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D6115 TECHNICAL SUPERVISOR RESPONSIBILITIES

CFR(S): 493.1451(b)(2)

The technical supervisor is responsible for verification of the test procedures
performed and 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 on review of LCMS (liquid chromatography/mass spectrometry) instrument
validation records, review of patient test report and telephone interview with TS
(technical supervisor) #2 on 12/19/19, the TS failed to ensure performance
characteristics were accurately validated for the Shimadzu LCM S analyzer. Findings:
Review of validation records for the Shimadzu LCMS analyzer revealed the analyte
Naloxone was validated for a cut-off level of 15 nanograms per milliliter (ng/mL) for
the determination of a positive or negative result. Review of patient test report, #
CTG2249M, revealed the laboratory cutoff for Naloxone was reported out as either
negative or positive with a 75 ng/mL cut-off level. During telephone interview at
approximately 10:50 am., TS #2 confirmed the cutoff for Naloxone should be 15 ng
/mL and was incorrectly set as 75 ng/mL. She stated it would be rare that any patients
tested by the facility would ever test positive for Naloxone, asit is not commonly seen
in their patient population.



