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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 review of the laboratory's American Proficiency Institute (API) proficiency
testing results from 2016, 2017, and 2018, and confirmed in interview of facility
personnel, the laboratory failed to provide documentation of evaluating proficiency
testing results returned as 'not graded' by the proficiency testing agency. The findings
included: 1. A review of the laboratory's API proficiency testing results from 2016
(event 3), 2017 (events 1, 2, and 3), and 2018 (events 1 and 2) revealed the
proficiency agency returned the following results as "Not Graded": 2017 (event 2)
Analyte: Monocytes Sample ID: HEM-07, HEM-10 Grade: Not Graded-2 2. The
proficiency testing agency defined code "2" as. No Consensus. 3. An interview with
the primary testing person on 08/29/2018 at 09:15 hours in the office confirmed the
findings.



