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Summary Statement of Deficiencies

A recertification survey was completed on 3/23/2021 at Skin Cancer Treatment
Center. The laboratory was not in compliance with 42 CFR Part 493, Requirements
for Laboratories. The following conditions were not met : 5400- Analytic Systems

ANALYTIC SYSTEMS
CFR(S): 493.1250

Each laboratory that performs nonwaived testing must meet the applicable analytic
systems requirements in 493.1251 through 493.1283, unless HHS approves a
procedure, specified in Appendix C of the State Operations Manual (CMS Pub.7), that
provides equivalent quality testing. The laboratory must monitor and evaluate the
overall quality of the analytic systems and correct identified problems as specified in
493.1289 for each specialty and subspecialty of testing performed.

This CONDITION is not met as evidenced by:
Based on observation and interview, the laboratory failed to have Histology reagents
that were not expired in the chemical cabinets.(See 5417)

TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(S): 493.1252(d)

Reagents, solutions, culture media, control materials, calibration materials, and other
supplies must not be used when they have exceeded their expiration date, have
deteriorated, or are of substandard quality.

This STANDARD is not met as evidenced by:

Based on observation and interview, the laboratory failed to have Histology reagents
that were not expired in the chemical cabinets. Findings Included: Thisis arepeated
deficiency from 4/4/2019. During an observation of the chemical cabinets the



following Histology reagents were revealed as expired: 1. Eosin Working Solution
expired 10/16/19 2. OCT Embedding Matrix for Frozen Sections expired 01/2021 3.
Submount mounting medium expired 01/02/2021 4. SafeClear Xylene Substitute
expired 08/2020 During an interview on 3/23/2020 at 10:00am, the laboratory director
confirmed the histology reagents were expired.



