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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D0000 An announced CLIA recertification survey was conducted at Pariser Dermatol ogy

Specidlists, LTD on January 14, 2020 by the Virginia Department of Health's Office
of Licensure and Certification. The laboratory was surveyed under 42 CFR part 493
CLIA Reguirements. The specific deficiency cited is asfollows:

D5433 MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(b)(1)

For equipment, instruments, or test systems developed in-house, commercially
available and modified by the laboratory, or maintenance and function check
protocols are not provided by the manufacturer, the laboratory must establish a
maintenance protocol that ensures equipment, instrument, and test system
performance that is necessary for accurate and reliable test results and test result
reporting. The laboratory must perform and document the maintenance activities
specified in paragraph (b)(1)(i) of this section.

This STANDARD is not met as evidenced by:

Based on atour, review of maintenance logs, and interviews, the laboratory failed to
establish maintenance protocols for the microscope utilized for histopathology patient
testing during the twenty-two (22) months reviewed. Findingsinclude: 1. During a
facility tour at approximately 1:00 PM, the inspector noted the following microscope
in the histopathology MOHS specimen processing area: Olympus Model BX43F
Serial Number (SN) 7C50581 (Iabeled with a maintenance sticker that stated "service
due January 2021"). The inspector noted the following microscope in the nurse station
work areas. Accuscope Model 3004 SN 060235. 2. A review of the laboratory's
equipment maintenance logs (timeframe: March 2018 to date of inspection) revealed
no record of preventative maintenance for the Olympus Model BX43F SN 7C50581.
The inspector requested to review the written maintenance protocols for the
microscope utilized for histopathology patient testing listed above. No documentation
was available for review. The laboratory manager stated, at approximately 3:00 PM,



"We have protocols for Tidewater Medical Sales and Service to comein to perform
yearly maintenance checks on the microscopes but our records indicate that they
checked and PM'd only the Accuscope microscope that we use for wet prep exams. |
will email our maintenance contact to make sure we have added the MOHS
microscope to that annual PM protocol™. The histotechnologist stated, at
approximately 3:00 PM, "We had Tidewater Service comein last week to service the
microscope in the MOHS lab but he did not leave any records’. 3. In an exit interview
with the practice manager and histotechnologist at approximately 3:30 PM, the above
listed findings were confirmed.



