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A better way. for Effective Treatment

N Xpert® HCV Viral Load

CE-IVD. In Vitro Diagnostic Medical Device. Not available in all countries. Not available in the United States.



The Need

An estimated 185 million people, 3% of the world’s
population, have been infected with HCV." An estimated
399,000 people died from HCV in 2016.2

The primary objective of anti-HCV treatment is the
sustained virologic response (SVR), defined as undetectable
HCV RNA by a sensitive test 12 or 24 weeks after the end of
treatment.> With increasing numbers of patients achieving
SVR following treatment, eradication of HCV is being
discussed for the first time.*

The need for a fast HCV viral load test with flexibility to
adapt to any throughput requirements and random access
for urgent samples is greater than ever.

An ultrasensitive, easy to use HCV viral load test with
the flexibility to adapt to any throughput is critical as a
companion test for newly developed drug regimens.

* Interpretation in conjunction with other clinical and laboratory findings.
~ HCV genotype 1 (WHO 4th International standard).
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Cepheid’s Xpert® HCV Viral Load test delivers results
in hours rather than days. It is a very sensitive test for
confirmation of infection and monitoring of HCV, and
will assist in better patient management.”
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The Solution

Xpert HCV Viral Load is a quantitative test
that provides on-demand molecular testing for
diagnosis’ and monitoring of HCV.

Based on the GeneXpert® technology, Xpert HCV Viral
Load utilises automated reverse transcriptase polymerase
chain reaction (RT-PCR) using fluorescence to detect and
quantify RNA.

Xpert HCV Viral Load quantifies HCV genotypes 1-6 over
the range of 10 to 100,000,000 IU/mL.

Redefining Simple

Sensitive®
+ LOD of 4.0 IlU/mL in EDTA plasma (95% Cl 2.8-5.2)"
+ LOD of 6.1 IU/mL in serum (95% Cl 4.2-7.9)"

Easy

+ Minimal hands-on time

+ Run daily or on-demand

- No daily maintenance or liquid waste management

Flexible

+ 105 minutes run time with a viral load trend report®

- Provide timely results for 1 to 345 tests on demand’

- Random access 24/7 availability

+ Quantification standards run in every test for fixed cost
per reportable result independent of daily volume

# Trend report available for patients’ viral load measured multiple times on the same GeneXpert system.

t Operational throughput on Infinity-80; internal analysis.



Coverage, plus
Accuracy, plus
Peace of mind

That’s the PCRplus advantage.
From Cepheid.

The Impact

* Improve Patient Care: Simplified workflow and on demand testing reduces hands-on time

* Increase Efficiency: Fast results enable earlier adjustment to appropriate therapy

» Patient Centered Diagnostics: Same day results and treatment decisions can potentially reduce anxiety
and time for multiple clinical appointments

Move your lab forward

* No Waiting: Ability to run any test anytime with 24/7 on demand and random access testing
* Flexible: Adaptable to meeting throughput requirements

* Improve Sample Processing: Speed up results turnaround time to meeting clinical need and deliver a better service

Performance’

A multisite study was conducted to evaluate the performance of Xpert HCV Viral Load relative to a comparator method
using fresh and frozen human plasma specimens collected from HCV infected individuals. Of the 607 specimens, 389 were
within the quantitation range of the both assays including 26 specimens that were HCV non-1 genotypes (2, 2a, 2b, 2c, 3,
3a, 4 & 6) and one mixed genotype (HCV 1 & 6).

The limit of detection (LOD) of the HCV VL was determined by testing eight different dilutions prepared from a HCV
genotype 1 reference standard in HCV negative EDTA plasma and serum with 3 reagents lots. The HCV RNA concentration
that can be detected with a positivity rate of greater than 95% was determined by Probit regression analysis.

+ The maximum observed LOD with Probit analysis for HCV genotype 1 in EDTA plasma is 4.0 IU/mL (95% Cl 2.8-5.2)

+ The maximum observed LOD with Probit analysis for HCV genotype 1 in serum is 6.1 IU/mL (95% CI 4.2-7.9)
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HCV non-1 genotypes are represented as triangles. A single outlier was not included in the analysis.

a 0.51U/mL was added day 2 due to the high positivity rate observed at 1 [U/mL after day 1



Workflow: 2 Easy Steps

Transfer at least T mL Insert cartridge
of plasma or serum and start test
into the cartridge
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Infinity-80  Infinity-48

* Operational throughput per 8-hr shift based on HCV Viral Load testing, internal analysis.

Catalog Information

Xpert® HCV Viral Load 10 tests GXHCV-VL-CE-10
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