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Summary Statement of Deficiencies

D5221 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 the laboratory's American College of Physicians (ACP) 
proficiency testing (PT) documentation and interview with testing personnel #2, the 
laboratory failed to document all proficiency testing evaluation and verification 
activities for five of the eight testing samples for Testosterone in 2019 and 2020.. 
Findings Include: 1. Review of the laboratory's ACP PT documentation found the 
laboratory's received a score of "Unacceptable" on the follow PT samples: 2019 - 3rd 
Testing Event MLE-M3 Testosterone SC-5 SC-6 No documentation of corrective 
actions for the "Unacceptable" sample were present. 2020 -1st Testing Event MLE-
M1 Testosterone SC-1 No documentation of corrective actions for the "Unacceptable" 
sample were present 2020 -2nd Testing Event MLE-M2 Testosterone SC-3 SC-4 No 
documentation of corrective actions for the "Unacceptable" sample were present On 
the date of survey,TP#2 was unable to locate corrective action documentation for the 
"Unacceptable" samples. 2. TP#2 confirmed no documentation of corrective actions 
were present or were able to located for the "Unacceptable" samples noted above. The 
interview occurred 08/26/2020 at 14:15 PM.
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