MSACL-CAC Nonconforming Event (NCE) Report template with Unique Identifier (NCE-UI = YYMMDD_HHMM)  _______________
                                                                        UI date/time = when NCE was identified
LDT(s) affected by this NCE (include UDI)_________________________________

	Date NCE Identified     Identified by    Reported to Sup. By and @Date/Time


	What is the NCE (product, event type, instrument & what failed)	Comment by Anonymous: like category 1,2 or 3?	Comment by Judy Stone: Yes 


	For this NCE – add lot #s, vendor/cat #s, instrument serial #s, other identifiers


	Details of NCE Failure (continue on next page as needed)


	
Evaluation Notes, performed by _______________________________[image: Signature outline]

@ Date/Time ___________________






[bookmark: gjdgxs][bookmark: 30j0zll]Pt Results Reported  ☐ ☐                Serious injury/Death of a patient(s) ☐ ☐
                                      Yes    No                                                                                                              Yes    No               
	Disposition 

[bookmark: 1fob9te][bookmark: 3znysh7][bookmark: 2et92p0][bookmark: tyjcwt]☐ Segregated     ☐ Investigated  ☐  Retested  ☐  Discarded             

[bookmark: 3dy6vkm][bookmark: 1t3h5sf]☐ Disinfected   ☐ Returned to ____________________________ 

[bookmark: 4d34og8][bookmark: 2s8eyo1]☐ User Maintenance     ☐ Instrument Vendor Service
     

Repeat Test/SST/Other results – Failed or Passed?  
                                                                                            


	If patient results reported, describe timeframe/Batch IDs, as indicated (attach list(s) as needed)





	If results reported, describe observed/estimated NCE effect on results (type, magnitude, distribution)

	[bookmark: 17dp8vu][bookmark: 3rdcrjn]Referred to LDT-QA Committee for Investigation/Reporting ☐ No   ☐ Yes 
	Date of Referral to LDT-QA

	Investigation Summary by LDT-QA Committee   If no investigation – describe rationale, add signature of LDT-QA Chair/designate and Date/Time







Performed by ______________________________        Date _____________         See reverse for additional notes/summary




Back of Nonconforming Product (NCP) Report Form

	[bookmark: 26in1rg]Evaluation/Investigation Notes continued or Additional Information (see also attached patient IDs/test results/instrument data/other ☐ )
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