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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 personnel records and an interview with the Laboratory
Manager, the Technical Consultant failed to assess the competency of Testing
Personnel listed on the Form CM S-209 (L aboratory Personnel Report) for the Abbott
I-Stat testing system. Thiswas noted for 30 out of 30 Testing Personnel who had
competency assessments completed from 04/08/2021 to the date of the current survey
(12/21/2022). The findings include: 1. A review of Testing Personnel records revea ed
the competency assessments for the Abbott i-Stat were completed and signed by the
Laboratory Manager. The surveyor did not observe a delegation form for the

L aboratory Manager to take on this responsibility of the Technical Consultant. 2.
During an interview at 3:45 PM on 12/21/2022, the Laboratory Manager confirmed
the above findings.



