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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 Theintital survey was performed on 06/08/2023. The laboratory was found in

compliance with a standard-level deficiency cited. The findings were reviewed with
the technical consultant at the conclusion of the survey.

D5805 TEST REPORT
CFR(S): 493.1291(c)

The test report must indicate the following: (c)(1) For positive patient identification,
either the patient's name and identification number, or a unigue patient identifier and
identification number. (c)(2) The name and address of the laboratory location where
the test was performed. (c)(3) The test report date. (c)(4) The test performed. (c)(5)
Specimen source, when appropriate. (c)(6) The test result and, if applicable, the units
of measurement or interpretation, or both. (c)(7) Any information regarding the
condition and disposition of specimens that do not meet the laboratory's criteriafor
acceptability.

This STANDARD is not met as evidenced by:

Based on areview of records, urine drug assay package inserts, and interview with the
technical consultant, the laboratory failed to ensure test reports for Urine Drug Screen
testing included information required for interpretation for one of one patient report.
Findings include: (1) On 06/08/2023 at 09:20 am, the technical consultant stated
Urine Drug Screen testing, which included the analytes Amphetamines, Barbiturates,
Benzodiazepines, Buprenorphine, Cannabinoids, Cocaine, Ecstasy, Opiates,
Oxycodone, Methadone, M ethamphetamines, and Phencyclidine, was performed
using the Diatron Pictus 700 analyzer; (2) A review of the manufacturer's instructions
contained in the assay package inserts for each analyte stated, "This assay provides
only apreliminary analytical test result. A more specific aternative chemical method
must be used in order to obtain a confirmed analytical result. Gas chromatography
/mass spectrometry (GC/MYS) is the preferred confirmatory method. Clinical
consideration and professional judgement should be applied to any drug of abuse test



result, particularly when preliminary positive results are used” (3) A review of one
patient report with Urine Drug Screen test results reported on 06/02/2023 identified
the report did not include a disclaimer with the manufacturer's statement that the
results were preliminary and guidance on obtaining a confirmed analytical result; (4)
The findings were discussed with the technical consultant who stated on 06/08/2023 at
10:00 am, the patient report did not include the disclaimer.



