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Summary Statement of Deficiencies

A Clinical Laboratory Improvement Amendments (CLIA) recertification survey was
completed on September 26, 2019. The laboratory was not in compliance with
applicable CLIA requirements found at 42 CFR 493.1 through 42 CFR 493.1780. The
following deficiencies were cited:

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 observation and staff interview, the laboratory failed to perform and
document required equipment maintenance. Findings include: 1. Observation during
the laboratory tour on September 26, 2019, at approximately 10:45 am. revealed there
were no professional calibration records for the Nikon microscope for 2018 and 2019
thusfar. 2. Aninterview with the lab director on September 26, 2019, in the office
area at approximately 10:45 a.m. confirmed the lack of professional calibration
documents for the Nikon microscope for the aforementioned time periods..



