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Tag
D5411 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT

CFR(S): 493.1252(a)

Test systems must be selected by the laboratory. The testing must be performed
following the manufacturer's instructions and in a manner that provides test results
within the laboratory's stated performance specifications for each test system as
determined under 493.1253.

This STANDARD is not met as evidenced by:

Based on the surveyor's review of the laboratory's records for quality control and an
interview with the laboratory director (LD) on 9/21/2021 between 2 p.m. and 3:30 p.
m., it was determined that there was not documentation to indicate the maintenance of
the microscope in 2019 and 2020. Findingsinclude: 1. On 9/21/21, an inspection was
conducted between the hours of 2 p.m. and 3:30 p.m. 2. The equipment maintenance
records were reviewed 3. There was not documentation indicating microscope
maintenance in 2019 and 2020. 4. Laboratory documentation indicated that the
microscope should have vendor maintenance annually. 5. The LD agreed with the
assessment.



