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Tag
D6033 TECHNICAL CONSULTANT-MODERATE COMPEXITY

CFR(S): 493.1409

The laboratory must have atechnical consultant who meets the qualification
requirements of 493.1411 of this subpart and provides technical oversight in
accordance with 493.1413 of this subpart.

This CONDITION is not met as evidenced by:

Based on review of quality control and interviews, the technical consultant failed to
provide technical and scientific oversight (refer to D6036) and; failed to ensure
acceptable levels of analytic performance are maintained throughout the entire testing
process and to identify problems (refer to D6042).

D6036 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413

The technical consultant is responsible for the technical and scientific oversight of the
|aboratory.

This STANDARD is not met as evidenced by:

Based on review of quality control (QC) records and interview with technical
consultant, the technical consultant failed to provide technical and scientific oversight
of the laboratory for 2018, 2019 and to date February 4, 2020. Findings. 1. Review of
the QC records for the Abacus 3CP analyzer for complete blood cell counts (CBC) for
2018, 2019 and to date January 4, 2020 revealed the technical consultant failed to
review QC records and failed to provide documentation of technical and scientific
oversight of the laboratory. 2. Interview with technical consultant on February 4, 2020
at 1:30 PM confirmed the technical consultant failed to provide documentation of
technical and scientific oversight of the laboratory.



D6042

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(4)

(b) The technical consultant is responsible for-- (b)(4) Establishing a quality control
program appropriate for the testing performed and establishing the parameters for
acceptable levels of analytic performance and ensuring that these levels are
maintained throughout the entire testing process from the initial receipt of the
specimen, through sample analysis and reporting of test results;

This STANDARD is not met as evidenced by:

Based on review of quality control (QC) records and interview with technical
consultant, the technical consultant failed to review QC for hematology testing
performed on the Abacus 3CP for 2018, 2019 and to date February 4, 2020. Findings:
1. Review of the QC records for the Abacus 3CP analyzer for complete blood cell
counts (CBC) for 2018, 2019 and to date January 4, 2020 revealed the technical
consultant failed to review QC records to verify instrument accuracy. 2. Interview
with technical consultant on February 4, 2020 at 1:30 PM confirmed the technical
consultant failed to review quality control records for complete blood cell counts. This
isaprevioudly cited deficiency from March 1, 2018.



