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DO0000 The laboratory was surveyed and found to be in compliance with the Conditions of the
CLIA regulations found at 42 CFR 493.1 through 493.1780, and recertification is
recommended.

D6052 TECHNICAL CONSULTANT RESPONSIBILITIES

CFR(S): 493.1413(b)(8)(Vi)

The procedures for evaluation of the competency of the staff must include, but are not
limited to assessment of problem solving skills.

This STANDARD is not met as evidenced by:

Based on areview of the laboratory's annual competency assessments, patient test
records, and staff interview, the technical consultant failed to assess problem solving
skillsfor two of two annual competency assessments performed for Complete Blood
Count (CBC) testing on the Abbott Emerald hematol ogy analyzer in 2023. Findings
include: 1. A review of the laboratory's annual competency assessments performed in
2023 revealed the technical consultant failed to assess problem solving skills for
testing person #1 and testing person #2 for CBC testing on the Abbott Emerald
hematology analyzer. 2. A review of the |aboratory's patient test records revealed the
laboratory estimated performing 3000 CBC tests on the Abbott Emerald hematology
analyzer in 2023. 3. In an interview on 2/8/24 at 9:40 a.m. in the |aboratory, after
review of the records, the technical consultant (as indicated on the CM S 209 form)
confirmed the above findings.

D6066 TESTING PERSONNEL QUALIFICATIONS
CFR(S): 493.1423(b)(4)(ii)

Have documentation of training appropriate for the testing performed prior to
analyzing patient specimens.



This STANDARD is not met as evidenced by:

Based on areview of the laboratory's submitted CMS 209 form, personnel records, the
laboratory's patient test records, and staff interview, the laboratory failed to have
documentation of training for one of two testing personnel prior to performing patient
testing on the Abbott Emerald hematology analyzer in 2022. Findingsinclude: 1. A
review of the laboratory's submitted CM S 209 form revealed the laboratory identified
two testing personnel performing moderate complexity testing on the Abbott Emerald
hematology analyzer. 2. A review of the laboratory's personnel records revealed the
laboratory failed to have documentation of training for the following testing personnel
prior to performing patient testing: - Testing person #2 Hire date: 11/3/22 3. A review
of the laboratory's patient test records revealed the |aboratory estimated performing
3000 Complete Blood Count (CBC) tests on the Abbott Emerald hematology analyzer
in 2022. 4. In an interview on 2/8/24 at 9:20 a.m. in the laboratory, after review of the
records, the technical consultant (as indicated on the CM S 209 form) confirmed the
above findings.



