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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 . The Skin Care Doctors PA laboratory was found to be out of compliance with the

regulations of the Clinical Laboratory Improvement Amendments of 1988 (42 C.F.R.
part 493) upon completion of theinitial survey performed on November 1, 2024. The
following standard-level deficiency was cited: 493.1291 Test report .

D5805 TEST REPORT
CFR(S): 493.1291(c)

The test report must indicate the following: (c)(1) For positive patient identification,
either the patient's name and identification number, or a unigue patient identifier and
identification number. (c)(2) The name and address of the laboratory location where
the test was performed. (c)(3) The test report date. (c)(4) The test performed. (c)(5)
Specimen source, when appropriate. (c)(6) The test result and, if applicable, the units
of measurement or interpretation, or both. (c)(7) Any information regarding the
condition and disposition of specimens that do not meet the laboratory's criteriafor
acceptability.

This STANDARD is not met as evidenced by:

. Based on observation, document review, and interview with laboratory personnel,
the laboratory failed to ensure one of two test reports reviewed on date of survey
included complete test results in 2024. Findings are as follows:. 1. The laboratory
performed Mohs micrographic surgery which included tissue inking and
Histopathology slide interpretation as confirmed by the Practice Administrator (PA)
during atour of the laboratory at 10:06 am. on 11/01/24. The laboratory began testing
on May 1, 2024. 2. The following equipment was observed as present and available
for use during the tour: Leica Autostainer XL Leica ST4020 autostainer Leica
CV5030 coverdlipper Leica CM 1850 cryostat (2) Olympus CX41 microscope 3. Mohs
case 24-091, performed on August 22, 2024, was one of two cases reviewed on date
of survey. The Mohs map, the Skin Care Doctors Mohs log, and associated patient
slides indicated the surgery was performed in two stages. The Mohs map



documentation indicated the tissue margins were clear of tumor after the second
surgical stage. 4. The operative report (test report) included a description of the first
surgical stage. The report did not include results of the first stage nor a description
indicating the second and final result of the surgery. 5. In an interview at 12:35 p.m.
on 11/01/24, the PA confirmed the above finding.



