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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D2098 ENDOCRINOLOGY

CFR(S): 493.843(a)

Failure to attain a score of at least 80 percent of acceptable responses for each analyte
in each testing event is unsatisfactory analyte performance for the testing event.

This STANDARD is not met as evidenced by:

Based on review of 2017: Event 3 proficiency testing reports from CM S (Report
155D, Individual Laboratory Profile) and AAB (American Association of
Bioanalysts), laboratory proficiency testing records, and patients test records; and
interview with the Laboratory Director (Testing person), it was reveaed that the
laboratory failed to attain a score of at least 80% for TSH (Thyroid Stimulating
Hormone). Findings included: a. CM S and API reported a score of 0% based on the
laboratory's 5 unacceptable results out of 5. b. The Laboratory Director (Testing
person) affirmed (4/25/19 at 5:30pm) the af orementioned score; and thus
unsatisfactory testing for TSH. ¢. The reliability and quality of results reported for
TSH could not be assured when testing was unsatisfactory. Based on review of
patients tests records, the laboratory reported no TSH results in September 2017 and
fewer than 2 during the timeframe October - December 2017.



