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D6064 TESTING PERSONNEL QUALIFICATIONS

CFR(S): 493.1423(a)

Each individual performing moderte complexity testing must possess a current license
issued by the State in which the laboratory islocated, if such licensing is required.

This STANDARD is not met as evidenced by:

Based on record review and interview with the Testing Personnel (TP) #1 and C.E.O
(not listed on the CM S 209 form), the laboratory allowed unqualified testing
personnel without an applicable Montana state license to perform moderate
complexity testing on the Indiko Clinical Chemistry for drugs of abuse from 10/28
12021 to 4/20/2022. Findingsinclude: 1. A review on April 12, 2022 of the CMS-209
form (Laboratory Personnel Report (CLIA)) filled out by the laboratory listed three
testing personnel (TP); two out of the three TP lacked an applicable state license. 2. A
review of 2021 training and competency evaluations included TP#1 and TP#2
assessed as competent on the moderate complexity Indiko Clinical Chemistry
Analyzer for analytes. Hydrocodone, Opiate Oxidant, Oxycodone, pH, Specific
Gravity, THC, Ecstasy, 6 AM (Heroine Metabolite), Amphetamine, Benzodiazepine,
Buprenorphine, Cocaine, Methadone Metabolite, ETG, ETOH, and creatinine. 3.
Review of Personnel Management Policy revealed, "All laboratory personnel are
employed and assigned positions based on their qualifications and licensing in
accordance with CLIA regulations 42 CFR 493, Subpart M-Personnel for Non-waived
Testing and any state regulations that may apply; and adherence to all accreditation
policies and guidelines pertaining to the laboratory. All personnel requiring licensure
will provide a proof of avalid license if applicable and documentation of
qualifications." 4. Review of job description for Clinical Laboratory Technologist
revealed "Education and Experience: Meets all qualification set forth by CLIA for
high complexity testing and any state requirements, if they apply"; and "ASCP, AAB,
AMT or equivalent certification." 5. Review of job description for Clinical Laboratory
Technician revealed "Education and Experience: Meets all qualification set forth by



CLIA for moderate complexity testing and any state requirements, it they apply." 6.
Interview with TP#1 and C.E.O, (not listed on the CM S 209 form) on April 20, 2021
at 2:00 PM confirmed TP#1 and TP#2 lacked an applicable Montana state license and
are unqualified to perform laboratory testing classified as moderate complexity.



