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Summary Statement of Deficiencies

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 areagent 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 quality control record review and interview of the Laboratory Director and
Point of Care Coordinator, on the date of the the survey (10/04/2021), the |aboratory
failed to run two levels of control materials each 8 hours of operation when
performing Activated Clotting Time testing using the Hemochron Signature Elite
analyzer. Findings: 1. Each month or change of reagents, 2 levels of external controls
are run on the Hemochron Signature Elite analyzer.for Activated Clotting Time. 2.
The laboratory did not have a complete Individualized Quality Control Program. 3.
During the survey, the Laboratory Director confirmed the above findings.



