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Summary Statement of Deficiencies

The recertification survey was performed 08/26/2019. The laboratory was found in
compliance with a standard-level deficiency cited. The findings were reviewed with
histotechnologist #1 at the conclusion of the survey.

MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(a)(1)

For unmodified manufacturer's equipment, instruments, or test systems, the laboratory
must perform and document maintenance as defined by the manufacturer and with at
least the frequency specified by the manufacturer.

This STANDARD is not met as evidenced by:

Based on areview of records, written policy, and interview with histotechnologist #1,
the laboratory failed to perform the manufacturer's required maintenance procedures
on the cryostat. Findingsinclude: (1) At the beginning of the survey, histotechnol ogist
#1 stated to the surveyor the laboratory prepared frozen sections from tissues obtained
during Mohs surgeries using the Leica CM 1520 Cryostat. The sections were stained
with H& E (Hematoxylin & Eosin), then examined microscopically by a pathologist
for interpretation; (2) The surveyor reviewed the manufacturer's maintenance
instructions for the cryostat, which were: (a8) Monthly: Qil the flywheel and moving
components (b) Monthly: Defrost the cryostat or when ice accumulates (3) The
surveyor reviewed the maintenance records for the Leica CM 1520 cryostat for 7
monthsin 2019 (January through July 2019) and identified the monthly maintenance
procedures had not been documented as having been performed between 05/03/19 and
07/03/19; (4) The surveyor then reviewed the laboratory written policy, "Equipment
Control Cryostat.” It stated: (a) "4. Defrosting of machine is done monthly™; (b) "8.
The flywheel and moving components on the cryostat are oiled as recommended by
the manufacturer every month"; (c) "12. Every action is documented in the
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maintenance record form". (5) The surveyor reviewed the findings with
histotechnologist #1 who stated to the surveyor, the monthly maintenance procedures
listed above had been performed but had not been documented.



