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INTRODUCTION

The parenteral nutrition (PN) unit of our hospital produces binary PN bags. Until recently, electrolyte release control was performed using capillary electrophoresis, but the supplier discontinued its activity. After comparing

A blood gas analyzer for parenteral nutrition bag analysis?

different instruments, we selected a blood gas analyzer (BGA) which was originall
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Performance evaluation and method validation

designed for human biological samples. Objective : The aim of this study was to validate this analytical method.

Pure solution of each electrolyte at concentrations

equivalent to those in G6 PN bags

G6 & G13 standard PN bags

A mixed cation solution was prepared

6 points calibration curve ; 5 replicas

6 replicas ; IP evaluated during 3 days ;2 different

operators

6 points calibration curve; 5 replicas

Na, K and Ca

Comparison of Linear Regression (LR) lines slopes (electrolyte alone versus in the

matrix) using Student’s t-test

measurement by

potentiometry.

Mean ; Coefficient of variation (CV)

Linear Regression lines for each electrolyte/ Fisher’s exact test to compare variances

(theoretical versus measured concentrations)

LLOQ = 10 sd/b1 With sd: standard deviation and b1 : slope of calibration curve

RESULTS
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- Absence of matrix effect

CONCLUSION-DISCUSSION

- All CVs are < 10%

Theoritical concentration of K (mmol/L)

v'The specificity, repeatability, intermediate precision, and linearity for sodium and potassium allow us to validate the method.

is linear for Na, K and Ca

The method is validated for quality control of both standards and individualized PN bags

X Additional tests are planned to validate this method for calcium dosage
X LLOQ theoritically calculated but not evaluated in practice

v’ Method validated




