MACROBUTTON NoMacro [insert CRS name]
Standard Operating Procedure (SOP)

Deviation Report


	Date Deviation Identified:
	MACROBUTTON NoMacro [Enter date.]
	Deviation Status:
	 FORMCHECKBOX 
 Unanticipated
	 FORMCHECKBOX 
 Anticipated

	SOP #:
	MACROBUTTON NoMacro [Enter number of deviated SOP.]
	Sections Affected:
	MACROBUTTON NoMacro [Enter specific section number(s).]

	Deviation Reported By:
	MACROBUTTON NoMacro [Enter name(s) of reporting staff member(s).]

	Description of Deviation:

Include file(s), equipment, and/or affected study(s); how deviation occurred and note probable cause (if unanticipated); why deviation was necessary (if anticipated).
	MACROBUTTON NoMacro [Enter detailed description of deviation.]

	Justification/Rationale:

If this is an anticipated deviation, describe the special circumstances 
and/or rationale as to why the SOP is in need of modification.
	MACROBUTTON NoMacro [For anticipated deviation only: Enter justification/rationale.]

	Recommended Follow-up Actions:

Record information regarding staff-specific actions to be taken (or already taken); proposed modifications to Work Practice Guideline, SOP, or other written materials; planned training/re-training; timeline for implementation.
	MACROBUTTON NoMacro [Enter detailed recommendations for follow-up action(s).]

	Preventive Measures:

Describe any actions that might be instituted that would minimize the potential for the deviation to recur and suggestions for how the deviation could be avoided in the future.
	MACROBUTTON NoMacro [Enter recommended preventive measures.]

	Print out report; sign and date; file in MACROBUTTON NoMacro [Insert location].

	PI or Designee Signature:
	
	Date:
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