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Summary Statement of Deficiencies

D6088 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(4)

The laboratory director must ensure that the laboratory is enrolled in an HHS-
approved proficiency testing program for the testing performed.

This STANDARD is not met as evidenced by:
Based on surveyor review of the Proficiency Testing (PT) records and interview with 
the General Supervisor (GS), the Laboratory Director (LD) failed to ensure that PT 
samples were tested for all analytes run on the AB Sciex analyzers from 12/30/19 to 
the date of the survey. The findings include: 1. Not all analytes run on the AB Sciex 
analyzer are offered for PT testing in each College of American Pathologists (CAP) 
survey events. 2. The GS confirmed on 11/15/22 at 11:35 am that the LD did not 
ensure PT samples were tested for all tests performed in the laboratory.
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