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Summary Statement of Deficiencies

D6092 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(4)(iv)

(e)(4)(iv) An approved corrective action plan is followed when any proficiency testing 
result is found to be unacceptable or unsatisfactory;

This STANDARD is not met as evidenced by:
Based on review of the 2024 American Proficiency Institute (API) proficiency test 
(PT) Chemistry - Miscellaneous - 2nd Event, and interview with the Technical 
Personnel (TP#2), it was revealed that the laboratory director (LD) failed to ensure 
corrective action documentation was performed for analytes with failed or 
unacceptable results for one (1) analyte. Findings include: 1. Upon review of the PT 
records presented for review during on site survey, it was revealed that the LD failed 
to ensure complete corrective action was documented for unacceptable PT results for 
Chemistry - Miscellaneous - 2nd Event in 2024. a. 2024 Chemistry- Miscellaneous - 
2nd Event, no corrective action documentation for analytes: UDS Fentanyl (qual) - 
67% 2. Request for the laboratory's procedure for unacceptable or failed PT results, 
none could be produced. 3. Interview with the TP #2 at 1:00pm on 12/16/2025 
confirmed no corrective action was documented. 4. The laboratory reports performing 
3000 Fentanyl tests annually.
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