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Abstract

Background: The Sensititre® AIM™ is a microprocessor controlled instrument that delivers inoculum in
501l multiples to the 96 wells of a Sensititre susceptibility plate comparable to the existing autoinoculator.
An evaluation was undertaken to determine the substantial equivalence of the Sensititre AIM with the
existing Sensititre Methods: Studies for
and the existing Autoinoculator were conducted at three trial sites using the Sensititre® 18-24 hour
susceptibility system for non-fastidious, fastidious and yeast isolates. The study consisted of the following
clinical non-fastidious, fastidious and yeast isolates at each of the three sites: 147 Gram negative, 145
Gram positive, 240 pp. isolates, 145 pp. isolates, 228 Candida spp. isolates,
and a common set of 125 reproducibility isolates. CDC Challenge isolates were only tested at one site and
consisted of: 75 Gram negative, 75 Gram positive, 75 Streptococcus spp., 50 Haemophilus spp., and 75
Candida spp. isolates. Isolates were tested on plates containing cleared FDA antimicrobics for the
Sensititre 18-24 hour dried susceptibility system. The plates were inoculated and read as per
manufacturers’ instructions. Recommended quality control (QC) organisms were tested daily and all MIC

Methods and Materials

results were within the expected QC ranges. Results: The results for the data sets the non-
fastidious, fastidious, and yeast isolates for the overall essential agreement rate (+/- 1 log, dilution of the
AIM compared to the existing autoinoculator) were 99.6% and 99.8% for isolates read on the AutoReader,
99.9% and 99.6% for the Vizion, and 99.2% for yeast isolates read on the manual mirror. The overall
categorical agreement according to the FDA MIC interpretive categories comparing the AIM to the
existing autoinoculator, was 98.9% and 98.9% for the AutoReader, 99.2% and 99.9% for the Vizion, and
98.8% for manual mirror reads. ibility results were calculated for

minus one dilution of the modal value and resulted in 99.4% for the AutoReader, 98.7% for the Vi
99.6% for manual mirror reads. Conclusions: The new Sensititre AIM demonstrated excellent MIC
correlation compared to the existing Sensititre Autoinoculator.

The Sensititre® AIM™ System is an automated device recently developed for inoculum
delivery into the 96 well Sensititre plates. The AIM was designed to dose single and multi-
isolate plates with either 50l or 100yl per well. It has a smaller foot print to fit in any lab and
is operated by means of an icon driven touch screen.

A multi-site study was undertaken to validate the AIM’s performance versus the existing
Sensititre Autoinoculator. The study compared the performance of non-fastidious gram
positive and gram negative organisms, Streptococcus spp., Haemophilus spp. and Candida
spp. read on both the Sensititre AutoReader and Vizion.
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