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Summary Statement of Deficiencies

D5891 POSTANALYTIC SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1299(a)

(a) The laboratory must establish and follow written policies and procedures for an 
ongoing mechanism to monitor, assess and, when indicated, correct problems 
identified in the postanalytic systems specified in 493.1291.

This STANDARD is not met as evidenced by:
Based on surveyor review of the Procedure Manual (PM) and interview with the 
Testing Consultant (TC), the laboratory failed to establish a procedure for verifying 
results manually scanned in and uploaded into the Electronic Medical Record (EMR) 
from 7/17/24 to 5/20/26. The finding includes. 1. The laboratory failed to have a 
procedure to verify manually entered test results to ensure accuracy in the postanalytic 
systems. 2. The TC confirmed on 5/20/26 at 11:15 am that the laboratory failed to 
have a procedure for verifying manually entered results in to the EMR.
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