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Summary Statement of Deficiencies

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 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 al three proficiency test eventsin 2022 and two proficiency
test eventsin 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.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(8)

(b) The technical consultant is responsible for-- (b)(8) Evaluating the competency of
all testing personnel and assuring that the staff maintain their competency to perform
test procedures and report test results promptly, accurately and proficiently.

This STANDARD is not met as evidenced by:

Based on review of competency check records and interview, the technical consultant
did not have records showing evaluation of competency of testing personnel in 2022.
Findings: 1. The technical consultant did not have competency evaluations in 2022 for
testing person A, testing person B and testing person C. These records were not



available for review during the survey. 2. The technical consultant confirmed that
competency check records for the three testing persons were not available, during
interview on the afternoon of the day of survey,



