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Summary Statement of Deficiencies

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(5)

The laboratory director must ensure that the quality assessment programs are
established and maintained to assure the quality of laboratory services provided and to
identify failuresin quality asthey occur.

This STANDARD is not met as evidenced by:

Based on review of the "Control Slide Log", "Complaint Log" worksheet, and
interview with the manager, the laboratory director (LD) failed to ensure that
corrective actions were documented on the "Complaint Log" when the "H& E
(haematoxylin and eosin) Stain Quality" was not documented as satisfactory on the
"Control Slide Log." Findings. 1. Review of the "Control Slide Log" for 2023 showed
that on 3/24/23 and 4/17/23 the 'H& E Stain Quality" was documented as "too pink"
and the log did not indicate that the stain quality was satisfactory on both dates. 2.
According to the manager, the procedure manual requires the staff to document any
corrective actions on the "Complaint Log" along with any additional information.
Review of the "Complaint Log" binder showed that no corrective actions were
documented on 3/24/23 and 4/17/23. 3. During the exit interview on 02/21/2024 at 11.
00 AM, the manager confirmed that the LD failed to ensure that corrective actions
were documented when the "H& E Stain Quality" was not documented as satisfactory
on the "Control Slide Log" during the quality assurance reviews.



