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QOMS® Amikacin Assay (AMKX)

Utilization on Beckman Coulter's UniCel® DxC and

Synchron® CX and ILX Clinical Systems
Simplified Reagent Handling

Introduction

Amikacin is a semi-synthetic aminoglycoside
antibiotic used to treat different types of
bacterial infections. Aminoclycoside
concentrations are measured to guide and
monitor dosing regimens and to evaluate
toxicity and efficacy.’

The QMS® Amikacin assay is intended for the
quantitative determination of amikacin in human
serum or plasma on automated clinical
chemistry analyzers. The results obtained are
used in the diagnosis and treatment of amikacin
overdose and in monitoring levels of amikacin to
help ensure appropriate therapy.

QMS Amikacin is a homogeneous particle-
enhanced turbidimetric immunoassay. The
assay is based on competition between drug in
the sample and drug coated onto a
microparticle for antibody binding sites of the
amikacin antibody reagent. The amikacin-coated
microparticle reagent is rapidly agglutinated in
the presence of the anti-amikacin antibody
reagent and in the absence of any competing
drug in the sample. The rate of absorbance

change is measured photometrically. When a
sample containing amikacin is added, the
agglutination reaction is partially inhibited,
slowing down the rate of absorbance change.
A concentration-dependent classic agglutination
inhibition curve can be obtained with maximum
rate of agglutination at the lowest amikacin
concentration and the lowest agglutination rate
at the highest amikacin concentration.

Features of the QMS Amikacin assay include:
e Sensitivity of 0.8 pg/mL

¢ Analytical range of 1.5 to 50 pg/mL

e 35-day onboard reagent stability

e Typical Total Imprecision of <5% CV
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Performance Characteristics

Analytical Sensitivity

The analytical sensitivity of the QMS Amikacin assay, defined as the lowest measurable concentration that
can be distinguished from zero with 95% confidence, is 0.8 pg/mL.

Linearity

Each level of QMS Amikacin calibrator was diluted with equal volume of the next higher level calibrator
to achieve samples at 1.5, 6.5, 15.0, 27.5 and 42.5 pg/mL. The samples were analyzed in duplicate
using the QMS Amikacin assay. A mean of the replicates for each sample was determined and a percent
recovery calculated. Results are shown below:

Theoretical Concentration Percent
(ug/mL) Recovery

Mean percent recovery: 100.4

Method Comparison

A total of 59 clinical samples were tested on the UniCel and Synchron systems and the results compared
with the Hitachi™ 717 analyzer method. The data were analyzed and are presented in the tables below.

B BTN TR

Slope 0.963 Slope 0.978 Slope 0.959
y-intercept 0.230 y-intercept 0.339 y-intercept -0.104
R 0.996 R 0.996 R 0.998

Beckman Coulter
Reorder Number Item

A45384 QMS Amikacin Reagent Kit (2 x 19 mL - R1, 2 x 7 mL - R2)
A45385 QMS Amikacin Calibrator Kit (6 levels x 1.0 mL)*

442835 User Defined Reagent Cartridges (pkg. of 12)*

A45386 Instructions for Use™*

* Sold separately
** Ordered Separately
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