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The laboratory director must ensure that the quality assessment programs are
established and maintained to assure the quality of laboratory services provided and to
identify failuresin quality asthey occur.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's quality assessment (QA) policy, lack of QA
records and confirmed by laboratory personnel identifier #2 (refer to the Laboratory
Personnel Report) at approximately 11:30 am on 01/30/2020, the laboratory director
failed to ensure that the laboratory established and followed a QA policy that
describes the system or process for monitoring the general, pre-analytic, analytic, and
post-analytic quality systems as well as define the frequency of QA monitoring. The
findingsinclude: 1. The laboratory's QA policy stated, "We will perform a quality
review on aperiodic basis to review results with the laboratory director or technical
consultant for their approval.” 2. Personnel identifier #2 stated that QA monitoring
activities had not been performed since the last survey on 02/08/2018. 3. At thetime
of the survey, personnel identifier #2 confirmed that the QA policy did not include the
process for monitoring the quality systems or the frequency with which they would be
monitored.



