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Summary Statement of Deficiencies

D6089 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(4)(i)

(e)(4)(i) The proficiency testing samples are tested as required under subpart H of this 
part;

This STANDARD is not met as evidenced by:
Based on proficiency testing (PT) desk reviews of the CASPER Reports 0153D and 
0155D (Individual Laboratory Profiles from the Centers of Medicare and Medicaid 
Services [CMS]), and PT evaluation reports from the American Proficiency Institute 
(API), the laboratory director failed to ensure the laboratory had successful 
participation in an HHS approved proficiency testing program for Unexpected 
Antibody Detection in two out of three 2024 - 2025 API PT events. Refer to D2172
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