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Summary Statement of Deficiencies

D5215 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(b)(2)

The laboratory must verify the accuracy of any analyte, specialty or subspecialty 
assigned a proficiency testing score that does not reflect laboratory test performance 
(that is, when the proficiency testing program does not obtain the agreement required 
for scoring as specified in subpart I of this part, or the laboratory receives a zero score 
for nonparticipation, or late return or results).

This STANDARD is not met as evidenced by:
Based on review of 2025 American Proficiency Institute (API) proficiency testing 
(PT) records, review of laboratory procedure, lack of documentation and interview 
with testing personnel (TP) #1, 05/15/25, the laboratory failed to verify the accuracy 
of PT results when zero scores were obtained for nonparticipation. Findings: Review 
of API 2025 Hematology/Coagulation - 3rd Event records revealed the laboratory 
scored zero for all samples and all analytes due to nonparticipation. Review of 
laboratory procedure revealed "If the PT results is returned as "not graded", review it 
against the summary report from the PT agency to ensure that the answers submitted 
would have been acceptable....". The procedure fails to include a review if the 
laboratory fails to participate in the PT event. Review of laboratory PT records 
revealed the laboratory tested the 2025 3rd Event PT samples. The records failed to 
include a review of the results obtained to ensure the accuracy of the PT testing. The 
records also failed to include a review of the zero scores by the laboratory director
/technical consultant. Interview with TP #1 at approximately 12:00 p.m. confirmed the 
laboratory director/technical consultant did not review the 2025 3rd Event PT scores. 
They also confirmed no review of the PT summary was performed to ensure the 
accuracy of the PT testing.
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