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Summary Statement of Deficiencies

D6091 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(4)(iii)

The laboratory director must 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.

This STANDARD is not met as evidenced by:
Based on review of 2017, 2018 and 2019 proficiency testing (PT) and interview with 
technical supervisor, the laboratory director failed to ensure all proficiency testing 
reports received are reviewed by the appropriate staff to evaluate the laboratory's 
performance and to identify any problems the require corrective action. Findings: 1. 
Review of 2017 blood bank PT event C showed 80% on crossmatch serology with no 
documentation of review or corrective action. 2. Interview with the technical 
supervisor on April 16, 2019 at 12:15 PM confirmed the laboratory director failed to 
ensure 2017 PT event C for crossmatch serology was not reviewed and corrective 
action documented.
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