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Summary Statement of Deficiencies

D0000 A recertification survey conducted on 09/19/2022 found the UNIVERSITY OF 
MIAMI HOSPITAL AND CLINICS clinical laboratory not in compliance with 42 
CFR Part 493, Requirements for Laboratories.

D5401 PROCEDURE MANUAL
CFR(s): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the 
laboratory must be available to, and followed by, laboratory personnel. Textbooks 
may supplement but not replace the laboratory's written procedures for testing or 
examining specimens.

This STANDARD is not met as evidenced by:
Based on observation, record review and interview, the laboratory failed to follow the 
procedure manual last approved on 06/2021, for the policy STA-Neoplastine CI Plus 
Assay Stago Prothrombin time (PT) and PTT assay Satellite Activated Partial 
Thromboplastin Time (aPTT) at least since 11/17/2020. Findings include: -During the 
laboratory tour on 09/19/2022 at 9:45 AM, the surveyor found that the centrifuge for 
the processing of the samples for the PT and aPTT test was the LabCorp 642 E. -
Review of the policy for PT and aPTT test revealed that in the Specimen Collection 
and Handling section, it explained that: "Centrifuge all capped specimens at 5000 
rpm's for 2 minutes in the centrifuge (Statspin Express 3)". -Review of the preset 
speed for the Labcorp centrifuge revealed that the centrifuge was set up for 3300 rpm 
for 10 minutes. During an interview on 09/19/2022 at 11:00 AM, the Technical 
Supervisor confirmed that the laboratory failed to update the policy for PT and aPTT 
tests with the centrifuge currently in use.
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