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Tag
D5213 EVALUATION OF PROFICIENCY TESTING PERFORMANCE

CFR(S): 493.1236(b)(1)

The laboratory must verify the accuracy of any analyte or subspecialty without
analytes listed in subpart | of this part that is not evaluated or scored by aCMS-
approved proficiency testing program.

This STANDARD is not met as evidenced by:

Based on areview of the American Proficiency Institute (API) proficiency testing
(PT) records and interview with testing personnel (TP) #1 (CMS 209), the laboratory
failed to verify the accuracy of the nongraded result obtained for 1 of 3 API PT events
for Chemistry in 2022. Findings Include: 1. On the day of survey, 08/22/2023 at 12:17
PM, areview of the laboratory's API PT records revealed that the laboratory did not
verify the accuracy for the following anayte in Chemistry that were not graded by the
PT agency: -API 2022 Chemistry Core 1st Event-TIBC 2. The TP #1 confirmed the
findings above on 08/22/2023 at 02:19 PM.

D5221 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(d)

All proficiency testing evaluation and verification activities must be documented.

This STANDARD is not met as evidenced by:

Based on review of the American Proficiency Institute (API) proficiency testing (PT)
records and interview with the testing personnel (TP) #1 (CMS 209), the laboratory
failed to document the evaluation and verification activities for 1 of 3 events of
Chemistry for the Unacceptable Proficiency Testing (PT) performance in 2022.
Findings Include: 1. On the day of survey, 08/22/2023 at 12:06 PM, areview of AP
proficiency testing records revealed that the laboratory received an unacceptable grade



for: - 80% on API 2023 2nd event Chemistry Core: Glycated Hemoglobin. 2. The
laboratory failed to provide documentation of the evaluation and verification activities

for the above PT event. 3. TP #1 confirmed the findings above on 08/22/2023 at 02:19
PM.



