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Summary Statement of Deficiencies

A CLIA recertification survey was conducted for the Leominster Dermatology, LLP
dba Clearview Dermatology laboratory pursuant to the Clinical Laboratory
Improvement Amendments (CLIA) of 1988 and CLIA regulations at 42 CFR 493.
Please refer to Conditions of Participation for Clinical Laboratories 42 CFR Part 493.

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 surveyor observation and record review, the laboratory failed to ensure
laboratory reagents were not used when they had exceeded their expiration date as
evidenced by the following: @) During atour of the laboratory on 5/2/23 at 10:35 AM,
the surveyor observed the following expired item in the |aboratory area where
Physician Performed Microscopy Procedures (PPMP) are performed: * One (1) bottle
of Potassium Hydroxide (KOH), expiration date 7/31/2020. b) There were no other in-
date reagents available in the |aboratory. Based on this evidence the accuracy and
reliability of microscopic examinations, utilizing this reagent, could not be assured.
Twenty four (24) patient sample for KOH were tested between 1/11/23 and 4/27/23.
c) The laboratory performs approximately 1000 KOH preparations annually.



