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Tag
D2007 TESTING OF PROFICIENCY TESTING SAMPLES

CFR(S): 493.801(b)(1)

The samples must be examined or tested with the laboratory's regular patient
workload by personnel who routinely perform the testing in the laboratory, using the
laboratory's routine methods

This STANDARD is not met as evidenced by:

Based on areview of the Laboratory Personnel Report (CMS-209), areview of API
(American Proficiency Institute) and Wisconsin State L aboratory of Hygiene (WSLH)
proficiency testing (PT) records and an interview with Testing Personnel #1, the
laboratory failed to ensure proficiency testing samples were rotated between all
personnel who performed patient testing. This was noted for two testing personnel on
five out of six Hematology proficiency testing events reviewed for 2022 and 2023.
Thisisarepeat deficiency. The findingsinclude: 1. A review of the laboratory's
current Laboratory Personnel Report revealed two Testing Personnel that should be
participating in and rotating proficiency testing samples. 2. A review of APl and
WSLH attestation statements revealed: a. Testing Personnel #1 performed 2022
Events 1-3 and 2023 Events 1 and 2. b. Testing Personnel #2 performed 2023 3rd
Event. 3. During an interview on 2/13/2024 at 11:44 AM, Testing Personnel #1
confirmed the above findings.

D5437 CALIBRATION AND CALIBRATION VERIFICATION
CFR(s): 493.1255(a)

Unless otherwise specified in this subpart, for each applicable test system the
laboratory must perform and document calibration procedures-- (1) Following the
manufacturer's test system instructions, using calibration materials provided or
specified, and with at |east the frequency recommended by the manufacturer; (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 areference method or reference material of known value; and (2)(ii)
Including the number, type, and concentration of calibration materials, aswell as
acceptable limits for and the frequency of calibration; and (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 calibration records, Horiba ABX Micros 60
hematology analyzer user manual, and an interview with Testing Personnel #1, the
Laboratory failed to perform calibration on the Horiba ABX Micros 60 analyzer every
six months as per the manufacturers recommendation. This was noted for one of four
calibrations reviewed from 2022 to 2024. The laboratory failed to perform one
calibration due January 2024. The findingsinclude: 1. A review of the Hematology
calibration records revealed the Micros 60 was calibrated on 7/7/2022, 1/16/2023, and
7/18/2023. There was no documentation of a calibration performed January 2024. 2.
A further review of the Micros 60 user manual revealed on the resource page, "The
manufacturer recommends calibrating the device every 6 months." 3. During an
interview on 2/13/2024, at 11:53 AM, Testing Personnel #1 confirmed the calibration
due January 2024 was not performed.



