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Summary Statement of Deficiencies

D0000 A recertification survey was completed on 5/17/2021 at UNIVERSITY OF MIAMI 
HEPATOLOGY DIAGNOSTIC LABORATORY. The clinical laboratory was not in 
compliance with 42 CFR Part 493, Requirements for Laboratories.

D2076 GENERAL IMMUNOLOGY
CFR(s): 493.837(b)

Failure to attain an overall testing event score of at least 80 percent is unsatisfactory 
performance.

This STANDARD is not met as evidenced by:
Based on record review and interview, the laboratory failed to receive a passing score 
of at least 80% in General Immunology, for the 3rd event of 2020 with the College of 
American Pathologist Proficiency (CAP). Findings Included : Review of CAP 2020 
Proficiency Testing revealed 0% for Hepatitis B surface (HBsAg), 0% for Hepatitis B 
core antibody (Anti-Hbc) and 33% for General Immunology overall during the 3rd 
proficiency testing event in 2020. During an interview on 5/17/2021 at 3:51 pm, the 
office supervisor confirmed that the laboratory received a score of 33% for general 
Immunology, for the 3rd event in 2020.
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