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Tag
D5893 POSTANALYTIC SYSTEMS QUALITY ASSESSMENT

CFR(S): 493.1299(b)(c)

(b) The postanalytic 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
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 review of patient records, the laboratory's UAT Checklist, and confirmed in
interview of laboratory personnel, the laboratory's quality assurance plan failed to
identify that the laboratory's address was not updated on 5 of 5 patient reports when it
moved suites on October 28, 2022. The findings included: 1. Review of the
laboratory's UAT Checklist dated October 28, 2022, signed by Technical Consultant 2
(aslisted on Form CM S-209) stated under 'General Review', "Note: Review patient
reports that may be provided to clients. Attach copies to thisform. For standard sites
review both QLS and QDRS reports. (QDRS reports can be generated by faxing or
emailing the patient report from the QL to alocal fax number or email address.)" The
report went on to stated, "7. Name and address of performing laboratory” acceptance
was marked as yes. 2. Review of 5 of 5 patient reports from November 1, 2022 listed
the laboratory addresses's suite number as 101. The laboratory's suite number is 119.
3. The findings were confirmed in interview with Technical Consultant 1 and 2 (as
listed on Form CM S-209) on November 1, 2022 at 11:10 hoursin the laboratory. Key:
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