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Summary Statement of Deficiencies

CORRECTIVE ACTIONS
CFR(S): 493.1282(b)(1)

(b) The laboratory must document all corrective actions taken, including actions taken
when any of the following occur: (b)(1) Test systems do not meet the laboratory's
verified or established performance specifications, as determined in 493.1253(b),
which include but are not limited to-- (b)(1)(i) Equipment or methodol ogies that
perform outside of established operating parameters or performance specifications; (b)
(2)(ii) Patient test values that are outside of the laboratory's reportable range of test
results for the test system; and (b)(1)(iii) When the laboratory determines that the
reference intervals (normal values) for atest procedure are inappropriate for the
laboratory's patient population.

This STANDARD is not met as evidenced by:

Based on surveyor review of maintenance logs and corrective action records and
interview with the laboratory supervisor, staff A, the laboratory did not document
corrective action when equipment is not performing as expected for the Siemens
Xpand chemistry analyzer for eight of eleven daysin February 2023. Findings
include: 1. Review of maintenance logs for the Siemens X pand chemistry analyzer
showed the daily system check failed on the following days: February 14: System
check run twice. Second run passed. February 16: System check run twice. Second
run passed. February 17: System check run twice. Second run passed. February 22:
System check run twice. Both runs failed. February 23: System check run once. Run
failed. February 24: System check run twice. Both runsfailed. February 25: System
check run three times. Third run passed. February 27: System check run twice. Second
run passed. Further review showed no documentation the system check passed prior to
use for three of eleven days. 2. Review of corrective action logs showed no
documentation of corrective action for the subsequent runs on the Siemens Xpand
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chemistry analyzer in February 2023 3. Interview with the staff A on April 17, 2023,
at 12:55 PM confirmed the laboratory did not document corrective action on the
Siemens Xpand chemistry analyzer in February 2023.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(a)(b)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. (a) The laboratory
director, if qualified, may perform the duties of the technical consultant, clinical
consultant, and testing personnel, or delegate these responsibilities to personnel
meeting the qualifications of 493.1409, 493.1415, and 493.1421, respectively. (b) If
the laboratory director reapportions performance of his or her responsibilities, he or
she remains responsible for ensuring that al duties are properly performed.

This STANDARD is not met as evidenced by:

Based on review of laboratory procedures, job descriptions and the CLIA Laboratory
Personnel Report (CM S209) and interview with the laboratory supervisor, staff A, the
laboratory director has not delegated responsibilities to a qualified individual per the
organization's requirements for one of one personnel. Findingsinclude: 1. Review of
the "Delegation of Duties" procedure for the laboratory supervisor stated the
following: "The Laboratory Supervisor is delegated the following responsibilities by
the Laboratory Medical Director. 'p. Qualifies as the Technical Consultant, General
Supervisor, and Testing personnel under CLIA regulations.™ 2. Review of the
"Laboratory Supervisor" organizational job description revealed the educational
requirement at Prairie ClinicisaMedica Technologist (MT) certification. 3. Review
of the CM S209 personnel report revealed the laboratory supervisor has a Medical
Laboratory Technician (MLT) certification. 4. Interview with staff A on April 17,
2023, at 12:45 PM confirmed the laboratory supervisor hasa MLT certification and
the laboratory director has not delegated responsibilities to a qualified individual per
the organization's requirements.



