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Tag
D5781 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 surveyor review of the Sysmex Insight XN L Check (SIX) Reports and
interview with the Testing Personnel (TP), the laboratory failed to take Corrective
Action (CA) when the SIX report displayed an accuracy bias code for Platelets (PLT)
testing performed on the Sysmex XN550 from 3/12/25 through 4/12/25. The findings
include: 1. The SIX report generated 4/24/25 had an Accuracy bias code "W" for PLT
for the date range 3/12/25 through 4/12/25. 2. The CA Standard Operating Procedure
(SOP) for Accuracy bias code "W" was as follows"Y our mean on the level is
approaching a statistical bias in accuracy. Please follow your SOP for
troubleshooting” 3. There was no documented evidence that CA was performed for
the Accuracy bias code as mentioned above. 4. The TP #2 listed on CMS-209 form
confirmed on 8/27/25 at 11:00 am corrective action was not taken.



