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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D0000 D0000 A Recertification Survey was conducted on August 1, 2025 at approximately 9:

00AM. The laboratory was surveyed according to 42 CFR Part 493 Clinical
Laboratory Improvement Amendments (CLIA) requirements. Deficiencies were
identified asfollows:

D5211 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(a)

The laboratory must review and evaluate the results obtained on proficiency testing
performed as specified in subpart H of this part.

This STANDARD is not met as evidenced by:

Based on facility document review and interview, the laboratory failed to document
the review and evaluation of results of proficiency testing (PT) for Strep Group A
Identification. Thiswas noted for 7 out of 7 (WSLH 2025 Bacti Vira 1, WSLH 2024
Bacti Viral 1, WSLH 2024 Bacti Viral 2, WSLH 2024 Bacti Viral 3, WSLH 2023
Bacti Vira 1, WSLH 2023 Bacti Viral 2, WSLH 2023, Bacti Vira 3) events
reviewed. Findingsincluded: Review of PT testing results from Wisconsin State
Laboratory Hygiene (WSLH) PT Program reveaed the Lab Director (LD) or designee
had not signed as having reviewed the results for the following events: WSLH 2025
Bacti Viral 1, WSLH 2024 Bacti Viral 1, WSLH 2024 Bacti Viral 2, WSLH 2024
Bacti Viral 3, WSLH 2023 Bacti Viral 1, WSLH 2023 Bacti Viral 2, WSLH 2023,
Bacti Viral 3. During an interview on 08/01/2025 at 10:40 AM, Head Nurse (HN) #4
was asked for documentation of the LD'sreview of the PT results and could not
provide any documentation.



