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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 An announced CLIA recertification survey was conducted at FOREFRONT

DERMATOLOGY, SC DBA SKIN CENTER on April 10, 2025. The laboratory is
not in compliance with 42 CFR Part 493, Requirements for Laboratories. The
following is a description of the standard level deficiencies:

D5413 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(b)

(b) The laboratory must define criteria for those conditions that are essential for
proper storage of reagents and specimens, accurate and reliable test system operation,
and test result reporting. The criteria must be consistent with the manufacturer's
instructions, if provided. These conditions must be monitored and documented and, if
applicable, include the following: (b)(1) Water quality. (b)(2) Temperature. (b)(3)
Humidity. (b)(4) Protection of equipment and instruments from fluctuations and
interruptions in electrical current that adversely affect patient test results and test
reports.

This STANDARD is not met as evidenced by:

Based on lack of documentation and interview with the laboratory technician, the
laboratory did not maintain records of documentation for the Room Temperature and
Humidity for 3 months (October, November and December) in 2023, out of the 24
months (April 2023 to April 2025) reviewed. Findings included: 1- Review of the
ROOM TEMPERATURE/HUMIDITY LOG(s) reveaed there was no temperature
and humidity documented for October, November, and December of 2023. 2- Review
of the Laboratory Procedure Manual for Mohs DAILY QUALITY CONTROL stated
step "3 TEMPERATURE: ROOM TEMPERATURE, SLIDE OVEN, EMBEDDING
CENTER, AND TISSUE PROCESSOR TEMPERATURE RECORDS MUST BE
CHECKED DAILY TO ENSURE WITHIN PROPER LIMITS. THESE RECORDS



MUST BE KEPT FOR TWO YEARS." 3- Interview on 04/10/2025 at approximately
3:10 PM with the lead histology technician stated that the records were disposed of in
error during a cleanup at end of 2024.



