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Summary Statement of Deficiencies

ANALYTIC SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1289(a)(c)

(a) The laboratory must establish and follow written policies and procedures for an
ongoing mechanism to monitor, assess, and when indicated, correct problems
identified in the analytic systems specified in 493.1251 through 493.1283. (c) The
laboratory must document all analytic systems assessment activities.

This STANDARD is not met as evidenced by:

. Based on record review, lack of documentation, and interview with Testing
Personnel (TP) #2, the |aboratory failed to follow written policies and procedures to
perform the semi-annual quality assurance (QA) checklist for 2 (January and July of
2022) of 3 semi-annual checks reviewed in 2021 and 2022. Findings include: 1.
Review of the "Quality Assessment Policy” states "The Quality Systems (QA) for
Edgewood Center Pediatrics will be reviewed on an on-going basis (every six months)
to monitor, assess and when indicated, corrected. Problems identified in the
laboratory's quality systems'. The quality systems include the general laboratory
system, pre-analytic quality system, analytic quality system, and the post analytic
quality systems. 2. When queried on 12/21/2022 at 12:06 pm, TP2 was unable to
provide the surveyor documentation to show the QA checklist had been performed for
2 of 3 semi-annual checks for 2021 and 2022. 3. During the interview on 12/21/2022
at 12:06 pm, TP2 confirmed the QA checks had not been performed semi-annually in
2022 as written in the policy.



