event will be addressed, rectified, or resolved.  What measures will be taken to prevent reoccurrence?

	

	

	

	Reporting Information

	

	Who is the study sponsor?
	

	

	Was the sponsor notified?
	
	Yes
	
	No
	If yes, date notified: 
	

	
	
	
	
	
	
	[mm/dd/yyyy]

	

	Documentation of sponsor approval/waiver for deviation?
	
	Yes
	
	No
	If yes, date notified: 
	

	[If yes, attach copy of documentation.]
	
	
	
	
	
	[mm/dd/yyyy]

	

	   Person notified at sponsor headquarters [attach record of conversation]:
	

	

	Was the deviation approved by the PI prior to its occurrence?
	
	Yes
	
	No
	If yes, date approved:
	

	
	
	
	
	
	
	[mm/dd/yyyy]

	If no, provide reason: 
	

	

	Signatures

	

	Coordinator: 
	
	 Date Completed: 
	

	
	[mm/dd/yyyy]

	Principal Investigator:
	
	 Date Reviewed:
	

	
	
	
	[mm/dd/yyyy]


Feb, 2014

