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Summary Statement of Deficiencies

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure it performs that is not included in subpart | of this part.

This STANDARD is not met as evidenced by:

Based on areview of proficiency testing (PT) records from College of American
Pathologists (CAP) and an interview with the technical supervisor (TS) on 3/21/2024,
the laboratory failed to enroll in proficiency testing for all tested analytes in 2022 and
2023. Thefindingsinclude: 1. A review of proficiency testing records from CAP
identified that the laboratory failed to enroll and participate in PT that covered all
analytes performed by LCMSMS at |east two times annually in 2022 and 2023. The
analytes tested include: methadone amphetamine, methamphetamine, alprazolam,
aOH- alprazolam, Clonazepam, 7-aminoclonazepam, diazepam, temazepam,
oxazepam, nordiazepam, lorazepam, Fentanyl, EDDP, meperidine, normeperidine,
Tramadol, O-Tramadol, phencyclidine, MDMA, MDA, MDEA, MDPV, 6-
acetylmorphine, benzoylecgonine, mephedrone, ehtylone, methylone, codeine,
morphine, hydromorphone, hydrocodone, dihydrocodeine, oxycodone, oxymorphone,
buprenorphine, norbupreneophine, naloxone, carisoprodol, meprobamate, zol pidem,
nortriptyline, Ketamine norketamine, Gabapentin, tapentadol, cotinine. 2. An
interview with the TS on 3/21/2024 at 1:36 pm confirmed that the laboratory failed to
enroll and participate in PT for all analytes performed by LCMSMS at least twice
annually for 2022 and 2023. 3. The laboratory reports performing 249,600 LCMSM S
toxicology tests annually.
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