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Tag
D6046 TECHNICAL CONSULTANT RESPONSIBILITIES

CFR(S): 493.1413(b)(8)

(b) Thetechnical 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 record review and staff interview, the laboratory failed to evaluate testing
personnel (TP) using the required 6 elements to ensure competency to perform and
report accurate test results in the specialty of Hematology. Findingsinclude: 1.
Review of the laboratory's CM'S 209 form on 5/27/2022 revealed: a. The |aboratory
employs 15 moderate complexity TP. b. Nine of the 15 moderate complexity TP have
been employed greater than 2 years. 2. Record review on 5/27/2022 of the laboratory's
2020 and 2021 TP competency records for TP employed greater than 2 years
revealed: a. Four of nine TP did not have documented direct observation of patient
test performance for 2020. b. Nine of nine TP did not have documented assessment of
problem solving skillsin 2020 and 2021. c. Nine of nine TP did not have documented
direct observation of instrument maintenance and function checks in 2020 and 2021.
d. Seven of nine TP did not have documented review of intermediate test reports,
quality control, and maintenance records for 2020 and 2021. e. Nine of nine TP did
not have documented assessment for the recording and reporting of test results for
2020 and 2021. 3. Staff interview with the site supervisor on 5/27/2022 at 10:45 AM
confirmed the laboratory did not assess the above TP using al the required 6 elements
in 2020 and 2021. 4. The laboratory performs 20,500 tests annually in the specialty of
Hematology.



