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Summary Statement of Deficiencies

D0000 A CLIA recertification survey was conducted for the Pioneer Valley Urology, PC 
laboratory pursuant to the Clinical Laboratory Improvement Amendments (CLIA) of 
1988 and CLIA regulations at 42 CFR 493. .

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 record review and interview the laboratory failed to assess postanalytic 
systems quality assessment activities as evidenced by the following: a) A review of 
the laboratory's procedure manual showed that the lab had no policies and procedures 
for monitoring post analytic systems. As a result, there was no ongoing assessment of 
these problems to identify trends or patterns that needed to be addressed and 
corrected. b) The general supervisor confirmed in an interview on 8/28/19 at 11:15 
PM that there was no established policies or procedures for an ongoing assessment of 
postanalytic systems.
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