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Summary Statement of Deficiencies

A recertification survey for compliance with 42 CFR Part 493, Requirements for
L aboratories, was conducted on 6/11/24. Landmann Jungman Memorial Hospital
laboratory was found not in compliance with the following requirements: 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 interview, the laboratory failed to assess the competency
of two of three testing personnel (A and B) for 21 months (7/22 through 4/24) for the
test methods they had been performing under the laboratories certificate. Competency
assessments ensure the laboratory staff have the knowledge and skills to complete
assigned duties accurately. Findings include: 1. Review on 6/11/24 of the laboratory's
Centersfor Medicare's Services 209 Laboratory Personnel Form signed by |aboratory
director D on 6/7/24, revealed laboratory staff A and B were listed as testing
personnel. 2. Review of employees filesfor laboratory staff revealed: * Testing
personnel A had competency evaluations performed on 7/29/22 and 4/18/24. * Testing
personnel B had competency evaluations performed on 7/29/22 and 4/16/24. * There
were no competency evaluations documented for testing personnel A or B for 2023.
Review on 6/11/24 of the laboratory's competency assessment procedure revealed that
competency assessments were to have been completed yearly on all laboratory
personnel. Interview on 6/11/24 at 12:45 p.m. with testing personnel A reveaed: * She
confirmed that competency assessments were not performed for herself and testing
personnel B between 7/22 and 4/24. * She was unaware that they had missed the
completion of competency assessments for that time period.



