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Summary Statement of Deficiencies

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 interview with Laboratory Director (LD) and review of Proficiency Testing
(PT) evaluation records on November 21, 2024, it was determined that the L aboratory
failed to attain a score of at least 80% of acceptable responses for Thyroid-
stimulating Hormone (TSH) in the third events of 2022 and 2023, which were
unsatisfactory analyte performance for the testing events. The findingsinclude: 1. The
laboratory enrolled in the American Association of Bioanalysts (AAB) proficiency
testing program for TSH testing using Tosoh AIA 900 instrument in 2022, 2023 and
2024. According to the AAB evaluation, the laboratory attained a score of 40% in the
third event of 2022 and 60 % in the third event of 2023 for TSH: Event Analyte
Sample Repor. Value Exp. Results Q3 2022 TSH 11 6.7 4.1 - 6.7 Q32022 TSH 12
3119-280Q32022TSH 135.73.5-5.4Q32022 TSH 149.94.2 -11.5 Q3 2022
TSH157.94.7-7.8 Q32023 TSH 11 9.6 6.1-9.7 Q32023 TSH 123.01.9- 3.1 Q3
2023 TSH 138.154-75Q32023TSH 146.84.5-6.6 Q32023 TSH 155.73.5-5.8
2. On November 21, 2024, at approximately 10:00 am the laboratory director affirmed
that the laboratory received the above unsatisfactory proficiency scores. 3. The
laboratory's testing declaration form, signed by the laboratory director on October 28,
2024, stated that the laboratory performed approximately 280 endocrinology tests
annually.
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