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Summary Statement of Deficiencies

A recertification survey was conducted on 04/13/2023 and the facility was found not
to be in substantial compliance with the laboratory requirements at 42 CFR Part 493,
with deficiencies cited.

CORRECTIVE ACTIONS
CFR(S): 493.1282(b)(1)

(b) The laboratory must document all corrective actions taken, including actions taken
when any of the following occur: (b)(1) Test systems do not meet the laboratory's
verified or established performance specifications, as determined in 493.1253(b),
which include but are not limited to-- (b)(1)(i) Equipment or methodol ogies that
perform outside of established operating parameters or performance specifications; (b)
(2)(ii) Patient test values that are outside of the |aboratory's reportable range of test
results for the test system; and (b)(1)(iii) When the laboratory determines that the
reference intervals (normal values) for atest procedure are inappropriate for the
laboratory's patient population.

This STANDARD is not met as evidenced by:

Based on observation,document review and interview, the laboratory failed to monitor
and document quality control (QC) activities for the hematology analyzer. Findings
included: During atour of the laboratory on 04/13/2023 at 12:45 PM, observation
revealed afailed QC for level three (3) was above the acceptabl e range on the Sysmex
XP-300, a hematology analyzer. Review of the laboratory records revealed there was
no corrective action for the failed QC dated 11/10/2022. In an interview on 04/13
/2023 at 2:00 PM, the Technical Consultant (TC) confirmed the laboratory did not
monitor and document failures of the QCs and a corrective action was not performed
for the failures.
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