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Drug Resistance Assay NS 34A

HCV GenoSure®° NS3/4A
Breaking ground in HCV

drug resistance testing
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Bringing diagnostic .
excellence to HCV HCVMGE?Q%SE\EQ

Introducing HCV GenoSure NS3/4A—a new HCV protease inhibitor
resistance assay

« HCV GenoSure N53/4A provides a comprehensive sequence-based analysis of drug resistance for HCV protease
inhibitors (Pls)

» Helps clinicians identify drug resistance mutations that may impact the efficacy of protease inhibitor therapy

» Developed by LabCorp's Monogram Biosciences, a leader in diagnostic innovation in infectious disease

Background

HCV research has progressed rapidly, leading to a recent surge in the development of direct-acting antiviral (DAA) therapies that
target viral proteins important for the replication of HCV. HCV replicates to high levels and with poor fidelity; therefore, it can
rapidly accumulate mutations that may confer drug resistance.' LabCorp and Monogram are dedicated to improving the clinical
management of patients with HCV through the development of new molecular diagnostics to identify these mutations and
drug-resistant variants.

HCV GenoSure NS3/4A provides comprehensive resistance data for new
HCV PIs
= Analyzes the genetic sequence for the nonstructural proteins N53 and N54A of HCV genotypes 1aand 1b
= Detects mutations in N53 and NS44 and identifies drug-resistant variants for protease inhibitors boceprevir and telaprevir
« Sensitivity to detect minor variant levels as low as 10% provides a detailed understanding of the patient's viral population
for informed treatment decisions.
« A susceptibility result of "sensitive,” “resistant,” or "resistance possible”is provided for each drug.

Test Name HCV GenoSure N53/4A
LabCorp Test Number 550540
Monogram Test Number C5000
CPT Code 87902
Limitation For patients with HCV genotype (subtype) 1a or 1b and a viral load =2000 IU/mL
Specimen Collection 3mL plasma, EDTA or PPT tube, shipped frozen
Turnaround Time 7 to 10 days
HCV GenoSure N53/4A is also available as a reflex when a patient’s viral load is 22000 IU/mL. <l _
Test Name LabCorp Test Number Monogram Test Number

HCW, quantitative, RT-FCR (nongraphical)

with reflex to HCV GenoSure 550072 cio10

HCV, quantitative, RT-PCR (graphical) with  ccqnee

reflex to HCV GenoSure C1110
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Your HCV protease inhibitor resistance information at a glance

HCVGenoSure’
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Drug-resistant mutations
are found by sequencing
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HCV GenoSure” NS3/4A Assessmént Comments
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Important Definitions A comprehensive summary
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Mutations idgntiﬁed at treatment failure are associated with a decrease
in antiviral activity against protease inhibitors. This information can




Innovation in HCV diagnostics
LabCorp offers a full range of HCV assays to help clinicians identify appropriate patients who will benefit most from available agents,
individualizing their treatment and enabling improved clinical outcomes.

Test Name
HCV Viral Load

HCV Genotype (subtype]

Interleukin 288 (IL28B)
Polymaorphism

HCV GenoSure N53/4A
Drug Resistance

HCV FibraSURE®

Clinical Use
Quantifies amount of HCV viral RNA

Determines viral genotype (subtype) 1 thru 6

Determines IL28B polymorphism associated
with response to peg IFN/ribavirin

Determines genotypic resistance for NS3/4A
protease inhibitors

An assessment of fibrosis and
necroinflammatory activity in the liver

On the cutting edge of new HCV discoveries
With additional vital therapeutic agents on the horizon, LabCarp and Monogram continue to be at the forefront of assay
development for clinical management of patients with HCV infection.

LabCorp
Test Number

550080 (non-graphical)
550070 (graphical)

550475

480630

550540

550123

Monogram
Test Number

C1000
C1100

C1200

C1300

C5000
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