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Summary Statement of Deficiencies

ANALYTIC SYSTEMS
CFR(S): 493.1250

Each laboratory that performs nonwaived testing must meet the applicable analytic
systems requirements in 493.1251 through 493.1283, unless HHS approves a
procedure, specified in Appendix C of the State Operations Manual (CMS Pub.7), that
provides equivalent quality testing. The laboratory must monitor and evaluate the
overall quality of the analytic systems and correct identified problems as specified in
493.1289 for each specialty and subspecialty of testing performed.

This CONDITION is not met as evidenced by:

Based on observation, record review, review of the procedure manual, and interview,
the laboratory failed to use non-expired reagentsin their Hematoxylin (H) and Eosin
stain for staining patient's histopathology slides on 09/18/2025 (See D5417), and the
laboratory failed to document the acceptability of the Hematoxylin and Eosin (H& E)
control slide for two days (11/20/2025, 12/18/2025) of the quality control (QC) log
reviewed from 11/13/2025 to 02/05/2025 (See D5601). These are uncorrected
deficiencies from the survey on 10/08/2025.

LABORATORY TECHNICAL SUPERVISOR
CFR(S): 493.1447

The laboratory must have atechnical supervisor who meets the qualification

requirements of 493.1449 of this subpart and provides technical supervisionin
accordance with 493.1451 of this subpart.

This CONDITION is not met as evidenced by:



Based on review of the procedure manual, record review, and interview, the Technical
Supervisor (A) failed to identify problemsin the documentation of quality control and
mai ntenance records from 11/13/2025 to 02/05/2025. (See D6123)



