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Tag
D2010 TESTING OF PROFICIENCY TESTING SAMPLES

CFR(S): 493.801(b)(2)

The laboratory must test samples the same number of times that it routinely tests
patient samples.

This STANDARD is not met as evidenced by:

Based on record review and interview, the laboratory failed to test the hematology
proficiency testing samples the same number of times that it routinely tests patient
samples for two (1st quarter 2017 and 3rd quarter 2017) of six eventsin 2016 and
2017 reviewed. Findingsinclude: 1. On January 16, 2018 at 10:39 a.m., record review
of the American Association of Bioanalysts (AAB) hematology proficiency testing
reports revealed for two of six events reviewed in 2016 and 2017 the testing personnel
ran the specimens two times each. 2. During areview of the "Proficiency Testing"
procedure on January 16, 2018 at 11:46 p.m. revealed "proficiency testing samples
will be treated in the same manner as patient specimens’. 3. During the interview on
January 16, 2018 at 12:36 p.m. testing personnel #1 and the general supervisor as
listed on the CM S-209 confirmed the proficiency testing specimens were not treated
like a patient specimen.



