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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 review of competency
evauations for two of two testing personnel listed on the Laboratory Personnel Report
(CLIA) Form CMS-209 for SARS-CoV-2 Human 1gG Antibody testing, review of
training and competency policy and upon interview with the CLIA Laboratory
Manager, it was determined the |aboratory failed to follow the policy for performing
and documenting competency. The findings include: 1. Review of testing personnel
competency evaluations for SARS-CoV-2 Human IgG antibody testing reveal ed
testing personnel one and two listed on the Form CM S-209 had no 6 month
competency evaluations completed within the first 6 months of their employment. 2.
Review of Training and Competency policy stated, "The competency evaluation and
documentation of the performance of employees is conducted within the first 6
months of their employment during the first year of employment.” 3. Interview at
approximately 1:00 p.m. April 13, 2022 with the CLIA Laboratory Manager
confirmed that laboratory failed to follow policy for performing 6 month competency
evaluations on two of two testing personnel within the first 6 months of their
employment during the first year of employment.

D5791 ANALYTIC SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1289(a)(c)

(a) The laboratory must establish and follow written policies and procedures for an



ongoing mechanism to monitor, assess, and when indicated, correct problems
identified in the analytic systems specified in 493.1251 through 493.1283. (c) The
laboratory must document all analytic systems assessment activities.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's
Quality Assurance Plan, random patient audit dates, and interview with the CLIA
Laboratory Manager, determined the laboratory failed to follow policy for General
Laboratory Systems Quality Assessment in 2020 and 2021. The findings include: 1.
Review of the laboratory's Quality Assurance Plan stated, "EDP has established and
follows written policies and procedures for an ongoing mechanism to monitor, assess,
and when indicated, correct problemsidentified in the general laboratory system.” 2.
Review of two of five dates selected for patient tracers revealed test well/position
discrepancies documented on the "worklist by accession number" form versus the " Q-
Plex SARS CoV-2 Human 1gG (4-Plex) Results Summary" for three of 18 patient
samples tested on 08.04.2020 and seven of seven patient samples tested on 02.18.2021
indicating the laboratory did not have a process in place for detection and correction
of errors between the well position on the worklist by accession number and the well
position on the result summary. 3. Interview at approximately 1:00 p.m. April 13,
2022 with the CLIA Laboratory Manager confirmed the laboratory failed to follow the
Quality Assurance Plan-General Laboratory Systems Quality Assessment on
08.04.2020 and 02.18.2021.




