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Summary Statement of Deficiencies

D5891 POSTANALYTIC SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1299(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 Final Report (FR) and interview with the Laboratory 
Director (LD), the laboratory failed to identify problems on the FR for Drug Screen 
tests performed on the Beckman AU 580 from 1/2/19 to the date of the survey. The 
finding includes: 1. The Asterisk (*) on the FR referenced a comment which stated 
"all positive clinical drug screens must be considered presumptive positive and 
unconfirmed" but the results it referenced were not positive results. 2. The LD 
confirmed on 6/5/19 at 1:30 pm the the laboratory did not identify problems on the 
FR.
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