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D0000 A recertification survey was conducted on March 15, 2022. Ciocca Dermatology PA
clinical laboratory was in not compliance with 42 CFR 493, requirements for clinical
laboratories.

D3031 RETENTION REQUIREMENTS

CFR(S): 493.1105(3)(3)

Analytic systems records. Retain quality control and patient test records (including
instrument printouts, if applicable) and records documenting all analytic systems
activities specified in 493.1252 through 493.1289 for at least 2 years.

This STANDARD is not met as evidenced by:

Based on record review and interview, the laboratory failed to retain quality control
documents from 03/15/2020 to 02/28/2022 Findings: Review of the laboratory's
quality control documents revealed the laboratory only had the "L aboratory Reagent
Log" for March 2022. On 03/15/2022 at 3:03 PM, the Mohs Technician stated the
reagent log is created each month, and that she thinks the other months logs were
thrown away in the trash.

D5217 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 record review and interview, the laboratory failed to verify accuracy of the
reading and interpretation of the Dermatophyte Testing Media (DTM) at least twice
annually in 2020 and 2021 for one (B) of two (A,B) testing personnel. Findings: The



laboratory performs proficiency testing (PT) using Wisconsin State L aboratory of
Hygiene (WSLH) PT for their DTM testing. Review of the WSLH PT records for the
1st, 2nd and 3rd in 2020, and the 1st, 2nd and 3rd in 2020 showed they were all
performed by Testing Personnel A On 03/15/2022 at 2:00 PM, the Office Manager
acknowledged the proficiency testing was not performed by Testing Personnel B.



