Department of Health & Human Services Form Approved

Centersfor Medicare & Medicaid Services OMB No. 0938-0391
Statement of Deficiencies (X2) Provider/Supplier/CLIA (X3) Date
I dentification Number Survey
Completed
10D0978533
08/22/2018
Name of Provider or Supplier Street Address, City, State
Skin And Cancer Associates LIp 3275N Sr 7, Margate, FL

For information on the provider's plan to correct this deficiency, please contact the provider or the state survey agency.

(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5609 HISTOPATHOLOGY

CFR(S): 493.1273(e)(f)

(e) The laboratory must use acceptable terminology of arecognized system of disease
nomenclature in reporting results. (f) The laboratory must document all control
procedures performed, as specified in this section.

This STANDARD is not met as evidenced by:

Based on record review and interview, the laboratory failed to document the open
dates for reagents used in their Hematoxylin & Eosin (H& E) stains from 8/22/16 to 8
/22/18, and failed to retain the reagent logs for 2017. Findings: Record review of the
laboratory's "Chemical Substance Log" showed that the |aboratory failed to record
when the reagents for their H& E stains were opened, and that they did not have the
reagent logs for 2017. The laboratory maintains separate reagent logs for Alcohol
100%, Hematoxylin I11 Gills, Eosin Y Stain, Histo Clear, and Alcohol/Histo clear
During an interview on 8/22/18 at 10 AM, Testing Personnel C acknowledged that the
laboratory did not record open dates for reagents used in their H& E stains, and that
the reagent logs 2017 were |ost.



