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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D0000 An announced CLIA recertification survey was conducted at Emily F Arsenault MD

PA on 08/15/2022. The laboratory is not in compliance with 42 CFR Part 493,
Requirements for Laboratories. The following is a description of the standard level
deficiencies:

D5209 PERSONNEL COMPETENCY ASSESSMENT POLICIES
CFR(s): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish
and follow written policies and procedures to assess employee and, if applicable,
consultant competency.

This STANDARD is not met as evidenced by:

Based on record review and interview with the Laboratory Manager, the |aboratory
failed to document competency on 5 out of 5 Moderately Complex Testing Personnel
for 2 out of 2 years (2020-2022) reviewed. Findings Included: Review of the CMS
209 (signed by the Laboratory Director on 08/15/2022) revealed 5 Testing Personnel
who performed KOH (Potassium Hydroxide) testing. Review of competency
evaluations revealed no documentation of competency evaluations for 5 of 5 Testing
Personnel who performed the Moderately complex KOH testing. Interview on 08/15
/2022 at 12:30 PM with the Laboratory Manager confirmed that there was no
competency evaluations for the Testing Personnel who performed KOH testing.

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 review of MLE (Medical Laboratory Evaluation) proficiency testing
documentation and interview with the Laboratory Manager, the laboratory failed to
evaluate the proficiency testing at least twice ayear for 2 out of 2 years (2020-2022)
reviewed. Findings Included: Review of the MLE proficiency testing revealed that all
of the Testing Personnel for KOH (Potassium Hydroxide) performed the proficiency
testing, however, there was no evaluation of the results to ensure the accuracy of the
results. Interview on 08/15/2022 at 12:30 PM with the Laboratory Manager confirmed
that the proficiency testing was not graded.



