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Summary Statement of Deficiencies

. The CHI St. Francis Health laboratory was found to be out of compliance with the
regulations of the Clinical Laboratory Improvement Amendments of 1988 (42 C.F.R.
part 493) upon completion of the recertification survey performed on June 10-11,
2025. The following standard-level deficiencies were cited: 493.1236 Evaluation of
proficiency testing performance .

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 document review and interview with laboratory personnel, the laboratory
failed to verify the accuracy of one of two microscopic examinations performed by
the laboratory at least twice annually in 2024. Findings are asfollows: 1. The
laboratory performed Vaginal Wet Prep (VWP) microscopic examinations as
confirmed by the General Supervisor (GS) during atour of the laboratory at 1:12 p.m.
on June 10, 2025. 2. The laboratory performed proficiency testing using the American
Proficiency Institute (API) provider in 2024. 3. Documentation of twice annual VWP
microscopic examination accuracy verification was not included during review of the
2024 API Proficiency Testing Comparative Evaluations found in the API-PT 2024
binder provided by the laboratory. The laboratory was unable to provide the missing
documentation upon request. 4. The laboratory performed 33 VWP microscopic
examinations in 2024 as indicated by the GSin an interview at 8:41 a.m. on 6/11/25.
In the interview, the GS confirmed the above findings.



