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Summary Statement of Deficiencies

D5893 POSTANALYTIC SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1299(b)(c)

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

This STANDARD is not met as evidenced by:
. Based on record review and interview with the Laboratory Director, the laboratory 
failed to document postanalytic systems quality assessment activities for 2 (June 2019 
to June 2021) of 2 years reviewed. Findings include: 1. A review of the laboratory's 
quality assessment records revealed a lack of postanalytic systems quality 
assessments. 2. A review of the laboratory's "Quality Assurance Manual" revealed a 
section stating, "Each of the laboratory's quality systems will undergo assessment on a 
regular basis to maintain and improve laboratory performance and services." 3. An 
interview on 6/3/21 at 10:22 am with the Laboratory Director revealed the laboratory 
did not document postanalytic systems quality assessment activities.
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