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Summary Statement of Deficiencies

D6018 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(4)(iii)

(e)(4)(iii) All proficiency testing reports received are reviewed by the appropriate staff 
to evaluate the laboratorys performance and to identify any problems that require 
corrective action; and

This STANDARD is not met as evidenced by:
Based on a review of the laboratory's personnel job descriptions, College of American 
Pathologists (CAP) proficiency testing (PT) records, lack of documentation, and staff 
interviews, the laboratory director failed to identify PT results that required corrective 
action for the complete blood count with automated differential (CBC w/Diff) 
analytes for one of five PT events reviewed in 2024 and 2025. The findings include: 
1. A review of the laboratory director's job description in the section, "Example of 
Duties," revealed the following: "Ensure all proficiency-testing reports received are 
reviewed by the appropriate staff to evaluate the laboratory's performance and to 
identify any problems that require corrective action". 2. A review of the laboratory's 
2024 Event Three CAP PT performance evaluation for the CBC w/Diff analytes, 
reviewed by the laboratory director on 11/13/2024, revealed that the platelet analyte 
for sample FH1-13 was unacceptable. (Reported Result 54/Acceptable Range 58-98) 
3. Documentation of corrective actions for sample FH1-13 for the 2024 Event Three 
was unavailable on the date of the survey (11/20/2025). 4. An interview with the 
laboratory director and office manager on 11/20/2025 at 1:00 p.m. confirmed the 
survey findings.
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