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Summary Statement of Deficiencies

HEMATOLOGY
CFR(S): 493.851(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 the third quarter (Q3-2020) of the American Proficiency Institute
(API) performance summary report, ten (10) randomly selected random patient
sampling records from 12/03/2019 to 05/28/2021 and interview with the laboratory
personnel on 06/23/2021 at 9:30 am., it was determined that the laboratory failed to
attain a score of at least 80 percent of acceptable responses for Red Cell Counts
(RBC). The findingsincluded: 1. Q3-2020, API reported the following unsatisfactory
proficiency testing scores. Analyte: Score: Event/Y ear: Performance: RBC 0% Q3
/2020 Unacceptable Sample Reported Results Expected Results HEM-11 3.75 3.80-
4.30 HEM-12 4.72 4.74-5.36 HEM-13 2.00 2.03-2.30 HEM-14 4.67 4.69-5.30 HEM-
15 3.36 3.38-3.82 2. The laboratory resulted and reported patient Red Cell Counts
(RBC) tests during the approximate time the laboratory received the API (Q3-2020)
unsatisfactory scores. 3. The testing personnel affirmed on 06/23/2021,11:00 a.m.
(survey date) that the laboratory received the above unsatisfactory scores. 4. Based on
the laboratory's annual testing declaration 06/21/2021 approximately 2,808 RBC
patient tests were resulted and reported



