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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 areview of Testing Personnel records and an interview with the Technical
Consultant, the Technical Consultant failed to implement and document evaluations
that included the six minimal regulatory requirements for assessment of competency
for all moderately complex testing. This was noted for eight out of eight Testing
Personnel from May 2022 to the date of the current survey (08/24/2023). The findings
include: 1. A review of Testing Personnel records revealed aform titled "Laboratory
Competency/Performance Checklist" which included direct observation of the
following criteria under "Laboratory Equipment"”: "1. Can perform daily maintenance
on all lab equipment, 2. Can perform weekly/monthly/as needed maintenance on all
lab equipment, 3. Performs daily QC and investigates problems if needed, 4. Can
perform routine testing on each instrument in the laboratory, 5. Can replace reagents
on each lab instrument. The form failed to include an assessment of "Monitoring the
recording and reporting of test results’, and "Assessment of test performance through
testing previously analyzed samples’. 2. During an interview at 4:00 PM on 08/23
12023, the Technical Consultant confirmed the aforementioned form was used as a
competency assessment for Testing Personnel.



