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Summary Statement of Deficiencies

D2009 TESTING OF PROFICIENCY TESTING SAMPLES
CFR(s): 493.801(b)(1)

The individual testing or examining the samples and the laboratory director must 
attest to the routine integration of the samples into the patient workload using the 
laboratory's routine methods.

This STANDARD is not met as evidenced by:
Based on a review of the American Association of Bioanalysts-Medical Laboratory 
Evaluation(AAB-MLE) Proficiency Testing (PT) records and an interview with the 
Laboratory Director (LD), the LD and the Testing Personnel (TP) failed to sign the PT 
attestation statements for NonChemistry events. This was noted for six of the seven 
events reviewed in 2022 through 2024. The findings include: 1. A review of the AAB-
MLE PT records revealed no signatures by the LD or TP on attestation statements for 
the following events: A) Nonchemistry M1 2023, B) Nonchemistry M2 2023, C) 
Nonchemistry M3 2023, D) Nonchemistry M1 2024, E) Nonchemistry M2 2024, F) 
Nonchemistry M3 2024. 2. During the exit conference on 12-18-2024 at 1:40 PM, the 
LD confirmed the above findings.
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