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Summary Statement of Deficiencies

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(d)

All proficiency testing evaluation and verification activities must be documented.

This STANDARD is not met as evidenced by:

Based on review of proficiency testing documentation and interview with the lead
technologist, the laboratory failed to document a corrective action for one of three
specimensin the College of American Pathologists (CAP) Ligand Specia Y-B
modulein 2017. Findingsinclude: 1. Review of 2017 CAP Ligand Special Y-B
module revealed sample Y 04 was unacceptable. The value obtained by the laboratory
was 112, while the acceptable range was 113-166. No corrective action was
documented for the unacceptable sample. 2. In an interview conducted on 09/06/2018
at approximately 945 AM, the lead technologist confirmed no corrective action was
documented for 2017 CAP Ligand Specia Y-B moduler sasmple Y 04.



