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Tag
D5481 CONTROL PROCEDURES

CFR(s): 493.1256(f)(g)

(f) Results of control materials must meet the laboratory's and, as applicable, the
manufacturer's test system criteriafor acceptability before reporting patient test
results. (g) The laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Review of the laboratory's Policy and Procedure for Quality Control (QC)A, quality
control results for October 16, 2023 through December 7, 2023, patient result reports
for December 5, 2023, and interview with laboratory staff determined that the
laboratory reported patient results for hematocrit (Hct) tests on one of thirty-four days
of testing reviewed when QC results failed to meet the laboratory's criteriafor
acceptability. Survey findings follow: A) Review of the Laboratory's Policy for
"Quality Control " revealed "QC rules followed for unacceptable QC results were two
of three levels of controls outside 2 standard deviation (SD) limits or any single
control outside 3 SD limits and "patient results should not be reported if controls
exceed acceptable limits'. B) Review of the QC report for Hct revealed that on 12/5
/23 at 08:30 a.m. result for level 1 of Sysmex eCheck (XS) hematology control lot #
32619804 was reported as 19.7 with acceptable limits (18.5 to 19.5) and level 2 of
Sysmex eCheck (XS) hematology control lot # 32610805 was reported as 37.9 with
acceptable limits of (36.0 to 37.8). This represents two of three levels of control
exceeding 2 SD. C) Review of patient reports for December 5, 2023 revealed that Hct
assays were performed and reported on twelve patients (identified as 1 through 12 on
a separate patient identification list). D) In an interview on 7/25/24 at 11:17 am., the
laboratory staff members (identified as #2 and #4 form CM S 209) confimed that
patient results were released for Hct assays on 12/5/23 against |aboratory policy when
QC results on two of three levels of control were outside the laboratory's acceptable
range..



