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Summary Statement of Deficiencies

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

(c) Reagents, solutions, culture media, control materials, calibration materials, and
other supplies, as appropriate, must be labeled to indicate the following: (c)(1)
Identity and when significant, titer, strength or concentration. (c)(2) Storage
requirements. (c)(3) Preparation and expiration dates. (c)(4) Other pertinent
information required for proper use.

This STANDARD is not met as evidenced by:

. Based on observation of the laboratory, review of the manufacturer's control package
insert, and interview with the laboratory lead, the laboratory failed to label three of
three control vials used for performing quality control on the Complete Blood Count
(CBC) hematology analyzer with an open date and a corrected expiration date on the
date of the survey (11.05.2025). The findings include: 1. Observation of the laboratory
on 11.05.2025 at 9:50 am. revealed the Sysmex XS-1000i CBC analyzer (Serid
Number 75474) used for patient testing, and three levels: low [lot 52580804], normal
[lot 52580805], and high [lot 52580806] of eeCHECK (XS) Sysmex controls that
were not |abeled with an open date and corrected expiration date. 2. A review of the
manufacturer's control package insert reveaed the following: "Opened and recapped
vials and vials whose caps have been pierced will retain stability for 14 daysif stored
at 2-8C." 3. Aninterview with the laboratory lead on 11.05.2025 at 09:55 a.m.
confirmed the above survey findings. Word Key: C = degrees Celsius

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
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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)-- (&)(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 observation of the laboratory, review of the Sysmex XS-1000i operator's
manual, Sysmex calibration records, and staff interviews, the laboratory failed to
verify calibration of the Sysmex XS-1000i Complete Blood Count (CBC) analyzer
every six months as recommended by the manufacturer in 2024. The findings include:
1. An observation of the laboratory on 11.05.2025 at 9:50 am. revealed a Sysmex XS-
1000i CBC analyzer (Serial Number 75474), used for patient testing. 2. Review of the
Sysmex XS-1000i operator's manual revealed the following statement: "The
laboratory must verify calibration every six months or on an "as needed” basis to
ensure accuracy of the system™. 3. A review of the Sysmex calibration records
revealed that the Sysmex calibration was verified in August 2023 and August 2024.
The calibration verification, which was due in February 2024, was not performed,
resulting in a 12-month period between calibrations. 4. An interview with the
laboratory lead on 11.05.2025 at 12:30 p.m. and a follow-up electronic message on
11.10.2025 at 5:27 p.m. confirmed the above survey findings.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407()(4)

(e)(4) Ensure that the laboratory is enrolled in an HHS approved proficiency testing
program for the testing performed and that--

This STANDARD is not met as evidenced by:

. Based on review of the laboratory Proficiency Testing (PT) records, random patient
test report review, and staff interviews, the laboratory director failed to ensure the
laboratory was re-enrolled in a Health and Human Services (HHS) approved
proficiency testing program for 2025 for the compl ete blood count (CBC) regulated
analytes to include white blood cell (WBC), red blood cell (RBC), platelet (PLT),
hemoglobin (Hgb), hematocrit (Hct), and automated WBC differential (WBC Diff).
The findings include: 1. Review of the laboratory PT records revealed there was no
documentation of participation for 2025 for the regulated analytes WBC, RBC, PLT,
Hgb, Hct, and WBC Diff. 2. Review of patient test reports revealed patient reporting
for CBC on 03.20.2025 (patient 0405097) and on 09.12.2025 (patient 1981765). 3.
Interviews on 11.05.2025 at 08:40 a.m. with the laboratory lead and at 08:50 am. with
the office manager confirmed the 2025 order for PT had not been submitted.



