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For In Vitro Diagnostic Use
CLIA Complexity: Waived

A Certificate of Waiver is required to perform this test in a CLIA Waived setting.
To obtain CLIA waiver information and a Certificate of Waiver, please contac
your state health department. Additional CLIA waiver information is availa&
the Centers for Medicare and Medicaid website at www.cms.hhs. gov/C@.

t

Failure to follow the instructions or modification to the test system ihstructions
will result in the test no longer meeting the requirements for waiy, ssification.

1 Proprietary Name
Xpert® Xpress Flu/RSV OQ

2 Common or Usual Name C)
Xpert Xpress FIlu/RSV Assay

X
O
3 Intended Use

The Cepheid Xpert® Xpress Fl R§V Assay, performed on the GeneXpert® Xpress
System, is an automated, mu/Jt real-time, reverse transcriptase polymerase
chain reaction (RT-PC intended for the in vitro qualitative detection and
differentiation of influ A, influenza B, and respiratory syncytial virus (RSV)
viral RNA. The X press Flu/RSV Assay uses nasopharyngeal (NP) swab and
nasal swab (N S: @c mens collected from patients with signs and symptoms of

respiratory i n. The Xpert Xpress Flu/RSV Assay is intended as an aid in
the diagnosi influenza and respiratory syncytial virus infections in conjunction
with cli and epidemiological risk factors.

N @e results do not preclude influenza virus and should not be used as the sole
asis for treatment or other patient management decisions.

Xerformance characteristics for influenza A were established during the 2016-2017

influenza season when influenza A/H3N2 and A/HINI pandemic were the
predominant influenza A viruses in circulation. When other novel influenza A
viruses are emerging, performance characteristics may vary.

If infection with a novel influenza A virus is suspected based on current clinical
and epidemiological screening criteria recommended by public health authorities,
specimens should be collected with appropriate infection control precautions

for novel virulent influenza viruses and sent to state or local health departments
for testing. Viral culture should not be attempted in these cases unless a BSL 3+
facility is available to receive and culture specimens.

Xpert® Xpress Flu/RSV
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4 Summary and Explanation

Influenza, or the flu, is a contagious viral infection of the respiratory tract.
Transmission of influenza is primarily airborne (i.e., coughing or sneezing)

and the peak of transmission usually occurs in the winter months. Symptoms
commonly include fever, chills, headache, malaise, cough and sinus congestion.
Gastrointestinal symptoms (i.e., nausea, vomiting or diarrhea) may also occur,
primarily in children, but are less common. Symptoms generally appear within two
days of exposure to an infected person. Pneumonia may develop as a complication
due to influenza infection, causing increased morbidity and mortality in pediatric,
elderly, and immunocompromised populations.!-2

Influenza viruses are classified into types A, B, and C, the former two of which

cause the most human infections. Influenza A is the most common type of

influenza virus in humans, and is generally responsible for seasonal flu epidemi %
and potentially pandemics. Influenza A viruses can also infect animals suc QQ
birds, pigs, and horses. Infections with influenza B virus are generally restz ct§

to humans and are a rare cause of epidemics. Influenza A viruses are fi
divided into subtypes on the basis of two surface proteins: hemagglutt
neuraminidase (N). Seasonal flu is normally caused by subtypes
and N2. In addition to seasonal flu, a novel HIN1 strain was 1
in the United States in early 2009.3

Respiratory Syncytial Virus (RSV), a member of theé’j?_‘
ee

1ed in humans

@1 viridae family
(formerly Paramyxoviridae), consisting of two straifis (§ubgroups A and B) is also
a contagious disease that affects primarily infan% derly, and other adults that
tend to be immunocompromised in some waw3 virus can remain infectious
for hours on countertops and toys and can c oth upper respiratory infections,
such as colds, and lower respiratory infi manifesting as bronchiolitis and
pneumonia.* By the age of two years, mo children have already been infected by
RSV and because only weak immugity develops, both children and adults can be
reinfected.> Symptoms appear \& six days after infection and are usually self-
limiting, lasting approxim@e to two weeks. In adults, infection lasts about 5
days and presents as symp consistent with a cold, such as rhinorrhea, fatigue,

headache, and fever. THe\BSV season mirrors influenza somewhat as infections
begin to rise duri @ 11 through early spring.34

Active surveill rograms in conjunction with infection prevention precautions
are impoﬂa@onents for preventing transmission of influenza and RSV.

The use oflassays providing rapid results to identify patients infected with these
seaso @ruses is also an important factor for effective control, proper choice of
trg&t, and prevention of widespread outbreaks.

Principle of the Procedure

The Xpert Xpress Flu/RSV Assay is an automated in vitro diagnostic test for
qualitative detection of influenza A, influenza B, and RSV viral RNA. The assay
is performed on the Cepheid GeneXpert Xpress System. With this platform,

an untrained operator can run the test by performing three simple steps: 1)
transfer liquid sample to the cartridge with a transfer pipette, 2) run the test on the
GeneXpert Xpress System, and 3) read the results.

The GeneXpert Xpress System automates and integrates sample extraction, nucleic
acid purification and amplification, and detection of target sequences from clinical
specimens by using reverse transcription (conversion of RNA templates into
DNA) followed by real-time PCR. The primers and probes in the Xpert Xpress
Flu/RSV Assay are designed to amplify and detect unique sequences in the genes

Xpert® Xpress Flu/RSV
302-2296, Rev. B
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that encode the following proteins: influenza A matrix (M), influenza A basic
polymerase (PB2), influenza A acidic protein (PA), influenza B matrix (M),
influenza B non-structural protein (NS), and the RSV A and RSV B nucleocapsid.

The GeneXpert Xpress System consists of an instrument, computer, and preloaded
software for running tests and viewing the results. Each test requires the use of a
single-use disposable GeneXpert cartridge that contains target-specific reagents
and carries out the RT-PCR and PCR processes. Because the cartridges are self-
contained, the risk of cross-contamination between samples is minimized. For a
full description of the systems, refer to the appropriate GeneXpert Xpress System
User's Guide.

The Xpert Xpress FIu/RSV Assay includes reagents for the detection and
differentiation of influenza A, influenza B, and RSV viral RNA directly from NP
swab and NS specimens from patients with signs and symptoms of respirato ’%
infection. A Sample Processing Control (SPC) and a Probe Check Control
are also included in the cartridge. The SPC is present to control for an dde
extraction and processing of the target sequences and to monitor fo?e

of inhibitors in the PCR reaction. The PCC verifies reagent rehyd , PCR tube
filling in the cartridge, probe integrity, and dye stability. \

The Xpert Xpress FIw/RSV Assay can be run to detect Flu ,@u B, and RSV

by selecting Xpert Xpress Flu-RSV from the Select menu; Flu A and
Flu B only by selecting Xpert Xpress_Flu; or RS y by selecting Xpert
Xpress_RSV. Xpert Xpress Flu and Xpert Xpr assays have an Early

Assay Termination (EAT) function that enableg early result reporting. EAT is
activated when the pre-determined threshsid positive test result is reached

before the full 40 PCR cycles have been leted. When Flu A or Flu B viral

titers are high enough to generate V% cycle thresholds (Cts) with the Xpert
Xpress Flu Assay, SPC amplification surves will not be seen and their results will
not be reported. When RSV titegs dre high enough to generate very early Cts with
the Xpert Xpress RSV Assa amplification curves will not be seen and their
results will not be repo

The specimens for testi P swabs or NS) should be collected according to the
institution’s stan@ocedures and placed into the Xpert Nasopharyngeal Sample
Collection Ki& ruses or the Xpert Nasal Sample Collection Kit for Viruses
(viral transp% es containing 3 mL transport medium).

Followi ief mixing by inverting the viral transport tube five times, the
med&c ntaining the virus suspension is transferred to the sample chamber

0 isposable Xpert Xpress FIu/RSV Assay cartridge. The user initiates a
t@ rom the system user interface and places the cartridge into the GeneXpert

K\lhstrument, which performs nucleic acid preparation and real-time, multiplex RT-

PCR for detection of viral RNA. On this platform, sample preparation, reverse
transcription, amplification, and real-time detection are all fully-automated and
completely integrated. Test results are obtained in approximately 30 minutes.

The results are interpreted by the GeneXpert software from measured fluorescent
signals and embedded calculation algorithms and are shown in the “View Results”
window in tabular and graphic formats. The Xpert Xpress FIu/RSV Assay provides
test results for influenza A, influenza B, and RSV. It also reports if the test is
indeterminate (i.c., INSTRUMENT ERROR or NO RESULT—REPEAT
TEST).

Xpert® Xpress Flu/RSV 5
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6 Reagents and Instruments

6.1 Materials Provided
The Xpert Xpress FIu/RSV Assay kit (XPRSFLU/RSV-10) contains sufficient

reagents to process 10 specimens or quality control samples. Each kit contains the

following:

Xpert Xpress FIU/RSV Assay Cartridges with 10 per kit
Integrated Reaction Tubes

* Bead 1, Bead 2, and Bead 3 (freeze-dried) 1 of each per

cartridge
* Lysis Reagent (Guanidinium thiocyanate) 1.5 mL per

cartridge O
* Binding Reagent 1.5mLper )

cartridge 6
* Elution Reagent 3.0 mL

canri(§®
Disposable 300 pL Transfer Pipettes 1 12 per kit

Instructions for Use (Package Insert) &r kit
CLIA Complexity: Waived @
(For use with the GeneXpert Xpress System o

Quick Reference Instructions 1 per kit
CLIA Complexity: Waived \

(For use with the GeneXpert Xpres&m—

Tablet Configuration only) ,

Quick Reference Instructi n% 1 per kit
CLIA Complexity: Waived 0\

(For use with the Gene@(press System—
Hub Configuration 03)

CD 1 per kit

File (ADF)
o import ADF into GeneXpert

ith the GeneXpert Dx and Infinity Systems
y)

softw,a
‘I@@: ions for Use (Package Insert) (For use
I

Qtegafety Data Sheets (SDS) are available at www.cepheid.com or
www.cepheidinternational.com under the SUPPORT tab.

The bovine serum albumin (BSA) in the beads within this product was produced
and manufactured exclusively from bovine plasma sourced in the United States.

Note No ruminant protein or other animal protein was fed to the animals; the animals
passed ante- and post-mortem testing. During processing, there was no mixing
of the material with other animal materials.

6 Xpert® Xpress Flu/RSV
302-2296, Rev. B
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7 Storage and Handling

* Store the Xpert Xpress Flu/RSV Assay cartridges at 2-28 °C until the
expiration date provided on the label.

* Do not open a cartridge lid until you are ready to perform testing.
* Do not use cartridges that have passed the expiration date.
* Do not use a cartridge that has leaked.

8 Materials Required but Not Provided

* Nylon flocked swab (Copan P/N 502CS01, 503CS01) or equivalent

* Viral transport medium, 3 mL (Copan P/N 330C) or equivalent

* Nasopharyngeal Sample Collection Kit for Viruses (Cepheid P/N SWAB/
B-100, Copan P/N 305C, Copan P/N 3C057N) or equivalent. %

* Nasal Sample Collection Kit for Viruses (Cepheid P/N SWAB/F-10
N 346C, Copan P/N 3C064N) or equivalent.

* GeneXpert Xpress System (Tablet Configuration): GeneXpert ss Il and
IV Instruments with proprietary GeneXpert Xpress Software é:ﬁn 5.x,

1

tablet computer device with touchscreen, barcode scanner al CD drive,
wireless printer, Getting Started Guide, and GeneXpert@ss System User's

Guide

* GeneXpert Xpress System (Hub Configuration :@per‘c Xpress [V
Instrument with proprietary GeneXpert Xpregs Sefftware Version 6.0 or higher,
GeneXpert Hub with integrated computer, éou screen monitor and barcode

scanner, external CD drive, Getting Stgr\t' uide, and GeneXpert Xpress
System User's Guide. O

9 Materials Available bu;ﬁ Provided

ZeptoMetrix (Buffalo, NY), catalog
i€ virus) as an external negative control, and
C (NATtrol Influenza A/B and RSV) as external

positive controlo

*

10 Warni}? and Precautions

10.1 %@
s@m vitro Diagnostic Use

or prescription use only
K * Treat all biological specimens, including used cartridges, as if capable of
transmitting infectious agents. Because it is often impossible to know which
Q might be infectious, all biological specimens should be treated with standard
precautions.

* QGuidelines for specimen handling are available from the U.S. Centers for
Disease Control and Prevention® and the Clinical and Laboratory Standards
Institute. -6

* Ifinfection with a novel influenza A virus is suspected based on current
clinical and epidemiological screening criteria recommended by public health
authorities, specimens should be collected with appropriate infection control
precautions for novel virulent influenza viruses and sent to state or local health
departments for testing. Viral culture should not be attempted in these cases
unless a BSL 3+ facility is available to receive and culture specimens.

Xpert® Xpress Flu/RSV 7
302-2296, Rev. B
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* Performance characteristics of this test have been established with the
specimen types listed in the Intended Use Section only. The performance of
this assay with other specimen types or samples has not been evaluated.

* Follow your institution's safety procedures for working with chemicals and
handling biological samples.

* Do not allow Lysis Reagent, which contains guanidinium thiocyanate, to
contact sodium hypochlorite (bleach) solution. This mixture can produce a
highly toxic gas.

* Biological specimens, transfer devices, and used cartridges should be
considered capable of transmitting infectious agents requiring standard
precautions. Follow your institution’s environmental waste procedures for
proper disposal of used cartridges and unused reagents. These materials
may exhibit characteristics of chemical hazardous waste requiring specific %
national or regional disposal procedures. If national or regional regulations
do not provide clear direction on proper disposal, biological specimens
used cartridges should be disposed per WHO [World Health Organi atG},
medical waste handling and disposal guidelines. Consult your instit@ition's
environmental waste personnel on proper disposal of used cart@ and

unused reagents.
| \&O
10.2 Specimen Q

* Specimen collection and handling procedures re@@)eciﬁc training and

guidance.

* Specimens must be collected and tested befo@ue expiration date of the viral
transport medium tube included in the reqiliced collection kit.

* Maintain proper storage conditions dutitg/Specimen transport to ensure

the integrity of the specimen (SectiorN 2, Specimen Collection, Transport,
and Storage). Specimen stability ufider shipping conditions other than those
recommended has not been B&ated.

* Proper sample collecti ge, and transport are essential for correct results.

10.3 Assaleeagen

* The assay ha alldated using Cepheid GeneXpert Xpress software
her. Cepheid will validate future software versions for use

version 5.
with the¢£ Xpress FIu/RSV Assay.

. &e orming a test in the Xpert Xpress RSV Assay mode, a sample

positive for influenza A or influenza B may cause the SPC to fail and
RESULT—REPEAT TEST result will be reported; if the sample is
\ V negative, a valid result (RSV NEGATIVE) will be reported, not a NO
O RESULT-REPEAT TEST result.
Q Performance may be impacted when using frozen specimens.
* Do not substitute Xpert Xpress Flu/RSV Assay reagents with other reagents.

* Do not open the Xpert Xpress FIlu/RSV Assay cartridge lid except when adding
sample.

* Do not use a cartridge that has been dropped after removing from the kit
or shaken after the cartridge lid has been opened. Shaking or dropping the
cartridge after opening the lid may yield false or non-determinate results.
* Do not place the sample ID label on the cartridge lid or on the barcode label.
* Do not use a cartridge that has a damaged reaction tube.

* Each single-use Xpert Xpress Flu/RSV Assay cartridge is used to process one
test. Do not reuse cartridges.

8 Xpert® Xpress Flu/RSV
302-2296, Rev. B
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* A single-use disposable pipette is used to transfer one specimen. Do not reuse
disposable pipettes.

* Do not use a cartridge if it appears wet or if the lid seal appears to have been
broken.

* Good laboratory practices, including changing gloves between handling patient
specimens, are recommended to avoid contamination of specimens or reagents.

* Wear clean laboratory coats and gloves. In the event of contamination of
the work area or equipment with samples or controls, thoroughly clean the
contaminated area with a 1:10 dilution of household chlorine bleach and then
70% denatured ethanol. Wipe work surfaces dry completely before proceeding.

11 Chemical Hazards7-8

Cartridge and Lysis Reagent (Guanidinium thiocyanate) @
* Signal Word: WARNING < ' ’O

* Hazard Class: Acute Oral Toxicity 5

* CLP/GHS Hazard Statements: 6

* Harmful if swallowed. \\®

* Causes mild skin irritation. KO
* Causes eye irritation. Q,\'
* Harmful to aquatic life. O

* Contact with acids or bleach liberates tox@s.
* UN GHS Precautionary Statements: @

* Prevention \
*  Wash hands thoroughly %dling.
* Wear protective gloves gndeye protection.

* Avoid release to h\*vironment.
* Response

O

* IFON SKH@aSh with plenty of soap and water.

* IFINE : Rinse cautiously with water for several minutes. Remove
comﬁes, if present and easy to do. Continue rinsing. If eye
irrafion occurs, get medical advice/attention.

« IfBWALLOWED: Rinse mouth. Call a POISON CENTER or

ysician if you feel unwell.
OK Dispose of contents/container to location in accordance with local and
Q‘\ regional/national/international regulations.
N\

O\ 12 Specimen Collection, Transport, and Storage

Specimens can be collected following the user institution’s standard procedures
and placed into the Xpert Viral Transport Medium or Copan UTM (Universal
Transport Medium, 3 mL tube with transport medium). Specimens should be
transported at 2—8 °C. Specimens can be stored at room temperature (15-30

°C) for up to 24 hours and refrigerated (2—8 °C) up to seven days until testing is
performed on the GeneXpert.

Proper specimen collection, storage, and transport are critical to the performance
of this test.

Xpert® Xpress Flu/RSV 9
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12.1 Nasopharyngeal Swab Collection Procedure

Insert the swab (from the Xpert Nasopharyngeal Sample Collection Kit for Viruses
- Cepheid catalog #SWAB/B-100 or equivalent) into either nostril, passing it

into the posterior nasopharynx, as shown below. Rotate swab by firmly brushing
against the nasopharynx several times. Remove and place the swab into an Xpert
Viral Transport Medium tube (from the Xpert Nasopharyngeal Sample Collection
Kit for Viruses - Cepheid catalog #SWAB/B-100 or equivalent). Break swab at the
indicated break line and cap the tube.

12.2 Nasal Swab Collection Procedure

Insert the swab (from the Xpert Nasal Samp &Qllectlon Kit for Viruses - Cepheid
catalog #SWAB/F-100 or equivalent) 1— into a nostril. Rotate the swab
against the inside of the nostril for 3 secouds while applying pressure with a finger

to the outside of the nostril. N /
w\“ /
o =

Repeat on the other nostril with the same swab, using external pressure on the

outside of the other nostril.

To avoid specimen contamination, do not touch the swab tip to anything other than
the inside of the nostril.

10 Xpert® Xpress Flu/RSV
302-2296, Rev. B
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s \\\ ~~~~~~
o > ®

Uncap the tube containing the transport media (from the Xpert Nasal S ;@
Collection Kit for Viruses - Cepheid catalog #SWAB/F-100 or equivaleQ)Place
the swab into the tube. Break swab at the indicated break line and ¢ e tube.

Cap the tube. \\®

13 Starting the System \’&O

The recommended environmental operating conditio r the GeneXpert Xpress
System is 15-30 °C (59-86 °F) and relative humidity,20-80%, non-condensing.

1. Put on a clean pair of gloves.
2. Determine which system conﬁguratiorb*oﬁ ave (Figure 1).

Tablet Configuration PG
=== a I

Hub Configuration

K Figure 1. Tablet and Hub System Configurations

the Tablet configuration, see Section 13.1, Starting the Tablet

\QConﬁguration.

\ *  For the Hub configuration, see Section 13.2, Starting the Hub Configuration.

Q 13.1 Starting the Tablet Configuration

1. Turn on the GeneXpert Xpress instrument (GeneXpert Xpress Il or GeneXpert
Xpress IV).

2. Turn on the tablet computer:

Windows 7: The Windows ® 7 account screen appears. Touch the

Cepheid-Admin icon to continue.
Windows 10: The Windows Lock screen appears. Swipe up to continue.

3. The Windows Password screen appears. Touch Password to display the
keyboard, then type your password.

4. Touch the arrow button at the right of the password entry area. The GeneXpert
Xpress software starts.

Xpert® Xpress Flu/RSV 11
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13.2 Starting the Hub Configuration

1. Turn on the GeneXpert Xpress IV instrument (in two- or four-modules
configuration).

Turn on the hub computer. The Windows Lock screen appears.

Swipe up to continue. The Windows Password screen appears.

A

Xpress software starts and a login screen appears.

Touch Password to display the keyboard, then type your Windows password.
Touch the arrow button at the right of the password entry area. The GeneXpert

6. If enabled, you may log in by scanning a barcode on your institutional ID,
using the barcode scanner (located behind the right side of the touchscreen).
Then, proceed to Step 9. Otherwise, follow the steps below to log in manually.

7. Enter your User Name and Password (the virtual keyboard appears once you

touch the entry fields).

8. Touch the X in the upper right of the virtual keyboard. The keyboard dgpz
and the LOGIN button appears at the bottom of the screen. Touch tlS_
button to continue.

9. The Database Maintenance Reminder and the Archive Tests er

dialog boxes may appear, depending on your system configaftation. For more

information, see the GeneXpert Xpress System User's Gula

13.3 Determining Your Software Version ( ,O

Once the GeneXpert Xpress software starts, you determine your software

version based on the appearance of the opening scr€en (see Figure 2).

Awerd by Cagness Kroation

Available Available Available

Module B1 Module B2 Module B3

eneXpert’ HOME RESULTS QC ADMN ©

Softw\' i :
Fig@@%press Opening Screens and Software Versions

Software Version 6.0 or Higher

F@ware Version 5.x, see Section 14, GeneXpert Xpress Software Version

‘QSoftware Version 6.0 or higher, see Section 15, GeneXpert Xpress
O Software Version 6.0 or Higher.

12 Xpert® Xpress Flu/RSV
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14 GeneXpert Xpress Software Version 5.x

1. On the Welcome screen, touch the TOUCH HERE TO BEGIN button (Figure
3).

GeneXpert
XPRESS SOFTWARE

Welcome To Touch Screen Xpress System

TOUCH HERE
TO BEGIN

\

Figure 3. Welcome Scr&

2. The VIEW PREVIOUS TESTS button appears. UN NEW TEST
button will appear on the Home screen withi@ utes.

14.1 Starting a Test %
NS

P

The following instructions showing h Wepare the sample and the cartridge
Note are shown on-screen in a video and are also described in the Quick Reference
Instructions (QRI). \ ’

Important Start the test within 30fm@gs'of adding the sample to the cartridge.

1. Touch the RUN TEST button on the Home screen (Figure 4 and Figure

5). ’QQ

@ Home

RUN VIEW

PREVIOUS
NEW TEST TESTS

D
Al A2

Figure 4. The RUN NEW TEST button
on Home Screen (GeneXpert Xpress Il)

Xpert® Xpress Flu/RSV 13
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GeneXpert®
XPRESS SOFTWARE H ome

RUN VIEW

PREVIOUS
NEW TEST TESTS

Al

Figure 5. The RUN NEW TEST button
on Home Screen (GeneXpert Xpress IV\
barcode

2. Check that the transport medium tube cap is closed. Scan wi
scanner or manually enter the Sample ID.

3. Touch YES if the displayed information is correct. Q

14.2 Preparing the Specimen and Cartridge C)

1. Follow the on-screen instructions and vi eo@ne following instructions on
how to prepare the specimen and the cartridge are also shown in the video.

2. Remove a cartridge and a transferepi from the cartridge kit box.

3. Scan the barcode on the cartridge,w1 the scanner.

If the barcode on the Xpert Xpr: %/RSV test cartridge does not scan or
scanning the barcode resulis+ error message stating the cartridge is
expired, then repeat the te h a new cartridge. If you have scanned the

Note cartridge barcode in th@e'ﬂress software and the assay definition file is not

available, a screen wj pear indicating the assay definition file is not loaded
on the system. If &\i\ een appears, contact Cepheid Technical Support.
( -
4. Make @)propriate selection from the Select Assay menu, as shown in
Fi
s\ u A, Flu B and RSV: Select Xpert Xpress Flu-RSV
\ Flu A and Flu B only: Select Xpert Xpress_Flu
* RSV only: Select Xpert Xpress_RSV

QO Only the test result for the assay selected at this step will be collected once
the test is started. Flu A, Flu B, and RSV results will only be collected if the
Xpert Xpress Flu-RSV assay is selected.

5. Confirm the selected test from the Select Assay menu, as shown in Figure 7.

14 Xpert® Xpress Flu/RSV
302-2296, Rev. B
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Sepoeerc,. Step 4 of 7 - Confirm Test

Select Assay

Xpert Xpress FLU-RSV
Xpert Xpress_FLU
Xpert Xpress_RSV

\J
Figure 6. Confirm Test—Select Assay
A\\ )
Sepegert,. Step 4 of 7 - Confirm Test O\

Select Assay

Xpert Xpress FLU-RSV

Xpert Xpress_FLU

Xpert Xpress_RSV @

Please confirm that the selectea Assay (Test) is correct?

XpertXpressFLURSV _ N= |

-

‘\O Figure 7. Confirm Test
6. Touc @S if the displayed information is correct.
7. V the specimen ID on the patient specimen.

8.&9 firm the name on the cartridge is Xpert Xpress Flu/RSV. Specimen and

Q artridge are ready for use.
\ Mix patient sample container by inverting the transport medium tube 5 times.
Qé 10. Open the cartridge lid by lifting the front of the cartridge lid.

11

Remove the transfer pipette from the wrapper by opening the end next to the
top bulb (Figure 8).

~
D G =T
= S

Figure 8. Transfer Pipette

Note Do not place unwrapped pipette on the workbench.

12. Squeeze the top bulb of the transfer pipette completely and place the pipette
tip in the transport medium tube (Figure 9) containing the patient sample.

Xpert® Xpress Flu/RSV 15
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«°

13.

14.

15.
16.

Squeeze Here <
Pipette Overflow Reservoir Bulb
= ™
Sample )

Figure 9. Transfer Pipette and Transport Medium Tube @
Release the top bulb of the pipette to fill the pipette with the patient s 1@
Check that the pipette does not contain bubbles. G

To transfer the patient specimen to the cartridge, squeeze the top of the
transfer pipette completely again to empty the contents of t @te into
the large opening (Sample Chamber) of the cartridge show&igure 10. It
is okay to have excess specimen left in the overflow res@ of the pipette

(Figure 9).
&

Sample Chamber
(Large Opening)

Figure 1.0\.&1 Xpress FIuU/RSV Assay Cartridge (Top View)
Close the catgidge lid.

Dispose pipette in an appropriate waste container after use.

14.3 é?ng the Cartridge

@011 the module door with the flashing green light.

ot

platform Do not try to insert the cartridge past the cartridge bay platform.

oad the cartridge with the barcode facing the operator onto the cartridge bay

3. Close the door until it clicks. The green light stops flashing. The Test in
Progress screen appears.

When the test is done (green light goes out), the door automatically unlocks.

The Remove Cartridge screen will be displayed. Follow instructions to remove
the cartridge. Dispose of the used cartridge and gloves in an appropriate
specimen waste container according to your institution’s standard practices.

Do not turn off or unplug the instruments while a test is in progress. Turning off

Note or unplugging the GeneXpert Xpress instrument or tablet computer will stop the

test.
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5. Touch CONTINUE to view the result of the test that has just completed. Touch
the CONTINUE button again to go back to Home Screen. This completes the
procedure for running a test.

Refer to Section 14.4, Starting Another Test While a Test is Running for running
Note : ;
multiple tests at the same time.

14.4 Starting Another Test While a Test is Running

An additional test may be started after the first is in progress.

1. Touch the HOME button. The Home screen will display the module in use as
slightly gray and with the notation that data collection is in progress (Figure 1
and Figure 12). 0

GenoXxpert® . HOmMe

RUN
NEW TEST

Data collection
in progress

Figure M. Home Screen with One Test
ﬁ‘ rogress (GeneXpert Xpress Il)

VIEW

PREVIOUS
NEW TEST TESTS

Data collection
in progress
A2 A3 A4

Figure 12. Home Screen with One Test
in Progress (GeneXpert Xpress 1V)

2. Touch RUN NEW TEST button and proceed with the new test following the
steps in Section 14.1, Starting a Test.

3. After the second test is in progress, touch the HOME button. The status of both
tests is displayed. When a test is complete, the icon text will change to Data

Xpert® Xpress Flu/RSV 17
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collection complete and will show a check mark on the icon (Figure 13 and
Figure 14).

4. Touch the Data collection complete icon to show the Remove Cartridge
screen (Figure 13 and Figure 14). Follow the instructions on the screen to
remove the cartridge (Figure 15 and Figure 16).

®
Feesme Home

RUN VIEW

PREVIOUS
NEW TEST TESTS

Touch Data
collection
complete
icon

Figure 13. Home Screen with
Test Completed (GeneXpe ss )

cenxeerts  Home 002

RUN VIEW
NEW 1353 PREVIOUS

Touch Data

collection

complete i
icon
!,
o Ed|

\Q Figure 14. Home Screen with One Test
Completed (GeneXpert Xpress V)
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Genexpert” . Step 7 of 7 - Remove Cartridge

Patient/Sample ID

Assay
pert Xpress Flu-RSV

Start Time

. TestDone 12/15/17 18:23:31

. Remove used User Name
cartridge from

Lin Yuan
module

. Dispose of used

cartridge properly
. Raise door
. Press

[CONTINUE] for
test result

CONTINUE ;)

Figure 15. Remove Cartridge Screen (GeneXpert Xpress Il)

Gonxeert . Step 7 of 7 - Remove Cartridge

Patient/Sample ID

0436831098

Assay

Xpert Xpress Flu-RSV .

N cart Time

. TestDone 08/31/18 15:43:11

. Remove used
cartridge from
module

. Dispose of used

cartridge properly

. Raise door

. Press
[CONTINUE] for

test result ’

CONNUE =)

Figu;e\\'@ Remove Cartridge Screen (GeneXpert Xpress V)
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14.5 Viewing Results

1. Touch the VIEW PREVIOUS TESTS button on the Home screen shown in
Figure 17 and Figure 18.

GeneXpert®
e e Home

RUN VIEW

PREVIOUS
NEW TEST TESTS

Figure 17. VIEW PREVIOUS TESTS\&} on
on Home Screen (GeneXpert )@s 1)}

Y e

GeneXpert®
e e Home

RUN VIEW

PREVIOUS
NEW TES " TESTS

Q Figure 18. VIEW PREVIOUS TESTS Button
\ on Home Screen (GeneXpert Xpress V)

é On the Select Test Screen, select the test by either touching the test name or
Q using the arrows to select the test (Figure 19).
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genexpert  Select Test

Sample ID Assay Start Time

043032290299

Xpert Xpress Flu-RSV

06/26/18 12:07:12

043032000200

Xpert Xpress Flu-RSV

Xpert Xpress Flu-RSV

06/26/18 11:03:55

06/26/18 06:56:44

Xpert Xpress Flu-RSV

06/25/18 16:05:54

Xpert Xpress Flu-RSV

06/25/18 13:09:31

Xpert Xpress Flu-RSV

06/25/18 11:44:56

Xpert Xpress Flu-RSV

06/25/18 10:00:31

Xpert Xpress Flu-RSV

06/25/18 08:44:42

Xpert Xpress Flu-RSV

06/24/18 16:36:09

Figure 19. SELECT button on Select Tes\k@een

15 GeneXpert Xpress Software Versio@ or Higher

O
15.1 Starting a Test C)
(0.

The following instructions showing how to pQg% the sample and the cartridge
Note are shown on-screen in a video and ar @ escribed in the Quick Reference
Instructions (QRI). é
.

Important Start the test within 30 mingtei of adding the sample to the cartridge.

ton on the Home screen (see Figure 20).

GeneXpert’ HOME RESULTS oc ©

Powered by Cepheid Innave ‘on

\

s'\ Available Available Available Available

\Qs

Module A1 Module A2 Module A3 Module A4

Figure 20. The Home Screen

If Patient Information is configured by an administrator, then the Patient
Information screen appears (see Figure 21). If Patient Information is not
configured, the Sample ID screen appears. Skip to Section 15.2 if the Sample
ID screen appears.
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Biological
Risks

Cartridge

Patient Information

type itin.
Patient ID
\

Enter a Patient ID by scanning the Patient
ID barcode or tapping in the field below to

Preparation
and Loading

(Il

g

C)O

Figure 21. The Patient Information Scre

>

2. Scan the Patient ID barcode or manually enter the Patien&&
3. Touch CONTINUE. The Confirm Patient Information t\ appears.
4. Verify the Patient ID and touch CONFIRM. The r@e ID screen appears.

15.2 Preparing the Specimen and Cartrld

1. Remove a cartridge and a transfer pip Q’?ﬂ;om the cartridge kit box.

2.  Check that the transport medium
or manually enter the Sample ID.

is closed. Scan Sample ID barcode

/
3. Touch CONTINUE. The Confirm Sample ID screen appears.
4. Verify the Sample ID and@x: CONFIRM. The Scan Cartridge Barcode

22).

screen appears (see F

In the following steps@‘tridges should be kept upright when handling
or scanning. Do n& ate or tip the cartridge, because damage to the

contents or inj personnel may occur.

barco

w1th artridge.

If the barco the Xpert Xpress Flu/RSV test cartridge does not scan or scanning the
s in an error message stating the cartridge is expired, then repeat the test

ave scanned the cartridge barcode in the Xpress software and the assay
eﬁmtlon file is not available, a screen will appear indicating the assay definition file is

QOmt loaded on the system. If this screen appears, contact Cepheid Technical Support.

22
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Sample . Preparation
(BACK SID5052 Cartridge and Loading
Scan Cartridge Barcode
-
i.'.&ﬁ%{
AT L
i’;g, AR Select the appropriate cartridge and scan
- ?f?‘%é%gﬂ the barcode.
Figure 22. Scan Cartridge Barcode
Select the appropriate cartridge with the sample and s e cartridge
barcode. After scanning, the Select Test screen ap Figure 23).
Select the test to run: O

* Flu A, Flu B and RSV: Xpert Xpress RSV
* Flu A and Flu B only: Xpert Xpres%Flu
* RSV only: Xpert Xpress_RS

Preparation

Cartridge )
SID5052 and Loading

\* Select Test

. Xpert Xpress_RSV Select
N
’\O %g:?ﬁ, 3 Xpert Xpress Flu-RSV Select
X ARER
@0 Xpert Xpress_Flu Select

\Q‘ RE-SCAN ] CONFIRM

Figure 23. Select Test Screen

Only the test result for the assay selected at this step will be collected once
the test is started. Flu A, Flu B, and RSV results will only be collected if the
Xpert Xpress Flu-RSV assay is selected.

Touch CONFIRM. The Confirm Test Information screen appears (see Figure
24).
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Sample Cartridge Preparation

<(BACK
SID5052 Xpert Xpress Flu-RSV and Loading

Confirm Test Information

- Confirm the Test Information entered below
i £t is accurate.
i Patient ID PID4638
e
e Sample ID SID5052

Assay Name Xpert Xpress Flu-RSV

)
o O

S

Figure 24. Confirm Test Information Scr@
Touch CONFIRM if the displayed information is correct O
%ontinue screen

Depending on your configuration, the Enter Credenti \0

may appear (see Figure 25). If enabled, you may lqgwnby scanning your
institutional ID. Otherwise, manually enter yOLCU) Name and Password
and touch LOGIN to continue.

Sample Cariridge Preparation

SID5052 Xpert Xpiess Flu-RSV and Loading

%redentials to Continue
@\Jame

:Q Password

N\
®\ LOGIN

O
3

Figure 25. Enter Credentials to Continue Screen

The Cartridge Preparation screen appears (see Figure 26).

24
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10.

11.
12.
13.
14.
15.
16.

Sample Cartridge Preparation

SID5052 Xpert Xpress Flu-RSV and Loading

Cartridge Preparation

Load the sample in the cartridge
as shown.

CONTINUE

C)O

e Y

O

Figure 26. Cartridge Preparation S

A video clip shows the cartridge preparation steps. Pr. the cartridge
according to the directions below, which are also s in the video. Once
complete, the video restarts from the beginning 6 atically. Touch the
CONTINUE button to exit video. QJ

Verify the specimen ID on the patient spgcim

Confirm the name on the cartridge i %Xpress Flu/RSV.

Specimen and cartridge are readwfi

Mix patient sample container b%ertmg the transport medium tube 5 times.

Open the cartridge lid b liftifg the front of the cartridge lid.

Remove the transfer p rom the wrapper by opening the end next to the
top bulb (Figure 2
% f' \r \, I Top Bulb
=
(b' Figure 27. Transfer Pipette

Note 3rp$ace unwrapped pipette on the workbench.

Squeeze the top bulb of the transfer pipette completely and place the pipette
tip in the transport medium tube (Figure 28) containing the patient sample.

<

Xpert® Xpress Flu/RSV

302-2296,

Rev. B

25




Xpert® Xpress FIu/RSV

Squeeze Here <

Overflow Reservoir Bulb

Pipette

Sample =

Figure 28. Transfer Pipette and Transport Medium Tube @

18. Release the top bulb of the pipette to fill the pipette with the patient s 1@
Check that the pipette does not contain bubbles. G

19. To transfer the patient specimen to the cartridge, squeeze the top l@ of the
transfer pipette completely again to empty the contents of t @te into
the large opening (Sample Chamber) of the cartridge show&igure 29. 1t
is okay to have excess specimen left in the overflow res@ of the pipette

(Figure 28).
&

Sample Chamber
(Large Opening)

Figure 2.9\.@1 Xpress FIuU/RSV Assay Cartridge (Top View)
20. Close the ca& ge lid.

21. Dispose pipette in an appropriate waste container after use.

15.3 g the Cartridge

14, _Totich the CONTINUE button on the Cartridge Preparation screen (see Figure
K ). The Load Cartridge into Module screen appears (see Figure 30).

QO Open the module door with the flashing green light.

26 Xpert® Xpress Flu/RSV
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Sample Cartridge Preparation

SID5052 Xpert Xpress Flu-RSV and Loading

Load Cartridge into Module

Load cartridge into the module with the
flashing green light, and close the module
door.

QOQA
S

Figure 30. Load Cartridge into Module n
3. Load the cartridge with the barcode facing the operator s@t e cartridge bay

platform. Do not try to insert the cartridge past the c e bay platform (see
Figure 31).

\Q Figure 31. Cartridge Inserted into Module
4. Close the door. The green light stops flashing and the test starts.

Q When the cartridge is loaded, the Test Loading screen appears, followed by the
Test Running screen showing that the test is running (see Figure 32).
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GeneXpert’ HOME RESULTS oc ©

Powered by Cepheid Innovation

Test Running

Module A2

Sample ID Patient ID

SID5052 PID4638

Test Type Assay Name 2 2 4 O
Specimen Xpert Xpress Flu-RSV m . S
Start Date & Time Running
Xpress User 09/05/19 14:42:25

x
S
S

Figure 32. Test Running Screen showing Test Tim\ aining

A circular graphic indicator at the right indicates the prog&&gf the test and the
time remaining until a test result is available.

~ 0O
Note While a test is running, you can start another test. Se@?ﬁfon 15.4, Starting
Another Test While a Test is Running.

O

(oM
Do not turn off or unplug the instrument whil tis in progress. Turning off

Note or unplugging the GeneXpert Xpress in or the Hub stops the test. If
necessary, touch the STOP TEST button t@ cancel a test while it is loading or
running. 4
A
5. When the test is done, t \ﬁlght goes out and the door automatically
unlocks. The screen te nge to Test Completed (see Figure 33).

HOME RESULTS ac ©

Completed
\ dule A3 Result
&O Sample ID Patient ID Flu A NEGAT'VE,
\ SID5052 PID22166 Flu B NEGATIVE;
\ Test Type Assay Name RSV NEGATIVE
K Specimen Xpert Xpress Flu-RSV
O User Start Date & Time
Xpress User 09/05/19 14:52:06

Test Disclaimer

For In Vitro Diagnostic Use Only.

Figure 33. Test Completed Screen

The Test Completed screen provides the results for the test just completed.

6. Open the module door, remove the used cartridge, and properly dispose of the
cartridge according to your institution’s hazardous waste disposal policies.
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Touch REPORT to view the result of the test that has just completed. Touch
HOME to go back to the Home screen. This completes the procedure for
running a test.

To log out, touch the User Menu icon, then select Logout.

15.4 Starting Another Test While a Test is Running

You can start a new test while another test is in progress.

1.

Put on a new pair of gloves if performing a new test.

2. Touch the HOME button on the Test Running screen (see Figure 32).
3.
4. Repeat the steps in Section 15, GeneXpert Xpress Software Version 6.0 or A

For a new user login, touch the User Menu icon to log in.

Higher through Section 15.3, Loading the Cartridge. Q

After a second test has started, touch the HOME button. The status sts

appears. The Home screen displays the module(s) in use with a circtlag/graphic
indicator around each test, and Patient Identification below the r@ule graphic

(see Figure 34). @

GeneXpert’ HOME i’FsuLTS oc ©

Powered by Cepheid Innovation

O
>

X\ Available Available

8m 48s 17m 34s
Running Runmngs
Y4

Patient ID %nt ID
PID4638 &221 66

Module AYQ Module A2 Module A3 Module A4

&igure 34. Home Screen Showing Two Tests Running

ure 35).

@r a test has completed, the module icon text changes to Complete (see
\ &

<&
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GeneXpert’ RESULTS ac ©

Powered by Cepheid Innovation

NEW TEST

Complete 7m 343\ Available Available

View

Results Running
Patient ID Patient ID
PID4638 PID22166 %

Module A1 Module A2 Module A3 Module bo

Figure 35. Home Screen With One of Two Tests Qgﬁleted
15.5 Viewing Test Results Q’\&
(0]

1. Touch the RESULTS button located on the panelat
Figure 35). The Results screen appears (see Figuge 36).

p of the screen (see

GeneXpert’ HOME RESULTS ac ©

Powered by Cepheid Innovation

Results Filter: Slart Date B AssayName ¥ TestType ~ Q_ Search Patent'Sampie 1D }
Patient 1D ~ Sample 1D~ Test Type ~ Assay Name Start Date & Time ~ Reagent Lot~ Result ¥
Y4
PID22166 SIDS052 Specimen X’ Xpress Strep A 05/29/19 09:53:02 00927 Strep ADETECTED
)
PID5052 SID3718 SDQOQ Xpert Xpress Strep A 05/2119 17:12:.08 00927 Strep ADETECTED
)
PID5052 SID3718 G‘qmon Xpert Xpress_RSV 05/21/19 17:02:35 00920 Strep ADETECTED
)
O
PID9565 SID! \ Specimen Xpert Xpress_Flu-RSV  05/21/19 152532 00158 Flu APOSITIVE
3& Flu B POSITIVE )
RSV POSITIVE
PID23281 S7491 Specimen Xpert Xpress_Flu 05/21/19 13.08:32 00930 Flu ANEGATIVE,
- Flu B NEGATIVE )
O qewrtqtq Specimen Xpert Xpress_Flu 05/21/19 11:38:10 00930 Flu ANEGATIVE;
Q \ Flu 8 NEGATIVE )
K \ < [I] >
Q O Figure 36. Results Screen
Test results are, by default, in order by date and time that the test was run.
Navigate through the test result pages by touching the numbered buttons or
arrows at the bottom of the screen.
2. Touch the desired result to open the Test Result screen (see Figure 37).
30 Xpert® Xpress Flu/RSV
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«BACK HOME RESULTS ac ©

QC Test Result - Positive: Pass

Module A1 Result

sample D Flu A POSITIVE;
2019.05.29_14.00 Flu B POSITIVE;
Test Type Assay Name RSV POSITIVE
QC Positive Xpert Xpress Flu-RSV

User Start Date & Time REPORT
Test_User 05/29/19 14:04:54

Test Disclaimer
For In Vitro Diagnostic Use Only.

Figure 37. Test Result Screen (Example) ®

16 Quality Control O
Each test includes a Sample Processing Control (SPC) and Probe @ Control

(PCQ). \\

* Sample Processing Control (SPC) — Ensures the sam @as processed

correctly. The SPC is an Armored RNA® that is inc in each cartridge

to verify adequate processing of the sample. The verifies that release of
RNA from the Flu and RSV virus has occurr € organism is present and
verifies that the specimen processing is ade . Additionally this control
detects specimen-associated inhibition of RT—PCR and PCR reactions. The
SPC should be positive in a negative le and can be negative or positive in
a positive sample. The SPC pas eets the validated acceptance criteria.

If the sample is negative for Flu and RSV viruses and the SPC fails, the
result will be NO RES\% EPEAT TEST. See Section 18, Retests.

When performing a te Xpert Xpress RSV Assay mode, a sample
strongly positive fi nza A or influenza B may cause the SPC to fail; if
the sample is RSY négative, a valid result (RSV NEGATIVE) will be reported
instead of NC&ULT—REPEAT TEST.

* Probe Check€ontrol (PCC) — Before the start of the PCR reaction, the
GeneX press System measures the fluorescence signal from the probes
to w@- bead rehydration, reaction tube filling, probe integrity, and dye

1ity. The PCC passes if it meets the validated acceptance criteria.

S
Q@C fails, the result will be NO RESULT-REPEAT TEST. See Section

\ 18, Retests.
(<O
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16.1 Testing Quality Control Sample

If the QC Lockout feature is enabled, follow the QC Lockout instructions

Note detailed in the GeneXpert Xpress System User's Guide.

Cepheid recommends that external controls be tested at the frequency noted
below:

* Each time a new lot of Xpert Xpress Flu/RSV test reagents is received.

* Each time a new shipment of Xpert Xpress FIlu/RSV test reagents is received even if
Note it is the same lot previously received.

* Each time a new operator is performing the test (i.e., operator who has not
performed the test recently).

* When problems (storage, operator, instrument, or other) are suspected or identified.

* If otherwise required by your institution’s standard QC procedures.

1. Puton a clean pair of gloves. OQ

Have a new Xpert Xpress FIu/RSV test cartridge, a quality controgbc,%nd a

transfer pipette ready.
3. For GeneXpert Xpress Software Version 5.x: \Q
a) On the Home screen, touch RUN NEW TEST (see Fi 4)
b) Touch NO for the sample barcode on the Sample een if there is no
sample barcode.
c) Touch the sample ID field to display the ke on

d) Type Negative Control for the Negati}zgontrol or Positive Control
for the Positive Control. \

e) Touch the OK button. O
f) Proceed to Step 5.
4. For GeneXpert Xpress Software ¥ersion 6.0 or higher:

a) On the Home screen, ton QC (see Figure 38).

GeneXpert HOME RESULTS oc ©

Powered by Cepheid Innovation

. Q NEW TEST
\O

O&ﬁilable Available Available Available
A\

Module A1 Module A2 Module A3 Module A4

Figure 38. Home Screen
b) The Quality Control screen appears. Touch Run QC Positive Test,
Run QC Negative Test, or Run Proficiency Test (see Figure 39).
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GeneXpert HOME RESULTS QC ADMIN ©
Powered by Cepheid Innovation

Quality Control

QUALITY CONTROL SUMMARY

RUN QC POSITIVE TEST

RUN QC NEGATIVE TEST

RUN PROFICIENCY TEST

Figure 39. Quality Control Screen

¢) The Sample ID screen appears.

d) Manually enter Negative Control for the Negative Contr, @r Positive
Control for the Positive Control, or scan the sample de, if

enabled.
\O

e) Touch CONTINUE
5. Scan the cartridge barcode with the attached barc@ianner, and touch YES

to verify the information displayed is correc O
)

If the barcode on the Xpert Xpress FIuU/RSV testcartridge does not scan or
scanning the barcode results in an error m sgﬁstating the cartridge is
expired, then repeat the test with a new e. If you have scanned the
cartridge barcode in the Xpress soft the assay definition file is not
available, a screen will appear indicat e assay definition file is not loaded
on the system. If this screen app\eans, contact Cepheid Technical Support.

O

Note

6. Select Xpert Xpr @SV from the Select Assay menu.

7.  Touch YES to co@ the selection.

8. Ifapplicable, your user name and password.

9. Watcht before continuing. The video will repeat. Touch the
CONT, button to exit video.

10. Mi@ ontrol by inverting the control tube 5 times.
the cartridge lid by lifting the front of the cartridge lid.

@ove the transfer pipette from the wrapper by opening the end next to the
\ top bulb.

13. Squeeze the top bulb of the pipette completely then put the pipette tip into the
QO control tube.
14. Release the top bulb of the pipette to fill the pipette with the sample from the
control tube.

15. To transfer the control sample to the cartridge, squeeze the top bulb of the
pipette completely to empty the pipette into the large opening (Sample
Chamber) in the cartridge. It is okay to have excess sample left in the
overflow reservoir of the pipette.

16. Close the cartridge lid.

17. Dispose of the used quality control tube and pipette in an appropriate
specimen waste container according to your institution’s standard practices.

18. Open the module door with the flashing green light.
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19. Load the cartridge with the barcode facing the operator onto the cartridge bay
platform. Do not try to insert the cartridge past the cartridge bay platform.

20. Close the door until it clicks. The flashing green light will stop flashing. The
Test in Progress screen appears.

When the test is done (green light goes out), the door automatically unlocks.
The Remove Cartridge screen appears (Software Version 5.x) or the screen
text changes to Test Completed (Software Version 6.0 or higher).

21. Open the module door, remove the used cartridge, and properly dispose of the
cartridge according to your institution’s hazardous waste disposal policies.

22. Touch CONTINUE (Software Version 5.x) or REPORT (Software Version
6.0 or higher) to view the result of the test.

23. Repeat the above steps with the second control tube before testing patient

samples.

If you encounter an instrument error, touch CLEAR ERROR and fo

control sample using a new cartridge.

A

Qd

5O
the onscreen instructions. When the Home screen appears, test a nEW ity

Note

Do not turn off or unplug the instruments while a test is in progre \ning off
or unplugging the GeneXpert Xpress instrument or computer \w( the test.
o

Note cartridge. If an unexpected result occurs upon retest,(contact Cepheid Technical

Support.

If an unexpected result occurs, test a new Quality Co% Qple using a new

2
o

17 Interpretation of Result

clearly shown in the View Resu

1.

The results are interpreted automatically by the GeneXpert Xpress System and are
t&ndow The possible results are shown in Table

\

Table 1. Xpert Xpress-Flu/RSV Assay Results and Interpretation

Result . O Interpretation
Flu A POSITIVE; @\ target RNA is detected; Flu B target RNA is not
Flu B NEGAT etected; RSV target RNA is not detected.
RSV NEG\
Flu A PéS}I'IVE; Flu A target RNA is detected; Flu B target RNA is detected,;
F|l6(POSITIVE' RSV target RNA is not detected.
%V NEGATIVE** | Repeat test according to the instructions in Section 18.2,
Retest Procedure.
Flu A POSITIVE; |Flu A target RNA is detected; Flu B target RNA is not
Flu B NEGATIVE: |detected; RSV target RNA is detected.
RSV POSITIVE** |Repeat test according to the instructions in Section 18.2,
Retest Procedure.
Flu A POSITIVE; |Flu A target RNA is detected; Flu B target RNA is detected;
Flu B POSITIVE: RSV target RNA is detected.
RSV POSITIVE** |Repeat test according to the instructions in Section 18.2,
Retest Procedure.
34 Xpert® Xpress Flu/RSV
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Result Interpretation
Flu A NEGATIVE: |Flu A target RNA is not detected; Flu B target RNA is
Flu B POSITIVE: detected; RSV target RNA is not detected.
RSV NEGATIVE

Flu A NEGATIVE;
Flu B NEGATIVE;
RSV POSITIVE

Flu A target RNA is not detected; Flu B target RNA is not
detected; RSV target RNA is detected.

Flu A NEGATIVE;
Flu B POSITIVE;
RSV POSITIVE**

Flu A target RNA is not detected; Flu B target RNA is
detected; RSV target RNA is detected.

Repeat test according to the instructions in Section 18.
Retest Procedure.

Q)

Flu A NEGATIVE;
Flu B NEGATIVE;

Flu A target RNA is not detected; Flu B target RNunot
detected; RSV target RNA is not detected. 6

n\\@

RSV NEGATIVE

INSTRUMENT If result is INSTRUMENT ERROR, t Sh\éLEAR ERROR

ERROR and follow the on-screen instructi MVhen the Home
screen appears, repeat the te‘a-b Jsing a new cartridge.

NO RESULT— If result is NO RESULT—REPEAT TEST, retest with a new
If retest is NO RES EPEAT TEST, call for
assistance at 888- 3222.

/7

Note

the repeat test.

(Influenza A,

** Because the incidence of eg«igfection with two or more viruses
Influenza B, or RSV) within gle specimen is low, repeat the test according

to the instructions in S

8.2, Retest Procedure and use the results from

ﬂ
Table 25&@ Xpress Flu Assay Results and Interpretation

( -

Interpretation

Result
Flu A PO IéE;

Flu A target RNA is detected; Flu B target RNA is not
detected.

Flu ANEGATIVE:
€1b'B POSITIVE

Flu A target RNA is not detected; Flu B target RNA is
detected.

Flu A POSITIVE;
Flu B POSITIVE**

Flu A target RNA is detected; Flu B target RNA is detected.

Repeat test according to the instructions in Section 18.2,
Retest Procedure.

Flu A NEGATIVE;
Flu B NEGATIVE

Flu A target RNA is not detected; Flu B target RNA is not
detected.

INSTRUMENT
ERROR

If result is INSTRUMENT ERROR, touch CLEAR ERROR
and follow the on-screen instructions. When the Home
screen appears, repeat the test using a new cartridge.

Xpert® Xpress Flu/RSV
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Result Interpretation

NO RESULT— If result is NO RESULT—REPEAT TEST, retest with a new

If retest is NO RESULT—REPEAT TEST, call for
assistance at 888-838-3222.

Note

** Because the incidence of co-infection with two or more viruses (Influenza A
and Influenza B) within a single specimen is low, repeat the test according to
the instructions in Section 18.2, Retest Procedure and use the results from the
repeat test.

Table 3. Xpert Xpress RSV Assay Results and Interpretation *

Result Interpretation |
RSV POSITIVE RSV target RNA is detected. < ;
RSV NEGATIVE |RSV target RNA is not detected. 6
INSTRUMENT If result is INSTRUMENT ERROR, touch CﬁERROR
ERROR and follow the on-screen instructions. e Home
screen appears, repeat the test using cartridge.
NO RESULT— ||f result is NO RESULT—REPEAF TEST, retest with a new
If retest is NO RESULT—RE&T TEST, call for
assistance at 888-838-;3;

<
4
18.1 Reasons to Repea:l&iay

If any of the test results m ned below occur, repeat the test once according to
instructions in the ReteQRrocedure section (Section 18.2, Retest Procedure).

18 Retests

*  Two or more g Qe virus results in a single specimen. Because the incidence
of co-infecti 1th two or more viruses (Influenza A and Influenza B) within
a single @en is low, it is recommended that repeat testing is performed

accord%r to the instructions in Section 18.2, Retest Procedure.

* A\@ RUMENT ERROR result could be due to, but not limited to, the

@x mum pressure limits were exceeded.

NO RESULT—REPEAT TEST indicates that insufficient data were

Qé collected. For example, Probe Check control failed or a power failure occurred.

18.2 Retest Procedure

To retest a NO RESULT—REPEAT TEST or INSTRUMENT ERROR result
(nondeterminate result), use a new cartridge (do not re-use the original cartridge).

Do not perform more than one retest of the original specimen.
Use the leftover specimen from the original swab transport medium tube.

1. Remove a new cartridge from the kit box.

2. Mix the specimen by inverting the Xpert Viral Transport or the Copan UTM
tube 5 times.
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Open the cartridge lid. Using a clean transfer pipette (supplied), transfer
specimen (one draw) to the sample chamber with the large opening in the
cartridge.

Close the cartridge lid.

Start the test according to instructions in Section 14.1, Starting a Test (Software
Version 5.x) or Section 15.1, Starting a Test (Software Version 6.0 or higher).

19 Limitations

The performance of the Xpert Xpress FIu/RSV Assay was validated using

the procedures provided in this package insert only. Modifications to these

procedures may alter the performance of the test.

Results from the Xpert Xpress FIu/RSV Assay should be interpreted with of.b,%

laboratory and clinical data available to the clinician.

Erroneous test results might occur from improper specimen collecti ;O

failure to follow the recommended sample collection, handling, nﬂo}age

procedures; technical error; sample mix-up; or because the numgeyof

organisms in the specimen is too low to be detected by the @areful

compliance with the instructions in this insert is necessa@void erroneous

results.

False negative results may occur if virus is present .éc&els below the

analytical limit of detection. O

Negative results do not preclude influenza or'\RS)Y virus infection and should

not be used as the sole basis for treatmentxother patient management

decisions.

Results from analytical studies sh ential for competitive inhibition in

specimens with two different vi :

When using the Xpert Xpress Elu/RSV Assay in the Flu Only mode, in the

event of a mixed infection«Qie of the two infections may be reported as

NEGATIVE because of nces in the software.

Results from the )@‘ press FIu/RSV Assay should be correlated with the

clinical history, gpidemiological data, and other data available to the clinician
ﬁé

evaluating th ient.
Viral nuclét d may persist in vivo, independent of virus viability. Detection

of anal @rget(s) does not imply that the corresponding virus(es) are
infe@ or are the causative agents for clinical symptoms.

tést has been evaluated for use with human specimen material only.
e virus mutates or there are other sequence changes in the target region,

\Qﬁnﬂuenza and/or RSV virus may not be detected, or may be detected less

"

predictably.

Positive and negative predictive values are highly dependent on prevalence.
The assay performance was established during the 2016—2017 influenza
season. The performance may vary depending on the prevalence of the
different viruses and population tested.

This test 1s a qualitative test and does not provide the quantitative value of
detected organism present.

This test has not been evaluated for patients without signs and symptoms of
influenza or RSV infection.

This test has not been evaluated for monitoring treatment of influenza
infection.

This test has not been evaluated for screening of blood or blood products for
the presence of influenza or RSV.

This test cannot rule out diseases caused by other bacterial or viral pathogens.
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* The effect of interfering substances has only been evaluated for those listed
within the labeling. Interference by substances other than those described can
lead to erroneous results.

* Cross-reactivity with respiratory tract organisms other than those described
herein can lead to erroneous results.

* This assay has not been evaluated for immunocompromised individuals.

* Recent patient exposure to FluMist® or other live attenuated influenza vaccines
may cause inaccurate positive results.

* Although this test has been shown to detect A/HIN1 (pre-2009 pandemic), A/
H7NO (detected in China in 2013) and A/H3N2v viruses cultured from positive
human respiratory specimens, the performance characteristics of this device
with clinical specimens that are positive for the A/HINTI (pre-2009 pandemic),
A/H7NO (detected in China in 2013) and A/H3N2v viruses have not been
established.

* This test is not intended to differentiate RSV subgroups, Influenza A s@
or Influenza B lineages. If differentiation of specific RSV or influenza ypes
and strains is needed, additional testing, in consultation with state ol&cal

O\\Q)
20 Expected Values \’S

The Xpert Xpress FIu/RSV clinical study included a tot&265 prospectively
collected nasal swab (NS) and nasopharyngeal (NP){swab specimens to evaluate
performance for influenza A and influenza B detgetion. The number and
percentage of cases positive for one or more qul enza A and influenza B as
determined by the Xpert Xpress Flu/RSV te@ shown by age range in Table 4.

Table 4. Number and Percent of Specimens
by Age Range-<Flu A and Flu B®

public health departments, is required.

\
\ Flu A Flu B

GAge Number % QQ\Number e s Number e s
roup of Q‘al of Positivity of Positivity

{years) Patlents’ O Positives Rate Positives Rate

<5 1284"5%‘ 39.3% 137 10.7% 57 4.4%

6-21 @@ 15.8% 132 25.6% 53 10.3%

22-59 Q\O?m 34.9% 122 10.7% 37 3.2%

260\\|" 324 9.9% 56 17.3% 5 1.5%

3 3265 100% 447 13.7% 152 4.7%

a Five subjects had multi-infections by the Xpert Xpress FIu/RSV test and are therefore
counted more than once in this table. Of the 5 subjects with Xpert multi-infections, 1
sample was Flu A and Flu B POS by comparator method; 1 sample was Flu A POS

by comparator method; 1 sample was Flu B POS by comparator method; 2 samples
were NEG for both targets by comparator method.

The Xpert Xpress Flu/RSV clinical study included a total of 3103 prospectively
collected NS and NP swab specimens to evaluate performance for RSV detection.
The number and percentage of cases positive for RSV as determined by the Xpert
Xpress FIu/RSV test are shown by age range in Table 5.
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Table 5. Number and Percent of Specimens by Age Range—RSV

RSV
Ag(;;e(:::)u P N::t]it;il;: f % of Total Number of Positivity

Positives Rate

<5 1212 39.1% 483 39.9%
6-21 483 15.6% 21 4.3%
22-59 1090 35.1% 39 3.6%
>60 318 10.2% 32 10.1%
Total 3103 100% 575 18.5%

21 Performance Characteristics

(<O

21.1 Clinical Performance 6

Performance characteristics of the Xpert Xpress Flu/RSV test&valuated at
fourteen institutions in the U.S. during the 2016-2017 influ eason.

Specimens were collected from the following: Q,\
0

* Individuals exhibiting signs and symptoms of, ry infection who
provided informed consent for the collection'@f @/NS or NP swab specimen.

The Xpert Xpress FIu/RSV test performance @» compared to FDA-cleared
molecular comparator assays. Bi-directio equencing was performed on
specimens where the Xpert Xpress Fl test and the comparator method were
discrepant, and is provided for informational purposes only.

V4
21.2 Overall Results \%

A total of 3265 specirr@S NS and 1667 NP swab) were tested for influenza
A and influenza B by t pert Xpress FIu/RSV test and the comparator method.
A total of 3103 spe@ens (1543 NS and 1560 NP swab) were tested for RSV by
Xpert Xpress test and the comparator method.

For NS spe s, the Xpert Xpress FIu/RSV test demonstrated a positive

percent ggreement (PPA) and a negative percent agreement (NPA) relative to

the ¢ ator method of 98.9% and 97.5% for the detection of influenza A,

9 nd 99.3% for influenza B, and 98.2% and 99.1% for the detection of RSV,
ctively (Table 6).

¥or NP swab specimens, the Xpert Xpress FIu/RSV test demonstrated a PPA and

NPA relative to the comparator method of 97.6% and 98.2% for the detection
of influenza A, 97.3% and 99.6% for influenza B, and 98.2% and 98.5% for the
detection of RSV, respectively (Table 6).

For the combined dataset, the Xpert Xpress Flu/RSV test demonstrated a PPA
and NPA relative to the comparator method of 98.2% and 97.9% for the detection
of influenza A, 97.8% and 99.4% for influenza B, and 98.2% and 98.8% for the
detection of RSV, respectively (Table 6).
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Table 6. Xpert Xpress FIU/RSV Assay Performance

N

¢ Discrepant Testing: 17 of 35 Flu A NEG;

d Discrepant Testing: 3 of 5 Flu
e Discrepant Testing: 11 of 26
f Discrepant Testing: 4 of

9 Discrepant Testing: 2

h Discrepant Testin
i Discrepant Te

i Discrepant

k Discre;ﬂ
i t Testing

I D|g@
m %Q pant Testing

n cr
O& Discr
P Discr
a Discr

sting

epant Testing
epant Testing
epant Testing
epant Testing

19 not done.

r Discr
s Discr

epant Testing
epant Testing

31 not done.

Positive | Negative
Specimen Number | True False True False Percent | Percent
Target® pT o of | Positive | Negative | Negative | Positive [Agreement|Agreement
yp Patients | (TP) (FN) (TN) (FP) (PPA) (NPA)
(95% Cl) | (95% Cl)
b . 98.9% 97.5%
NS 1598 | 186 2 1375 1 357 |(96.2-99.7)| (96.6-98.2)
g . 97.6% 98.2%
Flu A NP 1667 200 5 1436 26° |104.4.90.0)| (07 4.98.8)
; 98.2% 97.9%
Overall | 3265 386 7 2811 619 | (06.4.90.1)| (97.3.08.3)
h i 98.4% 99.3%
NS 1598 63 1 1523 1| (917997)|(08.7-995))
- K 97.3% gQ) b
FluB NP 1667 71 o 1587 7 (00.6.99 23| (901200 8)
| m | 978 \5‘99.4%
Overall 3265 134 3 3110 18 (938> (99.1-99.6)
Y o
o o |c@8%% | 99.0%
NS 1543 | 269 5 1257 1 12 %5.8-99.2) (98.4-99 5)
N[ 982% | 98.5%
RSV NP 1560 275 5P 1261 1@ (95.9.99.2)| (97.7-99.0)
98.2% 98.8%
r S
Overall 3103 544 10 251 31 (96.7-99.0) | (98.3-99.1)
a Five specimens were positive for both FI ﬁ@ Flu B.
b Discrepant Testing: 1 of 2 Flu A NEG; %Flu A POS.

1 of 35 Flu A POS; 7 of 35 inconclusive

N%E; 2 of 5 Flu A POS.
G; 9 of 26 Flu A POS; 6 of 26 inconclusive.

NEG; 3 of 7 Flu A POS.

1 inconclusive.
of 11 Flu B POS; 6 of 11 inconclusive.

g: 1 of 2 Flu B POS; 1 of 2 inconclusive

f 61 Flu A NEG; 22 of 61 Flu A POS; 13 of 61 inconclusive

:10of 7 Flu B NEG; 5 of 7 Flu B POS; 1 of 7 inconclusive.
: 1 of 3 Flu B POS; 2 of 3 inconclusive.
: 1 0f 18 Flu B NEG; 10 of 18 Flu B POS; 7 of 18 inconclusive.
: 3 of 5 RSV NEG,; 1 of 5 inconclusive; 1 of 5 not done.
: 50f 12 RSV NEG; 3 of 12 RSV POS, 4 of 12 inconclusive.
: 2 of 5 RSV NEG,; 2 of 5 inconclusive; 1 of 5 not done.
: 6 of 19 RSV NEG; 2 of 19 RSV POS, 6 of 19 inconclusive; 5 of

: 5 0f 10 RSV NEG; 3 of 10 inconclusive; 2 of 10 not done.
: 11 of 31 RSV NEG; 5 of 31 RSV POS; 10 of 31 inconclusive; 5 of

Of the Xpert Xpress FIu/RSV test runs performed with eligible specimens,
98.0% (3212/3279) of these specimens were successful on the first attempt. The
remaining 67 gave indeterminate results on the first attempt (38 NO RESULT—
REPEAT TEST results and 29 INSTRUMENT ERROR). Fifty-eight of the 67
indeterminate cases were retested, of which 53 yielded valid results upon repeat
testing; nine specimens were not retested. The overall rate of assay success was
99.6% (3265/3279). The overall indeterminate rate was 0.4%.
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22 Analytical Performance

22.1 Analytical Sensitivity (Limit of Detection)

Studies were performed to determine the analytical limit of detection (LoD)

of the Xpert Xpress Flu/RSV Assay with two lots of reagents across three

testing days. The higher LoD observed per strain and per lot was selected for
verification. Verification of the estimated LoD claim was performed on one
reagent lot across a minimum of three testing days. LoD was established using
two influenza A H3N2 strains, two influenza A 2009 HINT strains, two influenza
B strains, two respiratory syncytial virus A (RSV A) strains and two respiratory
syncytial virus B (RSV B) strains. Viruses were diluted into negative pooled

NP swab and NS clinical matrices for testing. The LoD is defined as the lowest
concentration (tissue culture infective dose, TCID5o/mL) per sample that can
reproducibly distinguished from negative samples with 95% confidence or Q
lowest concentration at which 19 of 20 replicates were positive. Each s a1

tested in replicates of 20 per concentration of virus in NP swab and NS ¢ nlcal
matrices. The LoD values for each strain tested are summarized i@&e 7 to Table

1. \\

Table 7. Confirmed LoD (TCIDso/mL): Ianuenq{QOOQ H1N1

Confir (@) Probit
Virus Strain ( o/mL)
NP Swab Maffix NS Matrix

California/7/2009

Ir?ﬂuepza A/ @@ 0018

Influenza A/ /

Florida/27/2011 | \~\ 0.040 0.04

\‘ &
Table 8. Con@d LoD (TCIDgo/mL): Influenza A H3N2

Confirmed LoD Probit

Virus SQQ (TCID5¢/mL)

NP Swab Matrix NS Matrix
nza A/
égrth/16/2009 0.013 0.006
Q Influenza A/
N Victoria/361/2011 0.750 0.21

Table 9. Confirmed LoD (TCID5o/mL): Influenza B

Confirmed LoD Probit
Virus Strain (TCIDso/mL)
NP Swab Matrix NS Matrix

Influenza B/
Mass/2/2012 0.400 e
Influenza B/

Wisconsin/01/2011 0.190 0.17
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Table 10. Confirmed LoD (TCID5y/
mL): Respiratory Syncytial Virus A

Confirmed LoD Probit
Virus Strain (TCIDso/mL)
NP Swab Matrix NS Matrix
RSV A/2/Australia/61 0.870 0.32
RSV A/Long/MD/56 1.100 0.45

Table 11. Confirmed LoD (TCIDs/
mL): Respiratory Syncytial Virus B

Confirmed LoD Probit @
Virus Strain (TCID5o/mL) C ‘()
NP Swab Matrix NS Matribv
RSV B/ 0 %ig,
Wash/18537/62 0.790 P\
RSV B/9320/MA/77 2.300 A\‘Sb'.és
N
22.2 Analytical Specificity (Exclusivity) O

The analytical specificity of the Xpert Xpress FIuRSV Assay was evaluated

by testing a panel of 44 cultures consisting oﬁk65 al, 26 bacterial, and two

yeast strains representing common respir: 0@) thogens or those potentially
encountered in the nasal passage and n%urynx. Three replicates of all
bacterial and yeast strains were tested atc ncentrations of > 1 x 10 CFU/mL
with the exception of one strain that was tested at 1 x 10° CFU/mL (Chlamydia
pneumoniae). Three replicates iruses were tested at concentrations of > 1 x

103> TCID5so/mL. The anal pecificity was 100%. Results are shown in Table
12.

Predicted analytical @ity from in silico analyses showed 100% sequence

homology for ad i pHINI strains.

Table 12.@@%ical Specificity of the Xpert Xpress FIuU/RSV Assay

Orgaei\@‘ Concentration Result
Influenza A | Influenza B RSV
Template N/A NEG NEG NEG
QO ontrol
. 1.12E+06
Adenovirus Type 1 TCIDgy/mL NEG NEG NEG
. 1.87E+05
Adenovirus Type 7 TCIDsg/mL NEG NEG NEG
Human 2.85E+05
coronavirus OC43 TCIDgo/mL NEG NEG NEG
Human 1.00E+05
coronavirus 229E TCIDgg/mL NEG NEG NEG
. 1.00E+05
Cytomegalovirus TCIDgg/mL NEG NEG NEG
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Organism Concentration Result
Influenza A | Influenza B RSV
+
Echovirus 1?(5:?!1350/211 NEG NEG NEG
Enterovirus fé?g':;?ni NEG NEG NEG
+
Epstein Barr Virus 'I?é1lgfo/?n7L NEG NEG NEG
8.90E+05
HSV TCIDgy/mL NEG NEG NEG
6.31E+05 Q%
Measles TCIDgg/mL NEG NEG (l\l‘@
4
Human 1.00E+05
metapneumovirus TCIDs5p/mL NEG NEG\d’é NEG
. 6.31E+06 N
Mumps virus TCIDgg/mL NEG 5N\§® NEG
Human Q
parainfluenza .I:Ié1|gE7?n6L NEG C O NEG NEG
Type 1 50 'b )
¢
Human 6.31E+05
parainfluenza TCID=/mL NEG NEG
Type 2 %0 é
-
Human
parainfluenza 'I?)C5I€[))E+O§L\ NEG NEG NEG
Type 3
Rhinovirus Type 1A &@;;&i NEG NEG NEG
Acinetobacter «, 0 1.00E+06
baumannl > CFU/mL NEG NEG NEG
K
Burkho/ 3.30E+06
@ CEU/mL NEG NEG NEG
Ca@a albicans 3C'2FOUE/;’nOL6 NEG NEG NEG
¥ Candida 3.00E+06
O parapsilosis CFU/mL NEG NEG NEG
Bordetella pertussis 3é:|3:OUE/:nOL6 NEG NEG NEG
Chlamydia 1.00E+05
pheumoniae CFU/mL NEG NEG NEG
Citrobacter freundii 3('3?:0UE/;]0L6 NEG NEG NEG
Corynebacterium 3.30E+06
sp. CEU/mL NEG NEG NEG
Xpert® Xpress Flu/RSV 43

302-2296, Rev. B



Xpert® Xpress FIu/RSV

Organism Concentration Result
Influenza A | Influenza B RSV
_y . 1.00E+07
Escherichia coli CEU/mL NEG NEG NEG
Enterococcus 1.30E+06
faecalis CFU/mL NEG NEG NEG
Haemophilus 1.00E+06
influenzae CFU/mL NEG NEG NEG
. . 1.00E+06
Lactobacillus reuteri CEU/mL NEG NEG NEG
. 1.00E+06 \
Legionella spp. CEU/mL NEG NEG NE.G OQ
Moraxella 1.00E+07 \
catarrhalis CFU/mL NEG NEG )&
Mycobacterium N\
tuberculosis 1-00E+06 NEG NEG O\\ NEG
. CFU/mL
(avirulent) A\$
N
Mycoplasma 1.00E+06
pneumoniae CFU/mL NEG (;, G NEG
Neisseria 2.15E+06
meningiticis CFU/mL NEQ\‘Q' NEG NEG
. . 1.00E+07
Neisseria mucosa CEU/mL @ NEG NEG
7
Propionibacterium 2.40E+07
acnes CFU/m \\5 NEG NEG NEG
Pseudomonas 3.70 NEG NEG NEG
aeruginosa CEU
Staphylococcus |« )
aureus ’\\@(':ZFOUE/;OLG NEG NEG NEG
(protein A produggﬁb’
N
Staphyloco 3.40E+06
epide@ CFU/mL NEG NEG NEG
Stap?w@}accus 4.00E+06
h@m lyticus CFU/mL NEG NEG NEG
S
eptococcus 3.50E+06
Q agalactiae CFU/mL NEG NEG NEG
Streptococ_cus 1.00E+06 NEG NEG NEG
pneumoniae CFU/mL
Streptococcus 1.00E+07 NEG NEG NEG
pyogenes CFU/mL
Streptococcus 1.00E+07
salivarius CFU/mL NEG NEG NEG
Streptococcus 3.10E+06
sanguinis CFU/mL NEG NEG NEG
44 Xpert® Xpress Flu/RSV
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22.3 Analytical Reactivity (Inclusivity)

The analytical reactivity of the Xpert Xpress FIu/RSV Assay was evaluated
against multiple strains of influenza A HIN1 (seasonal pre-2009), influenza A
HINTI (pandemic 2009), influenza A H3N2 (seasonal), avian influenza A (H5N1,
H5N2, H6N2, H7N2, H7N3, H2N2, H7N9, and HIN2), influenza B (representing
strains from both Victoria and Yamagata lineages), and respiratory syncytial virus
subgroups A and B (RSV A and RSV B) at levels near the analytical LoD. A total
of 53 strains comprised of 35 influenza A viruses, 13 influenza B strains and 5
RSV strains were tested in this study with the Xpert Xpress Flu/RSV Assay. Three
replicates were tested for each strain. All Flu and RSV strains tested positive in
all three replicates, except for one Flu A HINI strain (A/New Jersey/8/76), which
tested positive in 2 of 3 replicates at 0.1 TCIDso/mL. Results are shown in Table
13.

Predicted analytical reactivity from in silico analyses showed 100% sequer@Q
homology for additional pHINI1 strains.

Table 13. Analytical Reactivity (Inclusivity)
of the Xpert Xpress FIuU/RSV Assay
N4

Target (Result
Concentration @ Flu B RSV
No Template Control n/a Q NEG NEG
Influenza A Al/swine/
1 TCID
H1NA owai1sizo | 01 TCIDS0MRY  POS NEG NEG
(pre-2009) A/WS/33 01T I@'nL POS NEG NEG
AIPR/8/34 0.1 T¢IDgg/mL |  POS NEG NEG
AMal/302154 , %1’ TCIDso/mL| POS | NEG | NEG
A/DenveW' 1 TCID5g/mL | POS NEG NEG
A/Nengr\sM/m 0.1 TCID5g/mL |  POS NEG NEG
. w 0.1 TCID5g/mL
Caigtloriia/20/1999 50'M- | POS NEG NEG
_‘b' A/New
0.1 TCIDsg/mL
g L Yorki55/2004 so/mt) POS ) NEG ) NEG
A/Soloman
0.1 TCIDsg/mL
Q‘\O Island/3/2006 so/mL | POS NEG NEG
A\ AlTaiwan/42/06 | 0.1 TCID5g/mL | POS NEG NEG
A/
Brisbane/59/2007 | O 1c!D50/ML | POS NEG NEG
Influenza A A/swine/
H1NA Ny/02/2009 | -1 TCIPso/mL | POS NEG NEG
(pdm2009) y
1 TCIDsg/mL
Colorado/14/2012 0 CIDso/m POS NEG NEG
A/
0.1 TCIDsg/mL
\Washington/24/2012 so/mL | POS NEG NEG
Xpert® Xpress Flu/RSV 45

302-2296, Rev. B



Xpert® Xpress FIu/RSV

v

Concentration| Flu A FluB RSV
Influenza A/Aichi/2/68 2.0 TCID5g/mL POS NEG NEG
AH3N2
(Seasonal) | A/Hong Kong/8/68 2.0 TCID5g/mL POS NEG NEG
A/Port
2.0 TCIDgp/mL
Chalmers/1/73 50'm POS NEG NEG
A/Hawaii/15/2001 | 2.0 TCIDgg/mL POS NEG NEG
A/Wisconsin/67/05 | 2.0 TCIDgg/mL POS NEG NEG
A/
2.0 TCIDgo/mL
Brisbane/10/2007 s0'm- | POS NEG NEG
A/
Minnesota/11/2010 | 2.0 TCIDsg/mL | POS NEG D)
(H3N2)v
A/Indiana/08/2011
2.0 TCIDgg/mL
(H3N2)V 50/m POS NE\® NEG
AlTexas/50/2012 | 2.0 TCIDsg/mL |  POS (@ NEG
Avian A/duck/ <\ >
influenza A Hunan/795/2002 < 1pg/pLa POb NEG NEG
(H5N1) C)
Al/chicken/ @P
Hubei/327/2004 < 1pg/pLa\ oS NEG NEG
(H5N1) Q
N
A/Anhui/01/2005 v
(H5N1) < 1Bg La POS NEG NEG
AlJapanese white \s‘
eye/ Hong Kong/ Q= pg/uLa POS NEG NEG
1038/2006 ( Hm\
A/malla
W3 4./7?&%2) < 1pg/pLa POS NEG NEG
bieken/
CA 0 (HBN2) < 1pg/uLa POS NEG NEG
“A/duck/
O’ TC-10-82743/1943| < 1pg/uL@ POS NEG NEG
5\ (H7N2)
\Q Alchicken/
K NJ/15086-3/94 < 1pg/uL@ POS NEG NEG
QO (H7N3)
A/Anhui/1/2013 b
(H7NO) N/A POS NEG NEG
A/Shanghai/1/2013
b
(H7N9) N/A POS NEG NEG
Al/chicken/
Korea/38349-
096323/ < 1pg/uLa POS NEG NEG
1996 (HON2)
A/Mallard/
NY/6750/78 < 1pg/uL@ POS NEG NEG
(H2N2)
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Concentration| Flu A FluB RSV
Influenza B B/Lee/40 1.0 TCID50/mL NEG POS NEG
B/Allen/45 1.0 TCID5g/mL | NEG POS NEG
B/GL/1739/54 | 1.0 TCID5g/mL | NEG POS NEG
B/Maryland/1/59 | 1.0 TCID5p/mL | NEG POS NEG
B/Panama/45/90¢ | 1.0 TCID5p/mL | NEG POS NEG
B/Florida/07/20049 | 1.0 TCID5o/mL | NEG POS NEG
B/Florida/02/06¢ | 1.0 TCIDsg/mL | NEG POS NE
B/Florida/04/06d | 1.0 TCIDsg/mL | NEG POS | @(
B/Hong Kong/5/72 | 1.0 TCIDsg/mL |  NEG POSXUNEG
B/ \
1.0 TCIDEg/mL | NEG NEG
Wisconsin/01/2010d 50 @
B/ 1.0 TCIDsg/mL |  NE \fppos NEG
Malaysia/2506/04€ | S .2\
B/Taiwan/2/62 | 1.0 TCID5p/mL I)Gl;' POS NEG
B/
1.0 TCID&g/ NEG POS NEG
Brisbane/60/2008C 5&2'
RSV A RSV-AINY 139 /mL| NEG NEG POS
(Clinical unknown)
RSV-A/ §
4 TCIDsg/mL
W|/629-8-2/200\~§ s50/mL | NEG NEG POS
RSV-A=C M -
.0 TCIDs/mL
WI/629—11@08 30TCIDso/mL | NEG | NEG | POS
RSV B RS{B/
7.0 TCID5g/mL
W{T3517/85 s50/mL | NEG NEG POS
\RSV-B/
7.0 TCID5g/mL
N QHoa(18)-18 50/mL | NEG NEG POS

activated avian influenza A (H7N9) viruses without viral titer was diluted 100,000
fold in simulated background matrix and tested due to biosafety regulations.
¢ Known Victoria lineage.

<

a P@d viral RNA in simulated background matrix was used for avian influenza A
& es due to biosafety regulations.

d Known Yamagata lineage.

22.4 Interfering Substances Study

In a non-clinical study, potentially interfering substances that may be present in the
nasal passage and nasopharynx were evaluated directly relative to the performance
of the Xpert Xpress FIu/RSV Assay. Potentially interfering substances in the
nasal passage and nasopharynx may include, but are not limited to: blood, nasal
secretions or mucus, and nasal and throat medications used to relieve congestion,
nasal dryness, irritation, or asthma and allergy symptoms, as well as antibiotics and

antivirals. Negative samples (n = 8) were tested per each substance to determine

the effect on the performance of the sample processing control (SPC). Positive
samples (n = 8) were tested per substance with six influenza (four influenza A

Xpert® Xpress Flu/RSV
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and two influenza B) and four RSV (two RSV A and two RSV B) strains spiked

at 3X the analytical LoD determined for each strain. All results were compared

to positive and negative simulated background matrix controls. The simulated
background matrix consisted of 2.5% (w/v) porcine mucin, 1% (v/v) human whole
blood in 0.85% sodium chloride (NaCl) formulated in 1x PBS solution with 15%
glycerol, which was then diluted 1:5 in UTM. The evaluated substances are listed
in Table 14 with active ingredients and concentrations tested shown. None of the
substances caused interference of the assay at the concentrations tested in this
study. All positive and negative replicates were identified correctly using the Xpert

Xpress FIu/RSV Assay.

Table 14. Potentially Interfering Substances

in the Xpert Xpress FIu/RSV Assay

Substance/Class

Description/
Active Ingredient

Concentration @

Control

Simulated
background matrix

Tested g(_)
100% (v/b
RN

Beta-adrenergic
bronchodilator

Albuterol Sulfate

o.sﬁ»}«mL
((& lent to

e per day)

and anal

Blood Blood (Human) (:)Q' 2% (VIv)

BD™ Universal Viral Transport Media@. 100% (V/v)
Transport System \'

Remel M4® Transpo‘@ia 100% (v/v)

Remel M4RT® Transp,ort\l\/ledia 100% (V/v)

Remel M5® h@%pon Media 100% (v/v)

Remel M6® { szsport Media 100% (v/v)

Throat lozenges, -
oral anesthetiO Benzocaine, Menthol 1.7 mg/mL

\d

&

&

Purified Mucin protein
(Bovine or porcine
submaxillary gland)

2.5% (W/v)

nasal ointment

\Q‘Antibiotic,
S

Mupirocin

10 mg/mL

Saline Nasal Spray

Sodium Chloride
(0.65%)

15% (V/V)

Anefrin Nasal Spray

Oxymetazoline, 0.05%

15% (vIv)

PHNY Nasal Drops

Phenylephrine, 0.5%

15% (V/V)

Tamiflu Anti-viral drugs

Zanamivir

7.5 mg/mL

Antibacterial, systemic

Tobramycin

4 pg/mL

Zicam Nasal Gel

Luffa opperculata,
Galphimia glauca,
Histaminum
hydrochloricum Sulfur

15% (w/v)
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Description/ Concentration
Substance/Class Active Ingredient Tested
Nasal corticosteroid FIutlc_asone 5 pg/mL
Propionate

22.5 Carry-over Contamination Study

A study was conducted to demonstrate that single-use, self-contained GeneXpert
cartridges prevent carry-over contamination of negative samples if preceded by
very high positive samples in the same GeneXpert module. The study consisted
of a negative sample processed in the same GeneXpert module immediately
following a very high influenza A sample (A/Victoria/361/2011, 2x107 TCID5O/
mL) or a very high RSV A sample (A/Long/MD/26, 1x10* TCIDso/mL) spike
into a simulated background matrix. This testing scheme was repeated 20 ti 'é
on two GeneXpert modules for a total of 82 runs resulting in 40 positi QD
negative specimens. All 40 positive samples were correctly reportedas
POSITIVE; Flu B NEGATIVE; RSV NEGATIVE or Flu A NE(%VE Flu B
NEGATIVE; RSV POSITIVE. All 42 negative samples were% tly reported as
Flu A NEGATIVE; Flu B NEGATIVE; RSV NEGATIVE

\\

Competitive interference of the assay caused by @ sence of two targets in the
Xpert Xpress Flu/RSV Assay was evaluated b ng individual influenza and
RSV strains near the LoD in the presence rent influenza or RSV strains

at a higher concentration in a simulated round matrix. The concentration

of each strain at LoD ranged from Dso/mL to 1.6 TCID5¢/ mL and the
concentration of the competitive stra1 ranged from 101 TCIDs¢/mL to 10*

22.6 Competitive Interference Study

H3 strain (H3/Victoria/ 11), one (1) Flu B strain (B/Mass/2/2012), one
(1) RSV A strain (RSV*A¢/2/Australia/61), and one (1) RSV B strain (RSV-B/
Wash/1 8537/62) icates of 20 were tested for each target strain and each
competitive s mbination. The normal binomial distribution with 20 replicate
samples at is between 17 and 20 positive results based on the binomial
distributi h N=20, p=.95 (X~Bin(20,0.95)). Therefore, sets of 20 with 16 or
less p iyes would be rare and an indication of a competitive inhibitory effect due
Q%Vels of a competing analyte.

TCID5()/IT1L
Analytical competitive 1nte$\$e was assessed using one (1) seasonal Flu A

\?h Flu A/Victoria/361/2011 at a concentration of 0.8 TCIDso/mL no competitive

"

ibitory effects were observed in the presence of 1x103 TCIDso/mL of Flu B/
Mass/2/2012; 1x103 TCIDso/mL of RSV-A/2/Australia/6; or 1x10* TCIDs¢/mL of
RSV-B/Wash/18537/62.

With Flu B/Mass/2/2012 at a concentration of 0.45 TCIDs¢o/mL competitive
inhibitory effects were observed in the presence of 1x103 TCID5¢/mL of Flu A/
Victoria/361/2011. No competitive inhibitory effects were observed in the presence
of 1x10% TCIDs¢/mL of Flu A/Victoria/361/2011; 1x103 TCIDso/mL of RSV-A/2/
Australia/6; or 1x103 TCIDso/mL of RSV-B/Wash/18537/62.

With RSV-A/2/Australia/6 at a concentration of 1.1 TCIDso/mL competitive
inhibitory effects were observed in the presence of 1x103 TCIDs¢/mL of Flu A/
Victoria/361/2011. No competitive inhibitory effects were observed in the presence
of 1x102 TCIDso/mL of Flu A/Victoria/361/2011; or 1x103 TCIDso/mL of Flu B/
Mass/2/2012.
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With RSV-B/Wash/18537/62 at a concentration of 0.9 TCIDsy/mL competitive
inhibitory effects were observed in the presence of 1x102 TCIDso/mL of Flu A/
Victoria/361/2011 or 1x103 TCIDso/mL of Flu B/Mass/2/2012. No competitive
inhibitory effects were observed in the presence of 10 TCIDso/mL of Flu A/
Victoria/361/2011; or 1x102 TCIDs5¢/mL of Flu B/Mass/2/2012. When the
concentration of RSV-B/Wash/18537/62 was increased to 1.6 TCIDs¢/mL, no
competitive inhibitory effects were observed in the presence of 1x102 TCIDso/mL
of Flu A/Victoria/361/2011; or 1x103 TCIDso/mL of Flu B/Mass/2/2012.

Under the conditions of this study, internal competitive inhibitory effects were
observed on the targets (Flu A, Flu B, and RSV) in the presence of two targets for
the Xpert Xpress Flu/RSV Assay. The competitive inhibitory effect on the Xpert
Xpress Flu/RSV targets is addressed in the Limitations section of this package

. OQ%

23 Reproducibility ( )
Reproducibility was established in a multi-center, blinded study using ember
specimen panel. Testing was performed at three sites using the Gene Xpress

System using the Xpert Xpress Flu/RSV ADF v3. Re-analysis oag ata was
performed using the Xpert Xpress FIu/RSV ADF v4, no chag% sulted from the
new ADF version. Q

Xpert Xpress FIu/RSV cartridges. Each site had thr, rators, who tested each
panel twice each day. Results are summarized in Fable 15.

Table 15. Summary of Rep&ucibility Results

Testing was conducted for five (not necessarily con:G@) days, with one lot of
0

Site 1 Site 3 %Total
Titer of 7 Agree-
Sample Virus ment
(TCIDs0 | 651 | op2 | Op3 | site op2 | op3 | site | op1 | Op2 | op3 | site Sby
/mL) am-
plea
Ne 0 100% | 100% | 100% 1% 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% [ 100%
9 (10/10) | (10/10) | (10/10) L(30/30Y| (10/10) | (10/10) | (10/10) | (30/30) | (10/10) | (10/10) | (10/10) | (30/30) | (90/90)
N
FLISV/: 075 | 100% | 100% ,9(@\;6.7% 70.0% | 100% | 100% | 90.0% | 70.0% | 100% | 88.9% | 86.2% | 91.0%
Pos ' (10/10) | (10/10 (29/30) | (7/10) | (10/10) [ (10/10) | (27/30) | (7/10) | (10/10)| (g/9)° | (25/29) | (81/89)
T\'AL;Q 15 | 100% 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100%
Pos ' (10/10)‘\ /%) | (10/10) | (30/30) | (10/10) | (10/10) | (10/10) | (30/30) | (10/10) | (10/10) | (10/10) | (30/30) | (90/90)
Nd
FL'EWB 0.2 @ 100% | 90.0% | 93.3% | 100% | 100% | 90.0% | 96.7% | 100% | 70.0% | 100% | 90.0% | 93.3%
Pos : I10) | (10/10) | (9/10) |(28/30)|(10/10) | (10/10) | (9/10) | (29/30) | (10/10) | (7/10) | (10/10) | (27/30) | (84/90)
LN
T\'A‘;f 0\4 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100%
Po | (1010) [ (10/10) | (10/10) | (30/30) | (10/10) | (10/10) | (10/10) | (30/30) | (10/10) | (10/10) | (10/10) | (30/30) | (90/90)
" 14 | 800%|90.0% | 100% |90.0% | 100% | 80.0% | 100% | 93.3% | 90.0% | 80.0% | 100% |90.0% | 91.0%
h ' (8/10) | (9/10) [(10/10) | (27/30) | (10/10) | (8/10) | (10/10) | (28/30) | (9/10) | (8/10) [(10/10)|(27/30)| (82/90)
,F\{Ai\é 5o | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100% | 100%
Pos “|(10/10) [ (10/10) | (10/10) | (30/30) | (10/10) | (10/10) | (10/10) | (30/30) | (10/10) | (10/10) | (10/10) | (30/30) | (90/90)
a Agreement calculated based on expected result: Negative for Negative (targeted
positivity: 0%); Positive for Low Pos (targeted positivity: 95%) and Mod Pos (targeted
positivity: 100%) samples.
b One sample 2x indeterminate (Flu A Low Pos).
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The reproducibility of the Xpert Xpress FIlu/RSV test was also evaluated in terms
of the fluorescence signal expressed in Ct values for each target detected. The
mean, standard deviation (SD), and coefficient of variation (CV) between-sites,
between-days, between-lots and between-operators for each panel member are
presented in Table 16.

Table 16. Summary of Reproducibility Data

Between- Between- Between- Within- Total
Assay Mean Site Day Operator Assay
Sample | Channel | N2 ct oV oV oV oV oV
(Analyte)
SOl ) |52 ) [ SP| ) | PP ) | PP | %)
Neg | SPC | 90| 322 02| 06 [02] 06 |02 07 [o04 | 14 [o06 | 18
Flu A A |80 | 364 |01 04 | 0 0 0 o | 18| 49 | 18
Low Pos
Flu A
S A |90 | 337 |01 | 02 | 0 0 0 o |oel| 17 C) h
FluB B 8a | 358 | o 0 0 o |os| 18 | 15| 4 16 | 45
Low Pos
W\
FluB
B 1B |90 | 337 | o | 01 [o1| 04 |0 0 0.&\\ % |06 | 17
RSV O
L RSY | Rsv |82 368 |07 | 20 [ 01| 04 | O oX» 1| 29 | 13| 38
RSV | Rsv | 90| 331 | o | 01 [02] 06 O | os| 14 |05 15
Mod Pos )

<

a Results with non-zero Ct values of 90. @.

o
24 CLIA Waiver Studies %

The accuracy of the Xpert Xpress Elu/RSV test was evaluated when it was used
by operators who had no lab Q%rzl experience and who were representative

of CLIA waived testing sit@t ded users). The study was conducted at 14
CLIA waived sites Wit@1 tended users participating. No training on the use of
the test was provided to'th¢ operators. Testing included prospectively collected
NS and NP swab é@nens, described above in the section titled “Performance
Characteristics ting was performed on the GeneXpert Xpress System using

the Xpert X lu/RSV ADF v3. The data shown below represents a re-analysis
of the ori data using the Xpert Xpress Flu/RSV ADF v4. The new analysis
showed mynimal impact on clinical results. As a result of the re-analysis, 7 samples

th& iously had valid results changed to invalid.
@ pert Xpress Flu/RSV test results generated by intended users at CLIA

Xaived sites were compared with results obtained by an FDA cleared molecular

assay for the detection of influenza A, influenza B and RSV as the comparator
methods for this study. The positive percent agreement (PPA) and the negative
percent agreement (NPA) between the Xpert Xpress FIu/RSV test results and the
comparator method test results, are presented in the tables below, including the
95% confidence intervals (95% CI). There were fourteen samples that generated
indeterminate results that are not included in the calculations presented below. The
percent of indeterminate results was 0.4% (14/3279) with 95% CI: 0.3-0.7%.
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Table 17. Performance of Xpert Xpress FIu/RSV
test vs. Comparator (Influenza A)—NS Specimens

Total 95% 95%
Number of PPA Confidence NPA Confidence
Samples Interval Interval
98.9% 97.5%
1598 (186/188) 96.2-99.7 (1375/1410) 96.6-98.2

Table 18. Performance of Xpert Xpress FIU/RSV
test vs. Comparator (Influenza B)—NS Specimens

D

Total 95% 95%
Number of PPA Confidence NPA Confidence
Samples Interval Interv?l. c
98.4% 99.3%
1598 (63/64) 91.7-99.7 (1523/1534) 917&%)

Table 19. Performance of Xpert Xpress Fli

RSV test vs. Comparator (RSV)—NS Spe lq

”Q\\U

Total 95% 95%
Number of PPA Confidence @ﬁ Confidence
Specimens Interval % Interval

98.2% x| “99.1%
1543 (269/274) 95.8-99.6 '(1257/1269) 98.4-99.5

Table 20. Performance of Xpert Xpress FIu/RSV test
vs. Comparator (In{;@za A)—NP Swab Specimens

Total Y 95% 95%
Number of PPAO Confidence NPA Confidence
Samples Interval Interval
’@.6% 98.2%
1667 ,\4'3200 1205) | 944990 | 4agiigen) | 974988

&

3
21. Performance of Xpert Xpress FIU/RSV test
g\Qs Comparator (Influenza B)—NP Swab Specimens

A‘
N\otal 95% 95%
NNumber of PPA Confidence NPA Confidence
C’ Samples Interval Interval
97.3% 99.6%
1667 (71/73) 90.5-99.2 (1587/1594) 99.1-99.8

Table 22. Performance of Xpert Xpress FIU/RSV Assay
vs. Comparator NP Swabs (RSV)—NP Swab Specimens

Total 95% 95%
Number of PPA Confidence NPA Confidence
Specimens Interval Interval

98.2% 98.5%
1560 (275/280) 95.9-99.2 (1261/1280) 97.7-99.0
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A study was conducted to evaluate the performance of the Xpert Xpress Flu/RSV
test with weakly reactive samples when used by untrained users. Randomized
blind-coded panels, containing negative and low positive (at the limit of detection
{LoD} or assay cutoff) influenza A, influenza B and RSV specimens, were tested
with the Xpert Xpress Flu/RSV Assay by nine untrained users at 3 sites (90 tests
in total per sample type). The panel testing was conducted over a minimum of
five days at each site. Testing was performed using the GeneXpert Xpress System
using the Xpert Xpress Flu/RSV ADF v3. Re-analysis of the data was performed
using the Xpert Xpress Flu/RSV ADF v4, no changes resulted from the new ADF
version.

Table 23 shows the performance of the test with samples near the cutoff of the
assay for influenza A and influenza B and RSV in the hands of untrained users.

Table 23. Performance of the Xpert Xpress FIuU/RSV Assay
with Samples Near the Cutoff of the Assay for Influenz O
A, Influenza B, and RSV by Untrained Intended Operatc@

Untrained Operators . ‘6
Sample Type Titer of Virus Percent ¥ Q\:) n?‘isc:/eonce
(TCIDso/mL) Detection \> Interval
. 100-
Negative 0 (9 95.9-100.0
(
Influenza A ?‘ o
Low Positive 0.75 O\' (811-/%3’) 83.3-95.4
(at LoD)? es
Influenza B Low s 93.3%
Positive (at LoD) ' (84/90) 86.2-96.9
RSV Low - 91.1%
Positive (at LoD) 0\1 (82/90) 83.4-95.4

X
a One sample (F, ow Pos) was indeterminate upon initial and repeat test.

x>

Flex Stu @'
Using '&alysis as a guide, flex studies were conducted on Xpert Xpress Flu/
R \@\he GeneXpert Xpress System. The testing evaluated numerous sources

ential human errors and environmental factors that could affect the accuracy
&sults, including those related to sample handling, reagent handling, extremes
of operational conditions, and the operation of the GeneXpert Xpress System. The
studies demonstrated that the test and the GeneXpert Xpress System are robust to
the usage variation and environmental factors that may be encountered.
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26 Cepheid Headquarters Locations

Corporate Headquarters

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089
USA

Telephone: + 1 408 541 4191
Fax: + 1408 541 4192
www.cepheid.com

European Headquarters

Cepheid Europe SAS OQ*

Vira Solelh
81470 Maurens-Scopont O

France 6
Telephone: + 33 563 825 300 \\@

Fax: + 33 563 825 301 O
www.cepheidinternational.com 56
27 Technical Assistance g)o

|

Before contacting Cepheid Technical Support@i ect the following information:

* Product name \

* Lot number O

* Serial number of the instrument%

* Error messages (if any) ’

* Software version and, if able, Computer Service Tag number

s O

Telephone: + 1 888 3222
Email: techsu@cepheid.com

O

France
Telep @33 563 825319

E upport@cepheideurope.com

@tact information for all Cepheid Technical Support offices is available on our
ebsite: www.cepheid.com/en_US/support/contact-us.

<
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28 Table of Symbols

Symbol Meaning

REF Catalog number

IVD In vitro diagnostic medical device

® Do not reuse

LOT Batch code

i Consult instructions for use

d Manufacturer

@ Country of manufacture

W Contains sufficient for n tests \\K)

@
Control (5\\'
g Expiration date N
O
Temperature limitation
i 2
éj@) Biological risks O
Caution 2/ N

A ©

@ WarnH

F%lefcription use only

D

E

@)

ep

O

N
&
&

0 Ibbean Drive

Shgnyvale, CA 94089

{Ysa

QOTelephone: + 1408 541 4191
Fax: + 1408 541 4192

www.cepheid.com

VD

-
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29 Revision History
Description of Changes: 302-2296, Rev. A to Rev. B

Purpose: Updates to the Instructions for Use

Section Description of Change
Trademark, |Updated to current legal standards.
Patents and
Copyright
Statements
8 Updates to the Materials Required but Not Provided
section.
10.2 Updates to the Warnings in the Specimen section. Q
12 Updates to the Specimen Collection, Transport alg\)
Storage section.
29 Addition of the Revision History section ar@e}@
Throughout |Updates to the formatting and design of‘b@FU

B
S

QO
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