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Summary Statement of Deficiencies

TESTING OF PROFICIENCY TESTING SAMPLES
CFR(S): 493.801(b)(1)

(b)(1) Theindividual testing or examining the samples and the laboratory director
must attest to the routine integration of the samples into the patient workload using
the laboratory's routine methods.

This STANDARD is not met as evidenced by:

Based on areview of the American Proficiency Institute (API) Proficiency Testing
(PT) records and an interview with the Testing Personnel 1 (TP1), the Laboratory
Director failed to sign the PT attestation statements for the specialty in Hematology.
Thiswas noted in three of the six events reviewed from the date of the last survey, 11-
29-2022 to the date of the current survey, 01-07-2025. The findingsinclude: 1. A
review of the API PT records revealed no signature by the Laboratory Director on the
attestation statements for the following surveys. a) 2023 Hematology 2nd Event b)
2024 Hematology 1st Event. ¢) 2024 Hematology 2nd Event. 2. The TP1 confirmed
the above findings during the exit conference on 01-07-2025 at 2:45 PM.

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

(b) The laboratory must define criteria for those conditions that are essential for
proper storage of reagents and specimens, accurate and reliable test system operation,
and test result reporting. The criteria must be consistent with the manufacturer's
instructions, if provided. These conditions must be monitored and documented and, if
applicable, include the following: (b)(1) Water quality. (b)(2) Temperature. (b)(3)
Humidity. (b)(4) Protection of equipment and instruments from fluctuations and
interruptions in electrical current that adversely affect patient test results and test
reports.
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This STANDARD is not met as evidenced by:

Based on reviews of the environmental records, the Beckman Coulter (BC) DxH 500
Instructions For Use manual, and an interview with Testing Personnel 1 (TP1), the
laboratory failed to monitor and record the room humidity where the BC DxH 500
analyzer was in operation. The surveyor noted no documentation of humidity from the
date of the last survey, 11-29-2022 to the date of the current survey, 01-07-2025. The
findingsinclude: 1. A review of the laboratory's environmental records revealed a lack
of humidity documentation in the room where the BC DxH 500 Hematology analyzer
was in operation. 2. A further review of the BC DxH 500 Instructions For Use manual
page 1-7 revealed the manufacturer's required environmental parameters, as follows,
"The instrument meets performance when operated at a maximum of 80% relative
humidity...". 2. The TP1 confirmed the above findings during the exit conference on
01-07-2025 at 2:45 PM.

MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(a)(1)

(a)(1) Maintenance as defined by the manufacturer and with at least the frequency
specified by the manufacturer.

This STANDARD is not met as evidenced by:

Based on reviews of the laboratory's maintenance records, the Beckman Coulter (BC)
DxH 500 analyzer maintenance chart, and an interview with Testing Personnel 1
(TP1), the laboratory failed to perform and document the required maintenance as per
manufacturer specifications for seven out of the twelve monthsin 2023. The findings
include: 1. A review of the laboratory's maintenance records revealed no
documentation of the daily and weekly maintenance on the BC DxH 500 analyzer
from June to December 2023. 2. A further review of the BC DxH 500 operator's
manual revealed the manufacturer had a chart published specifying daily and weekly
mai ntenance requirements. 2. The TP1 confirmed the above findings during the exit
conference on 01-07-2025 at 2:45 PM.

CALIBRATION AND CALIBRATION VERIFICATION
CFR(S): 493.1255(a)

(a)Unless otherwise specified in this subpart, for each applicable test system the
laboratory must perform and document calibration procedures-- (a)(1) Following the
manufacturer's test system instructions, using calibration materials provided or
specified, and with at least the frequency recommended by the manufacturer; (a)(2)
Using the criteria verified or established by the laboratory as specified in 493.1253(b)
(3)-- (8)(2)(i) Using calibration materials appropriate for the test system and, if
possible, traceable to a reference method or reference material of known value; and (a)
(2)(ii) Including the number, type, and concentration of calibration materials, as well
as acceptable limits for and the frequency of calibration; and (a)(3) Whenever
calibration verification fails to meet the laboratory's acceptable limits for calibration
verification.

This STANDARD is not met as evidenced by:
Based on areview of the Hematology records, the analyzer operator's manual, and an
interview with the Testing Personnel 1 (TP1), the laboratory failed to perform



D5441

D6036

calibration on the Beckman Coulter DxH 500 Hematology analyzer per
manufacturer's requirement. The surveyor noted one missing calibration from the date
of the last survey on 11-29-2022 to the date of the current survey of 01-07-2025. The
findingsinclude: 1. A review of the Beckman Coulter DxH 500 Hematol ogy analyzer
calibration records on 08-22-2024 reveal ed the calibration was performed but no final
report was printed and retained to show the calibration had passed or was acceptable.
2. A further review of the analyzer operator's manual indicated manufacturer's
requirement of at least every 6-month calibration. 3. The TP1 confirmed the above
findings during the exit conference on 01-07-2025 at 2:45 PM.

CONTROL PROCEDURES
CFR(): 493.1256(a)(b)(c)(q)

(a) For each test system, the laboratory is responsible for having control procedures
that monitor the accuracy and precision of the complete analytic process. (b) The
laboratory must establish the number, type, and frequency of testing control materials
using, if applicable, the performance specifications verified or established by the
laboratory as specified in 493.1253(b)(3). (c) The control procedures must-- (¢)(1)
Detect immediate errors that occur due to test system failure, adverse environmental
conditions, and operator performance. (c)(2) Monitor over time the accuracy and
precision of test performance that may be influenced by changesin test system
performance and environmental conditions, and variance in operator performance.

This STANDARD is not met as evidenced by:

Based on areview of the daily Quality Control (QC) records for the Beckman Coulter
DxH 500 Hematology analyzer, and an interview with Testing Personnel 1 (TP1), the
surveyor determined the laboratory failed to implement mechanisms to track for QC
shifts and trends over time. The failure occurred in 25 out of the 25 months surveyed
from 2022-2025. The findingsinclude: 1. A review of the QC records revealed the
laboratory had not implemented a mechanism to track for QC shifts and trends over
time from 11-29-2022 to 01-07-2025; the laboratory only retained printouts of the
daily QC runs. 2. The TP1 confirmed the above findings during the exit conference on
01-07-2025 at 2:45 PM.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413

The technical consultant is responsible for the technical and scientific oversight of the
laboratory. The technical consultant is not required to be onsite at all timestesting is
performed; however, he or she must be available to the laboratory on an as needed
basis to provide consultation, as specified in paragraph (a) of this section.

This STANDARD is not met as evidenced by:

Based on reviews of Proficiency Testing (PT), Beckman Couter DxH 500
Hematology analyzer, environmental records, Personnel Competency Assessment
records, Quality Control records, the surveyor determined the Technical Consultant
(also the Laboratory Director) failed to provide technical and scientific oversight and
direction from the date of the previous survey, 11-29-2022 to the date of the current
survey, 1-07-2025. The findings include: 1. A review of laboratory records revealed a
lack of technical and scientific oversight and direction contributed to the following
deficiencies: A) Failure to ensure PT attestation statements were signed. (Refer to
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D2009) B) Failure to ensure the laboratory staff recorded the room humidity when the
Beckman Couter DxH 500 Hematol ogy analyzer was in operation. (Refer to D5413)
C) Failure to ensure maintenance of the Beckman Couter DxH 500 Hematol ogy
analyzer was performed according to the manufacturer's required specifications.
(Refer to D5429) D) Failure to perform the manufacturer's required calibration
frequency. (Refer to D5437) E) Failure to implement a mechanism to track for Quality
Control shifts and trends overtime. (Refer to 5441) 2. The TP1 confirmed the above
findings during the exit conference on 01-07-2025 at 2:45 PM.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(8)

(b)(8) Evaluating the competency of all testing personnel and assuring that the staff
maintain their competency to perform test procedures and report test results promptly,
accurately and proficiently. The procedures for evaluation of the competency of the
staff must include, but are not limited to--

This STANDARD is not met as evidenced by:

Based on areview of the personnel records and an interview with Testing Personnel 1
(TP1), the Technical Consultant (TC) failed to perform competency assessments for
two of the two TP from the date of the last survey, 11-29-2022 to the date of the
current survey, 01-07-2025. The findingsinclude: 1. A review of the Laboratory
Personnel Evaluation records revealed semi-annual and annual competencies were
performed and signed by an individual not listed on the CM S-209 (L aboratory
Personnel Report). 2. During an interview with TP1, TP1 stated the owner who has a
Certified Registered Nurse Practitioner license completed the TP competencies but
did not perform moderate complexity testing in the laboratory. 3. TP1 confirmed the
above findings during the exit conference on 01-07-2025 at 2:45 PM.



