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Summary Statement of Deficiencies

MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(a)(2)

(a)(2) Function checks as defined by the manufacturer and with at least the frequency
specified by the manufacturer. Function checks must be within the manufacturers
established limits before patient testing is conducted. (b) 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 do the following:

This STANDARD is not met as evidenced by:

Based on review of i-Stat thermal probe records, review of the i-Stat operator's guide,
and confirmed by interview with Testing Personnel #1 (TP #1) at 9:45 am on 11/20
/2025, the laboratory failed to perform and document thermal probe function checks
on the i-Stat analyzer every six months for one out of four time periods from 01/01
/2024- 11/20/2025. The findingsinclude: 1. The laboratory used an i-Stat test system
to perform the following tests: protime, activated clotting time (ACT), pH, partial
pressure of carbon dioxide (PCO2), partial pressure of oxygen (PO2), lactate, sodium,
potassium, chloride, carbon dioxide, glucose, ionized calcium, blood urea nitrogen,
creatinine, and hematocrit. 2. The i-Stat operator's guide stated that athermal probe
check must be performed every six months. 3. Review of the laboratory'si-Stat
records indicated that the laboratory last performed a thermal probe check on 06/18
12024. 4. At the time of the survey, TP #1 confirmed the laboratory did not perform
thermal probe checks at any other time from 01/01/2024- 11/20/2025.
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