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Summary Statement of Deficiencies

ANALYTIC SYSTEMS QUALITY ASSESSMENT
CFR(S): 493.1289(b)(c)

(b) The analytic systems quality assessment must include areview of the effectiveness
of corrective actions taken to resolve problems, revision of policies and procedures
necessary to prevent recurrence of problems, and discussion of analytic systems
quality assessment reviews with appropriate staff. (c) The laboratory must document
all analytic systems assessment activities.

This STANDARD is not met as evidenced by:

Based on review of the Ace Alera chemistry analyzer quality control (QC) records,
the Ace Alera QC package inserts, and confirmed by laboratory personnel identifier
#2 (refer to the Laboratory Personnel Report) at approximately 11:30 am on 11/29
/2018, the laboratory failed to review the effectiveness of its system for ensuring
package insert datais entered correctly into the laboratory information system (LIS)
program and maintained throughout the time period that the QC lot numbers arein use
for 21 out of 21 analytes, two out of two lot numbers, and 71 out of 97 days of patient
testing from 07/13/2018- 11/28/2018 . Refer to D5469 for findings.



