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Abstract

Background: : Telavancin (TLV)
(Theravance, Inc., South San Francisco,
CA)isa

A Multi-Site Study Comparing an 18-24h Sensititre® Susceptibility System to the CLSI Broth Microdilution
Method for Telavancin Using Fastidious and Non-Fastidious Gram-Positive Organisms

*N. M. Holliday?, C. M. Bastullil, C. C. Knapp?, S. B. Killian?, K. M. Krause?, J. M. Streit3, R. N. Jones3, P. R. Rhomberg?3, L. Define?, J. Beach, J. DiPersio?

ITREK Diagnostic Systems, Cleveland, OH; 2Theravance Inc., South San Francisco, CA; 3JMI Lab., North Liberty, IA; “Summa Health Systems, Akron, OH

Materials & Methods

+ Indications for use: The Sensititre® 18 — 24 hour MIC or breakpoint
susceptibility system is an in vitro diagnostic product for clinical

under investigation for the treatment of
cSSSland HAP caused by methicillin-
resistant Staphylococcus aureus (MRSA)
and other Gram-positive bacteria. An
evaluation was performed to determine
the accuracy and reproducibility of TLV
susceptibility testing using the
Sensititre® 18-24h dried susceptibiity
system (TREK Diagnostic Systems,
Cleveland, OH) compared with the CLSI
MO7 reference broth microdilution
method (BMD). Both automated and
manual reading methods were
performed.

Methods: TLV (0.001-16 pg/mL) was
tested against 897 recent clinical
isolates, 150 challenge isolates and 50
reproducibility isolates. These isolates
consisted of: 137 CNS spp., 186
Staphylococcus aureus, 128

testing of both fastidious and non-fastidious organisms.

« Each isolate was tested using a Sensititre® 18 — 24 hour susceptibility
plate containing telavancin (0.001-16ug/mL) (Theravance, Inc., South San
Francisco, CA). The dried plates were set-up and tested i
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«The CLSI reference broth microdilution plate was prepared and tested on
each isolate according to the Clinical Laboratory Standards Institute (CLSI
Mo7)

« Testing consisted of 897 fresh clinical isolates (conducted at three different
sites) including approximately 447 Gram-positive isolates and 450 fastidious
isolates from each site. Also included were 75 Gram-positive and 75
fastidious challenge isolates from the Center for Disease Control and
Prevention (CDC) that were supplied to a single testing site (Tables 1 and

+ Reproducibility testing consisted of 25 Gram-positive and 25
Streptococcus spp. isolates tested at all 3 sites on the Sensititre® 18 — 24

spp. Beta-hemolytic grp., 186
Streptococcus pneumoniae, and 134
Streptococeus spp. Viridans grp. Dried
plates were inoculated as per
manufacturers' instructions and BMD.
was performed per CLS| MO7.
Recommended CLS! quality control (QC)
organisms were tested daily and all
results were within the CLSI published
QC ranges.

Results: Comparisons of TLV MIC
results on the Sensititre® system to the
CLSI MO7 BMD for both automated and
manual reads resulted in 99.0% and
99.6% essential agreement (+/- one log,
dilution), respectively. Overall agreement
for the reproducibility (+/- one log,
dilution of the modal MIC) for automated
and manual reads were 99.5% and
98.5%, respectively.

Conclusions: The results for TLV
indicate that the Sensititre® 18-24h
susceptibility system for all clinical and
challenge isolates gives reliable results
using either the automated or manual
read methods compared to the reference
CLSI BMD.

Introduction

Telavancin is a bacteriacidal
lipoglycopeptide antibiotic structure
derived from vancomycin. It is highly
active against Gram-positive bacteria
including methicillin-resistant
Staphylococcus aureus (MRSA). Here
we are reporting results from a multi-site
study, performing a series of evaluations
to determine the accuracy an
reproducibility of the Sensititre® 18 — 24h
susceptibility system with telavancin
compared to the CLSI reference broth
microdilution method (M07)

hour plate (Table 1). The test plate results were compared with
those of the CLSI reference broth microdilution plate.

+ Quality control (QC) was assured by testing 20 replicates of each ATCC
strain including S. aureus 29213, E. faecalis 29212, and S. pneumoniae
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« Streptococcus spp. Isolates: The
overall essential agreement for
telavancin (+/- one log, dilution) was
99.6% for the manual method and 99.2%
for the automated method (Tables 6 and

7).

standard. The calculation for Evaluable

excluded any test results where MICs
were off-scale for the dilutions tested.

Essential agreement rates are shown for
Gram positive isolates in tables 4 and 5,

and for Streptococcus spp. isolates in
tables 6 and 7.

Clinical Isolates and CDC Challenge
[o]
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« Gram positive Isolates: The overall

essential agreement for telavancin (+/-

one log, dilution) was 99.6% for the
manual method and 99.0% for the
automated method (Tables 4 and 5).

Interlaboratory Reproducibility

« Gram positive Isolates

Reproducibility testing results for
telavancin (+/- one log, dilution) from
the modal MIC was 100% for the
automated method and 100% for the
manual read method (Table 8).

« Streptococcus spp. Isolates:
Reproducibility testing results for
telavancin (+/- one log, dilution) from
the modal MIC was 99% for the
automated method and 97% for the
manual read method (Table 8).
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