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Summary Statement of Deficiencies

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(d)

All proficiency testing evaluation and verification activities must be documented.

This STANDARD is not met as evidenced by:

Based on surveyor review of the Proficiency Testing (PT) records and interview with
the Office Manager (OM), the laboratory failed to evaluate results when they received
an unacceptable score in Gram Stain tests performed with the the Collage of
American Pathologists for first event 2018. The finding include: 1. The laboratory
received an "Unacceptable” result Gram Stain on samples D5-05 in 1-2018. 2. There
was no documented evidence that the |aboratory investigated the failure. 3. The OM
confirmed on 10/10/19 at 1:10 pm that the laboratory did not perform and document
an evaluation of unacceptable PT results.



