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Summary Statement of Deficiencies

D5291 GENERAL LABORATORY SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1239(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 general laboratory systems requirements specified at 493.1231 
through 493.1236. 

This STANDARD is not met as evidenced by:
Based on review of the laboratory's quality management and assessment plan and 
interview with the general supervisor (GS), the laboratory failed to follow written 
policies to assess ongoing mechanisms to monitor the general laboratory systems for 
December of 2019. Findings Include: 1. The quality management and assessment 
plan, analytical systems assessment plan, point 11 states, "Monthly audit of the 
records to ensure accuracy and reliability of information. The audit will consist of 
retroactive review of 10 randomly selected patient records to check for the following: 
does the name on the record match the name of the test request, are all the tests 
requested displayed on the test report, does the test report match the raw data 
generated by the instrument, and has the test report been saved." 2. On the day of 
survey, 01/22/2020, the laboratory did not follow their policy, and could not provide 
the monthly audit assessed for December of 2019. 3. In December of 2019, 8 patient 
specimens were performed on the Biofire Filmarray Torch Analyzer for respiratory 
panels. 4. The GS confirmed the findings above on 01/22/2020 around 11:00 am.
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