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Summary Statement of Deficiencies

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 observation, document review, and interview with laboratory personnel,
the laboratory director failed to approve two of two moderate complexity testing
procedures in use by the laboratory in 2022, 2023, and 2024. Findings are as follows:
1. The laboratory performed moderate complexity Toxicology and Hematology
testing as confirmed by Technical Consultant 2 (TC2) during a tour of the laboratory
at 1:05 p.m. on 01/30/24. 2. The following moderate complexity testing equipment
was observed as present and available for use during the tour: Toxicology -
MEDTOX Scan reader ( Drugs of Abuse testing) Hematology -Sysmex XP-300
analyzer (Complete Blood Count testing) 3. The laboratory maintained electronic
procedures in the LakeNet SharePoint site. 4. Laboratory Director approval for the
following testing procedures was not found during LakeNet SharePoint review on
date of survey: MedTox Urine Drug Screen Procedure Sysmex XP-300 5. In an
interview at 2:30 p.m. on 01/30/24, TC2 confirmed the above finding. .



