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Summary Statement of Deficiencies

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 areview of the laboratory's College of American Pathologists (CAP)
proficiency testing (PT) records, lack of records, and staff interviews, the laboratory
director failed to document corrective action for unacceptabl e results received on one
CAP PT event in 2024 (one of eight reviewed). The findings include: 1. A review of
the laboratory's CAP PT records revealed that the laboratory received two
unacceptable scores for the sample numbers NEO-04 and NEO-05 for the Neoplastic
Celularity (NEO) A 2024 event on the performance evaluation. 2. The laboratory did
not have documented corrective action for the unacceptable results for the NEO-A
2024 samples NEO-04 and NEO-05 on the survey date (08/11/2025). 3. An interview
with the laboratory general supervisor on 08/11/2025 at 2:45 p.m. confirmed the
survey findings.



