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Summary Statement of Deficiencies

D5291 GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1239(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 general laboratory systems requirements specified at 493.1231 
through 493.1236. 

This STANDARD is not met as evidenced by:
Based on record review and interview with the laboratory director the laboratory 
failed to have a written procedure for their General Laboratory System requirements. 
The laboratory performs approximatey 198K tests per year. Findings include: 1. 
Record review revealed the laboratory procedure titled " "Patient Tracer Quality 
Assessment", found it did not include their specific policy for patient confidentiality, 
specimen identification, specimen integrity, complaint investigation, communication, 
personnel competency and proficiency testing performance in the document. The 
laboratory procedure manual which contained all of their policies did not include a 
procedure titled "Quality Assessment" in the table of contents. 2. The "Patient Tracer 
Quality Assessment procedure" document provided guidance on how to complete the 
laboratory tracking for preanalytic, analyic and post-analytic testing areas reviewed on 
a monthly basis. 3. An interview of the laboratory director on June 13, 2023, at 12:00 
PM confirmed that the laboratory did not have a Quality Assessment procedure for the 
laboratory.
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