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Xpert® Xpress Flu and Xpert® Xpress Flu/RSV

Fast Accurate Diagnosis When it Matters Most.

©

The Cepheid Xpert Xpress Flu and Xpert Xpress Flu/RSV tests are qualitative, automated molecular,
real-time PCR tests providing accurate detection of and differentiation of influenza A, influenza B, and

RSV viral RNA.

e CLIA Waived molecular RT-PCR testing

e Simple 3-step test procedure

e Test time 20 minutes*

e Multiple sample types: Nasal Swab or Nasopharyngeal Swab
e Internal QC in each test cartridge

e Reagents stored at room temperature

e No additional steps once testing has begun

e More than one patient specimen can be run at a time”"

e Accurate results with NO confirmation required

* With early assay termination (EAT) for positive Flu or for positive RSV only. Reporting negatives and combined Flu
and RSV results in 30 minutes.
A More than one patient specimen can be run at a time on instruments with more than one module.

Xpert Xpress Flu/RSV and Xpert Xpress Flu are in vitro diagnostic devices FDA cleared for use as CLIA waived or
moderate complexity tests.

For In Vitro Diagnostic Use.

//Cepheim

A better way.



k6 Molecular testing (RT-PCR) is recommended as the front line
test by the Infectious Diseases Society of America.”

Fleming-Dutra KE, et al. Prevalence of Inappropriate Antibiotic Prescriptions Among US Ambulatory
Care Visits, 2010-2011. JAMA. 2016 May 3;315(17):1864-73.

As simple as 1, 2, 3 ¢ Hands-On Time <1 minute

®

Obtain swab Transfer Insert cartridge
specimen sample to i and start test
cartridge
> Xpert® Xpress Flu and Xpert® Xpress Flu/RSV
CATALOG NUMBER
Xpert Xpress FIU (TOests) . . . . v v v v vttt e e e et e e e e e e e XPRSFLU-10
Xpert Xpress FIU/RSY (101ests) .« v v v vttt it it e e e e e e e ittt it e e XPRSFLU/RSV-10
Specimen kit required for primary sample collection:
Xpress Nasophyaryngeal Specimen Collection Kits (100 Nasopharyngeal Swabs & UTM kits) . . . . . . . SWAB/B-100
Xpert Nasal Specimen Collection Kits (100 Nasal Swabs & UTMKItS) « « « v v v oo v vvee e eeee e enn SWAB/F-100
Technology Real-time RT-PCR
Sample Type Nasal Swab, Nasopharyngeal Swab
TAT As early as 20 mins for positives* and about 30 minutes for negatives
Xpert Xpress Flu/RSV Moderate ~ Waived
Nasal Swab" Flu A FluB RSV Flu A FluB RSV
Positive Percent Agreement 98.9% 98.4% 98.2% 98.9% 98.4% 98.2%
Negative Percent Agreement 975%  99.3% 991% . O75%  993%  991% .
Moderate . Waived
Nasopharyngeal Swab”" Flu A FluB RSV Flu A Flu B RSV
Positive Percent Agreement 100.0% 100.0% 97.9% 97.6% 97.3% 98.2%
Negative Percent Agreement  98.0%  ©990%  987% . 982% 996% 985%
Sample Storage 15-30 °C for up to 24 hours or 2-8 °C for up to 7 days in transport medium
Kit Storage 2-28 °C

“ With early assay termination (EAT) for positive results. Reporting negatives and combined reporting in 30 minutes.

/ Refer to the most current Xpert Xpress Flu/RSV Package Insert 301-7239 (CLIA Complexity: Moderate) and 301-8205 (CLIA Complexity:
Waived) for complete details. Refer to the most current Xpert Xpress Flu Package Insert 301-7268 (CLIA Complexity: Moderate) and
301-7320 (CLIA Complexity: Waived) for complete details.

Xpert Xpress Flu/RSV and Xpert Xpress Flu are in vitro diagnostic devices FDA cleared for use as CLIA waived or moderate complexity tests.
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