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Summary Statement of Deficiencies

D5775 COMPARISON OF TEST RESULTS
CFR(s): 493.1281(a)(c)

(a) If a laboratory performs the same test using different methodologies or 
instruments, or performs the same test at multiple testing sites, the laboratory must 
have a system that twice a year evaluates and defines the relationship between test 
results using the different methodologies, instruments, or testing sites.

This STANDARD is not met as evidenced by:
Based on observation, record review, and staff interview, the laboratory failed to 
twice annually compare and evaluate test results using different methodologies for 
non-waived chemistry analytes (sodium, potassium, chloride, total CO2 [carbon 
dioxide], glucose, BUN [blood urea nitrogen], and creatinine) for 1 of 1 year reviewed 
(2025). Findings include: 1. Observation of the laboratory, beginning at 7:49 a.m. on 
02/03/26, indicated the laboratory performed sodium, potassium, chloride, total CO2, 
glucose, BUN, and creatinine on the i-STAT and Siemens Dimension EXL 200 
(Dimension). 2. Reviewed the afternoon of 02/03/26, the 2025 test comparison 
records lacked evidence of i-STAT and Dimension method comparisons. Upon 
request, the laboratory failed to provide evidence of comparisons in 2025 for sodium, 
potassium, chloride, total CO2, glucose, BUN, and creatinine with the i-STAT and 
Dimension. 3. During interview at approximately 4:30 p.m. on 02/03/26, a 
supervisory staff member (#1) confirmed the laboratory performed sodium, 
potassium, chloride, total CO2, glucose, BUN, and creatinine patient testing and did 
not perform comparisons on the i-STAT and Dimension.
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