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Summary Statement of Deficiencies

D0000 An announced CLIA recertification survey was conducted at Boca Raton 
Dermatology PA on 04/07/2023. The laboratory is not in compliance with 42 CFR 
Part 493, Requirements for Laboratories. The following is a description of the 
standard level deficiencies:

D3011 FACILITIES
CFR(s): 493.1101(d)

Safety procedures must be established, accessible, and observed to ensure protection 
from physical, chemical, biochemical, and electrical hazards, and biohazardous 
materials.

This STANDARD is not met as evidenced by:
Based on observation, record review, and interview with the Laboratory Director, the 
laboratory failed to follow manufacturer's instructions to store flammable Reserve 
Eosin Multichrome in a flammable area for two out of two years ( 2021 - 2023). 
Findings Included: A tour of the laboratory on 04/07/2023 at 9:10 AM revealed two 
containers of Reserve Eosin Multichrome (Lot number 144955) on a cart. Review of 
the manufacturer's label on the Reserve Eosin Multichrome revealed this was a 
flammable liquid and vapor and required storage in a fireproof area. Review of the 
laboratory's procedure "Chemical Storage" revealed "Flammable liquids are stored in 
flammable storage cabinets with self-closing doors and proper ventilation..." Review 
of the Material Safety Data Sheet for Eosin Multichrome Reserve revealed "Store in 
flammable liquid safety cabinet when possible." On 04/07/23 at 11:50 AM, the 
Laboratory Director stated he did not know the Reserve Eosin Multichrome needed to 
be stored in a flammable cabinet.
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