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Summary Statement of Deficiencies

BACTERIOLOGY
CFR(S): 493.823(3)

Failure to attain an overall testing event score of at |east 80 percent is unsatisfactory
performance.

This STANDARD is not met as evidenced by:

Based on a proficiency testing (PT) record review and an interview with the
laboratory manager, the laboratory failed to attain satisfactory performance in
bacteriology for the Medical Laboratory Evaluation (MLE) 2018 event 1. Findings: 1.
An MLE PT review for bacteriology revealed the |aboratory scored a 60% for the
2018 testing event 1. 2. Aninterview on May 11, 2018 at 1:30 PM, with the
laboratory manager, confirmed the laboratory failed to achieve satisfactory
performance in bacteriology.

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 personnel record reviews and an interview with the laboratory manager, the
laboratory failed to evaluate the competency of the testing personnel performing urine
colony countsin 2017. Findings: 1. A record review of personnel records revealed the
laboratory failed to document the competency of ten testing personnel listed on the



CMS-209 Personnel Report form during 2017. 2. Aninterview on May 11, 2018 at 1.
15 PM, with the laboratory manager, confirmed the laboratory failed to document
competency assessments on the testing personnel.



