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Summary Statement of Deficiencies

An unannounced complaint investigation was completed on March 19, 2025, for
Intakes #TX00533111. The complaint was unsubstantiated.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(7)

(e)(7) Ensure that all necessary remedial actions are taken and documented whenever
significant deviations from the laboratorys established performance characteristics are
identified, and

This STANDARD is not met as evidenced by:

Based on review of laboratory records and confirmed in interview of laboratory
personnel, the laboratory director failed to ensure remedial action was taken and
documented for 12 of 12 patient results when the specimens were grossed by
unqualified testing personnel. The findings were: 1. Review of laboratory records
found no documentation that the laboratory performed corrective action for the 12 of
12 patient results identified when the specimens were grossed by unqualified testing
personnel (see patient aliaslist). 2. An interview with the Histology Supervisor on
March 19, 2025, at 13:50 hours in the laboratory confirmed the findings.



