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Summary Statement of Deficiencies

D2172 UNEXPECTED ANTIBODY DETECTION
CFR(s): 493.861(e)

(e) Failure to achieve an overall testing event score of satisfactory for two consecutive 
testing events or two out of three consecutive testing events is unsuccessful 
performance.

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 failed to successfully participate (achieve scores of 100%) in 
proficiency testing for Unexpected Antibody Detection. The laboratory failed two out 
of three PT events in 2024 - 2025, resulting in initial unsuccessful proficiency testing 
performance. The findings include: 1. A review of the CASPER Reports revealed the 
laboratory received failing scores for Unexpected Antibody Detection in API PT, as 
follows: A) 2024 Immunology / Immunohematology Event #2: 0% B) 2025 
Immunology / Immunohematology Event #1: 80% 2. A review of the laboratory's 
proficiency testing evaluation reports from the API website confirmed these findings. 
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