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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 A Clinical Laboratory Improvement Amendments (CLIA) recertification survey was

completed on January 1/8/25. The laboratory was not in compliance with applicable
CLIA requirements found at 42 CFR 493.1 through 42 CFR 493.1780. The following
deficiencies were cited:

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-- (e)(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 all testing operations reliably to provide and report accurate results.

This STANDARD is not met as evidenced by:

Based on review of thetraining & competency personnel documents and interview
with atechnical consultant (TC), the lab director (LD) failed to ensure al testing
personnel (TP) were trained at each laboratory that they perform laboratory technical
procedures. Findings: 1. Review of the training documents provided revealed the float
and the PRN (as needed) TP (CM S form 209 page 2 of 3), 9 of 9 TP listed were
trained under the location of WM G not the Wellstar Urgent Care Vinings Health Park
(VHP) location. 2. CLIA regulations requires the completion of training and
competency of all testining personnel per CLIA Certificate. 3. Interview with TC #3
(CMS 209 form page 3 of 3) on 1/8/25 at 1:30 pm, confirmed the aforementioned TP
were trained under the WMG location to work at any Wellstar Medical Group
laboratory.



