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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 the review of the Quality Assurance (QA) plan, lack of post analytical 
review documentation and interview, the laboratory failed to perform post analytical 
quality assessment to ensure the accurate transfer of patient test information. Findings: 
1. Review of the "Quality Assurance Plan" revealed no process for the review of 
manually entered patient test results into the electronic health record. 2. A request for 
documentation of the review of manually entered patient test results for April 3, 2019 
to May 18, 2021 was not available at the time of survey. Technical Consultant (TC) 
#2 stated they did not review the patient record for manually entered results. 3. 
Interview with TC #2 on May 18, 2021 at 11:05 a.m. confirmed, the laboratory failed 
to perform post analytical quality assessment to ensure the accurate transfer of patient 
test information.
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