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Summary Statement of Deficiencies

D0000 An announced survey of the laboratory was conducted on 10/17/2023. The laboratory 
was found out of compliance with applicable CLIA regulations (42 CFR Part 493, 
Requirements for Laboratories. STANDARD LEVEL DEFICIENCIES were cited.

D2009 TESTING OF PROFICIENCY TESTING SAMPLES
CFR(s): 493.801(b)(1)

The individual testing or examining the samples and the laboratory director must 
attest to the routine integration of the samples into the patient workload using the 
laboratory's routine methods.

This STANDARD is not met as evidenced by:
Based on review of American Proficiency Institute (API) instructions, laboratory's 
proficiency testing (PT) documents for 2022 and 2023, and staff interview, the 
laboratory failed to document attestation of PT being tested in the same manner as 
patients for one of four PT events reviewed. Findings included: 1. Review of API 
instructions for PT revealed:"SIGNATURES REQUIRED - For all PT results, an 
attestation statement must be signed by testing personnel and the laboratory director 
and retained for a minimum of 2 years. " 2. Review of laboratory's PT documents for 
2022 and 2023 revealed the following one of four reviewed PT events did not have a 
signed attestation document: 2022 Microbiology - 2nd Event Submitted electronically 
to API on: 06/24/2022 3. In an interview on 10/17/2023 at 1000 hours in the office, 
the laboratory's Technical Supervisor (as indicated on submitted form CMS 209), 
after review of the data, confirmed the findings. Key: CMS - Centers for Medicare 
and Medicaid
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