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D0000 At the time of the announced, onsite recertification survey, Dermatology Associates
was found to NOT be in compliance with the CLIA laboratory requirements of 42
CFR 493. .

D5417 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 with laboratory personnel, the laboratory used a
reagent that had exceeded its expiration date. The findings include: During atour of
the laboratory on 5/18/20, one opened container of Toluidine Blue, lot #K17AL1
expiration date 10/31/19, was observed next to the microscope. There were no other
containers of Toluidine Blue in the laboratory. During an interview with the
laboratory testing person at 1:20pm on 5/18/20, she confirmed that the Toluidine Blue
had expired.



