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Summary Statement of Deficiencies

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 an interview with the Clinical Operations Manager
(COM), the Technical Consultant (TC) failed to evaluate and document the
competency of four out of 11 Testing Personnel (TP) in 2021 assuring their
competency was maintained in order to perform moderately complex routine
chemistry and hematol ogy testing procedures and report the test results promptly,
accurately, and proficiently. All testing conducted by TP#1, TP#2, TP#3 and TP#4 for
two out of two test systems from 01/01/2021 to 10/07/2022 had the potential to be
affected by this deficient practice. Findings Include: 1. Review of the laboratory's
"Laboratory Competency Policy ", provided on the date of the inspection, found the
following instructions for TP competency assessments: "3. A Six Month & Annual
Laboratory Competency Assessment will be conducted yearly on each employee
performing patient testing." 2. Review of the laboratory's Form CM S-209, approved,
signed, and dated by the Laboratory Director on 10/17/2022, revealed 11 TP listed
and credentialed to perform moderately complex chemistry and hematology testing
procedures. 3. Review of the laboratory's 2021 competency assessment records did
not find a competency assessment for TP#1, TP#2, TP#3 and TP#4 who conducted
post-vasectomy presence or absence of sperm and urinalysis with microscopic testing.
The Inspector regquested the 2021 competency assessment for TP#1, TP#2, TP#3 and
TP#4 from the COM. The COM confirmed, via an electronic email on 10/18/2022 at
2:48 PM, that the 2021 competency assessment for TP#1, TP#2, TP#3 and TP#4 was
not completed as required and was unable to provide the requested documentation.



