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Non-conforming Events Tool
• Follows very closely what is done in 

the NYS AGM Food Laboratory

• Pg 6 – Protocol Development: NCE 
reports are not used to document 
personnel issues. Job titles used.

• Pg 6 – Documentation: College of 
Pathologist - Completed NCE be 
put in training binder. 



Non-conforming Events - Tool
• Pg 8 Supervisors/Managers

• Authorize the resumption of work and to follow up on actions taken 
within their departments. 

• NYS AGM GP-4-08 Control of Nonconforming Testing, 
Complaints & Corrective Actions

• 5.1.7 If work has been halted, the QAU has the authority to determine 
if/when testing can resume. This shall be done after consultation with 
the supervisors/section heads. 

• Quality Committee
• While NYS AGM Food Lab does have an ISO committee review of non-

conforming work really happens at the management review meetings. 



NYS AGM Form



NYS AGM Form

Appendix A: Example NCE Form
• Event
• General incident details
• Problem reported by
• Other personnel titles 

involved
• Sample and error 

identification
• Sample accession numbers
• Sample submitted by
• Submitting facility name
• Name of facility POC/Phone 

email



NYS AGM Form
Appendix A: Example NCE Form

• Pre-analytical error type(s)
• Analytical error types(s)
• Post-analytical error type(s)
• Other error type(s)



NYS AGM Form
Appendix A: Example NCE Form

• Immediate action(s) taken
• Description of incident
• Did this issue require 

notification
• Name of individual(s) 

notified
• Supporting documentation



NYS AGM Form
Appendix B: Example CAR Form
• CAR category

• Impact to patient care – NA

• Problem identification
• Description
• Immediate correction

• Approval signatures



NYS AGM Form
Appendix B: Example CRE Form

Section II Part B
• Cause of the problem (root 

cause investigation)

• Systemic correction(s)



NYS AGM Form
Appendix B: Example CRE Form

Section II 
• Approval Signatures

Section III
• Supervisory Follow-

up/Verification of Corrective 
Action

• Approval Signatures

Section IV
• Continued monitoring
• Approval Signatures



Non-conforming Event



Non-conforming Event





Nonconforming Event

• Do you think this requires a root cause investigation?



NCE

Why no root cause?

• Self imposed rule – done as a  
courtesy. 

• Customers do not require it.



Traceability

• Sample usually delivered via 
courier – UPS/NYS courier

• Local inspectors will hand 
deliverer their samples



Traceability



Traceability

• Do you think this requires a root cause investigation?



Traceability

Why not root cause?

• Analyst self reported – they 
knew there was a problem. 
Not re-occurring problem. 



Traceability



Traceability – Root Cause Analysis



Traceability

• Do you think this requires a root cause investigation?



Traceability

• Root cause analysis 
needed because we felt 
it could happen again. 



Traceability – Root Cause Analysis



Traceability – Root Cause Analysis



Traceability – Root Cause Analysis



Traceability – Root Cause Analysis



Equipment

18-PAR-03 – 18-CAR-14
Details of the Nonconformance: 
Throughout the month of April, the MDP-022 control strain was being run 
concurrently with routine samples and controls for 18-VAL-02.
On Friday, 5/4/18, the final week of 18-VAL-02, LM-MDP-022 strain 
screened negative, and the LM-2 was positive on the ABI 7500 FAST. See 
attachment 1. The DNA (LI-1, LM-2, and MDP-022) was frozen over the 
weekend. On Monday, 5/7/18, to troubleshoot the MDP strain, the controls 
were re-run and results were the same. See attachment 2. The controls 
were re-extracted and re-run, yet this time the LM-2 was negative and the 
LM-MDP-022 was positive on the ABI. See attachment 3. The DNA was re-
run and the results were the same. See attachment 4. 



Equipment

Go to 18-CAR-14



Equipment

Missing beads Beads



Equipment



Questions?
Cynthia Mangione
NYS Department of Agriculture and Markets 
Food Laboratory
cynthia.mangione@agriculture.ny.gov

mailto:cynthia.mangione@agriculture.ny.gov


Occurrence 
Management

Presented by: Jennifer McGee
QA Senior Scientist



Occurrence Management Workflow in Qualtrax

• DCLS utilized the following document:
 CLSI QMS 11- Non-conforming Event Management

• APHL Public Health Laboratory Model Practices for 
QMS11-A: Non-conforming Events
 Follows CLSI document
 Probability and severity

2



Occurrence Management Workflow

• DCLS uses Qualtrax to document and record non-
conforming events or potential non-conforming events 
in a workflow called Occurrence Management

• Occurrence – A non-conformance or potential non-
conformance

• Occurrences are recorded as:
• No Action/Administrative Action
• Correction
• Corrective Action
• Preventive Action
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Occurrence Management Workflow

• No Action – A non-conformance due to no fault of the 
laboratory or no systemic factor that contributed to the 
error, or would lead to a similar error occurring in the 
future (i.e. low probability/low severity)

• Administrative Action – A non-conformance due to a 
personnel issue

• Preventive Action – A potential non-conformance in which 
actions are put into place to prevent the occurrence
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Occurrence Management Workflow
• Correction – A non-conformance in which the 

probability and severity does not warrant a full 
corrective action with root cause analysis

• Corrective Action – A non-conformance in which the 
probability and severity warrants a full investigation 
with root cause analysis

• Root Cause – The condition or event(s) that, if corrected or 
eliminated, would prevent the reoccurrence of a non-
conformance. Also known as the “why” the non-
conformance has occurred (corrective) 

• The root cause is a factor that caused the non-conformance and 
should be permanently eliminated through process improvement
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Occurrence Management Initiation
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Occurrence Management Initiation
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Occurrence Management Initiation

8



Occurrence Management Initiation
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Occurrence Management Initiation
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Occurrence Management Investigation
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Occurrence Management Investigation
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Occurrence Management Investigation
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Occurrence Management Investigation
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Occurrence Management Investigation
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Determining Probability

Probability – The likelihood of an occurrence happening
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Occurrence Management Investigation
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Determining Severity
Severity – The measure of consequences of an occurrence 
(i.e. impact on public health or customer confidence)
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Determining Severity

19



Determining Severity
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What Severity ranking would you choose? 

A. High

B. Moderate

C. Low
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Occurrence Management Investigation
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Determining Recommended Course of Action
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What Course of Action would you take?

A. No Action / Administrative Action

B. Correction

C. Corrective Action

D. Preventive Action
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Occurrence Management Investigation
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Occurrence Management Investigation
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Occurrence Management Investigation
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Occurrence Management Investigation
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Occurrence Management Investigation
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Occurrence Management Investigation

30



Occurrence Management Approval

31



Complete the Action Plans
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60 Day Follow Up

33



Summary

• This process allows for identifying, analyzing, 
correcting and documenting non-conforming 
events

• If it isn’t documented…it didn’t happen

• APHL Public Health Laboratory Model Practices 
for QMS11-A: Non-conforming Events is an 
excellent resource to use
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Questions?

Jennifer McGee
QA Senior Scientist

Richmond, VA
804-648-4480 ext. 400

DCLS_QA@dgs.Virginia.gov 35

mailto:DCLS_QA@dgs.Virginia.gov
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