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Summary Statement of Deficiencies

An announced CLIA recertification survey was conducted at Bay Dermatology and
Cosmetic Surgery PA on 10/08/2025-10/09/2025. The laboratory was surveyed under
42 CFR Part 493 CLIA requirements. A Standard deficiency was cited as follows:

TEST RECORDS
CFR(S): 493.1283(a)

(@) The laboratory must maintain an information or record system that includes the
following: (a)(1) The positive identification of the specimen. (a)(2) The date and time
of specimen receipt into the laboratory. (a)(3) The condition and disposition of
specimens that do not meet the laboratory's criteria for specimen acceptability. (a)(4)
The records and dates of all specimen testing, including the identity of the personnel
who performed the test(s).

This STANDARD is not met as evidenced by:

Based on record review and interview, the laboratory failed to maintain arecord
system that included the identify of the Testing Personnel (TP) that performed the
grossing component of Histopathology testing for two of two years reviewed (2024-
2025). Findings included: 1) Review of the CM S-209 Personnel form, signed by the
Laboratory Director on 10/8/2025, listed two qualified grossing testing persons, TP#A
and TP#B. 2) Review of the laboratory's "WindSURG Daily Accession Log" for 10/8
/2025, failed to show documentation of the grossing testing person for 119 of 119
patients listed. 3) Interview with TP#A on 10/8/2025 at 2:50 PM confirmed the
laboratory does not have arecord system to identify if TP#A or TP#B performed the
grossing component of patient specimens for Histopathol ogy testing.



