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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5413 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT

CFR(S): 493.1252(b)

(b) The laboratory must define criteria for those conditions that are essential for
proper storage of reagents and specimens, accurate and reliable test system operation,
and test result reporting. The criteria must be consistent with the manufacturer's
instructions, if provided. These conditions must be monitored and documented and, if
applicable, include the following: (b)(1) Water quality. (b)(2) Temperature. (b)(3)
Humidity. (b)(4) Protection of equipment and instruments from fluctuations and
interruptions in electrical current that adversely affect patient test results and test
reports.

This STANDARD is not met as evidenced by:

Based on review of laboratory temperature logs, a direct observation,review of
manufacturer's instructions, and interview with the laboratory lead on 3/23/2026, the
laboratory failed to monitor room temperature in the secondary laboratory room
where Afinon and Quidel/Ortho Sofiatesting was being performed since the last
inspection (4/23/2024). The findingsinclude: 1. A review of laboratory temperature
logs identified that the laboratory documented room temperature for the main
laboratory but failed to document room temperatures for the secondary laboratory
room for eight (8) monthsin 2024, 12 months in 2025 and three (3) monthsin 2026.
2. A direct observation in a secondary laboratory room on 3/23/2026 at 3:03 pm
identified an Afinon analyzer used for back-up A1C testing, a Quidel Sofia2 analyzer
and all reagentsfor three (3) of three (3) tests performed on the Sofia2: Sofia Strep
A+ test cartridges, SofiaInfluenza A+ B test cartridges and Sofia SARS test
cartridges. 3. A review of the Sofia Strep A+, Influenza A+ B and SARS
manufacturer's instructions identified storage temperatures of 59- 86 F. A review of
the Afinon manufacturer's instructions identified and operating temperature of 59-89
F. 4. Aninterview with the laboratory lead on 3/23/2026 at 3:03 pm confirmed that
the laboratory failed to monitor temperature in the secondary laboratory room.



D5429

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

(a8)(1) 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 laboratory policies, microscope maintenance logs, and an
interview with the laboratory lead on 3/23/2026, the laboratory failed to perform
microscope maintenance 37 of 64 weeksin 2025 and 2026. The findingsinclude: 1. A
review of the laboratory policy, "Microscope Maintenance Log Instructions’
identified that the policy states, "Perform microscope maintenance weekly." 2. A
review of the microscope maintenance logs identified that the |aboratory failed to
document microscope maintenance 31 of 52 weeksin 2025 and six (6) of 12 weeksin
2026. 3. An interview with the [aboratory lead on 3/23/2026 at 2:50 pm confirmed
that the laboratory failed to document microscope maintenance for the above weeks.
4. The laboratory reports performing 985 microscopic tests annually.



