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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D0000 An announced CLIA recertification survey was conducted at L akeside Dermatology

on 11/06/2024. The laboratory is not in compliance with 42 CFR Part 493,
Requirements for Laboratories. The following is a description of the standard level
deficiency:

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, review of policies and procedures and Safety Data, and
interview with compliance staff, the laboratory failed to follow safety policies and
procedures for chemical and biohazard material for one of one gallon of reagent
stored outside of the flammable cabinet. Findingsincluded: On 11/06/2024 at 11:10
am, a beverage cup with a straw and liquid inside the cup was on the lab workbench.
Observation of the entrance door to the lab revealed a biohazard, drinking prohibited
in thisareasign. During the tour, on 11/06/2024 at 11:25 am, a gallon container of
100% Reagent Alcohol was on the floor. The product label revealed the alcohol was
flammable and should be stored "locked up." Review of the manufacturer Safety Data
Sheet for the 100% Reagent Alcohol revealed, "Highly flammable liquid and vapor"
and "Store in an approved Flammable Liquids storage area.” Review of the lab Policy
and Procedure Manual, approved by the Lab Director in January 2024, under Safety
Summary revealed no drinking in the laboratory and ensure no flammable items are
stored in the facility except as operations demand. Interview with compliance
personnel A on 11/06/2024 at 11:25 am confirmed the beverage should not be present



in the lab. Interview with compliance personnel A and B on 11/06/2024 at 11:33 am
confirmed the 100% Reagent Alcohol was not in the flammabl e cabinet but should be
stored in the flammable cabinet.



