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Tag
D5401 PROCEDURE MANUAL

CFR(S): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the
laboratory must be available to, and followed by, laboratory personnel. Textbooks
may supplement but not replace the laboratory's written procedures for testing or
examining specimens.

This STANDARD is not met as evidenced by:

Based on review of installation procedures for the Sysmex XP-300, interview with
testing personnel (TP) #1 on 11/29/2022 at 3:30 p.m., and lack of awritten procedure
manual, the laboratory failed to establish awritten procedure manual for performing
CBC (Complete Blood Count) testing with the Sysmex XP-300 Hematology analyzer,
in use for patient testing from 08/12/2021 through 11/29/2022. Findings include: 1.
The laboratory has an annual volume of 944 patient sasmplesfor CBC. 2. There was
no procedure manual available for review on 11/29/2022 for performing patient
CBC's on the Sysmex XP-300 Hematology analyzer. 3. The LD/TC confirmed in an
interview on 11/29/2022 at 3:30 p.m. that there was no written procedure for
performing CBC's, approved and signed by the laboratory director.

D5403 PROCEDURE MANUAL
CFR(s): 493.1251(b)

The procedure manual must include the following when applicable to the test
procedure: (1) Requirements for patient preparation; specimen collection, labeling,
storage, preservation, transportation, processing, and referral; and criteriafor
specimen acceptability and rejection as described in 493.1242. (2) Microscopic
examination, including the detection of inadequately prepared slides. (3) Step-by-step
performance of the procedure, including test calculations and interpretation of results.
(4) Preparation of slides, solutions, calibrators, controls, reagents, stains, and other



D6049

materials used in testing. (5) Calibration and calibration verification procedures. (6)
The reportable range for test results for the test system as established or verified in
493.1253. (7) Control procedures. (8) Corrective action to take when calibration or
control results fail to meet the laboratory's criteria for acceptability. (9) Limitationsin
the test methodol ogy, including interfering substances. (10) Reference intervals
(normal values). (11) Imminently life-threatening test results, or panic or alert values.
(12) Pertinent literature references. (13) The laboratory's system for entering resultsin
the patient record and reporting patient results including, when appropriate, the
protocol for reporting imminently life threatening results, or panic, or aert values.
(14) Description of the course of action to take if atest system becomes inoperable.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's procedure manual and lack of an approved
manufacturer's operator's manual for the Sysmex XP-300 hematology analyzer, the
laboratory failed to provide a procedure manual for the step-by-step performance of
complete blood count (CBC) testing with the Sysmex XP-300 hematology analyzer.
Findingsinclude: 1) A manufacturer's operator's manual for the Sysmex XP-300 was
available in the laboratory, but had not been reviewed and approved by the laboratory
director. 2) The operator's manual did not include elements unique to the laboratory,
asrequired. @) Control procedures. b) Corrective action to take when calibration or
control results fail to meet the laboratory's criteriafor acceptability. c) Reference
intervals (normal values) for the facility's population. d) Imminently life-threatening
(panic, alert) values and steps to take when identified. €) The laboratory's system for
entering resultsin the patient record. 3) TP #1 confirmed in an interview at 3:30 p.m.
on 11/29/2022 that no step-by-step procedure for the performance of CBC's with the
Sysmex XP-300 had not been developed and reviewed by the laboratory director. 4)
The laboratory performs 944 patient CBC's annually.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(9): 493.1413(b)(8)(iii)

The procedures for evaluation of the competency of the staff must include, but are not
limited to review of intermediate test results or worksheets, quality control records,
proficiency testing results, and preventive maintenance records.

This STANDARD is not met as evidenced by:

Based on review of quality control (QC) records for the Sysmex XP-300 hematology
analyzer from 08-12-2021 (date instrument placed in service) through 11/29/2022 and
confirmation by Testing Personnel #1 listed on the CM S (Centers for Medicare and
Medicaid Services) 209 personnel form, the technical consultant failed to document,
as performed, review of QC records for the hematology analyzer since the instrument
was installed. Findings include: 1) Quality control (QC) was performed each day of
patient testing and daily records placed in a binder along with patient results. 2) There
was no documentation to indicate that the technical consultant had reviewed the QC
reports. 3) Testing Personnel #1 confirmed in an interview at 3:30 p.m. on 11/29/2022
that the technical consultant had not reviewed the QC for the Sysmex XP-300 since
the instrument was placed in service in August of 2021. 4) The laboratory has an
annual volume of 944 patient CBC's.



