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> BACKGROUND

Determining Hepatitis C Virus (HCV) RNA levels in plasma and/or serum is an important tool to characterize viral loads in infected patients to monitor disease progression,
efficacy of antiviral therapies, as well as to detect drug resistant mutants and identify relapse upon discontinuation of an antiviral therapy. The NeuMoDx HCV Test is an
in-vitro diagnostic assay incorporating a universal nucleic acid isolation chemistry enabling extraction of gPCR ready RNA from serum and plasma specimens, combined
with a sensitive quantitative rt-PCR assay to deliver highly accurate results in a completely automated, “random access” manner on the NeuMoDx Molecular System. In
addition, all reagents and disposables are room temperature stable and are infended to remain on-board the system to provide a seamless, on-demand testing workflow.

> METHODS

The NeuMoDx Molecular System automates and integrates the extraction, purification, quantification, and results interpretation of infectious disease nucleic acid
targets using quantitative RT-PCR. The objective of this study was to test and report performance of the NeuMoDx HCV Test in key analytical performance metrics.
Internal pre-analytical studies were performed to characterize the analytical sensitivity, linearity, precision, inclusivity, turnaround time, and results processing accuracy
and are reported here.

WORKFLOW

NeuMoDx 288 Molecular System

FEATURES

* Integrated Operation: Integrates all steps of molecular

» RESULTS

The NeuMoDx HCV Test showed a detection limit and lower limit of quantification of 10 IlU/mL and demonstrated excellent linearity across a 8 Log dynamic range
(R=>0.98). Reproducibility and precision across multiple systems, operators, and reagent lots was also demonstrated. The NeuMoDx HCV Test showed equivalent
detection performance across all relevant HCV genotypes with a Turnaround time (TAT) of ~/5 min. The results processing module incorporated for automated
processing of data provides accurate quantitative results, and excellent concordance was demonstrated in a method correlation study conducted between the
NeuMoDx HCV Test and a reference test. An R >095 and bias of HCV viral load output from the two tests of less than 0.5 Log IU/mL was obtained. specimen types and tests
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* True Random Access: Unlimited ability to mix
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Ease of use: Load specimen(s), walk away and results in 75 min
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p NeuMoDx Molecular System Streamlined Testing

INITIATE TESTING WITH TWO

ON-SCREEN SELECTIONS

High Throughput: ~400 DNA tests/~300 RNA tests in

an 8 hour shift

Fast Time to First Results: </5 min for RNA Targets
Large Walk-Away Window: Up to 288 samples
Continuous Loading: Specimens and Reagents can be

loaded/unloaded at any time
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> CONCLUSION

with a maximum deviation
of 016 Log,, IU/mL from
a slightly better fitting
non-linear regression.

) Precision

Seamless On Demand Operation: Automated inventory

QUANTITATIVE DETECTION OF HCV USING A FULLY INTEGRATED “SAMPLE TO RESULT” TUESDAY.19
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nmanagement of consumables and reagents

Long In-Use Shelf Life: On-board room temperature

stable reagents

Real-time PCR: Five-color fluorescence detection offers

Patented microfluidic cartridges
capable of performing
independent sample processing
and real-time PCR.

real-time PCR multiplexing ability

The Within Lab Precision of the NeuMoDx HCV test was

determined by testing a 5 member panel of HCV on

p Method Correlation Study

The quantitative performance of the NeuMoDx HCV Test
was assessed against an FDA approved comparator assay

multiple NeuMoDx Molecular Systems across multiple days. by testing clinical specimens from HCV infected patients.

The same concentrations of HCV were used across these

consumables and compared to each other for consistency.

The precision Within-run and Across-runs was

characterized and the standard deviation for both was
determined to be < 0.5 Log,, IU/mL.

NeuMoDx HCV Test Within Lab Precision

A total of 36 clinical specimens within the linear range
were used to generate the linear regression.

Testing was performed internally at NeuMoDx through a
single-blinded study using clinical samples obtained from
a reference laboratory.

The NeuMoDx HCV test demonstrated excellent
quantitative correlation with the reference test.
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Precision of the NeuMoDx HCV Test.
The NeuMoDx HCV Test demonstrated excellent within laboratory precision NeuMoDx HCV Test method correlation.

calculated from the quantitative data across target levels, reagent lots, and

Systems with a maximum overall standard deviation < 0.68 Log,, IU/mL.
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