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Summary Statement of Deficiencies

The recertification survey was performed on 06/30/2021. The laboratory was found in
compliance with a standard-level deficiency cited. The findings were reviewed with
general supervisor #2 at the conclusion of the survey.

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 records and interview with general supervisor #2, the laboratory
failed to have a method to verify the accuracy of urine drug screen testing at least
twice annually. Findings include: (1) On 06/30/2021 09:00 am, general supervisor #2
stated to the surveyor urine drug screen testing was performed using the MedTox
Profile Il ER test kit; (2) The surveyor reviewed proficiency testing records for 2019,
2020, and 2021. The laboratory had not enrolled and participated in a proficiency
testing program for urine drug testing; (3) Since the laboratory was not enrolled in
proficiency testing (participation in a proficiency testing program is not required for
urine drug testing; it is not aregulated test), the surveyor asked general supervisor #2
if the laboratory had verified the testing for accuracy at least twice annually during
2019, 2020, and to date in 2021. General supervisor #2 provided the surveyor with
documentation which showed the accuracy of the testing had not been verified
between 05/2019 and 05/2020; (4) The surveyor reviewed the findings with general
supervisor #2, who stated on 06/30/2021 at 10:50 am, the accuracy of the testing had
not been verified at least twice annually as shown above.
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