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Summary Statement of Deficiencies

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure it performs that is not included in subpart | of this part.

This STANDARD is not met as evidenced by:

Based on lack of accuracy verification documentation for review and interview with
the facility personnel, the laboratory failed to verify the accuracy of testing performed
under the sub-specialty of Histopathology at least twice annually during 2020.
Findings include: 1. No documentation was presented for review during the survey
conducted on August 20, 2021 to indicate the |aboratory verified the accuracy of the
microscopic interpretation (reading) of histopathology specimens at least twice
annually during 2020. 2. The laboratory's established policy regarding accuracy
verification states, "For each quarterly QA review, aminimum of 8-10 pathol ogy
cases will be selected, with all slides and final report. These cases will then be
reviewed by a pathologist for quality assessment”. 3. The facility personnel confirmed
that the laboratory failed to verify the accuracy of histopathology testing at |east twice
annually during 2020 and failed to follow their established policy as indicated above.
4. The laboratory's approximate annual test volume under the sub-specialty of
Histopathology is 8,000. The laboratory began patient testing on October 8, 2019.

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 lack of microscope maintenance records and interview with the facility
personnel, the laboratory failed to perform and document the microscope maintenance
as defined by policy during 2020. Findings include: 1. The laboratory's established
microscope maintenance policy states, "Microscopes are cleaned, aligned, and
serviced annually. The microscope is maintained at atemperature and relative
humidity in accordance with the user manual. Annual servicing sheets are logged
appropriately.” 2. No documentation was presented for review to indicate the
laboratory performed the microscope maintenance as indicated above during 2020. 3.
The facility personnel confirmed that the laboratory failed to perform maintenance on
the microscope as indicated in policy during the timeframe indicated above.



