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CFR(S): 493.1291(d)

Pertinent "reference intervals' or "normal” values, as determined by the laboratory
performing the tests, must be available to the authorized person who ordered the tests
and, if applicable, the individual responsible for using the test results.

This STANDARD is not met as evidenced by:

Based on survey review of a patient's Basic Metabolic Panel (BMP) test report and
laboratory procedures and interview with the technical consultant, the reference
ranges shown on the patient report was not the same as the approved reference ranges
for six of nine chemistry analytes reviewed. Findingsinclude: 1. Review of the
reference range of the BMP test report from April 3, 2023, in the electronic medical
record (EMR) for patient 1 (an adult female) showed the following expected ranges:
Analyte/Reference range Blood Urea Nitrogen/8-26 milligrams/deciliter (mg/dL)
Creatinine/0.6-1.3 mg/dL Glucose/70-105 mg/dL Potassium/3.5-4.9 milli moles/Liter
(mmol/L) Sodium/138-146 mmol/L Carbon Dioxide-Total/24-29 mmol/L |onized
Calcium/1.12-1.32 mmol/L Anion Gap/6-16 mmol/L Chloride/98-109 mmol/L 2.
Review of the "Chemistry Testing using the i-STAT Chem8+ Cartridge type"
procedures showed the approved reference ranges for an adult female are: Analyte
/Reference range Blood Urea Nitrogen/8-26 milligrams/deciliter (mg/dL) Creatinine/O.
6-1.1 mg/dL Glucose/70-99 mg/dL Potassium/3.4-5.0 milli moleg/Liter (mmol/L)
Sodium/135-146 mmol/L Carbon Dioxide-Total/22-29 mmol/L Ionized Calcium/1.12-
1.32 mmol/L Anion Gap/6-16 mmol/L Chloride/96-108 mmol/L Further review
showed the creatinine, glucose, potassium, sodium, carbon dioxide-total, and chloride
reference ranges in the procedure did not match the patient's test report. 3. Interview
with the technical consultant on August 2, 2023, at 11:35 AM confirmed the reference
ranges in the EMR were not consistent with the approved reference rangesin the
procedures.



