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D6040 TECHNICAL CONSULTANT RESPONSIBILITIES

CFR(S): 493.1413(b)(2)

The technical consultant is responsible for-- (b)(2) Verification of the test procedures
performed and the establishment of the laboratory's test performance characteristics,
including the precision and accuracy of each test and test system.

This STANDARD is not met as evidenced by:

Based upon the review of verification records and interview with the TC (Technical
Consultant) on 12/13/23, the TC failed to verify the performance characteristics of the
Medonic hematology analyzer implemented in the [aboratory in November of 2023.
Findings: Review of verification records for the Medonic Hematology analyzer
revealed the performance of a calibration and one run of external quality controls
prior to patient testing. There was no documentation of a study to verify the accuracy,
precision and reportable range of the instrument at this laboratory. In interview at
approximately 10:45 am., the TC confirmed that prior to patient testing, he calibrated
the instrument and ran external quality controls. The TC also stated that the analyzer
was previoudly in use at a different laboratory and the verifications that were
performed at the other |aboratory have been retained.



