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Summary Statement of Deficiencies

This Statement of Deficiencies was created as aresult of an on-site CLIA
recertification survey conducted at your facility on February 25, 2021. The findings
and conclusions of any investigation by the Division of Public and Behavioral Health
shall not be construed as prohibiting any criminal or civil investigations, actions or
other claimsfor relief that may be available to any party under applicable federal,
state, or local laws.

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 the American Proficiency Institute (API) proficiency testing
reports for testing years 2019 and 2020, areview of proficiency testing corrective
action reports for testing years 2019 and 2020 and an interview with the laboratory
director, the laboratory failed to verify the accuracy at least twice annually of all non-
regulated analytes performed by the laboratory. Findings include: 1. The laboratory
failed to verify the accuracy at least twice during the testing year 2020 of the
adulterant specific gravity. 2. The API results for specific gravity revealed a passing
score of 100 % for the first event 2020 and afailing score of 67% for the second event
2020. 3. The laboratory failed to perform a second accuracy assessment for specific
gravity for testing year 2020 as outlined in the director approved policy and procedure
manual for failed proficiency testing. Thiswas confirmed by the laboratory director
on February 25, 2021 at approximately 10:30 am. The laboratory performs
approximately 30,240 chemistry tests annually.



