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Summary Statement of Deficiencies

D2007 TESTING OF PROFICIENCY TESTING SAMPLES
CFR(s): 493.801(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:
A. Based on record review, the laboratory did not document the testing of proficiency 
test (PT) samples to show that the testing person performing and reporting 
hematology proficiency test results to the proficiency test provider for evaluation did 
not compare their test results with test results from other staff prior to submitting their 
results for evaluation. Findings: 1. Testing person A submitted their proficiency 
testing results for evaluation by the proficiency test provider on November 9, 2022 
(3rd PT event of 2022), and submitted the results to the PT provider on November 17, 
2022, but on that same day two other staff members tested the same proficiency test 
samples and another staff member tested the samples on November 15, 2022. There 
was no record to show that testing person A submitted their test results for evaluation 
without comparing their results with those of the other three staff members. 2. There 
was no written procedure to ensure that the testing person submitting their proficiency 
test results to the PT provider did not compare their test results with results obtained 
from other staff. 3. The technical consultant confirmed that the laboratory politicizes 
did not ensure PT test results were not compared prior to submission for evaluation by 
the PT provider. B. Based on record review and interview, the laboratory did not 
rotate proficiency testing among testing personnel. Findings: 1. Testing person A 
tested and reported hematology results for all three proficiency test events in 2022 and 
two proficiency test events in 2023. The testing was not rotated among other testing 
personnel. 2. The technical consultant confirmed that the proficiency testing was not 
rotated among all testing staff during interview on the afternoon of the of the survey.
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