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Summary Statement of Deficiencies

TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(S): 493.1252(a)

(a) Test systems must be selected by the laboratory. The testing must be performed
following the manufacturer's instructions and in a manner that provides test results
within the laboratory's stated performance specifications for each test system as
determined under 493.1253.

This STANDARD is not met as evidenced by:

Based on review of Sysmex CA Series coagulation reagent verification records and
confirmed by interview with Technical Supervisor #1 (TS#1) at 2:25 pm on 10/30
/2025, the laboratory failed to verify the manual calculation of the international
normalized ratio (INR) for one out of one lot number of prothrombin time reagent (lot
number 564677, expiration 12/16/2027). The findings include: 1. The laboratory
began using prothrombin time reagent ot number 564677 (expiration 12/16/2027) on
09/17/2025. 2. At the time of the survey, TS #1 confirmed that the laboratory did not
perform or document a manual check of the INR calculation from the instrument for
prothrombin reagent lot number 564677.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(5)

(e)(5) Ensure that the quality control and quality assessment programs are established
and maintained to assure the quality of laboratory services provided and to identify
failuresin quality asthey occur;

This STANDARD is not met as evidenced by:
Based on review of the laboratory's policies and procedures, lack of a quality
assessment (QA) policy, and confirmed by interview with Technical Supervisor #1



(TS#1) at 4:30 pm on 10/30/2025, the |aboratory director failed to ensure the
establishment and maintenance of a quality assessment program. The findings
include: 1. Review of the laboratory's policies and procedures reveal ed the laboratory
did not have awritten quality assessment policy that included the four quality systems
(genera laboratory, pre-analytical, analytical, and post analytical). 2. At the time of
the survey, TS #1 confirmed the laboratory did not have awritten quality assessment

policy.



