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Tag
D5209 PERSONNEL COMPETENCY ASSESSMENT POLICIES

CFR(S): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish
and follow written policies and procedures to assess employee and, if applicable,
consultant competency.

This STANDARD is not met as evidenced by:

Based on areview of the Laboratory Personnel Report (CLIA) (Form CMS-209),
laboratory policy, personnel records, and staff interviews, the laboratory failed to
follow the personnel policy for competency assessment of testing personnel that
performed complete blood count (CBC) patient testing in 20223 and 2024. The
findingsinclude: 1. A review of Form CM S-209 submitted for the laboratory survey
performed on 04/18/2024 revealed four testing personnel that performed CBC patient
testing. 2. A review of the laboratory policy titled " Quality Assurance Plan™" section
"Personnel Assessment” revealed that testing personnel would have competency
assessment performed prior to patient testing. 3. A review of the laboratory's
personnel records revealed no documentation of competency assessment for testing
person two (hired December 2023) or testing person four (hired January 2024). 4.
Interview on 04/18/2024 at 4:30 pm with the technical consultant confirmed the
laboratory failed to follow the policy for testing personnel competency assessment for
testing persons two and four who were performing patient testing on the date of the
survey (04/18/2024) hired in 2023 and 2024.

D6029 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(11)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform



test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. (€) The laboratory
director must-- (€)(11) Ensure that prior to testing patients' specimens, all personnel
have the appropriate education and experience, receive the appropriate training for the
type and complexity of the services offered, and have demonstrated that they can
perform al testing operations reliably to provide and report accurate results.

This STANDARD is not met as evidenced by:

Based on areview of Form CMS-209, laboratory personnel records, and staff
interviews, the laboratory director failed to ensure that testing personnel (two of four
reviewed) had documented training and demonstrated accuracy prior to patient CBC
testing in 2023 and 2024 (Refer to D5209). The findingsinclude: 1. A review of Form
CMS-209 submitted for the survey on 04/18/2024 revea ed four testing personnel that
performed CBC patient testing. 2. A review of the laboratory personnel records
revealed no documentation of training or demonstration of accuracy before patient
CBC testing in 2023 and 2024 for testing persons two or four (two of four reviewed).
3. Interview on 04/18/2024 at 4:30 pm with the technical consultant confirmed
thesurvey findings during interview on 04/18/2024 at 4:30 pm.



