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CFR(S): 493.1269(b)(d)

(b) For all nonmanual coagulation test systems, the laboratory must include two levels
of control material each 8 hours of operation and each time a reagent is changed.

This STANDARD is not met as evidenced by:

Based on review of d-dimer quality control (QC) records, patient test records, and
confirmed by interview with general supervisor #1 (GS#1) at 12:25 pm on 09/16
12026, the laboratory failed to perform two levels of d-dimer controls each eight hours
of operation for one out of 14 days of patient testing reviewed in March 2026. The
findings include: 1. The laboratory performs d-dimer testing on the IL ACL Top 300
test system. 2. GS #1 stated that the laboratory performs QC when it has a patient test
to run. 3. On 03/10/2026, the laboratory performed level 1 d-dimer QC at 11:32 am,
but did not run a second level of QC. 4. On 3/10/2026, the |aboratory reported one
patient test at 12:16 pm. 5. At the time of the survey, GS #1 confirmed the laboratory
failed to perform two levels of d-dimer QC on 03/10/2026.



