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Summary Statement of Deficiencies

A Clinical Laboratory Improvement Amendments (CLIA) recertification survey was
completed on February 10, 2023. 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:

PROCEDURE MANUAL
CFR(s): 493.1251(d)

Procedures and changes in procedures must be approved, signed, and dated by the
current laboratory director before use.

This STANDARD is not met as evidenced by:

Based on document review of the Standard Operating Procedure (SOP) and staff
interview, the laboratory failed to make changes in procedure, on a bi-annual basis, as
stated in the Procedure manual. The Findings include: 1. Document review of the
Procedure Manual revealed that the laboratory is using Medial ab to store the
procedures electronically. The procedures reviewed revealed several procedures that
were not updated, approved, signed, and dated by the current laboratory director
before use. 2. The procedures that were reviewed and were not updated by the
Laboratory Director: - Customer Test Requisition Creation and Review Process (07/06
/2021) -Pipette Maintenance and V erification (05/14/2020) -Thermometer and
Hygrometer Calibration (05/14/2020) -ABO Rh Cord Blood Typing Using ORTHO
Column Agglutination Card using LabVantage (05/10/2021) 3. During an interview
with the Technical Consultanta(CM S-209) on February 10, 2023 at 11:50AM, ina
cubicle space, in the front of the building, confirmed that the Laboratory Director was
not updating, approving, signing, or dating the procedures bi-annuually as stated in
the SOP.



