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Summary Statement of Deficiencies

A recertification survey was conducted on July 11, 2024 to July 16, 2024. Indigo
Dermatology LLC clinical laboratory was not in compliance with 42 CFR 493,
requirements for clinical laboratories.

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 the procedure manual, previous surveyor notes, peer review
records, and interview, the laboratory failed to have a policy and verify the accuracy
of the reading and interpretation of the Hematoxylin and Eosin stain (peer review) at
least twice annually for Testing Personnel A in 2022 and Testing Personnel A and B
in 2023. Findings: Review of the procedure manual revealed the laboratory was
missing a procedure on peer review. On 07/11/2024 at 11:35 AM, the Mohs
Technician stated he did not know where the policy on peer review was located.
Review of the survey notes from the survey on 05/16/2022, showed peer review was
performed in April 2022 for Testing Personnel B. Peer review records for 2022 were
not available for review. Review of the QC and QA records received on 07/16/2024 at
2:57 PM revealed peer review records for 2022 were not included. Review of the
Quality Control / Peer Review listed eight cases on page one and four cases on page
two. The first five cases on page one were peer review for Testing Personnel A and
the last three cases were peer review for Testing Personnel B. The dates of the cases
on page one, in order were 12/20/2023, 12/18/2023, 12/18/2023, 02/06/2024, 01/09
12024, 01/03/2024, 12/12/2023, and 12/12/2023. The first three cases on page two
were peer review for Testing Personnel B and the last case was peer review for
Testing Personnel A. The dates of the cases on page two, in order were 12/14/2023, 12
112/2023, 02/12/2024, and 02/06/2024. Review of the Quality Control / Peer Review



showed there was no date listed as to when the peer review was performed. There
were no other peer review records. On 07/11/2024 at 11:24 AM, the Mohs Technician
stated he did not know when the peer review was sent out for review.



