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	NONCONFORMANCE REPORT (NCR)
Laboratory Quality Event Documentation
	NCR #: NCR-______-______
Date: ___________
Site: ___________
Priority: ☐ Critical  ☐ Major  ☐ Minor



SECTION A: EVENT IDENTIFICATION
	Date/Time of Event
	Reported By
	Department
	Shift

	
	
	
	☐ AM  ☐ PM  ☐ Night

	Category
	Test/Analyte Involved
	Instrument/Equipment
	Lot # (Reagent/QC)

	☐ Pre-Analytical ☐ Analytical ☐ Post-Analytical ☐ Administrative
	
	
	



SECTION B: NONCONFORMANCE DESCRIPTION
	Detailed description of the nonconformance (what, how discovered, extent):

	
 
 
 
 

	Were any patient results potentially affected?

	☐ Yes — List accession numbers / patient IDs: _________________________________ ☐ No ☐ Unknown - Investigation needed



SECTION C: IMMEDIATE ACTION TAKEN
	Action Taken
	Taken By
	Date/Time

	☐ Test suspended  ☐ Results held  ☐ Instrument taken offline
	
	

	☐ Supervisor notified  ☐ Physician notified  ☐ Patient re-collected
	
	

	Other: ___________________________________
	
	





SECTION D: INVESTIGATION & ROOT CAUSE
	Root Cause Category
	Root Cause Details

	☐ Personnel Error
☐ Equipment Failure
☐ Reagent Issue 
☐ Process Deviation 
☐ System/IT Error 
☐ Environmental
☐ Unable to Determine
	
 
 
 
 



SECTION E: CORRECTIVE ACTION & CAPA LINKAGE
	Corrective Action Planned
	Responsible Person
	Target Completion

	
	
	

	
	
	

	CAPA Required?
	CAPA Reference #
	Follow-Up Date
	Closed Out?

	☐ Yes  ☐ No
	
	
	☐ Yes  ☐ No



SECTION F: SUPERVISOR REVIEW & SIGN-OFF
	Reported By
	Supervisor Review
	Quality Manager

	Signature: _______________ Date: ___________________
	Signature: _______________ Date: ___________________
	Signature: _______________ Date: ___________________
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