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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 monthly site visit quality assessment reports review, their individualized
quality control plan (IQCP) review, and email interview with the technical consultant
(TC), the laboraotry failed document they reviewed their individualized quality
control plan for Prothrombin Time testing performed on the iISTAT instrument to
determine the frequency of reduced quality control was adequate. Findingsinclude: 1.
Monthly site visit reports included a checklist for the reviewing quality control,
proficiency testing, and patient test reports but failed to mention that the IQCP had
been reviewed. 2. The IQCP reviewed failed to include the frequency or method the
laboratory employed for IQCP review. 3. In an e-mail interview with the technical
consultant on 05/28/2019 and 05/30/2019 the TC stated routine monthly site visit
reports quality assessment was sufficient for monitoring the IQCP. The technical
consultat failed to provide direct documentation the IQCP had been reviewed for
needed changes to the plan since approval in 2016.



