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Summary Statement of Deficiencies

This Statement of Deficiencies was created as aresult of an on-site CLIA
recertification survey conducted at your facility on 6/29/18. The findings and
conclusions of any investigation by the Division of Public and Behavioral Health shall
not be construed as prohibiting any criminal or civil investigations, actions or other
claimsfor relief that may be available to any party under applicable federal, state, or
local laws.

SPECIMEN SUBMISSION, HANDLING, AND REFERRAL
CFR(s): 493.1242(c)

The laboratory must refer a specimen for testing only to a CLIA-certified laboratory
or alaboratory meeting equivalent requirements as determined by CMS.

This STANDARD is not met as evidenced by:

Based on review of laboratory records and interview with the laboratory director, the
laboratory did not have documentation that the reference laboratories used for the
twice per year accuracy checks for the reading of histopathology slides were CLIA-
certified laboratories or met equivalent requirements as determined by CMS. Findings
include: Laboratory records reviewed did not indicate the CLIA numbers of the
laboratories used for the twice per year accuracy checks for the reading of
histopathology dlides for Mohs and dermatopathology diagnosis. The laboratory
director interviewed during the on-site survey on 6/29/18 at approximately 2:30 PM
indicated that he would obtain the CLIA numbers of the laboratories but did not
submit the information to the inspector to date. The laboratory performs
approximately 400 histopathology tests annually.



