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Summary Statement of Deficiencies

D0000 This Statement of Deficiencies was created as a result of an on-site CLIA 
recertification survey conducted at your facility on April 21, 2025. 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 
claims for relief that may be available to any party under applicable federal, state, or 
local laws.

D2007 TESTING OF PROFICIENCY TESTING SAMPLES
CFR(s): 493.801(b)(1)

(b)(1) The samples must be examined or tested with the laboratory's regular patient 
workload by personnel who routinely perform the testing in the laboratory, using the 
laboratory's routine methods.

This STANDARD is not met as evidenced by:
Based on a review of the 2024 American Proficiency Institute (API) Proficiency 
Testing (PT) records, a review of the director approved policy and procedure for 
proficiency testing, a completed CMS-209 form listing the technical personnel of the 
laboratory, and an interview with the laboratory supervisor, the laboratory failed to 
ensure that the proficiency testing specimens were rotated among all testing 
personnel. Findings include: 1. A review of the 2024 API Miscellaneous Chemistry 
PT records revealed that testing personnel number two listed on the CMS-209 form 
failed to participate in the performance of testing for PT Test Event one and Test 
event two for the urine drug screens. 2. The director approved policy entitled 
'Proficiency Testing' stated, "Samples should be rotated among the testing employees 
actively working in the laboratory at the time of the survey. If applicable, samples will 
be divided among multiple testing employees." 3. The findings were confirmed during 
an interview with the laboratory supervisor conducted on April 21, 2025 at 
approximately 10:00 AM. The laboratory performs approximately 300 chemistry tests 
annually.
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D3031 RETENTION REQUIREMENTS
CFR(s): 493.1105(a)(3)

Analytic systems records. Retain quality control and patient test records (including 
instrument printouts, if applicable) and records documenting all analytic systems 
activities specified in 493.1252 through 493.1289 for at least 2 years. In addition, 
retain the following:

This STANDARD is not met as evidenced by:
Based on a random patient audit of six patients tested between the dates September 7, 
2023 and February 17, 2025, and an interview with the laboratory supervisor, the 
laboratory failed to ensure that the calibration records for the urine drug screen tests 
were retained for two years. Findings include: 1. A random patient audit of six 
patients tested between the dates of September 7, 2023 and February 17, 2025 
revealed that there were no records of the urine drug screen calibrations for the 
following dates of patients tested: September 7, 2023, November 21, 2023 and 
January 9, 2024. 2. The findings were confirmed during an interview with the 
laboratory supervisor conducted on April 21, 2025 at approximately 11:30 AM. The 
laboratory performs approximately 300 chemistry tests annually.


