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Summary Statement of Deficiencies

RETENTION REQUIREMENTS
CFR(S): 493.1105(a)(3)

Analytic systems records. Retain quality control and patient test records (including
instrument printouts, if applicable) and records documenting all analytic systems
activities specified in 493.1252 through 493.1289 for at least 2 years.

This STANDARD is not met as evidenced by:

Based on arecord review and an interview with the laboratory technician on 3/8/2021,
the laboratory failed to retain quality control (QC) records, temperature logs and
maintenance logs for at least two (2) years. Then findingsinclude: 1. A review of
laboratory records for 2019 identified that the laboratory failed to retain room
temperature and humidity logs, microscope maintenance logs, cryostat temperature
logs, daily maintenance logs and QC staining logs for Hematoxylin and Eosin stains
for two (2) years. 2. Aninterview with the laboratory technician on 3/8/2021 at 2:34
pm confirmed that the laboratory failed to retain temperature, maintenance and QC
logs from 2019. 3. The laboratory reports performing 2000 tests annually.



