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Summary Statement of Deficiencies

TESTING OF PROFICIENCY TESTING SAMPLES
CFR(S): 493.801(b)(1)

(b)(1) The samples must be examined or tested with the laboratory's regular patient
workload by personnel who routinely perform the testing in the laboratory, using the
laboratory's routine methods.

This STANDARD is not met as evidenced by:

. Based on record review and interviews, the laboratory failed to have proficiency
testing samplestested by personnel who routinely perform patient testing for five (M1
2024, M2 2024, M3 2024, M1 2025, M2 2025) of five events performed in 2024 and
2025 reviewed. Findingsinclude: 1. Aninterview on 6/2/25 at 9:52 am with testing
personnel #3 (TP3) revealed they had been working at the laboratory for the previous
six years. When queried about who performs testing of the proficiency testing
specimens, TP3 indicated that TP1 performs all proficiency testing including the
testing of the samples and entering the results. TP3 confirmed they had never
performed proficiency testing. 2. A review of the laboratory's American Association
of Bioanalysis Medical Laboratory Evaluation (AAB-MLE) proficiency testing
documentation revealed the following events were performed by testing personnel #1
(TP1) or testing personnel #2 (TP2): a. 2024 AAB-MLE M1 2024, submitted 2/23/24,
had hematology, blood gases and chemistry events performed by TP2. b. 2024 AAB-
MLE M2 2024, submitted 5/31/24, had hematol ogy, blood gases and chemistry events
performed by TP1. c. 2024 AAB-MLE M3 2024, submitted 9/27/24, had hematol ogy,
blood gases and chemistry events performed by TP2. d. 2025 AAB-MLE M1 2025,
submitted 2/18/25, had hematology, blood gases and chemistry events performed by
TPL. e. 2025 AAB-MLE M2 2025, submitted 5/23/25, had hematol ogy, blood gases
and chemistry events performed by TP1. 3. An interview on 6/2/25 at 12:05 pm with
TP1 revealed TP1's dutiesinclude overseeing all laboratory departments and testing
personnel in the organization. When queried about how often TP1 performs patient



testing, TP1 stated, "not on aregular basis." When queried about how often TP2, who
serves as the manager for the office, performs patient testing, TP1 indicated TP2 is

not regularly scheduled to perform testing in the laboratory and that they may perform
testing "maybe once or twice ayear."



