The Canton City Health Department Laboratory 
INCIDENT INVESTIGATION REPORT

Location of incident / analytical system:  
Date / time of incident: 
Incident description:
Person(s) affected:  
Documented by: 
Ordering entity notified (date/initials): 
Technical Supervisor notified: 

Person(s) appointed to perform investigation
Should testing be stopped? Yes____ No_____ Test: __________________________

Describe the investigation:

The investigation should include but may not be limited to the items listed below:
· Review for Clerical Errors 

· Review for Technical Issues 

· Reconstitution, pipetting, dilution errors 

· Specimen mix-up 

· Improper specimen handling 

· Incorrect instrument set-up 

· Failure to follow test kit or instrument instructions 

· Potential Methodological Issues 

· Mechanical difficulties (check maintenance and quality control records) 

· Instrument software issues 

· Calibration issues 

· Inadequate reagent performance

· Instrument failure 
Did a system fail to catch the problem? Yes______  No_______  Unknown______
If so indicate which system on the next line and the reason for system failure below:
QC (incl. Pre-, Anal., Post-) _________    PT _________    QA __________ Other_____
If “Other”, specify: 
Why did the system fail? 
Were specimens/sample tested while this incident existed?  Yes___ No__ Unknown___
Were other samples affected? Yes ________ No _______ Unknown______
If yes, when was a recall initiated: Date: ______________ 
Were test results reported while this problem existed?  Yes____ No____ Unknown______
Conclusions: 
Was a Root Cause identified Yes______ No____, if yes fully describe below:
Recommended Corrective Actions:  
Target date to complete Corrective Actions:
Date initial investigation completed: 
Review and Approval -
Personnel Involved:

Signature: ___________________________________Date: ___________

Printed Name:
Signature: ___________________________________Date: ___________

Printed Name:
Signature: ___________________________________Date: ___________
Printed Name:

Laboratory Technical Supervisor:

Signature: ___________________________________Date: ___________

Printed Name:

Laboratory Director:

Director notified (date/initials): 

Signature: ___________________________________Date: ___________

Printed Name:

INCIDENT EVALUATION FORM, PART B: FOLLOW-UP EVALUATION

Person responsible: ___________________________________ Date: _____________

Findings: ______________________________________________________________
______________________________________________________________________
____________________________________________________________________________________________________________________________________________
Date training completed

Date all corrective actions completed

Were corrective actions appropriate? Yes ___________ No___________

Were corrective actions effective? Yes ___________ No ___________

Further investigation needed? Yes ___________ No ____________

If so, specify: ___________________________________________________________
__________________________________________________________________________________________________________________________________________________________________________________________________________________
Additional corrective actions needed? Yes ___________ No ___________ N/A ____________
If so, specify ___________________________________________________________
__________________________________________________________________________________________________________________________________________________________________________________________________________________

Reviewer's Signature: ___________________________________________________________
Date: _______________

Final approval:

Laboratory Director:

Director notified (date/initials):
Signature: ___________________________________Date: ___________

Printed Name:
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