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Summary Statement of Deficiencies

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(a)

The laboratory must review and evaluate the results obtained on proficiency testing
performed as specified in subpart H of this part.

This STANDARD is not met as evidenced by:

. Based on document review and interview with laboratory personnel, the laboratory
failed to review proficiency testing (PT) results and take corrective actions for
unsuccessful results for one of three PT events completed in 2022. Findings are as
follows: 1. The laboratory performed Chemistry testing as confirmed by the Assistant
Manager of Quality (AMQ) during atour of the laboratory at 1:05 p.m. on 11/01/22.
2. Thelaboratory performed PT using the American Association of Bioanalysts
(AAB) provider. 3. Review of PT results and investigation of unacceptable PT results
was required as established in the laboratory's Proficiency Testing Performance Guide
located in the CLIA Oversight policy. 4. The PT results from the AAB 2022 Q1 event
were found in the 2022 Q2 event records. The laboratory failed to obtain and review
the PT results for the AAB 2022 Q2 event prior to date of survey. 5. AAB 2022 Q2
event results obtained on date of survey, 11/01/22, indicated the laboratory received
unsuccessful scores for five of five testing challenges for the 2022 Q2 event.
Investigation and corrective action documentation for the unsuccessful scores was not
found in laboratory records. The laboratory was unable to provide investigation and
corrective action records upon request. 6. In an interview at 3:15 p.m. on 11/01/22, the
AMQ confirmed the above finding. .



