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Summary Statement of Deficiencies

D0000 The following standard deficiences were cited as the results of a recertification survey 
on 08/02/2022. This facility was found NOT to be in compliance with the CLIA 
regulations found at 42 CFR for the specialties/subspecialties in which it was 
surveyed.

D2007 TESTING OF PROFICIENCY TESTING SAMPLES
CFR(s): 493.801(b)(1)

The samples must be examined or tested with the laboratory's regular patient 
workload by personnel who routinely perform the testing in the laboratory, using the 
laboratory's routine methods

This STANDARD is not met as evidenced by:
Based on the review of the 2020 - 2022 proficiency testing (PT) records, Personnel 
Report Form CMS-209, and interview with the technical consultant, the laboratory 
failed to ensure that the PT samples were rotated amongst testing personnel who 
routinely perform Rh (immunohematology) testing for 3 of 3 PT events in 2020, 3 of 
3 PT events in 2021, and 1 of 1 PT event in 2022. Findings included: 1. Review of the 
2020 - 2022 attestation forms for the American Proficiency Institute (API), revealed 
testing personnel - 2 (TP2) tested the proficiency samples for 3 of 3 PT events in 
2020, and 3 of 3 PT events in 2021, and 1 of 1 PT event in 2022. 2. Review of the 
Personnel Report Form CMS-209 completed by the laboratory indicated a total of 13 
testing personnel. 3. During interview on 08/02/2022 at 2:00 pm, the technical 
consultant confirmed the above findings.
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