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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5217 EVALUATION OF PROFICIENCY TESTING PERFORMANCE

CFR(S): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure it performs that is not included in subpart | of this part.

This STANDARD is not met as evidenced by:

Based on procedure manual and proficiency testing record review and interview with
the regional manager, the laboratory did not ensure that proficiency testing (PT) was
performed at least twice annually. Findings: 1. The procedure, "Proficiency Testing
Mohs Histopatholgy" states that "Proficiency testing will be performed bi-annually. It
isto be sent out and returned by end of June and Dec." 2. A review of PT records
showed that no PT slides had been sent out in 2020. In an email on 4/27/2021 the
regional manager stated that "with the change in lab directors and the pandemic
proficiency testing was not done last year." 3. During an interview viaemail on 4/30
/2021 at 11:30 AM , the regional manager confirmed that PT slides were not sent out

in 2020.



