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Tag
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:

Based on surveyor review of proficiency testing (PT) records from the first event in
2018 for urinalysis and interview with the general supervisor, the laboratory did not
perform PT testing using the laboratory's routine methods. Findingsinclude: 1.
Review of PT records for the microscopic testing in the first urinalysis event in 2018
shows two sets of results for potassium hydroxide (KOH) preparation, urine sediment,
and vaginal wet preparation; one set from staff A and another set from staff B. Results
submitted to the PT provider do not match staff A's or staff B's, but are a mixture of
both. 2. Interview with the general supervisor on October 16, 2018 at 10:00 AM
confirms that results were submitted to the general supervisor for review, and the
general supervisor picked results from each submission to report to the PT provider.
The general supervisor also confirmed the PT samples were not tested using the
laboratory's routine methods for patient testing.



