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Summary Statement of Deficiencies

D5545 HEMATOLOGY
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. (d) 
The laboratory must document all control procedures performed, as specified in this 
section.

This STANDARD is not met as evidenced by:
Based on review of d-dimer quality control (QC) records, the annual laboratory test 
list, the Quality Control Policy and confirmed by the general supervisor, identifier #1, 
at 12:25 pm on 9/17/2024, the laboratory failed to perform two levels of d-dimer 
controls each eight hours of operation for one out one day of patient testing on 5/8
/2024. The findings include: 1. The annual laboratory test list revealed the laboratory 
performed d-dimer testing on the Biomeriuex Vidas 3 test system. 2. The Quality 
Control Policy stated for the Biomeriuex Vidas 3, "Two levels of control material will 
be performed day of use. QC only needs to be performed once every 24 hours." 3. On 
5/8/2024 the laboratory performed two levels of d-dimer QC at 6:52 am. 4. On 5/8
/2024 patient identifier #1 had a d-dimer performed at 18:12 pm. 5. The general 
supervisor confirmed the laboratory performed two levels of QC only once per day for 
d-dimer testing. 6. The laboratory failed to perform d-dimer QC every 8 hours of 
patient testing.
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