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Tag
D2003 ENROLLMENT

CFR(S): 493.801(a)(2)(ii)

For those tests performed by the laboratory that are not included in subpart | of this
part, alaboratory must establish and maintain the accuracy of its testing procedures, in
accordance with 493.1236(c)(1)

This STANDARD is not met as evidenced by:

Based on review of 2020, 2021 and 2022 |aboratory records and interview with
laboratory director (LD) 10/26/22, the |aboratory failed to verify the accuracy of the
Mohs testing performed at |east twice annually in 2020 and 2021 and at least oncein
2022, aperiod of approximately 30 months in which a verification of accuracy was
not performed. Findings: Review of 2020, 2021 and 2022 |aboratory records revea ed
no documentation of a verification of accuracy for the Mohs testing. Interview with
LD at approximately 12:00 p.m. confirmed the laboratory did not perform a
verification of accuracy for the Mohstesting for approximately 30 months. The LD
stated there was a large turn over in staff and sending slides for review was
overlooked.



