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Summary Statement of Deficiencies

D0000 Noted deficiencies and plans of correction were discussed with the laboratory 
representative(s) at the exit conference. The facility was found to be in compliance 
with applicable Conditions of Participation in the CLIA program, and recertification is 
recommended. .

D5217 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 I of this part.

This STANDARD is not met as evidenced by:
Based on the review of the laboratory's policy, the laboratory's twice annual accuracy 
check records, CMS 116 form, and confirmed in an interview found the laboratory 
failed to have documentation of evaluating and verifying the accuracy of the test 
results for 1 of 2 events in 2021 for 1 of 1 non-regulated analyte: surgical frozen 
section. The findings were: 1. Review of the laboratory's policy revealed no policy for 
evaluation and verification of the accuracy of test results twice annually for surgical 
frozen section. 2. Review of the laboratory's twice annual accuracy check records for 
surgical frozen section revealed the laboratory failed to perform 1 of 2 accuracy check 
events in 2021. 3. Review of CMS 116 form signed by LD on 3/8/2022 revealed the 
annual volume of frozen section was 6. 4. An interview with Assistant laboratory 
manager on 3/9/22 at 11:15 am in the lab confirmed the above findings. Key: 
CMS=Centers of Medicare and Medicaid Services LD=Laboratory Director .
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