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Summary Statement of Deficiencies

POSTANALYTIC SYSTEMS QUALITY ASSESSMENT
CFR(S): 493.1299(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 postanalytic systems specified in 493.1291.

This STANDARD is not met as evidenced by:

Based on review of the laboratory quality assessment (QA) plan, the 2017 proficiency
testing (PT) records, the 2017 and 2018 QA records and interview with the lead
testing personnel, the laboratory failed to follow the QA planin 2017 and 2018. The
findingsinclude: 1) Review of the laboratory QA plan revealed the following:
"Proficiency Testing Evaluations. ... The accuracy test results are reviewed and
retained for aperiod of at least two years. ... Record Retention. ...All monthly QC
reviews are performed by the Technical Consultant or Laboratory Director and
include initials or signatures to verify the review. ...Elite Pediatric and Adolescent
Laboratory Checklist of Review. ... Elite Pediatric and Adolescent Medicine Monthly
Quality Assessment Checklist". 2) Review of the 2017 PT records revealed the 2017
event one comparative evaluation form and performance summary were missing; the
2017 event two comparative evaluation report was missing. 3) Review of the 2017
and 2018 QA records reveal ed the Elite Pediatric and Adolescent Laboratory
Checklist of Review form and the Elite Pediatric and Adolescent Medicine Monthly
Quality Assessment Checklist form was missing for January 2017 to present survey
date February 19, 2019. 4) Interview on February 19, 2019 at 11:40 am. with the lead
testing personnel confirmed the 2017 PT records were not available for review and
that the Checklist of Review form and the Monthly QA Checklist were not in use for
documenting the monthly QA processes from January 2017 to present survey date.



