IVD

GeneXpert® Xpress Il and IV

User’s Guide

In Vitro Diagnostic Medical Device

//C‘e,oheid@

A better way.



GeneXpert® Xpress System

- < '
. !
— ey

User’s Guide

Xpress Software Version 5.1

//Ce,oheid@

IVD 301-6994, Rev. C December 2018







Legal Information

Warranty

The following information constitutes the Product-specific warranties referenced in the purchase
agreement (typically bearing a title such as “Purchase Agreement” or “Sales Agreement”) under
which the GeneXpert® Instrument was purchased and the Software described herein was licensed
from Cepheid®.

Purchaser must not alter or remove any labels, signs, symbols, serial numbers, copyright, patent,
trademark, trade secret, proprietary and/or other legal notices contained on or in this Manual, the
GeneXpert Instrument, GeneXpert Software, and related documentation.

GeneXpert Limited Warranty

Cepheid warrants that (i) the GeneXpert Instrument (the “Instrument”) is free from defects in material
and workmanship, (ii) the Instrument together with the GeneXpert Dx and Xpress System Software
(the “Product”) conforms to Cepheid's published specifications, and (iii) the Product conforms to the
labeling claims that accompany the Instrument. This Warranty is for a period of 12 months from the
date of shipment to the Purchaser (the Warranty Period). During the Warranty Period, if the
Instrument's hardware is found to be defective or if the Product is found to be non-conforming under
item (ii) or (iii) above, Cepheid will repair or replace it, at a site determined by Cepheid at Cepheid's
expense. This warranty extends to Purchaser only and not to any other parties, except as agreed to
in writing by Cepheid, and applies only to new products manufactured by Cepheid.

Cepheid does not warrant any defects in the Instrument caused by (i) improper installation, removal
or testing, (ii) Purchaser's failure to provide a suitable operating environment for the Instrument, (iii)
use of the Instrument for purposes other than that for which it was designed, (iv) unauthorized
attachments, (v) unusual physical or electrical stress, (vi) modifications or repairs done by other than
Cepheid or a Cepheid authorized service provider, or (vii) any other abuse, misuse, or neglect of the
Instrument. The Instrument is designed and certified with applicable regulatory authorities as part of
an integrated instrument/reagent/consumable system. Use of unapproved parts, reagents or other
materials with the Instrument will void any warranty and any service contract between Cepheid and
the Purchaser that pertains to the Instrument.

OTHER THAN ANY EXPRESS WARRANTY PROVIDED IN THE ORIGINAL PURCHASE
AGREEMENT WITH CEPHEID, THERE ARE NO WARRANTIES WHICH EXTEND BEYOND THE
FACE HEREOF, AND CEPHEID DISCLAIMS ALL OTHER REPRESENTATIONS AND
WARRANTIES, WHETHER EXPRESS OR IMPLIED, REGARDING THE PRODUCT, INCLUDING
ANY IMPLIED WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR
PURPOSE. CEPHEID AND ITS DIRECTORS, OFFICERS, EMPLOYEES AND AGENTS SHALL
HAVE NO LIABILITY FOR GENERAL, CONSEQUENTIAL, INCIDENTAL OR SPECIAL DAMAGES
ARISING FROM A DEFECT IN THE INSTRUMENT. FURTHERMORE, CEPHEID SHALL HAVE NO
STRICT LIABILITY, PRODUCTS LIABILITY OR NEGLIGENCE LIABILITY, WHETHER ACTIVE OR
PASSIVE, AS TO THE PURCHASER.

Purchaser's exclusive remedy for any defective Instrument or non-conforming Product is limited to
the repair or replacement of any defective Instrument. If Cepheid cannot or does not repair or
replace a defective Instrument or non-conforming Product, Cepheid will remove same and return the
purchase price. If Cepheid cannot or does not repair or replace any defective Instrument or non-
conforming Product or if Purchaser's exclusive remedy fails of its essential purpose, Cepheid's
entire liability shall in no event exceed the purchase price for any defective Instrument or non-
conforming Product.
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Legal Information

Cepheid GeneXpert Dx System and Xpress Software License Agreement

Cepheid is the exclusive owner of the Cepheid GeneXpert Dx and Xpress System Software
programs (the "Software"), related documentation and physical media, and of all copyright, trade
secret, patent, trademark and other intellectual or industrial property rights therein. Physical media
and copies of the Software, whether in diskette, tape, paper or other form, shall remain the property
of Cepheid, and such copies are deemed to be on loan to Purchaser during the term of the License
granted hereby. Purchaser expressly acknowledges that no title to or ownership of the Software, or
any copy or portion thereof, is transferred to Purchaser. The ideas and expressions thereof
contained in the Software are confidential, proprietary information and trade secrets of Cepheid that
are provided to Purchaser. Purchaser shall not cause or permit decompilation, disassembly, or
reverse engineering of the Software or disclosure, copying, display, loan, publication, transfer of
possession (whether by sales, exchange, gift, operation of law or otherwise) or other dissemination
of the Software and related documentation, in whole or part, to any third party without the prior
written consent of Cepheid.

License Grant: Cepheid grants Purchaser a non-exclusive, non-transferable license (the "License")
to use only one (1) copy of the Software on the computer provided by Cepheid with the GeneXpert
Instrument(s) and connected to the GeneXpert Instrument(s), and to make only one (1) copy solely
for back-up purposes. Purchaser shall not otherwise copy and shall not modify, duplicate, translate,
disassemble, or decompile the Software without Cepheid's prior written consent. If the Software is
used on a computer other than the one provided by Cepheid for the GeneXpert Instrument, Cepheid
will not guarantee performance and cannot provide technical support for problems arising therefrom.
Purchaser may not use this single-user product on a network. This License entitles Purchaser to use
toll-free telephone support as provided by Cepheid. This License is effective until terminated.
Cepheid may terminate this License if Purchaser fails to comply with any of the terms or conditions
of this License or of the original purchase agreement. If this License is terminated, Purchaser must
destroy all copies of the Software and its related documentation.

For Government Purchasers, the Software is commercial computer software subject to restricted
rights under FAR 52.227-19 (C) (1, 2).

NO OTHER RIGHTS ARE CONVEYED EXPRESSLY, BY IMPLICATION OR BY ESTOPPEL TO
ANY OTHER PATENTS. FURTHERMORE, NO RIGHTS FOR RESALE ARE CONFERRED WITH
THE PURCHASE OF THIS PRODUCT.

Trademark and Copyright Statements

Cepheid®, the Cepheid logo, GeneXpert®, Xpress and I-CORE® are trademarks of Cepheid.
Ethernet® is a registered trademark of Xerox Corporation.

Microsoft® and Windows® are registered trademarks of Microsoft Corporation.

All other trademarks are the property of their respective owners.

This Manual contains information protected by copyright. No part of this Manual may be photocopied
or reproduced in any form without prior written consent from Cepheid.

© Cepheid 2018. All rights reserved.
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Legal Information

Disclaimers

All examples (printouts, graphics, displays, screens, etc.) are for information and illustration
purposes only and shall not be used for clinical or maintenance evaluations. Data shown in sample
printouts and screens do not reflect actual patient names or test results. Labels depicted in the
manual may appear different from actual product labels. Cepheid makes no representations or
warranties about the accuracy and reliability of the information contained in the GeneXpert Xpress
System User’s Guide. The information was developed to assist the user in the operation of the
GeneXpert Xpress system. Updates to this GeneXpert Xpress System User’s Guide may be issued
periodically and should be maintained with this original manual.

Part 15 Compliance

This equipment has been tested and found to comply with the limits for a Class A digital device,
pursuant to part 15 of the FCC Rules. These limits are designed to provide reasonable protection
against harmful interference when the equipment is operated in a commercial environment. This
equipment generates, uses, and can radiate radio frequency energy and, if not installed and used in
accordance with the instruction manual, may cause harmful interference to radio communications.
Operation of this equipment in a residential area is likely to cause harmful interference in which case
the user will be required to correct the interference at his own expense.

California Proposition 65 Warning

This instrument may contain chemicals known to the State of California to cause cancer and birth
defects or other reproductive harm.
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Preface

Warning

A\

Caution

A\

Important

Note

About This Guide

The GeneXpert Xpress System User’s Guide describes the user operation and
maintenance of the GeneXpert Xpress system. Information is provided about safely
using the system with the GeneXpert Xpress software and performing maintenance.
Information about the antivirus software and its operation is also included.

Safety Information

Chapter 2 provides important safety information that you should use when operating the
GeneXpert instrument. Read and understand the safety information thoroughly before
you begin operating the instrument. Make sure you follow the precautionary statements
presented in this guide:

A warning indicates a possibility of adverse reactions, injury or death to the user or other
persons if the precautions or instructions are not observed.

A caution indicates that damage to the system, loss of data or invalid results could occur if
the user fails to comply with the advice given.

An important note highlights information that is critical for the completion of a task or the
optimal performance of the system.

A note identifies information that is useful for completion of a task or identifies information that
applies only in specific cases.

The warnings and cautions always use the same keyword but the icon may change to
more clearly indicate the type of hazard.

Related Documents
For other information outside the scope of this document, see the following publications:

. GeneXpert Xpress System Getting Started Guide (P/N 301-7046 for a system
with the GeneXpert Xpress Il and P/N 301-7047 for a system with the GeneXpert
Xpress IV)

. Assay Quick Reference Instructions

. Assay Package Insert

GeneXpert Xpress System User’s Guide
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Preface

Table of Symbols

The following symbols are used in this manual and on the instrument labels:

Symbol

Meaning

IVD

in vitro diagnostic medical device

N\
m

CE marking — European Conformity

Separate collection for electrical and electronic equipment waste per Directive
2002/96/EC in the European Union

Manufacturer

Caution

Biological risks

B> R

This type of symbol indicates a possibility of loss of data or data corruption if
proper procedures are not followed. Read any additional information following
the symbol to avoid the data loss.

Cepheid Headquarters Locations

Corporate Headquarters European Headquarters
Cepheid Cepheid Europe SAS

904 Caribbean Drive Vira Solelh

Sunnyvale, CA 94089-1189 81470 Maurens-Scopont
USA France

Telephone: +1 408.541.4191 Telephone: +33 563 825 300
Fax: +1 408.541.4192 Fax: +33 563 825 301

www.cepheid.com

www.cepheidinternational.com

viii
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Preface

Technical Assistance

Before contacting Cepheid Technical Support, collect the following information:

Product name

Lot number

Serial number of the instrument

Error messages (if any)

Software version and, if applicable, Computer Service Tag number

Region Telephone Email

us +1 888.838.3222 TechSupport@cepheid.com
Australia and +1800 130 821 .

New Zealand + 0800 001 028 techsupportANZ@cepheid.com

Brazil and Latin America

+55 11 3524 8373

latamsupport@cepheideurope.com

China +86 400 821 0728 techsupportchina@cepheid.com
France +33 563 825 319 Support@cepheideurope.com
Germany +49 69 710 480 480 | Support@cepheideurope.com

India, Bangladesh, Bhutan,
Nepal, and Sri Lanka

+91 11 48353010

techsupportindia@cepheid.com

Italy

+39 800 902 567

Support@cepheideurope.com

South Africa

+27 861 22 76 35

Support@cepheideurope.com

United Kingdom

+44 3303 332 533

Support@cepheideurope.com

Belgium, Netherlands, and
Luxembourg

Other European, Middle East
and African countries

+33 563 825 319 Support@cepheideurope.com

+33 563 825 319
+971 4 253 3218

+1 408.400.8495

Support@cepheideurope.com

Other countries not listed above TechSupport@cepheid.com

Contact information for other Cepheid offices is available on our website at
www.cepheid.com or www.cepheidinternational.com under the SUPPORT tab. Select the
Contact Us option.
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1 Introduction

The GeneXpert Xpress System is designed for touchscreen operation. A keyboard, mouse and

Note stylus may be used, but are not required or supplied.
GeneXpert Dx software version 5.1 supports Microsoft Windows 7, and Windows10 operating
Note systems. All screens shown in this guide are from GeneXpert Xpress software version 5.1 and were
correct at the time of publication. If a different version of software is installed on the system, screens
may vary from those shown. If the software version does change, a technical update will be sent.
Note For assistance, see the Technical Assistance section in the Preface of this document.

1.1 Intended Use

The GeneXpert Xpress System platform automates and integrates sample preparation,
nucleic acid extraction and amplification, and detection of the target sequence in samples
using real-time PCR and reverse transcriptase PCR (RT-PCR) with Cepheid in vitro
diagnostic use assays. The GeneXpert Xpress System can be used in the laboratory or
point-of-care settings.

Refer to assay-specific package insert for details on specific tests.

1.2 Software Installation

The GeneXpert Xpress System comes with the software pre-installed. If it is necessary to
reinstall software or install a software update, contact Cepheid Technical Support. See
the Technical Assistance section in the Preface for contact information.

1.3 System Components

Cepheid tested and qualified the GeneXpert Xpress system components to provide
optimal performance. See Figure 1-1, GeneXpert Xpress System Components.

Altering computer settings, pre-installed software, or replacing system components without
guidance from Cepheid can result in the loss of data, impact system performance, damage
Caution the instrument, and void your warranty.

A Do not install non-approved software.

DO NOT turn off the GeneXpert or the computer when a test is in progress because it will
terminate the test.
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Caution

AN

Barcode Scanner (one of the two options)

1.4

Note

Note

It is highly recommended that a surge protector (not provided) be connected to a properly
grounded circuit. Make sure the system is connected properly to the surge protector.

Using a hon-grounded circuit can cause damage to the system.

GeneXpert Xpress IV and Il Instruments

Computer and Stand

Figure 1-1. GeneXpert Xpress System Components

For systems using the GeneXpress Il system, please refer to Section 3, Operation -
GeneXpert Xpress II or for the GeneXpress IV system, please refer to Section 4,
Operation - GeneXpert Xpress IV.

LIS Uploads

Only LIS uploads are supported on this system.

An Ethernet® adapter is provided for uploading LIS files. The adapter is packaged separately in an
accessories box.

Please contact your local IT/LIS administrator first for assistance in configuring your
system for LIS uploads or connecting the Ethernet adapter. Refer to the GeneXpert
Xpress System Getting Started Guide (P/N 301-7046 for the system with the GeneXpert
IT and P/N 301-7047 for the system with the GeneXpert IV) for further information
about connecting the Ethernet adapter.

If further assistance is required, contact Cepheid Technical Support. See the Technical
Assistance section in the Preface for contact information.

GeneXpert Xpress System User’s Guide
301-6994, Rev. C December 2018



Introduction

Cepheid recommends to always confirm that LIS uploaded results match GeneXpert results after
any changes to the GeneXpert or host system, including, but not limited to, changes to the following:
» GeneXpert Xpress software version

Note » GeneXpert assay definition files and version
» GeneXpert host communication settings
» Host middleware software or configuration changes
« LIS software or configuration changes

1.5 Antivirus Software

The GeneXpert Xpress system computer running Windows 7 is provided with pre-installed
Norton Security™ AntiVirus software. Do not install or use other virus protection products.

Caution Doing so can prevent data collection. See Appendix C for additional antivirus information.
A The GeneXpert Xpress system computer running Windows10 is provided with pre-installed
Windows Defender AntiVirus software. Do not install or use other virus protection products.

Doing so can prevent data collection.

1.6 Network Connection

Do not change the Internet Protocol (IP) settings for the Ethernet connection to the

Caution GeneXpert Xpress instrument. Changing the IP settings can cause instrument
communication failure.
Do not unplug the Ethernet cable from the computer after starting the GeneXpert Xpress
software.

1.7 Windows® User Accounts

The GeneXpert Xpress system computer is configured for a Cepheid user account. You
must log on as the Cepheid user to operate the system. When logging on for the first
time, use the following:

. User name: Cepheid-Admin

. Password: cphd

Caution
Do not change the Cepheid user profile. Changing the profile can cause loss of data during a
GeneXpert Xpress System User’s Guide 1-3
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1.8 Software Buttons, Icons and Symbols

The following table is a short description of the most common buttons icons and
symbols encountered in the GeneXpert Xpress software.

Table 1-1. Software Buttons, Icons and Symbols

Symbol Definition

Home - Go to the Home screen.
HOME

@ Exit - Exit the GeneXpert Xpress Software.
-

Indicates a module that is available to run a test.

Module available

Indicates a module with test in progress.

Test in progress
touch for status

Indicates a module with test complete.

Test complets,
touch to continue:

CANCEL Cancel Test- Cancels the current test.
TEST
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Table 1-1. Software Buttons, Icons and Symbols (Continued)

Symbol Definition

_
'PRINT RESULT @ Print Result- Print the result of the assay or test.
|

OC QC- Navigate to the Quality Control page, (only present if QC Lockout has been enabled).

Sign Out- signs the current user out of the software, (only present if User Login has been

SIGN OUT [y

1.9 Creating Patient/Sample IDs

The character limit for a sample ID is 25 characters. Invalid characters which may not be
used in a sample ID are \/:* 2 <> “ |.
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2.1

Safety Labels on the Instrument

Table 2-1 lists the electrical labels that you will find on the GeneXpert Xpress
instrument.

Table 2-1. Electrical Labels on the Instrument

Label

Description

Indicates the on position of the main power switch.

Indicates the off position of the main power switch.

Indicates the designated connector either receives or delivers alternating current or
voltage.

2.2

Warning

b

Electrical Safety

ELECTRICAL HAZARD: Do not attempt to open or remove the instrument covers. Doing so
can expose you to electrical hazards and result in significant injury or death. If any liquid
were to be spilled into the instrument, unplug the instrument and contact Cepheid Technical
Support for instructions.

2.3

Biological Risks

The GeneXpert Xpress instrument enclosure is designed to protect you from electrical
shock hazards. Under normal operating conditions, you are protected from electrical
shock hazards.

Biological Hazard Safety

Treat all biological specimens, including used cartridges, as capable of transmitting
infectious agents. Because it is often impossible to know what might be infectious, all
biological specimens should be treated with standard precautions. Guidelines for specimen
handling are available from the U.S. Centers for Disease Control and Prevention and the
Clinical Laboratory Standards Institute.
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2.4 Chemical Safety

. Follow standard laboratory safety procedures for working with chemicals.

Biological specimens, transfer devices, and used cartridges should be considered capable
of transmitting infectious agents requiring standard precautions. Follow your institution’s

Warning 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 and used cartridges should
be disposed per WHO [World Health Organization] medical waste handling and disposal
guidelines.

. Safety Data Sheets (SDS) for all reagents used with this system are available upon
request from Cepheid Technical Support, and are available on Cepheid's websites
(www.cepheid.com and www.cepheidinternational.com).

. Refer to the Cepheid website for additional environmental health and safety
information on Cepheid products.

2.5 Environmental Data

. Recyclability of GeneXpert Xpress System: the WEEE mark is affixed to Cepheid
electronic products.

. It is recommended to retain packaging materials. The materials may be useful for
repackaging any items for re-shipment to Cepheid.

. Additional information on the above, including EU and country directives
concerning packaging, energy consumption, RoOHS, REACH, Prop. 65, etc. can be
obtained by contacting Cepheid Technical Support: techsupport@cepheid.com.
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3 Operation - GeneXpert Xpress Il

This chapter describes how to run tests using the GeneXpert Xpress II instrument in the
normal system configuration as shipped from Cepheid. In this configuration:

. No passwords are required to run tests
. No special user accounts have been created
. Quality Control (QC) lockout has not been enabled

. The computer has been set up in tablet mode as described in Appendix A and is on
the computer stand

. All cables have been have been connected as described in the GeneXpert Xpress 11
Getting Started Guide (P/N 301-7046)

If passwords and user accounts are required or QC lockout is required, an administrator
must perform the setup instructions shown in Chapter 5, Administrative Tasks before the
GeneXpert Xpress II is used to run tests.

For information on signing in (if user accounts are required), see Section 3.6, User Sign
In and Sign Out (Optional). For more information on Quality Control or QC Lockout
features, see Section 3.7, Quality Control Lockout (Optional).

To aid in using the GeneXpert Xpress II, see the following reference documents:

. GeneXpert Xpress II Getting Started Guide (P/N 301-7046), shipped with the
system.

. Assay Quick Reference Instructions, shipped with the assay lot.

3.1 Starting the GeneXpert Xpress Il and GeneXpert Xpress
Software

This section describes how to power up and log onto the system.

1. Turn on the GeneXpert Xpress Il instrument. The power switch is located on the
back of the instrument. Press the switch to the ON (I) position. See Figure 3-1. After
power has been turned on, the blue light on the front of the instrument will be ON.

2. Turn on the computer by sliding or pressing the power switch on the side of the
computer. See Figure 3-2.

On start-up, the Windows screen may be in the wrong orientation for tablet mode. Please wait until

Note the screen re-adjusts itself.
N If the printer will be required, power it on following the instructions in the user manual that was
ote : . !
provided with the printer.
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Power Switch
(Turn to | Position)

Blue Power Light
Turns ON

Figure 3-1. Turn on Instrument

Press Power Button

Power Switch

Slide Toward Front

Figure 3-2. Turn on Computer
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3. Wait for the system to boot.

On Windows 7, the Windows Account screen appears. See Figure 3-3.

On Windows 10, the Windows Lock screen appears. See Figure 3-4. Touch
anywhere on the screen and swipe up to display the Windows Account and
Password screen. See Figure 3-6.

4. On the Windows Account screen, select the Cepheid user account (see Figure 3-3
and Figure 3-6).

On Windows 7, the Windows Password screen appears. See Figure 3-5.

On Windows 10, the Cepheid user account password field appears. See
Figure 3-6.

Figure 3-3. Windows 7 Account Screen
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10:08

Thursday, Septefnber 14

Figure 3-4. Windows 10 Lock Screen

The initial login password is provided below. You will be required to change the
password upon first login. Do not change the user name or profile settings. When
logging on, use the following:

e Account name: Cepheid-Admin
e Password: cphd

5. On the Windows Password screen (see Figure 3-5 and Figure 3-6), enter the
password and touch the arrow next to the password field. The default password is
cphd and must be changed upon initial login (as instructed by the software). After
the password has been changed by the system administrator, enter the assigned
password for future logins.
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Figure 3-6. Windows 10 Account and Password Screen
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6. The Windows Welcome screen will be displayed for a short time followed by the
Windows desktop. After the Windows desktop is displayed, the GeneXpert Xpress
software will load.

xGe eXpert

n
PRESS SOF TWARE

Welcome To Touch Screen Xpress System

TOUCH HERE
TO BEGIN

Figure 3-7. GeneXpert Xpress Welcome Screen

7. The GeneXpert Xpress splash screen will be displayed for a short time and then the
GeneXpert Xpress Welcome screen will be displayed (see Figure 3-7). Touch the
TOUCH HERE TO BEGIN button. The GeneXpert Xpress Home screen will be
displayed. See Figure 3-8.

If user accounts have been set up, refer to Section 3.6, User Sign In and Sign Out (Optional) for

Note information on signing in and out.
Note The Home screen shown in Figure 3-8 may initially show only the VIEW PREVIOUS TESTS button
until the instrument initializes. The RUN NEW TEST button should be displayed within 3 minutes.
The instrument is now initialized and is ready to run tests. See Section 3.2, Starting a
Test.
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GeneXpert®
Genoxeer . Home e @

RUN VIEW

PREVIOUS
NEW TEST TESTS

Zc.‘ephefd.

Figure 3-8. GeneXpert Xpress Il Home Screen

3.2 Starting a Test

Read the package insert provided with the cartridges for more information. Instructions showing how

Note to prepare the sample and the cartridge are shown on-screen in videos as well as in the following
procedure.
Important After adding the sample to the cartridge, start the test within the timeframe indicated in the

assay package insert.

This section uses the Xpert Xpress FIu/RSV assay as an example. Other assays may have minor

Note differences.

This section describes how to run a test using the GeneXpert Xpress instrument.

1. Touch the RUN NEW TEST button on the Home screen (see Figure 3-8). The Enter
Patient/Sample ID screen is displayed. See Figure 3-9.

The Patient/Sample ID is a unique identifier that links the sample being processed to the patient that

Note provided the sample.

2. Check the patient sample for a Patient/Sample ID barcode.

A. If there is a Patient/Sample ID barcode, touch the YES button on the Enter
Patient/Sample ID screen. The Step 1 of 7 Scan Patient/Sample ID screen will
be displayed. See Figure 3-10.
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B. Asshown on the screen, use the barcode scanner to scan the Patient/Sample ID.
The Step 2 of 7 Confirm Patient/Sample ID screen will be displayed. See
Figure 3-12.

C. Verify that the Patient/Sample ID on the Step 2 of 7 Confirm Patient/Sample ID
screen matches the Patient/Sample ID on the sample (see Figure 3-12). If it
matches, touch the YES button. If it does not match, then touch the NO button.
The Step 1 of 7 Scan Patient/Sample ID screen will be displayed.

See Figure 3-10. You can either scan the barcode again or touch the NO button
and enter the barcode manually.

or

A. If there is no Patient/Sample ID barcode, touch the NO button on the Enter
Patient/Sample ID screen (see Figure 3-9). The Step 1 of 7 Enter Patient/
Sample ID screen will be displayed. See Figure 3-11.

B. As shown on the screen, use the touchscreen keypad to manually enter the
Patient/Sample ID and touch the OK button. The Step 2 of 7 Confirm Patient/
Sample ID screen will be displayed. See Figure 3-12.

C. Verify that the Patient/Sample ID on the Step 2 of 7 Confirm Patient/Sample ID
screen matches the Patient/Sample ID on the sample. If it matches, touch the
YES button. If it does not match, then touch the NO button and re-enter the
Patient/Sample ID.

CANCEL

Genexeert’ . Enter Patient/Sample ID i

Please check the patient sample.

Do you find a barcode on the patient sample?

ZCephefd.

Figure 3-9. Enter Patient/Sample ID Screen
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Genexpert”  Step 1 of 7 - Scan Patient/Sample ID i

Patient/Sample ID is successfully scanned when you hear the beep

ZC‘ephe:’d.

Figure 3-10. Step 1 of 7 - Scan Patient/Sample ID Screen

Genexpert . Step 1 of 7 - Enter Patient/Sample ID

Enter Patient/Sample ID

= | ! @ | | | | | | | | "+ [eackspace
3 z \
X

CAPS LOCK

ZC‘ephe:’d.

Figure 3-11. Step 1 of 7 - Enter Patient/Sample ID Screen

GeneXpert Xpress System User’s Guide 39
301-6994, Rev. C December 2018



Operation - GeneXpert Xpress Il

Genaxoert®  Step 2 of 7 - Confirm Patient/Sample ID “Test

Please confirm if you have entered the correct Patient/Sample ID?

0436831098

Zc.‘ephefd.

Figure 3-12. Step 2 of 7 Confirm Patient/Sample ID Screen

3. After confirming that the Patient/Sample ID is correct, the Step 3 of 7 Scan
Cartridge Barcode screen will be displayed (see Figure 3-13). Select the cartridge
with the sample and use the barcode scanner to scan the cartridge label. When you
hear the beep, the cartridge barcode has been scanned and the Step 4 of 7 Confirm
Test screen will be displayed. Select the assay required and then confirm the selected
test is correct by touching the YES button. See Figure 3-14.

For assays with multiple options, select the correct assay then touch the YES button. The YES

Note . . )
button will remain gray until an assay has been selected.

4. Verify that the correct cartridge has been scanned and that the test type shown on the
Step 4 of 7 Confirm Test screen (see Figure 3-14) matches the name of the test on
the cartridge. If it matches, touch the YES button. The Step 5 of 7 Cartridge
Preparation screen will be displayed. See Figure 3-15.

If it does not match, then touch the NO button and scan the correct cartridge barcode.

5. The Step 5 of 7 Cartridge Preparation screen will play a short video showing how to
prepare the cartridge for testing (see Figure 3-16). Once complete, the video will
restart from the beginning automatically. Prepare the cartridge according to the
directions shown in the video and in the assay package insert.

6. After the cartridge has been prepared, touch the SKIP VIDEO AND CONTINUE button
on the Step 5 of 7 Cartridge Preparation screen (see Figure 3-16). The Step 6 of 7
Load Cartridge screen is displayed. See Figure 3-17.
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Genexpert” . Step 3 of 7 - Scan Cartridge Barcode

= =
Cartridge barcode is successfully scanned when you hear the beep

ZC‘ephe:’d.

Figure 3-13. Step 3 of 7 Scan Cartridge Barcode Screen

Genexpert” . Step 4 of 7 - Confirm Test

Select Assay

ZC‘ephe:’d.

Figure 3-14. Step 4 of 7 Confirm Test Screen
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Gonxestt.. Step 5 of 7 - Cartridge Preparation

Patient/Sample ID

Assay
Xpert Xpress Flu-RSV.

SHIP VIDEO
a0

f SKIP VIDEOQ
o =
CONTINUE e
Cepheid.

Figure 3-15. Step 5 of 7 Cartridge Preparation Screen Before Video Plays

Gonxestt.. Step 5 of 7 - Cartridge Preparation

Patient/Sample ID

[ skip vibEQ
AND
CONTINUE Z o
Cepheid.

Figure 3-16. Step 5 of 7 Cartridge Preparation Screen While Video Plays
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Genexpertr . Step 6 of 7 - Load Cartridge

Patient/Sample ID
043681098
Assay

1. Insert cartridge
into module
with flashing
green light

. Push door
closed until it
clicks and green
light stops
flashing

Zc.‘ephefd.

Figure 3-17. Step 6 of 7 Load Cartridge Screen (1 of 2)

7. On the Step 6 of 7 Load Cartridge screen (see Figure 3-17), insert the cartridge into
the system module with the blinking green light. Ensure that the door of the system
is completely closed. The door will latch and the blinking green light will turn solid
green. As soon as the cartridge is loaded, the next Step 6 of 7 Load Cartridge screen
will be displayed. See Figure 3-18.

The Step 6 of 7 Load Cartridge screen will show a progress bar at the bottom of the
screen as the cartridge is loaded (see Figure 3-18). As soon as the load process is
completed, the Step 6 of 7 Test in Progress screen will be displayed.

See Figure 3-19.

8. The Step 6 of 7 Test in Progress screen will show a progress bar at the bottom of the
screen indicating the progress of the test and the time remaining until a result is
available (see Figure 3-19). As soon as the test is completed, the Step 7 of 7 Remove
Cartridge screen will be displayed. See Figure 3-20.

At this point, an additional test can be started. To start an additional test, see Section 3.3, Starting
Note . : X
Another Test While a Test is Running.
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Genexeert . Step 6 of 7 - Load Cartridge

Patient/Sample ID

Assay
Xpert Xpress Flu-RSV

Light will
remain green
while instrument
is running

Please Wait ... Z 5
N Cepheid.

Figure 3-18. Step 6 of 7 Load Cartridge Screen (2 of 2)

ceogets . Step 6 of 7 - Test In Progress

Patient/Sample ID

Assay
Ypert Xprass Flu-RSV
GoneXper tart Time
Lightlwill 09/01/18 14:23.07
remain green
while instrument
is running

Result in 33 minutes Z g
: Cepheid.

Figure 3-19. Step 6 of 7 Test in Progress Screen
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Genexpert . Step 7 of 7 - Remove Cartridge

Patient/Sample ID
Assay
Xpert Xpress Flu-RSV

Start Time
. TestDone 09/01/18 14:26

. Remove used
cartridge from
module

. Dispose of used
cartridge properly

. Raise door

. Press

[CONTINUE] for
test result

CONTINUE ;> Z
Cepheid.

Figure 3-20. Step 7 of 7 Remove Cartridge Screen

9. The Step 7 of 7 Remove Cartridge screen shows instructions for removing the
cartridge (see Figure 3-20). Open the instrument door, remove the used cartridge and
properly dispose of the cartridge according to your institution’s hazardous waste
disposal policies. After removing the cartridge, close the module door and touch the
CONTINUE button.

Verify that the printer is powered on, has paper and is communicating with the Xpress computer

Note before printing the results.

10. The Test Result screen will provide the results for the test that has just completed
(see Figure 3-21). After viewing and recording the results, touch the HOME to return
to the Home screen, VIEW PREVIOUS TESTS to view another result or touch the
PRINT RESULT button to print the results. See Section 3.5, Print Results.

This completes the procedure for running a test using the GeneXpert Xpress 11
instrument.

If any error messages occur while running the test, see Section 3.9, Error Handling.
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TESTS

seexpet Test Result s

Patient/Sample 1D

04368 98

Assay

pert Xpress Flu-RSV
Result

Flu A NEGATIVE;
Flu B POSITIVE;
RSV NEGATIVE

PRINT RESULT (=)

Figure 3-21. Test Result Screen

3.3 Starting Another Test While a Test is Running

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

1.  When a test is in progress, see Step 8 of Section 3.2, Starting a Test and Figure 3-19.
Touch the HOME button.

2. The Home screen will display the module in use as slightly gray and with the
notation that a test is in progress. See Figure 3-22.

3. Touch RUN NEW TEST and start the new test. See Section 3.2, Starting a Test.

4.  After the second test is in progress, touch the HOME button. The status of both tests
is displayed.

5. When one test is complete, the icon text will change to Test complete and will show
a check mark on the icon. See Figure 3-23. Touch the icon to show the Remove

Cartridge screen. See Figure 3-20. Follow the instructions on the screen to remove
the cartridge.
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B
Genexpert®  Home

RUN VIEW

PREVIOUS
NEW TEST TESTS

ZCephefd.

Figure 3-22. GeneXpert Xpress Il Home Screen with One Test in Progress

B
Genexpert®  Home

RUN VIEW

PREVIOUS
NEW TEST TESTS

ZCephefd.

Figure 3-23. GeneXpert Xpress Il Home Screen with One Test Completed

This completes the procedure for starting another test while a test is running.
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3.4 Viewing Previous Test Results

This section describes how to view the results of previously run tests using the
GeneXpert Xpress II system.

1.

Touch the VIEW PREVIOUS TESTS button on the Home screen (see Figure 3-24). The
Select Test screen is displayed. See Figure 3-25.

On the Select Test screen, select the test to view. Tests are arranged in order by the
date and time that the test was run. Touch the arrow keys to navigate to the desired
test.

The single arrow keys move the selection up or down by one test result. The double
arrow keys move the selection up or down by one page at a time.

After selecting the desired test, touch the Select button to view the test results. The
Test Result screen for the selected test will be displayed. See Figure 3-26.

To interpret the results for a specific assay, see the package insert provided in the
assay Kkit.

"
cspee.. Home e @

RUN VIEW

PREVIOUS
NEW TEST TESTS

;Cephefd.

Figure 3-24. GeneXpert Xpress Home Screen
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genexpert  Select Test

043032000320

Sample 1D

[Xpert Xpress Flu-RSV

| Kpert Xpress Flu-RSV

| Xpert Xpress Flu-RSV

Start Time

06/26/18 12:07:12

06/26/18 11:03:55

06/26/18 06:56:44

043032000243

043032000399

043032000293

043043000299

043032003299

043002900299

| Xpert Xpress Flu-RSY
IXperl Kpress Flu-RSV
;Xpert Kpress Flu-RSV
;-Xpert Xpress Flu-RSV

| Xpert Xpress Flu-RSV

| Xpert Xpress Flu-RSV

06/25/18 16:05:54

06/25/18 13:09:31

06/25/18 11:44:56
06/25/18 10:00:31
06/25/18 08:44:42

06/24/18 16:36:09

Figure 3-25. Select Test Screen

GeneXpert Te St Res u It PH:‘VEI‘E:US HOME @

TESTS

pert Xpress Flu-RSV

Result

Flu A NEGATIVE;
Flu B POSITIVE;
RSV NEGATIVE

PRINT RESULT (=)

Figure 3-26. Test Result Screen

Verify the printer is powered on, has paper and is communicating with the Xpress computer before

Note printing the results.
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4. After viewing the results, touch the HOME button to return to the Home screen and
run additional tests, touch the VIEW PREVIOUS TESTS button to return to the Select
Test screen and view additional tests or print the results by touching the PRINT
RESULT button. See Section 3.5, Print Results.

This completes the procedure for viewing previous test results.

3.5 Print Results

If the option to print the results was selected, a screen indicating the report was sent to
the printer will display. See Figure 3-27. Touch the OK button to return to the HOME
screen.

Genexpert®  Test Result

Test Report has been sent to the printer.

ZCephefd.

Figure 3-27. Report Sent to Printer Confirmation

If there is a problem communicating with the printer, see Section 6.18.2,
Troubleshooting Wireless Printer Connection or Section 5.9, Connecting to the Printer
with a Direct USB Connection for further assistance.

This completes the procedure for printing results.
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3.6 User Sign In and Sign Out (Optional)

When multiple users will be using the same system, user sign in and sign out may be
required. Please see your system administrator for individual sign in information. To sign

in:
1. Follow Section 3.1, Starting the GeneXpert Xpress II and GeneXpert Xpress
Software. Instead of the Home screen being displayed in Step 7, the Sign-In User
Name screen will be displayed. See Figure 3-28.

GeneXpert® Sign In - User Name

XPRESS SOFTWARE
Enter Your User Name

BACKSPACE

CAPS LOCK

//Cepheid.

Figure 3-28. Sign In-User Name Screen

2. Enter your user name and touch OK. The Password entry box will appear.

3. Enter your user password and touch OK. See Figure 3-29.
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CANCEL

Genexpert” = Confirm User and Password to Start Test TEST
Enter Your User Name Enter Your Password
osesse |
= T e
1 \
X

GAPS LOCK

,-—/Cephefd.

Figure 3-29. Confirm User and Password to Start Test Screen

The Home screen will appear with a SIGN OUT button added at the top of the screen.
See Figure 3-30.

The screen captures in both this section and the Quality Control Lockout section were taken with
Note both features enabled on the system so the QC button and Sign Out button will be visible in the
images for these sections.
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GeneXpert®
XPRESS SOFTWARE

Note

Note

3.7
3.71

Home

s

RUN VIEW

PREVIOUS
NEW TEST TESTS

Zc.‘ephefd.

Figure 3-30. Home Screen with Sign Out and QC Buttons

4.  When you are finished with the session, touch the SIGN OUT button to sign out of the
system. You will be signed out and the screen will return to the Sign In-User Name
screen as shown in Figure 3-28. You should sign out if you are going to be away
from the system for an extended period of time. Signing out prevents the software
from recording other users’ activities under your account.

If you sign off while a test is in progress, the system will finish the test and save the results.

A new user can start a separate test if a test is in progress. The first user must sign off, the new user
sign on and start an additional test following the steps in Section 3.3, Starting Another Test While a
Test is Running

This completes the procedure for signing in and out of the GeneXpert Xpress software.

Quality Control Lockout (Optional)

QC Lockout Overview

Quality Control samples can be run at any time; the lockout feature does not need to be
enabled. The steps are the same as running any test, however, if the Quality Control
(QC) Lockout feature is enabled, a QC button will appear at the top of the Home screen.
See Figure 3-30.
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Click the QC button to begin a quality control test or to view the Quality Control
Summary page. See Figure 3-31.

The Select Quality Control Type screen provides the choice of running either a positive
or negative sample, looking at the summary page or returning to the Home screen. To
run a positive or negative sample, touch the button of the sample type to run the test. See
Section 3.7.3, Running a Quality Control Test Using the QC Lockout Feature.

To view the summary page, touch SUMMARY.

Coneeerte  Select Quality Control Type S

POSITIVE NEGATIVE

Figure 3-31. Select Quality Control Type Screen
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The summary page will display important information about the QC status for assays.
See Figure 3-32.

It is a good practice to check the Quality Control Summary page each time you sign on to the
Note . ' . . .
system to see if any assays will require a QC lot run during the work session.

ConeXestee  Quality Control Summary

‘ Version ‘ LotiD Due Date Completion Date

Xpert Xpress Flu-RSV 11/01/2018 14:45 Pusltl\l.re: In Progress
| il Negative: None

Figure 3-32. Quality Control Summary Screen
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3.7.2 Quality Control Lockout

If the QC lockout feature has been enabled and is required for new assay lots, the
Quality Control Required screen will display when a new lot is used. See Figure 3-33. If
the Quality Control Required screen is displayed, touch the OK button to close the screen
and then run QC for the selected assay and lot id.

Genexeert . Quality Control Required

Quality Control must be completed for “Xpert Xpress Flu-RSV*
lot id "08507" before the sample can be tested.
Please return to home screen to run a Quality Control Sample.

%—:'pheid.

Figure 3-33. Quality Control Required Screen

If the QC lockout feature is set so that QC must be run at regular intervals, reminders
will appear indicating how long is left before the system will lock out that particular
assay. QC intervals are set by the system administrator. If the set time limit runs out and
QC lots were not run, the system will not process any patient tests for the assay requiring
QC until QC is completed. See Figure 3-34. Touch the OK button to close the reminder.

You may continue running tests until the time limit runs out, however allowing the time to run out

Note may cause unexpected delays for urgent tests.
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GeneXpert®

Quality Control Required Reminder

Reminder: 1 hour(s), 27 minute(s) remaining to run
quality control sample for Assay "Xpert Xpress Flu-RSV".

Please note, if Quality Control is not completed within
1 hour(s), 27 minute(s) you wil not be able to run tests
using Assay “Xpert Xpress Flu-RSV".

Figure 3-34. Quality Control Reminder Screen

QC may also be required if the Database has been restored. See Figure 3-35. If the
Database Restore Detected reminder is displayed, touch the OK button to close the
reminder. Run QC for all active assays and lots.
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GeneXpert®
SR, Home

Database Restore Detected

GeneXpert database has been restored.
Quality Control must be run again before patient sample
testing.

Figure 3-35. Database Restore Detected Screen

3.7.3 Running a Quality Control Test Using the QC Lockout
Feature

This procedure assumes the computer and GeneXpert instrument are powered on and
that the GeneXpert Xpress software is open and at the Home screen. The screen shots
displayed in this section show buttons indicating that both the Sign In feature and QC
Lockout feature have been enabled.

1. Touch the QC button on the Home screen (see Figure 3-36). The Select Quality
Control Type screen is displayed. See Figure 3-37.

2. Select either POSITIVE or NEGATIVE for the control type that will tested.
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GeneXpert® c \

RUN VIEW

PREVIOUS
NEW TEST TESTS

;Cephet’d.

Figure 3-36. Home Screen with Sign Out and QC Buttons

Gt Select Quality Control Type

POSITIVE NEGATIVE

Figure 3-37. Select Quality Control Type Screen
3. The Enter Patient/Sample ID screen will be displayed. See Figure 3-38.
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CANCEL

cenexpert”  Enter Patient/Sample ID ik

Please check the patient sample.

Do you find a barcode on the patient sample?

ZCephefd.

Figure 3-38. Enter Patient/Sample ID

4. If there is a sample ID barcode, touch YES and scan it, proceeding with Step 5. If
there is no barcode:

A. Touch the NO button on the Enter Patient/Sample ID screen. The Step 1 of 7
Enter Patient/Sample ID screen will be displayed. See Figure 3-39.

B. Use the touchscreen keypad to manually enter the negative control ID for the
Negative External Control or the positive control ID for the Positive External
Control and touch the OK button. The Step 2 of 7 Confirm Patient/Sample ID
screen will be displayed. See Figure 3-40.

5. Verify that the control ID on the Step 2 of 7 Confirm Patient/Sample ID screen
matches the External Control ID on the sample. If it matches, touch the YES button.
If it does not match, then touch the NO button and re-enter the External Control ID.
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Genexpert . Step 1 of 7 - Enter Patient/Sample ID Bh.

TEST

Enter Patient/Sample ID
QC Pos sample 1002342 |

o B

' BACKSPACE
\
1

CAPS LOCK

E
5 |
& |
X

ZC‘ephet’d.

Figure 3-39. Step 1 of 7 - Enter Patient/Sample ID Screen

GeneXpert®

Genexpert . Step 2 of 7 - Confirm Patient/Sample ID et

TEST

Please confirm if you have entered the correct Patient/Sample ID?
QC Pos Sample 1002342

ZC‘ephet’d.

Figure 3-40. Step 2 of 7 Confirm Patient/Sample ID Screen
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6. After confirming that the Patient/Sample ID is correct, the Step 3 of 7 Scan
Cartridge Barcode screen will be displayed (see Figure 3-41). Use the barcode
scanner to scan the cartridge label. When you hear the beep, the cartridge barcode
has been scanned and the Confirm Quality Control Test screen will be displayed.
See Figure 3-42.

Genexpere . Step 3 of 7 - Scan Cartridge Barcode “TesT

Select the appropriate cartridge and press the trigger, as shown, to scan the barcode.

[ =
Cartridge barcode is successfully scanned when you hear the beep

ZC‘ephe:’d.

Figure 3-41. Step 5 of 7 Cartridge Preparation Screen

7. Touch the CONTINUE button if the control information is correct. Touch the Cancel
Test button if the control information is incorrect.
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|
® - * CANCEL
GonXeert..  Confirm Quality Control Test

You are running Positive Quality Control for assay “Xpert Xpress Flu-RSV”
lot id "08507".

CONTINUE <)

//C‘eph eid.

Figure 3-42. Confirm Quality Control Test Screen

8. The Step 5 of 7 Cartridge Preparation screen will play a short video showing how to
prepare the cartridge for testing. Once complete, the video will restart from the
beginning automatically. Prepare the cartridge according to the directions shown in
the video and in the assay package insert.

9. After the cartridge has been prepared, touch the SKIP VIDEO AND CONTINUE button
on the Step 5 of 7 Cartridge Preparation screen. The Step 6 of 7 Load Cartridge
screen is displayed.

10.  On the Step 6 of 7 Load Cartridge screen, insert the cartridge into the system module
with the blinking green light. See Figure 3-17. Ensure that the door of the system is
completely closed. The door will latch and the blinking green light will turn solid
green.

11.  The Step 7 of 7 Remove Cartridge screen shows instructions for removing the
cartridge (see Figure 3-20). Open the instrument door, remove the used cartridge and
properly dispose of the cartridge according to your institution’s hazardous waste
disposal policies. After removing the cartridge, close the module door. Touch the
CONTINUE button to view the result of the test. The QC Test Result screen will be
displayed with the results of the control test.

12.  The Test Result screen will provide the results for the test that has just completed
(see Figure 3-43). After viewing and recording the results, touch the HOME to return
to the Home screen.
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13.  Test the second control tube. Repeat Step 1 through Step 12 with the second control

tube. In this example the first test was with the positive control, therefore the second
test would be with the negative control.

Genexpert’ . QC Test Result - Negative: FAIL

VIEW
PREVIOUS HOME
Patient/Sample ID Cartridge S/N

QC Pos sample 1002342

Assay
Xpert Xpress Flu-RSV Pos_CON

Result Start Time

e
Flu B POSITIVE;
RSV POSITIVE

This test has failed, please repeat the test.

f
PRINT RESULT (=)

Figure 3-43. QC Test Result

This completes the procedure for running a quality control test with the QC lockout
enabled using the GeneXpert Xpress II instrument.

If any error messages occur while running the test, see Section 3.9, Error Handling.

3.8 Exiting the Software and Turning Off the System

This section describes how to exit the GeneXpert Xpress software and power down the
system.

Do not shut down the software and turn off the system if a test is running. Wait until the test
Important L -
finishes running.

1. To exit the software, you must be in the Home screen.

*  If you are in one of the test screens (but not actually running a test), touch the
CANCEL TEST button in the upper right corner of the screen. See Figure 3-9 for
the location of the CANCEL TEST button. A Cancel New Test screen will be
displayed. Touch YES to go to the Home screen.
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e If you are in one of the View Test Result screens, touch the HOME button in the
upper right corner of the screen to go to the Home screen. See Figure 3-25 and
Figure 3-26 for the location of the HOME button.

2. From the Home screen, touch the EXIT button (see Figure 3-44). The Exit screen will
be displayed. See Figure 3-45.

L
Seet.. Home ex @

RUN VIEW

PREVIOUS
NEW TEST TESTS

ZCephefd.

Figure 3-44. GeneXpert Xpress Il Home Screen
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Senexpert  Exijt

Are you sure you want to exit the software?

%&*phefd.

Figure 3-45. GeneXpert Xpress Il Exit Screen

3. On the Exit screen (see Figure 3-45), select YES to exit the software to the Windows
desktop. See Figure 3-47. The Window desktop will be displayed.

If you do not want to exit the software, select NO (see Figure 3-45).
4. Shut down the computer.

. For Windows 7, touch the Start icon and then touch the Shut down button. See
Figure 3-47. Windows will shut down and the computer will turn off.

*  For Windows 10, touch the Power icon and then select the Shut down option.
See Figure 3-47. Windows will shut down and the computer will turn off.
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Cepheid
Documents

Pictures

Mussic

Computer

Control Panel
Devices end Printers
Default Programs

HelpandSv at

iy

Figure 3-46. Windows 7 Desktop - System Shutdown

Figure 3-47. Windows 10 Desktop - System Shutdown

5. Turn off the GeneXpert Xpress II instrument. The power switch is located on the
back of the instrument. Press the switch to the OFF (O) position. See Figure 3-48.
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Power Switch
__—(Turn to O Position)

Figure 3-48. Turn OFF the Instrument

The GeneXpert Xpress II system is now shut down. To run tests later, see Section 3.1,
Starting the GeneXpert Xpress II and GeneXpert Xpress Software.

3.9 Error Handling

This section describes how to handle any errors that may occur when using the
GeneXpert Xpress Il system. Some of the errors that may occur are shown below.
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Cartridge Already Used Error Screen

sexexpert Scan Cartridge Barcode

Cartridge serial number [1130418499] has already been used.
Cartridges can only be used once.
Select a new cartridge.

Press [OK].

%phefd.

Figure 3-49. Cartridge Already Used Error Screen

If the Cartridge Already Used error screen is displayed, a cartridge with the same serial
number has already been run on the system. Click OK to repeat the test using a new
cartridge and leftover specimen from the initial test. Follow the instructions on the
screen.
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Communication Error Screen

Senexpert  Communication

Communication lost with GeneXpert instrument A.
Please reconnect instrument if possible.
If a test is running, repeat the test with a new sample and a new cartridge.

Figure 3-50. Communication Error Screen

If the Communication error screen is displayed, communication has been lost between
the computer and the instrument. Ensure that the instrument is plugged into the power
outlet, the power switch is on and the blue light on the front of the instrument is on.
Check that the communication cable between the instrument and the computer is
plugged in at both ends. Call Cepheid Technical Support if the problem continues.

If the problem has been resolved and this occurred while the system was running a test,
click OK to repeat the test using a new cartridge and leftover specimen from the initial
test. Follow the instructions on the screen.
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Clear Instrument Error Screen

Senexpert  Clear Instrument Error

Error 2025: The system failed to find the plunger home position.

Upward move with minimum force value of 1694 was completed without reaching force value less
than 200. Please follow the instructions below.

1. Press [START SELF TEST].

2. Keep hands clear of instrument until operation completes.

3. If you need more help, contact Technical Support.

START SELF TEST

Figure 3-51. Clear Instrument Error Screen

If the Clear Instrument Error screen is displayed, a mechanical error has occurred on the
instrument. Touch the START SELF TEST button. The instrument will reset the mechanics
and the Home screen will be displayed. Call Cepheid Technical Support if the problem
continues.

Repeat the test using a new cartridge and leftover specimen from the initial test. Follow
the instructions on the screen.

3.10 Setup

This section describes the use of the Setup functions of the GeneXpert Xpress software.
The Setup screen allows you to display and read the software license information.

1. To access the Setup screen, you must be in the Home screen.

2. From the Home screen, touch the SETUP button (see Figure 3-52). The Setup screen
will be displayed. See Figure 3-53.
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seXper Home

VIEW
NEW TEST PREVIOUS
TESTS

%&*phefd.

Figure 3-52. GeneXpert Xpress Il Home Screen

smexpet  Setup S

Figure 3-53. GeneXpert Xpress Il Setup Screen
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3. On the Setup screen (see Figure 3-53), touch ABOUT to view the software license
agreement. The License Information screen is displayed. See Figure 3-54.

genexpert | icense Information HOME @)

%&*phefd.

Figure 3-54. GeneXpert Xpress Il License Information Screen

4. On the License Information screen (see Figure 3-54), you can read the software
license agreement for GeneXpert Xpress II. Use the scroll bar on the right to scroll
down to read the entire agreement.

5. To return to the Setup screen, touch the OK button or to return to the Home page,
touch the HOME button.
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This chapter describes how to run tests using the GeneXpert Xpress IV instrument in the
normal system configuration as shipped from Cepheid. In this configuration:

. No passwords are required to run tests.
. No special user accounts have been created.
. Quality Control (QC) lockout has not been enabled

. The computer has been set up in tablet mode as described in Appendix A and is on
the computer stand.

. All cables have been have been connected as described in the GeneXpert Xpress [V
System Getting Started Guide (P/N 301-7047).

If passwords and user accounts are required, or QC lockout is required, an administrator
must perform the setup instructions shown in Chapter 5, Administrative Tasks before the
GeneXpert Xpress IV instrument is used to run tests.

For information on signing in (if user accounts are required), see Section 4.6, User Sign
In and Sign Out (Optional). For more information on Quality Control or QC Lockout
features, see Section 4.7, Quality Control Lockout (Optional).

To aid in using the GeneXpert Xpress IV instrument, see the following reference

documents:
. GeneXpert Xpress IV Getting Started Guide (P/N 301-7047), shipped with the
system.

. Assay Quick Reference Instructions, shipped with the assay lot.

4.1 Starting the GeneXpert Xpress IV and GeneXpert Xpress
Software

This section describes how to power up and log onto the system.

1. Turn on the GeneXpert Xpress IV instrument. The power switch is located on the
back of the instrument. Press the switch to the ON (I) position. See Figure 4-1. After
power has been turned on, the blue light on the front of the instrument will be ON.

2. Turn on the computer by sliding or pressing the power switch on the side of the
computer. See Figure 4-2.

On start-up, the Windows screen may be in the wrong orientation for tablet mode. Please wait until

Note the screen re-adjusts itself.
If the printer will be required, power it on following the instructions in the user manual that was
Note . . .
provided with the printer.
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Power Switch
(Turn to | Position)

! Blue Power Light
Turns ON

Figure 4-1. Turn on Instrument

Press Power Button

Power Switch

Slide Toward Front

Figure 4-2. Turn on Computer
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3. Wait for the system to boot.
*  On Windows 7, the Windows Account screen appears. See Figure 4-3.

*  On Windows 10, the Windows Lock screen appears. See Figure 4-4. Touch
anywhere on the screen and swipe up to display the Windows Account and
Password screen. See Figure 4-6.

4. On the Windows Account screen, select the Cepheid user account (see Figure 4-3
and Figure 4-6).

*  On Windows 7, the Windows Password screen appears. See Figure 4-5.

*  On Windows 10, the Cepheid user account password field appears. See
Figure 4-6.

Figure 4-3. Windows 7 Account Screen
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10:08

Thursday, Septefnber 14

Figure 4-4. Windows 10 Lock Screen

The initial login password is provided below. You will be required to change the
password upon first login. Do not change the user name or profile settings. When
logging on, use the following:

e Account name: Cepheid-Admin
e Password: cphd

5. On the Windows Password screen (see Figure 4-5 and Figure 4-6), enter the
password and touch the arrow next to the password field. The default password is
cphd and must be changed upon initial login (as instructed by the software). After
the password has been changed by the system administrator, enter the assigned
password for future logins.
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Figure 4-6. Windows 10 Account and Password Screen
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6. The Windows Welcome screen will be displayed for a short time followed by the
Windows desktop. After the Windows desktop is displayed, the GeneXpert Xpress
software will load.

S

Welcome To Touch Screen Xpress System

TOUCH HERE
TO BEGIN

Figure 4-7. GeneXpert Xpress Welcome Screen

7. The GeneXpert Xpress splash screen will be displayed for a short time and then the
GeneXpert Xpress Welcome screen will be displayed (see Figure 4-7). Touch the
TOUCH HERE TO BEGIN button. The GeneXpert Xpress IV Home screen will be
displayed. See Figure 4-8.

Note If user accounts have been set up, refer to Section 4.6 for information on signing in and logging out.

The Home screen shown in Figure 4-8 may initially show only the VIEW PREVIOUS TESTS button

N
ote until the instrument initializes. The RUN NEW TEST button should be displayed within 3 minutes.

The instrument is now initialized and is ready to run tests. See Section 4.2, Starting a
Test.
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GeneXpert®
Genoxeer . Home e @

RUN VIEW

PREVIOUS
NEW TEST TESTS

Zc.‘ephefd.

Figure 4-8. GeneXpert Xpress IV Home Screen

4.2 Starting a Test

Read the package insert provided with the cartridges for more information. Instructions showing how

Note to prepare the sample and the cartridge are shown on-screen in videos as well as in the following
procedure.
After adding the sample to the cartridge, start the test within the time frame indicated in the
Important -
assay package insert.
Note This section uses the Xpert Xpress FIu/RSV assay as an example. Other assays may have minor
differences.
This section describes how to run a test using the GeneXpert Xpress IV instrument.
1. Touch the RUN NEW TEST button on the Home screen (see Figure 4-8). The Enter
Patient/Sample ID screen is displayed. See Figure 4-9.
Note The Patient/Sample ID is a unique identifier that links the sample being processed to the patient that
provided the sample.
2. Check the patient sample for a Patient/Sample ID barcode.
A. [If there is a Patient/Sample ID barcode, touch the YES button on the Enter
Patient/Sample ID screen. The Step 1 of 7 Scan Patient/Sample ID screen will
be displayed. See Figure 4-10.
GeneXpert Xpress System User’s Guide 4-7
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or

As shown on the screen, use the barcode scanner to scan the Patient/Sample ID.
The Step 2 of 7 Confirm Patient/Sample ID screen will be displayed. See
Figure 4-12.

Verify that the Patient/Sample ID on the Step 2 of 7 Confirm Patient/Sample ID
screen matches the Patient/Sample ID on the sample (see Figure 4-12). If it
matches, touch the YES button. If it does not match, then touch the NO button.
The Step 1 of 7 Scan Patient/Sample ID screen will be displayed.

See Figure 4-10. You can either scan the barcode again or touch the NO button
and enter the barcode manually.

If there is no Patient/Sample ID barcode, touch the NO button on the Enter
Patient/Sample ID screen (see Figure 4-9). The Step 1 of 7 Enter Patient/
Sample ID screen will be displayed. See Figure 4-11.

As shown on the screen, use the touchscreen keypad to manually enter the
Patient/Sample ID and touch the OK button. The Step 2 of 7 Confirm Patient/
Sample ID screen will be displayed. See Figure 4-12.

Verify that the Patient/Sample ID on the Step 2 of 7 Confirm Patient/Sample ID
screen matches the Patient/Sample ID on the sample. If it matches, touch the
YES button. If it does not match, then touch the NO button and re-enter the
Patient/Sample ID.

CANCEL

cenexpert”  Enter Patient/Sample ID ik

Please check the patient sample.

Do you find a barcode on the patient sample?

ZCephefd.

Figure 4-9. Enter Patient/Sample ID Screen
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Genexeert . Step 1 of 7 - Scan Patient/Sample 1D

Patient/Sample ID is successfully scanned when you hear the beep

ZC‘ephe:’d.

Figure 4-10. Step 1 of 7 - Scan Patient/Sample ID Screen

Genexpert . Step 1 of 7 - Enter Patient/Sample ID

Enter Patient/Sample ID

= | . ) ' . . | - . . . | + ' BACKSPAGE
= \

CAPS LOCK

ZC‘ephe:’d.

Figure 4-11. Step 1 of 7 - Enter Patient/Sample ID Screen
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Genaxoert®  Step 2 of 7 - Confirm Patient/Sample ID “Test

Please confirm if you have entered the correct Patient/Sample ID?

0436831098

Zc.‘ephefd.

Figure 4-12. Step 2 of 7 Confirm Patient/Sample ID Screen

3. After confirming that the Patient/Sample ID is correct, the Step 3 of 7 Scan
Cartridge Barcode screen will be displayed (see Figure 4-13). Select the cartridge
with the sample and use the barcode scanner to scan the cartridge label. When you
hear the beep, the cartridge barcode has been scanned and the Step 4 of 7 Confirm
Test screen will be displayed. Select the assay required and then confirm the selected
test is correct by touching the YES button. See Figure 4-14.

For assays with multiple options select the correct assay, then touch the YES button. The YES

Note . . ;
button will remain gray until an assay has been selected.

4. Verify that the correct cartridge has been scanned and that the test type shown on the
Step 4 of 7 Confirm Test screen (see Figure 4-14) matches the name of the test on
the cartridge. If it matches, touch the YES button. The Step 5 of 7 Cartridge
Preparation screen will be displayed. See Figure 4-15.

If it does not match, then touch the NO button and scan the correct cartridge barcode.

5. The Step 5 of 7 Cartridge Preparation screen will play a short video showing how to
prepare the cartridge for testing (see Figure 4-16). Once complete, the video will
restart from the beginning automatically. Prepare the cartridge according to the
directions shown in the video and in the assay package insert.

6. After the cartridge has been prepared, touch the SKIP VIDEO AND CONTINUE button
on the Step 5 of 7 Cartridge Preparation screen (see Figure 4-16). The Step 6 of 7
Load Cartridge screen is displayed. See Figure 4-17.
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Genexpert” . Step 3 of 7 - Scan Cartridge Barcode

= =
Cartridge barcode is successfully scanned when you hear the beep

Figure 4-13. Step 3 of 7 Scan Cartridge Barcode Screen

Genexpert” . Step 4 of 7 - Confirm Test

Select Assay

Figure 4-14. Step 4 of 7 Confirm Test Screen

ZC‘ephe:’d.

ZC‘ephe:’d.
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Gonxestt.. Step 5 of 7 - Cartridge Preparation

Patient/Sample ID

Assay
Xpert Xpress Flu-RSV.

SKIP VIDED
o

f SKIP VIDEOQ
o =
CONTINUE e
Cepheid.

Figure 4-15. Step 5 of 7 Cartridge Preparation Screen Before Video Plays

Gonxestt.. Step 5 of 7 - Cartridge Preparation

Patient/Sample ID

[ skip vibEQ
AND
CONTINUE Z o
Cepheid.

Figure 4-16. Step 5 of 7 Cartridge Preparation Screen While Video Plays
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Genexpertr . Step 6 of 7 - Load Cartridge

Patient/Sample ID

. Insert cartridge
into module
with flashing
green light

. Push door
closed until it
clicks and green
light stops
flashing

Zc.‘ephefd.

Figure 4-17. Step 6 of 7 Load Cartridge Screen (1 of 2)

7. On the Step 6 of 7 Load Cartridge screen (see Figure 4-17), insert the cartridge into
the system module with the blinking green light. Ensure that the door of the system
is completely closed. The door will latch and the blinking green light will turn solid
green. As soon as the cartridge is loaded, the next Step 6 of 7 Load Cartridge screen
will be displayed. See Figure 4-18.

The Step 6 of 7 Load Cartridge screen will show a progress bar at the bottom of the
screen as the cartridge is loaded (see Figure 4-18). As soon as the load process is
completed, the Step 6 of 7 Test in Progress screen will be displayed. See

Figure 4-19.

8. The Step 6 of 7 Test in Progress screen will show a progress bar at the bottom of the
screen indicating the progress of the test and the time remaining until a result is
available (see Figure 4-19). As soon as the test is completed, the Step 7 of 7 Remove
Cartridge screen will be displayed. See Figure 4-20.

At this point, an additional test can be started. To start an additional test, see Section 4.3, Starting
Note . : X
Another Test While a Test is Running.
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Genexeert . Step 6 of 7 - Load Cartridge

Patient/Sample ID

Assay

Light will
remain green
while instrument
is running

Please Wait ... Z 5
N Cepheid.

Figure 4-18. Step 6 of 7 Load Cartridge Screen (2 of 2)

ceogets . Step 6 of 7 - Test In Progress

Patient/Sample ID

Assay
Xpert Xpress Flu-RSV
tart Time
Light will it 08/30/18 13:01:02
remain green
while instrument
is running

Resuit in 33 minutes

T |
ZCephefd.

Figure 4-19. Step 6 of 7 Test in Progress Screen
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Genexpert . Step 7 of 7 - Remove Cartridge

Patient/Sample ID
0436831098

Assay

: ._ Start Time
. TestDone b 08/31/18 15:43:11

. Remove used
cartridge from
module

. Dispose of used i

. Raise door

. Press
[CONTINUE] for

|
I
test result : ’

r

CONTINUE ;>

Figure 4-20. Step 7 of 7 Remove Cartridge Screen

9. The Step 7 of 7 Remove Cartridge screen shows instructions for removing the
cartridge (see Figure 4-20). Open the instrument door, remove the used cartridge and
properly dispose of the cartridge according to your institution’s hazardous waste
disposal policies. After removing the cartridge, close the module door and touch the
CONTINUE button.

Verify the printer is powered on, has paper and is communicating with the Xpress computer before

Note printing the results.

10. The Test Result screen will provide the results for the test that has just completed
(see Figure 4-21). After viewing and recording the results, touch the HOME to return
to the Home screen, VIEW PREVIOUS TESTS to view another result. or touch the
PRINT RESULT button to print the results. See Section 4.5, Print Results.

This completes the procedure for running a test using the GeneXpert Xpress [V
instrument.

If any error messages occur while running the test, see Section 4.9, Error Handling.
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TESTS

seexpet Test Result s

Patient/Sample 1D

04368

Assay
pert Xpress Flu-RSV

Result

Flu A NEGATIVE;
Flu B POSITIVE;
RSV NEGATIVE

PRINT RESULT (=)

Figure 4-21. Test Result Screen

4.3 Starting Another Test While a Test is Running

Additional tests may be started after the first test is in progress.

1.  When a test is in progress, see Step 8 of Section 4.2, Starting a Test and Figure 4-19.
Touch the HOME button.

2.  The Home screen will display the module in use as slightly gray and with the
notation that a test is in progress. See Figure 4-22.

3. Touch RUN NEW TEST and start the new test. See Section 4.2, Starting a Test.

4.  After the second test is in progress, touch the HOME button. The status of both tests
is displayed.

5. When a test is complete, the icon text will change to Test complete and will show a
check mark on the icon. See Figure 4-23. Touch the icon to show the Remove

Cartridge screen. See Figure 4-20. Follow the instructions on the screen to remove
the cartridge.
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o

B
Genalpernt® =  HOMe

RUN VIEW

PREVIOUS
NEW TEST TESTS

;Cephet’d.

Figure 4-22. GeneXpert Xpress IV Home Screen with One Test in Progress

B
GeneXpert® — Home

RUN VIEW

PREVIOUS
NEW TEST TESTS

;Cephet’d.

Figure 4-23. GeneXpert Xpress IV Home Screen with One Test Completed

This completes the procedure for starting another test while a test is running.
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4.4 Viewing Previous Test Results

This section describes how to view the results of previously run tests using the
GeneXpert Xpress IV instrument.

1.

Touch the VIEW PREVIOUS TESTS button on the Home screen (see Figure 4-24). The
Select Test screen is displayed. See Figure 4-25.

On the Select Test screen, select the test to view. Tests are arranged in order by the
date and time that the test was run. Touch the arrow keys to navigate to the desired
test.

The single arrow keys move the selection up or down by one test result. The double
arrow keys move the selection up or down by one page at a time.

After selecting the desired test, touch the Select button to view the test results. The
Test Result screen for the selected test will be displayed. See Figure 4-26.

To interpret the results for a specific assay, see the package insert provided in the
assay Kkit.

"
Sest.. Home exr 60

RUN VIEW

PREVIOUS
NEW TEST TESTS

ZCephefd.

Figure 4-24. GeneXpert Xpress IV Home Screen
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genexpert  Select Test

Sample 1D

[Xpert Xpress Flu-RSV

| Kpert Xpress Flu-RSV

| Xpert Xpress Flu-RSV

Start Time

06/26/18 12:07:12

06/26/18 11:03:55

06/26/18 06:56:44

| Xpert Xpress Flu-RSY
IXperl Kpress Flu-RSV
;Xpert Kpress Flu-RSV
;-Xpert Xpress Flu-RSV

| Xpert Xpress Flu-RSV

| Xpert Xpress Flu-RSV

06/25/18 16:05:54

06/25/18 13:09:31

06/25/18 11:44:56
06/25/18 10:00:31
06/25/18 08:44:42

06/24/18 16:36:09

Figure 4-25. Select Test Screen

GeneXpert Te St Res u It PH:‘VEI‘E:US HOME @

TESTS

Patient/Sample 1D
0436831098

pert Xpress Flu-RSV

Result

Flu A NEGATIVE;
Flu B POSITIVE;
RSV NEGATIVE

PRINT RESULT (=)

Figure 4-26. Test Result Screen

Note Verify the printer is powered on, has paper and is communicating with the Xpress computer before
printing the results.
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4. After viewing the results, touch the HOME button to return to the Home screen and
run additional tests, touch the VIEW PREVIOUS TESTS button to return to the Select
Test screen and view additional tests, or print the results by touching the PRINT
RESULT button, See Section 4.5, Print Results.

This completes the procedure for viewing previous test results.

4.5 Print Results

If the option to print the results was selected, a screen indicating the report was sent to
the printer will display. See Figure 4-27. Touch the OK button to close to return to the
HOME screen.

Genexpert®  Test Result

Test Report has been sent to the printer.

ZCephefd.

Figure 4-27. Report Sent to Printer Confirmation

If there is a problem communicating with the printer, see Section 6.18.2,
Troubleshooting Wireless Printer Connection or Section 5.9, Connecting to the Printer
with a Direct USB Connection for further assistance.

This completes the procedure for printing results.
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4.6 User Sign In and Sign Out (Optional)

When multiple users will be using the same system, user sign in and sign out may be
required. Please see your system administrator for individual sign in information. To sign

in:
1. Follow Section 4.1, Starting the GeneXpert Xpress IV and GeneXpert Xpress
Software. Instead of the Home screen being displayed in Step 7, the Sign-In User
Name screen will be displayed. See Figure 4-28.

GeneXpert® Sign In - User Name

XPRESS SOFTWARE
Enter Your User Name

BACKSPACE

CAPS LOCK

//Cepheid.

Figure 4-28. Sign In-User Name Screen

2. Enter your user name and touch OK. The Password entry box will appear.

3. Enter your user password and touch OK. See Figure 4-29.
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CANCEL

Genexpert” = Confirm User and Password to Start Test TEST
Enter Your User Name Enter Your Password
osesse |
= T e
1 \
X

GAPS LOCK

,-—/Cephefd.

Figure 4-29. Confirm User and Password to Start Test Screen

The Home screen will appear with a SIGN OUT button added at the top of the screen.
See Figure 4-30.

The screen captures in both this section and the Quality Control Lockout section were taken with
Note both features enabled on the system so the QC button and Sign Out button will be visible in the
images for these sections.
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GeneXpert®
XPRESS SOFTWARE

Note

Note

4.7

4.71

Home

o

RUN VIEW

PREVIOUS
NEW TEST TESTS

Zc.‘ephefd.

Figure 4-30. Home Screen with Sign Out and QC Buttons

4.  When you are finished with the session, touch the SIGN OUT button to sign out of the
system. You will be signed out and the screen will return to the Sign In-User Name
screen as shown in Figure 4-28. You should sign out if you are going to be away
from the system for an extended period of time. Signing out prevents the software
from recording other users’ activities under your account.

If you sign off while a test is in progress, the system will finish the test and save the results.

A new user can start a separate test if a test is in progress. The first user must sign off, the new user
sign on and start an additional test following the steps in Section 4.3, Starting Another Test While a
Test is Running

This completes the procedure for signing in and out of the GeneXpert Xpress software.

Quality Control Lockout (Optional)

QC Lockout Overview

Quality Control samples can be run at any time; the lockout feature does not need to be
enabled. The steps are the same as running any test, however, if the Quality Control
(QC) Lockout feature is enabled, a QC button will appear at the top of the Home screen.
See Figure 4-30.
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Click the QC button to begin a quality control test or to view the Quality Control
Summary page. See Figure 4-31.

The Select Quality Control Type screen provides the choice of running either a positive
or negative sample, looking at the summary page or returning to the Home screen. To
run a positive or negative sample, touch the button of the sample type to run the test.
See Section 4.7.3, Running a Quality Control Test Using the QC Lockout Feature. To
view the summary page, touch SUMMARY.

Coneeerte  Select Quality Control Type S

POSITIVE NEGATIVE

Figure 4-31. Select Quality Control Type Screen
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The summary page will display important information about the QC status for assays.
See Figure 4-32.

It is a good practice to check the Quality Control Summary page each time you sign on to the
Note . ' . . .
system to see if any assays will require a QC lot run during the work session.

Genexeert” . Quality Control Summary

‘ Version ‘ LotiD Due Date Completion Date

; Positive: In Progress
Xpert Xpress Flu-RSV . .11m1r201s 1945 il Negative: None

Figure 4-32. Quality Control Summary Screen
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4.7.2 Quality Control Lockout

If the QC lockout feature has been enabled and is required for new assay lots, the
Quality Control Required screen will display when a new lot is used. See Figure 4-33. If
the Quality Control Required screen is displayed, touch the OK button to close the screen
and then run QC for the selected assay and lot id.

Genexeert . Quality Control Required

Quality Control must be completed for “Xpert Xpress Flu-RSV*
lot id "08507" before the sample can be tested.
Please return to home screen to run a Quality Control Sample.

%—:'pheid.

Figure 4-33. Quality Control Required Screen

If the QC lockout feature is set so that QC must be run at regular intervals, reminders
will appear indicating how long is left before the system will lock out that particular
assay. QC intervals are set by the system administrator. If the set time limit runs out and
QC lots were not run, the system will not process any patient tests for the assay requiring
QC until QC is completed. See Figure 4-34. Touch the OK button to close the reminder.

You may continue running tests until the time limit runs out, however allowing the time to run out

Note may cause unexpected delays for urgent tests.
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o

L
et Home

Quality Control Required Reminder

Reminder: 1 hour(s), 27 minute(s) remaining to run
quality control sample for Assay "Xpert Xpress Flu-RSV".

Please note, if Quality Control is not completed within
1 hour(s), 27 minute(s) you wil not be able to run tests
using Assay “Xpert Xpress Flu-RSV".

ZCephefd.

Figure 4-34. Quality Control Reminder Screen

QC will also be required if the Database has been restored. See Figure 4-35. If the
Database Restore Detected reminder is displayed, touch the OK button to close the
reminder. Run QC for all active assays and lots.
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G Xpert™
Genaipert® . Home

Database Restore Detected

GeneXpert database has been restored.
Quality Control must be run again before patient sample
testing.

ZCephefd.

Figure 4-35. Database Restore Detected Screen

4.7.3 Running a Quality Control Test Using the QC Lockout
Feature

This procedure assumes the computer and GeneXpert instrument are powered on and
that the GeneXpert Xpress software is open and at the Home screen. The screen shots
displayed in this section show buttons indicating that both the Sign In feature and QC
Lockout feature have been enabled.

1. Touch the QC button on the Home screen (see Figure 4-36). The Select Quality
Control Type screen is displayed. See Figure 4-37.

2. Select either POSITIVE or NEGATIVE for the control type that will tested.
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L
¢ Home =]

RUN VIEW

PREVIOUS
NEW TEST TESTS

;Cephet’d.

Figure 4-36. Home Screen with Sign Out and QC Buttons

Gt Select Quality Control Type

POSITIVE NEGATIVE

Figure 4-37. Select Quality Control Type Screen
3. The Enter Patient/Sample ID screen will be displayed. See Figure 4-38.

GeneXpert Xpress System User’s Guide 4-29
301-6994, Rev. C December 2018



Operation - GeneXpert Xpress IV

CANCEL

cenexpert”  Enter Patient/Sample ID ik

Please check the patient sample.

Do you find a barcode on the patient sample?

ZCephefd.

Figure 4-38. Enter Patient/Sample ID

4. If there is a sample ID barcode, touch YES and scan it, proceeding with Step 5. If
there is no barcode:

A. Touch the NO button on the Enter Patient/Sample ID screen. The Step 1 of 7
Enter Patient/Sample ID screen will be displayed. See Figure 4-39.

B. Use the touchscreen keypad to manually enter the negative control ID for the
Negative External Control or the positive control ID for the Positive External
Control and touch the OK button. The Step 2 of 7 Confirm Patient/Sample ID
screen will be displayed. See Figure 4-40.

5. Verify that the control ID on the Step 2 of 7 Confirm Patient/Sample ID screen
matches the External Control ID on the sample. If it matches, touch the YES button.
If it does not match, then touch the NO button and re-enter the External Control ID.

4-30 GeneXpert Xpress System User’s Guide
301-6994, Rev. C December 2018



Operation - GeneXpert Xpress IV

Genexper  Step 1 of 7 - Enter Patient/Sample 1D “TesT

Enter Patient/Sample ID

[V [@ [# [$ [9 [~ [& [* [( [) [_ [+ [eackseace
5 =
&

CAPS LOCK

ZC‘ephet’d.

Figure 4-39. Step 1 of 7 - Enter Patient/Sample ID Screen

Genexpert®  Step 2 of 7 - Confirm Patient/Sample 1D ey

Please confirm if you have entered the correct Patient/Sample ID?

QC Pos Sample 1002342

ZC‘ephet’d.

Figure 4-40. Step 2 of 7 Confirm Patient/Sample ID Screen
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6. After confirming that the Patient/Sample ID is correct, the Step 3 of 7 Scan
Cartridge Barcode screen will be displayed (see Figure 4-41). Use the barcode
scanner to scan the cartridge label. When you hear the beep, the cartridge barcode
has been scanned and the Confirm Quality Control Test screen will be displayed.
See Figure 4-42.

sexexpert Step 3 of 7 - Scan Cartridge Barcode

CANCEL
TEST

Select the correct cartridge and pull the trigger to scan the label (barcode).

Cartridge barcode is successfully scanned when you hear the beep

Figure 4-41. Step 5 of 7 Cartridge Preparation Screen

7. Touch the CONTINUE button if the control information is correct. Touch the Cancel
Test button if the control information is incorrect.
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|
® - * CANCEL
GonXeert..  Confirm Quality Control Test

You are running Positive Quality Control for assay “Xpert Xpress Flu-RSV”
lot id "08507".

CONTINUE <)

//C‘eph eid.

Figure 4-42. Confirm Quality Control Test Screen

8. The Step 5 of 7 Cartridge Preparation screen will play a short video showing how to
prepare the cartridge for testing. Once complete, the video will restart from the
beginning automatically. Prepare the cartridge according to the directions shown in
the video and in the assay package insert.

9. After the cartridge has been prepared, touch the SKIP VIDEO AND CONTINUE button
on the Step 5 of 7 Cartridge Preparation screen. The Step 6 of 7 Load Cartridge
screen is displayed.

10.  On the Step 6 of 7 Load Cartridge screen, insert the cartridge into the system module
with the blinking green light. See Figure 4-17. Ensure that the door of the system is
completely closed. The door will latch and the blinking green light will turn solid
green.

11.  The Step 7 of 7 Remove Cartridge screen shows instructions for removing the
cartridge (see Figure 4-20). Open the instrument door, remove the used cartridge and
properly dispose of the cartridge according to your institution’s hazardous waste
disposal policies. After removing the cartridge, close the module door. Touch the
CONTINUE button to view the result of the test. The QC Test Result screen will be
displayed with the results of the control test.

12.  The Test Result screen will provide the results for the test that has just completed
(see Figure 4-43). After viewing and recording the results, touch the HOME to return
to the Home screen.
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13.  Test the second control tube. Repeat Step 1 through Step 12 with the second control
tube. In this example the first test was with the positive control, therefore the second
test would be with the negative control.

senxpere  QC Test Result - Negative: FAIL

Patient/Sample 1D Cartridge S/IN
QC Pos sample 1002342
Assay

Xpert Xpress Flu-RSV Pos_CON

Result Start Time

e
Flu B POSITIVE;
RSV POSITIVE

This test has failed, please repeat the test.

f
PRINT RESULT (=)

Figure 4-43. QC Test Result

This completes the procedure for running a quality control test with the QC lockout
enabled using the GeneXpert Xpress II instrument.

If any error messages occur while running the test, see Section 4.9, Error Handling.

4.8 Exiting the Software and Turning Off the System

This section describes how to exit the GeneXpert Xpress IV software and power down
the system.

Do not shut down the software and turn off the system if a test is running. Wait until the test
Important L -
finishes running.

1. To exit the software, you must be in the Home screen.

*  If you are in one of the test screens (but not actually running a test), touch the
CANCEL TEST button in the upper right corner of the screen. See Figure 4-9 for
the location of the CANCEL TEST button. A Cancel New Test screen will be
displayed. Touch YES to go to the Home screen.
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e If you are in one of the View Test Result screens, touch the HOME button in the
upper right corner of the screen to go to the Home screen. See Figure 4-25 and
Figure 4-26 for the location of the HOME button.

2. From the Home screen, touch the EXIT button (see Figure 4-44). The Exit screen will
be displayed. See Figure 4-45.

L
Seet.. Home exr @

RUN VIEW

PREVIOUS
NEW TEST TESTS

ZCephefd.

Figure 4-44. GeneXpert Xpress IV Home Screen
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Senexpert  Exijt

Are you sure you want to exit the software?

%&*phefd.

Figure 4-45. GeneXpert Xpress IV Exit Screen

3. On the Exit screen (see Figure 4-45), select YES to exit the software to the Windows
desktop. See Figure 4-47. The Window desktop will be displayed.

If you do not want to exit the software, select NO (see Figure 4-45).

4. Shut down the computer.

. For Windows 7, touch the Start icon and then touch the Shut down button. See
Figure 4-47. Windows will shut down and the computer will turn off.

*  For Windows 10, touch the Power icon and then select the Shut down option.
See Figure 4-47. Windows will shut down and the computer will turn off.
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Cepheid
Documents

Pictures

Mussic

Computer

Control Panel
Devices end Printers
Default Programs

HelpandSv at

iy

Figure 4-46. Windows 7 Desktop - System Shutdown

Figure 4-47. Windows 10 Desktop - System Shutdown

5. Turn off the GeneXpert Xpress instrument. The power switch is located on the back
of the instrument. Press the switch to the OFF (0) position. See Figure 4-48.
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Power Switch
(Turn to O Position)

Figure 4-48. Turn OFF the Instrument

The GeneXpert Xpress system is now shut down. To run tests later, see Section 4.1,
Starting the GeneXpert Xpress IV and GeneXpert Xpress Software.
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4.9 Error Handling

This section describes how to handle any errors that may occur when using the
GeneXpert Xpress system. Some of the errors that may occur are shown below.

Cartridge Already Used Error Screen

sexexpert Scan Cartridge Barcode

Cartridge serial number [1130418499] has already been used.

Cartridges can only be used once.
Select a new cartridge.

Press [OK].

Figure 4-49. Cartridge Already Used Error Screen

If the Cartridge Already Used error screen is displayed, a cartridge with the same serial
number has already been run on the system. Click OK to repeat the test using a new
cartridge and leftover specimen from the initial test. Follow the instructions on the

screen.
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Communication Error Screen

Senexpert  Communication

Communication lost with GeneXpert instrument A.
Please reconnect instrument if possible.
If a test is running, repeat the test with a new sample and a new cartridge.

Figure 4-50. Communication Error Screen

If the Communication error screen is displayed, communication has been lost between
the computer and the instrument. Ensure that the instrument is plugged into the power
outlet, the power switch is on and the blue light on the front of the instrument is on.
Check that the communication cable between the instrument and the computer is
plugged in at both ends. Call Cepheid Technical Support if the problem continues.

If the problem has been resolved and this occurred while the system was running a test,
click OK to repeat the test using a new cartridge and leftover specimen from the initial
test. Follow the instructions on the screen.
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Clear Instrument Error Screen

Senexpert  Clear Instrument Error

Error 2025: The system failed to find the plunger home position.

Upward move with minimum force value of 1694 was completed without reaching force value less
than 200. Please follow the instructions below.

1. Press [START SELF TEST].

2. Keep hands clear of instrument until operation completes.

3. If you need more help, contact Technical Support.

START SELF TEST

Figure 4-51. Clear Instrument Error Screen

If the Clear Instrument Error screen is displayed, a mechanical error has occurred on the
instrument. Touch the START SELF TEST button. The instrument will reset the mechanics
and the Home screen will be displayed. Call Cepheid Technical Support if the problem
continues.

Repeat the test using a new cartridge and leftover specimen from the initial test. Follow
the instructions on the screen.

4.10 Setup
This section describes the use of the Setup functions of the GeneXpert Xpress software.
The Setup screen allows you to display and read the software license information.
1. To access the Setup screen, you must be in the GeneXpert Xpress IV Home screen.

2. From the Home screen, touch the SETUP button (see Figure 4-52). The Setup screen
will be displayed. See Figure 4-53.
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Semckkiz - Home

RUN VIEW

PREVIOUS
NEW TEST TESTS

ZCephefd.

Figure 4-52. GeneXpert Xpress Home Screen

smexpet  Setup S

Figure 4-53. GeneXpert Xpress Setup Screen
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3. On the Setup screen (see Figure 4-53), touch ABOUT to view the software license
agreement. The License Information screen is displayed. See Figure 4-54.

genexpert | icense Information HOME @)

%&*phefd.

Figure 4-54. GeneXpert Xpress IV License Information Screen

4. On the License Information screen (see Figure 4-54), you can read the software
license agreement for GeneXpert Xpress IV. Use the scroll bar on the right to scroll
down to read the entire agreement.

5. To return to the Setup screen, touch the OK button or to return to the Home page,
touch the HOME button.
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5 Administrative Tasks

This chapter explains how to use the run administrative tasks for the GeneXpert Xpress
using the GeneXpert Dx software. The topics are as follows:

. Section 5.1, Creating User Accounts and Passwords

. Section 5.2, Starting the GeneXpert Dx Software

. Section 5.3, Enabling Logins and Passwords

. Section 5.4, Assigning Instrument Letters

. Section 5.5, Managing Assay Definitions

. Section 5.6, Archiving the Tests

. Section 5.7, Performing Database Management Tasks

. Section 5.8, Purging Tests from the Database

. Section 5.9, Connecting to the Printer with a Direct USB Connection

. Section 5.10, Returning to the GeneXpert Xpress Software

The actions described in this chapter are intended for the administrative user and may not be

Note required by all organizations.

Use the GeneXpert Dx software to perform the activities described in this chapter. If assistance is
Note required, contact Cepheid Technical Support. See the Technical Assistance section in the Preface
for contact information.

5.1 Creating User Accounts and Passwords

The GeneXpert Xpress software is configured to run with no user accounts and no passwords
Note required. Use this section to set up user accounts and passwords only if your organization
requires it.

This section provides instructions to change Windows passwords, and manage
GeneXpert Xpress user accounts and passwords. Included is information on adding new
users, editing profiles and removing users. Adding user accounts is optional for
operation of the GeneXpert Xpress software.

By default, GeneXpert Xpress passwords are not enabled so the user will not be
prompted to log in during software start-up or when performing a test. However, if
passwords are enabled, the user will be asked to log in during software start-up and to
log in each time a new test is performed.
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5.1.1 Logging Onto the System

This section describes how to log onto the system.

1. Turn on the computer by sliding or pressing the power switch on the side of the
computer.

2. Wait for the system to boot.
*  On Windows 7, the Windows Account screen appears. See Figure 5-1.

*  On Windows 10, the Windows Lock screen appears. See Figure 5-2. Touch
anywhere on the screen and swipe up to display the Windows Account and
Password screen. See Figure 5-4.

3. On the Windows Account screen, select the Cepheid user account (see Figure 5-1
and Figure 5-4).

*  On Windows 7, the Windows Password screen appears. See Figure 5-3.

*  On Windows 10, the Cepheid user account password field appears. See
Figure 5-4.

. Windows 7 Professional

Figure 5-1. Windows 7 Account Screen
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10:08

Thursday, Septefnber 14

Figure 5-2. Windows 10 Lock Screen

The initial login password is provided below. You will be required to change the
password upon first login. Do not change the user name or profile settings. When
logging on, use the following:

e Account name: Cepheid-Admin
*  Password: cphd

4. On the Windows Password screen (see Figure 5-3 and Figure 5-4), enter the
password and touch the arrow next to the password field. The default password is
cphd and must be changed upon initial login (as instructed by the software). After
the password has been changed by the system administrator, enter the assigned
password for future logins.
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Cepheid-Admin

Figure 5-4. Windows 10 Account and Password Screen
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5.1.2

5.1.2.1

Note

Changing the Windows Password

To change your Windows password, log out of the Xpress software but do not shut off the
system. Section 3.8, Exiting the Software and Turning Off the System or Section 4.8,
Exiting the Software and Turning Off the System. Then perform one of the following
steps. For Windows 7, see Section 5.1.2.1, Changing the Windows 7 Password. For
Windows 10, see Section 5.1.2.2, Changing the Windows 10 Password.

Changing the Windows 7 Password

In tablet mode, touch the icon in the bottom left corner of the screen to display the keyboard (see
Figure 5-5).

1.
2.

From the opening screen desktop, touch CTRL+ALT+DEL.

When the menu displays, touch Change a password... from the items listed
(see Figure 5-5).

+ Windows / ¢

Figure 5-5. Windows Task Menu

3. The dialog box for changing the password is displayed. See Figure 5-6. In the first
space provided, enter cphd, or if previously changed, your old password.
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Enter OIld
Password Here

Enter New
Password Here

Enter New
Password Again

Touch Here
When Done

Figure 5-6. Windows Password Dialog Box

4. Enter your new password in the next box.

Enter your new password once more in the next box to confirm your entry.

5.
@ 6. Touch the blue arrow button.

Note Remember to record and store your new password information in a safe location.

5.1.2.2 Changing the Windows 10 Password

Note In tablet mode, touch the keyboard icon ! in the bottom right corner of the screen to display
the keyboard.

1. From the desktop, touch CTRL+ALT+DEL.

2. When the menu displays, touch Change a password from the items listed
(see Figure 5-7).
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| 'Lc:c'_k

Switch user

Sign out
. Change a password

Task Manager

Figure 5-7. Windows Task Menu

3. The dialog box for changing the password is displayed. See Figure 5-8. In the first
space provided, enter cphd, or if previously changed, your old password.

nter Old

Change a_password .
; PR e Password Here

: : Enter New
heid-Ad
Password Again

. Touch Here

When Done

Confirm password »

Create a password reset disk

Ve TS g

Figure 5-8. Windows Password Dialog Box

4. Enter your new password in the next box.

5. Enter your new password once more in the next box to confirm your entry.

. 6. Touch the blue arrow button.

Note Remember to record and store your new password information in a safe location.
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5.2 Starting the GeneXpert Dx Software

Use the GeneXpert Dx software to enable logins, define users and set passwords.

It is recommended to use the computer in laptop mode when working with GeneXpert Dx screens,
rather than using the touch screen function. This requires a software modification and a physical
configuration change for the computer. See Appendix A.This procedure assumes you are working in
laptop mode.

Note

Exit the GeneXpert Xpress software.

1. When the system initially starts up, it will be running GeneXpert Xpress. Exit the
GeneXpert Xpress software by touching TOUCH HERE TO BEGIN button (see
Figure 3-7 or Figure 4-7) and then the EXIT icon on the Home screen (see Figure 3-8
or Figure 4-8).

2. A prompt will be displayed asking if you are sure you want to exit the software.
select the YES button.The Windows desktop will be displayed.

For Windows 7 systems, see Section 5.2.1, Starting the GeneXpert DX Software for
Windows 7 Systems. For Windows 10 systems, see Section 5.2.2, Starting the
GeneXpert DX Software for Windows 10 Systems.

5.2.1 Starting the GeneXpert DX Software for Windows 7 Systems
1. Start the GeneXpert Dx Software by performing the following steps:
o A. On the Windows desktop, select the Start icon .
B. Select All Programs.
C. Select the Cepheid folder.
D. Select GeneXpert Dx.
E

Go to Section 5.2.3, GeneXpert DX Software Initialization

5.2.2 Starting the GeneXpert DX Software for Windows 10
Systems
1. Start the GeneXpert Dx Software by performing the following steps:
n A. On the Windows desktop, select the Start icon. Select the Cepheid folder.

B. Select GeneXpert Dx.

C. Go to Section 5.2.2, Starting the GeneXpert DX Software for Windows 10
Systems
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5.2.3 GeneXpert DX Software Initialization

The GeneXpert Dx software starts. The GeneXpert Dx splash screen displays
followed by the GeneXpert Dx System screen. See Figure 5-10.

The screens shown in this manual are from GeneXpert Dx software running on Windows 7. Screens
Note . . : o
for GeneXpert Dx software running on Windows 10 will be similar.

During a normal GeneXpert Dx software startup, no login is required. However, if the Login dialog

box (see Figure 5-9) displays, log in with your defined credentials or contact Cepheid Technical

Support to set up your new login and password to access the GeneXpert Dx software. Be aware that
Note . . . .

this screen only displays if new user accounts have already been created or if passwords have been

enabled by the administrator. See Technical Assistance section in the Preface of this document for

contact information.

ﬂ Login

User Name |

Password |

[_ox || concer |

Figure 5-9. Login Dialog Box

The Database Management dialog box displays on top of the GeneXpert Dx System
screen. See Figure 5-10.

Change the screen aspect ratio to full (wide) screen
by selecting here after closing any open dialog boxes.

User Data Management Reporis Setup Maintenance About

Create Test Check Status Stop Test View Resulls Define Assays Define Graphs Maintenance
Modules # Tests Since Launch
Module Sampie Remaining Sample Mod Error Start
Mame | RS | Tip' | Prooress | SOWS | fostTime O | Wame | e | Festt | Assay SO stws| pate
| Aaiiable
82 | Available
B3 | Avzilable
Bs | Available
Database Management : &
!’?ﬂ Do you want to perform Database Management tasks?
| Mo
(|
e e G e e e
INSIMUMENT (5] NS5 DEeN A55I0NE0 10 MSTUMENt S BUsasy
Module B1: Performing Sei-Test at 09/09/18 16:09.43 l | "l

Medule BZ: Perorming Self-Test at 02/09/18 16:02:43
Module B3: Performing Seff-Test at 09/09/18 160943
Module B4: Pedorming Self-Test at 02/09/18 160343

Figure 5-10. GeneXpert Dx System Window Database Management Dialog Box
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2. Select No in the Database Management dialog box. See Figure 5-10.

3. If an archive is overdue, the Test Archive Reminder dialog box displays
(see Figure 5-11). Select No.

Test Archive Reminder @I

% Archive is overdue. Do you want to archive now?
(o

Figure 5-11. Test Archive Reminder Dialog Box

The GeneXpert System screen is displayed.

5.3 Enabling Logins and Passwords

This section describes how to add new users to the system, remove users from the
system and enable logins for GeneXpert Xpress.

5.3.1 Adding New Users

The first user to be added must be the administrator. The administrator profile allows for the
Important addition and removal of other users and to configure the system. If an administrator is not
assigned, then anyone using the GeneXpert Xpress system has full access to the software.

To add users:

1. In the GeneXpert Dx System window (see Figure 5-12), select the Setup menu, and
then select User Administration. The User Administration dialog box displays.
See Figure 5-13.
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B 1%
@

Define Assays Define Graphs Maintenance

. . Modules . . i ) . Tests Since Launch ) )
Nodee [ [mssaylf | SeteR |Pmnms Status: | BAnaww e | oo | user | Resun | Assay | Status si:':s; s ‘
ik | Available |
._ Available I
H A3 | Available
Ad | Available

-

Sa0es:
LAUNCAED LANEADEME LK System at 120 /116 Us:sa.12
Version Xr5.1
Module A1: Performing Self-Test at 09/26/18 16:09:43
Module AZ: Performing Self-Test al 09/26/18 16:09:43
Module AZ: Performing Self-Test at 09/26/18 16.09:43
Madule A4 Performing Seif-Test at 09/26/18 16:09.43

Figure 5-12. GeneXpert Dx System Window with Setup Selected

B User Administration

User Name [ Full Name Type |

/
) d

Add Remove Edit Close

Figure 5-13. User Administration Dialog Box

2. Inthe User Administration dialog box, select Add (see Figure 5-13). The Add User
dialog box displays. See Figure 5-14.
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B Add User e

User Name |
Full Name |
|
|

Password

Confirm Password

User Type
Basic w |

[_ox ][ cancer |
Figure 5-14. Add User Dialog Box

3. In the User Type drop-down list, select either Admin or Xpress for each user (see
Figure 5-15). The first user should be an Admin user. All other users for the Xpress
system will be Xpress users.

The first user to be added must be the administrator. The administrator profile allows for the

Important addition and removal of other users and to configure the system. If an administrator is not
assigned, you cannot exit the User Administration dialog box.
B2 Add User )
User Name | J
Full Name | |
Password | |
Confirm Password | |
User Type
Basic  ~|
| ok | cance
’
L~
Figure 5-15. Selecting User Type

4. In the User Name box, type a unique user name containing 6 to 10 characters that can
include spaces. For example, the first user to be added is the administrator, so enter
admin1 (or an equivalent user name).

5. (Optional) In the Full Name box, type the full or actual name of the user. For this
example, the full name of the administrator will be Administration User. The full
name can contain a maximum of 32 characters. Do not use special characters, such
as the quotation marks (" "). If a name is not provided, the software will
automatically insert the user name in this box. This name appears in the test reports.

6. Inthe Password and Confirm Password boxes, type the password for the user. The
password must contain 6 to 10 characters. See Figure 5-16.
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Note Remember to record and store your new password information in a safe location.

7. Repeat Step 2 through Step 6 to add additional users, as needed.

B2 Add User [

User Name [admim

Full Name |Administration User

|
J
Password |ll.ll. |
|

Confirm Password |“""

User Type
Admin ¥

ok || cancer |

Figure 5-16. Add User Dialog Box

8.  When all users have been added, select the Close button to close the User
Administration dialog box.

This completes the addition of users. If there are no additional changes, exit the
GeneXpert Dx software and return to the Xpress software. See Section 5.10.

5.3.2 Edit User Profiles

To change a user name or password, or to make other changes to a user profile:

1. In the User Administration dialog box (see Figure 5-13), in the User Name column,
select the name of the user you want to edit.

2. Select the Edit button (see Figure 5-13). The Edit User dialog box displays.
See Figure 5-17.

3. Revise the information as needed, and then select OK to save the changes and close
the Edit User dialog box.
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[ B Edit User -

User Name |admini| |

Full Name |Administration User
Password Etnaalt |
Confirm Password |essess |

User Type

Admin ¥

[ ok || cancer |

Figure 5-17. Edit User Dialog Box
4. Repeat Step 1 through Step 3 to edit additional user profiles, as needed.

5.  When all user profiles have been edited, select the Close button to close the User
Administration dialog box.

This completes the editing of users. If there are no additional changes, exit the
GeneXpert Dx software and return to the Xpress software. See Section 5.10.

5.3.3 Removing Users

To remove a user, in the User Administration dialog box (see Figure 5-13), select the
user to be removed, and then select the Remove button. Select the Close button to save
the change and close the User Administration dialog box.

Note When a user is removed from the system, the tests created by that user will remain in the database.

This completes the removing of users. If there are no additional changes, exit the
GeneXpert Dx software and return to the Xpress software. See Section 5.10.

5.3.4 Enabling Login for GeneXpert Xpress Users

The default setting for the system is to not require a login for GeneXpert Xpress users. If
login is required, first create the administration user and Xpress users as described in
Section 5.3.1, Adding New Users. Then perform the following procedure:

1. In the GeneXpert Dx System window (see Figure 5-12), select Setup on the menu
bar, then select System Configuration. The System Configuration dialog box and the
General tab will be displayed. See Figure 5-18.

2. Select the Xpress Settings tab. The Xpress Settings tab will be displayed.
See Figure 5-19.
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n System Configuration

| General | Archive Settings | Fo

ers | Xpress Settings

System Name Genexpert PC

Date Format | MMDDYY v

Time Format [ 24 Hour (HH:mm:ss) v |

[v| Use Patient ID
[vI Scan Patient ID Barcode
[v! Scan Sample ID Barcode

[v] Scan Cartridge Barcode
Require Start Test Login

) Never

® Always

() Start Test Login Timeout (In Minutes) |0 v
[~] Audio At End Of Test

(] Print Test Report At End of Test
V| Assay Statistics Deletion Reminder

Exclude Modules From Test | Select Modules |

ok || cancel |

Figure 5-18. System Configuration Dialog Box (General Tab)

3. To require users to log in for each test, check the Require User Login in Xpress
Software check box on the Xpress Settings tab. See Figure 5-19.
If Xpress User Login is enabled and you do not want to require users to log in when

running a test, uncheck the Require User Login in Xpress Software check box on the
Xpress Settings tab. This is the default setting.

If the computer is used in the tablet format, keep the Use Graphical Keyboard setting checked.

Note Otherwise, the physical keyboard will be required.
4.  When you are finished setting Xpress User login, select the OK button. See
Figure 5-19. The System Configuration dialog box will close.
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5.3.5

fyiﬂmm [ Folders || Xpress Settings | Host Communication Settings |
|vi Require User Login in Xpress Software
[v] Use Graphical Keyboard

QC Lockout Settings

Enable ) Yes @ No

Frequency

Reminder for upcoming QC tests in hours

pd

| ok || cancel |

Figure 5-19. Xpress Settings Tab, showing Require User Login Enabled

This completes the procedure for enabling login for GeneXpert Xpress users. If there are
no additional changes, exit the GeneXpert Dx software and return to the Xpress
software. See Section 5.10.

QC Lockout Settings

Quality Control (QC) samples can run on the Xpress system at any time; however, the
system can be set so that QC is required when a new reagent lot is used and/or on a time
based interval.

The default setting for the system is to not enable QC Lockout for GeneXpert Xpress
users. If QC lockout is required, perform the following procedure:

1. Inthe GeneXpert Dx System window (see Figure 5-12), select Setup on the menu
bar, then select System Configuration. The System Configuration dialog box and the
General tab will be displayed. See Figure 5-18.

2. Select the Xpress Settings tab. The Xpress Settings tab will be displayed. See
Figure 5-20.

3. Select the desired options:

1) To enable QC Lockout, select the Yes radio button; to disable it, select No.
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2) TIf QC is required with each new reagent lot, check the box next to Reagent
Lot Based.

3) To require QC based on a time interval, select the desired frequency in the
Frequency drop-down box. The available time intervals are None, Daily,
Weekly, and Monthly. This feature will work if the Reagent Lot Based
option is checked or not.

4) Set the numbers of hours the reminder will pop up before QC Lockout will
prevent processing patient samples. The time range for the reminder can be
set in half hour increments using the up and down arrows on the screen, or
typed in.

5) Select OK.

| General | Archive Seftings | Folders | Xpress Settings | HostCommunication Settings |

[vi Require User Login in Xpress Software
[vi Use Graphical Keyboard /

QC Lockout Settings

Enable ® Yes () No

[vi Reagent Lot Based

Frequency [Weekly v

Reminder for upcoming QC tests in hours 350

yd

| ok || cancen |

Figure 5-20. Xpress Settings Tab QC Lockout Settings

This completes the procedure for enabling QC for GeneXpert Xpress users. If there are
no additional changes, exit the GeneXpert Dx software and return to the Xpress
software. See Section 5.10.

5.3.6 Host Communication Settings

To configure the GeneXpert Xpress software for a Laboratory Information System (LIS)
interface connection, contact Cepheid Technical Support. See the Technical Assistance
section in the Preface for contact information.
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5.4

Note

Note

Assigning Instrument Letters

By default, the system is set up to assign a letter (A) to identify the instrument connected
to the computer. The following instructions detail how to change the assigned letter to
one of your choosing. In addition to assigning an instrument letter, the system also
assigns a number (1, 2, 3 or 4) to each module that is installed, from left to right. For
example, Al is the first or left-most module of the instrument. The instrument and
module identification displays in the Module Name column in all the software windows.
See Figure 5-21.

Fll LENEApETE LX Sysien

| ser DataManagement Reports Setup Maintenance About

N

Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules ! Tests Since Launch
Samphe | Remaining Sample Mod | | Error | Stant
Name || ASSY | Tip o | Proafess | SIS | festvime © | Wame | Vser | Resut | Assay |SUNS|gaws| Date |
| Auailatle
J e Avaltable
| |83 | | Avaitanle
B4 | Available
¥

Assgn Instrument Lﬂ‘ ot

| T
| f?y nsmmnlw assigned to instrument S/N 803488,
' [ox]

-

Messages:
INSTUMENT [B] 3% 0EN A55IGNEa 10 INSITUMENT SiN BUSS8E.

Module B1: Performing Self-Test at 080918 16:09.43
Module B2 Performing Seif-Test at 09/09/18 16:09:43
Module B3: Perlorming Self-Test at 08/02/18 16:08:43
Module B4: Performing Self-Test al 09/09/18 16:09:43

Figure 5-21. GeneXpert Dx System Window with Assign Instrument Letter Dialog
Box Overlay

1. In the Assign Instrument Dialog box, select OK to acknowledge the assignment of
the instrument letter(s), which closes the dialog box. The Database Management
dialog box displays (see Figure 5-22).

You will have an opportunity to change the instrument letter assignment later in this section, if
needed.

The examples in this section shows how to change instrument letter “B” to “A” on a four module
system. The procedure is the same for a 2 module system.
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user Data Management Reports Setup Maintenance About

T T o 7 .
N E B & IE ﬁ

Create Test Check Status Stop Test View Resulls Define Assays Define Graphs Maintenance
Modules Z Tests Since tnum:u
Module Sumple | Remaining sample | Mod | Ermr start
N | Assay ‘ ! Pmrm Status | TestTh 0 N ! Result Assay | Status SUt0S] Stat Dat
[ | i«auranle
B | -vaura::le
B3 | | .E\valfacle
B4 | Kailable
Database Management \i_ S

|
% Do you want to %ﬂum Management tasks?
| to |

{ [

Messages:
INsTuUmMent |b) Nas Deen assIgNeq 10 MSTUMENT S/ BUIS5E

Module B1: Performing Seff-Test at 02/09/18 16.:09:43
Maodule B2: Performing Seif-Test at 09/0918 16:02:43
‘Module B3; Performing Seif-Test at 090918 16:09:43
Module B4: Pedorming Self-Test at 02/02/18 16:03:42

Figure 5-22. GeneXpert Dx System Window - Database Management Dialog Box
Overlay

2. In the Database management dialog box, select NO to proceed. The GeneXpert Dx
System screen displays (see Figure 5-23).
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User DataManagement Reporis Setup Maintenance About

Wi oA | e g 19 =
M & Bl @ E &

Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance

Modutes | Tests Since Launch
I | sample | [ | Remaining Sample | Mod | I I [ | Error | St
Nams. | Assay 0 | Progress Status | Test Time D | Nasis User | Result Assay | Status Sintes Dats |
By | Avallable | I

| Awallable
B3 | Avallable
Bs | Availanle | (]

-~

Messages:

Module B1: Performing Self-Test al 10/29/18 16:09:43
Module B2 Performing Salf-Test al 1072918 16:00:43
Module BY: Performing Self-Test at 1072813 16:08:43
Kodule B4: Performing Self-Test at 10/20/18 16.09:43
Host is disconnecled at 10/29/18 16:13:20.

Figure 5-23. GeneXpert Dx System Window

3. In the GeneXpert Dx System window, select Setup in the menu bar, and then select
Assign Instrument Letter. The Assign Instrument Letter dialog box displays. See
Figure 5-24. At the same time, the green LED indicators of four modules will flash.

4. To change the assignment letter, select to select the instrument to change and then
select Change Letter in the Assign Instrument Letter dialog box (see Figure 5-24).
The Change Letter dialog box displays, as shown in Figure 5-25. Select the letter to

be assigned to the module(s) by using the up and down arrows of the Change Letter
dialog box.
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View Results Define Assays Define Graphs Maintenance
Modules : Tests Since Launch
Module | assay | Sample | progress | staus | femaning Tk, (|0, | User Resul | Assay |Swtws SO | Sn |
Al Avallable
A2 | Heailable
A3 Avallable
. Available
=, | | Avaitable
_c_z_ | Avaitatie
c3 | I Avallable
C4 | fvailabie

-

Messages:

MOBUIE A2 Femarming Seik-1 85t al 1111018 12uaUs
[Module A3: Performing Setf-Test al 1171118 12.04:06
Module C3: Performing Sel-Testat 11711118 12:04:.06
Module C4: Performing Seif-Test at 111118 12:04:06
Module A4 Perorming Seif-Test at 1111/18 1204:06
Hostis disconnected at 1111718 120732

v

(« S

Figure 5-24. GeneXpert Dx System Window, showing the Setup Drop-Down Menu

User Data Management Reports Setup Maintenance About

| User <No :
: ‘ 9 @ 2 d L
() S s A
Create Test Stop Test View Results Define Assays Define Graphs Maintenance
Modules N Tests Since Launch
[ - I S ERSTTERS ) [y S (— - I ! F 1
Hame | ay ||| B Assign Instrument Letter ——— — — bt 25| status | Date ‘
i g | 1L .
81 - -
i Ir Clhick [Close] 1o exit the screen after all instruments are assigned.
T | Instrument | Instrument SN 1] MAC Address ]
B4 | B 803488 0.21.38.0.39.15 | ]
]
Change Letter | [ Close
- -
Messages:

Module B1; Performing Salf-Test at 1111118 12:04:06
Module B2 Performing Self-Testat 1711118 12:04:06
Module B2 Performing Self-Testat 111118 12:04:06
Module B4: Performing Seif-Test at 1171118 12.04.06

Figure 5-25. GeneXpert Dx System Window with Assign Instrument Letter Dialog
Box Overlay
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Create Test

Module B1: Performing Sei-Test at 111118 1204:06
Module B2 Pedorming Sef-Testat 111118 120406
Madule B3 Performing Seif-Test at 111118 12.04.058
Module B4 Performing Sef-Test 3t 11/11/18 12.04:06

Check Status Stop Test View Resulls Define Assays

Modules : Tests Since Launch
. T r 1 1= r T — — : e
. -_— -— g [Yiates) 2
| I Assign Instrument Letter - - . -— Siatus| Date

Click [Close] to exit the screen after all instruments are assigned.

[ nspument | ___instumentsn | wachswess |
B \ 803488 / ' 0.21.380.39.15 |

Figure 5-26. GeneXpert Dx System Window with Change Letter Dialog Box Overlay

5.
6.

After changing the assignment letter, select OK. See Figure 5-26.

Select Close to close the Assign Instrument Letter dialog box (see Figure 5-26).

Select Close and another dialog box will display, indicating that updated instrument
letters will be effective after the software is restarted (see Figure 5-27)

Acknowledge the overlay message about restarting the software (see Figure 5-27) by
selecting OK.

On the User Drop-Down menu on the GeneXpert Dx system window, select Exit to
shut down the software (see Figure 5-28).
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@ Bl & B

j
Check Status Stop Test View Results
Modules 3 Tests Since Launch
Sampie | Remaining Sample | Mod | Eror | Stant
| [ Assay . D ! Progress | Status | TestTi D e | User Result | Assay Sf.smn. status|  Date i
f Ayailable e e
Available | |
Available |
Available |
Assign Instrument Letter ﬁ
s I
#B
'ﬂj Updated instrument will be effective after the software is restarted.
OK

Module B1: Performing Self-Test at 11/11/18 12:04.06
Module B2 Performing Self-Test at 1111118 12:04.06
Module B3: Performing Self-Test al 1111118 12:04:.06
Module B4: Performing Self-Test at 1111118 12:04:.06

Figure 5-27. GeneXpert Dx System Window with Assign Instrument Letter Dialog
Box Overlay

gl & B

Check Status Stop Test View Results Define Assays Define Graphs Maintenance

e | seay EIge Prumss| Status "”"""“"‘] Seswls || Mad | User | Resul

Available
a.fallat'le.
Avallable
Avallable

Module B1: Performing Self-Test at 1111118 12.04.05 1
Module B2 Performing Self-Test at 1111/18 12:04.08
Module B3: Performing Self-Test at 1111118 12:04.08
Module B&: Performing Sel-Test at 111118 120408

Figure 5-28. GeneXpert Dx System Window showing User Drop-Down Menu and
Exit Selection
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Note

10. The Database Management dialog box will display on top of the GeneXpert Dx
System window (see Figure 5-22). Select No in the Database Management dialog
box to continue with the software shut down.

11. Restart the system by double-selecting the GeneXpert Dx icon on the desktop.

12.  When the software restarts, the GeneXpert Dx system window will be displayed
showing the updated instrument letter assignment(s). The Database Management
dialog box will be displayed on top of the GeneXpert Dx System window (see
Figure 5-22). Select No in the Database Management dialog box to continue.

Since this is the initial startup of the software, there are no database management tasks to perform.

The GeneXpert Dx system window will be displayed, showing the updated letter
assignments (see Figure 5-29).

BR GeneXpert® Dx System
- e —

7 L ° pe T
B W Bl [«
Create Test Check Status Stop Test View Results Define Assays Define Graphs Mainténance
Modules b Tests Since Launch
Module sample | | Remaining sample | Mod ; [ Error [ stant
! Assay | D . Progress ! Status | TestTi I |_Hame | User | Result Assay | Siatus| st | ‘B
Al Avallable
— Available)
A3 | #ailable
Ad Acalable
Messages:

Module A1: Performing Self-Test at 111118 12.04.08
Module A2 Performing Seif-Testal 11111718 12.04.06
Module A3: Performing Self-Test al 1111118 12:04.08
Module A4: Performing Self-Test at 11/11/18 12.04:08

-

Figure 5-29. GeneXpert Dx System Window at System Restart

This completes the procedure for assigning instrument letters. If there are no additional
changes, exit the GeneXpert Dx software and return to the Xpress software.
See Section 5.10.
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5.5 Managing Assay Definitions

Note This section describes tasks that users with the appropriate permissions can perform.

An assay definition contains a series of programmed steps that the GeneXpert Xpress
uses to perform sample preparation, amplification and detection procedures. In vitro
diagnostic assay definition (.gxa) files are located on the CDROM located in the assay
kit and imported into the software (see Section 5.5.2, Importing Assay Definitions).
Assay definitions that are no longer in use can also be deleted (see Section 5.5.3,
Deleting Assay Definitions).

5.5.1 The DVD Drive

The usual way to import assay definitions from the CDROM is by using the DVD drive
supplied with the system.

Depending on the computer supplied with your system, the DVD drive is connected in
one of two ways.

1. Locate the DVD drive. The DVD drive is shipped in the accessories box and is
labeled as an item to save.

2. Plug the DVD drive in as shown. You will need to disconnect the scanner.
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OR DVD

Connection

DVD Unit

Figure 5-30. DVD
3. Press the Eject button on the front of the DVD drive to open the door.

4. The CDROM is located in the assay kit. Insert the assay definitions CD into the
DVD drive and close the DVD drive door. The green light on the front of the DVD
drive will flash while the drive reads the CD.

Import the assay definitions following the procedure in Section 5.5.2.
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5.5.2

Note

Importing Assay Definitions

Although in vitro diagnostic assay definitions can be imported, the GeneXpert Dx software does not
allow the assay definitions to be modified.

To import new assay definitions open the GeneXpert Dx software as described in
Section 5.2, Starting the GeneXpert Dx Software:

1. In the GeneXpert Dx System window, select Define Assays on the menu bar. The
Define Assays window displays. Figure 5-33 shows the Define Assay window for
the GeneXpert Xpress administrator. (see Figure 5-31).

Select to Define Assays

User DataManagement Reporis Setup Mainienance Define Assays About

Check Status Stop Test View Results et says Define Graphs Maintenance

Assay AssayName  Xpert Xpress FI-R5Y

Name Tl I Version 2
|

T T R
Xpert Xpress Fiu 2
pert Xprass RSV 2|

AssayType  In Viro Disgnostic

fFo'r In Vitro D;}agnaslic"Use Cnly
Assay Disclamer

Last Modified Date 080416 15:50:06

Cartridge Type Chambers
I Name
|Bingn g Reagant

{Sample

|Fiu-REV Lysis

[Elubon Reagent

{RT PCR Beads

Mew || Delote | Lot || mport

Select to Import /

Figure 5-31. System - Define Assays Window (Detail User View)

2. Select Import. The Import Assay dialog box displays. See Figure 5-32.

GeneXpert Xpress System User’s Guide 5-27
301-6994, Rev. C December 2018



Administrative Tasks

Note

5.5.3

Caution

A

n Import Assay &

Lookin: | OVDRW orve ) IS
(7 Recent !
] Desktop
3 computer
3 Local Disk (C)
£ DVD RW Drive (D)
] Network
] Libraries
1 cepheid

File Name: | |

Files of Type: [ Assay Files (.gxa) v |

| Import || Cancel |

Figure 5-32. Import Assay Dialog Box

Navigate to the DVD folder. Locate and select the assay definition (.gxa) file, and
then select Import. The new assay name and version number appear in the Assay list
(on the left side of the window) and details about the assay appear to the right of the
list. See Figure 5-31.

Check the assay name and version number to make sure the correct assay definition
has been imported.

If you need to import additional assay definition files from the same CD, repeat
Step 2 through Step 4.

For combination assays that have multiple .gxa files, import only the assay definition files for assays
that will be performed in your lab.

6.

Remove the CD from the DVD drive and store the CD in a safe location in the event
it is needed in the future.

Disconnect the DVD drive from the computer and store it and the cables to it in the
event they are needed in the future.

Deleting Assay Definitions

Deleting assay definitions from the system is a permanent operation. Ensure that the assay
definitions are no longer needed. If they are needed, they will need to be imported again from
the assay definitions CDROM.

1.

To delete an assay definition file, in the Define Assays window (see Figure 5-33),
select the assay name in the Assay list (on the left side of the window), and then
select Delete. A confirmation message displays.

Select Yes to delete the assay definition. The assay definition file will be deleted and
is removed from the list of assays.
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5.6

Important

Select to Define Assays

.

User Data Managemenl Reports Setup Mainlenance Define Assays About

Check Status Stop Test View Results Define Assays

User Admin Use

ﬁ

Define Graphs Maintenance

Assay Name Xpart Xpress Flu-RSY

Tl I Version 2
|

Xpert Xpress Fiu__ 2| Assay Type  In Virro Disgnostic
Xpert Xpress RSV 2| P -

[For In Vitro Diagnostic Use Only
Assay Disclamer

Last Modified Date 080416 15:50:06

Cartridge Type Chambers

= Name
|Bindn g Reagant

{Sample

|Fru-RSV Lysis

[Elubon Reagent

[RY PCR Beads

tow || Dejote tot || import

Select to Delete

Figure 5-33. GeneXpert Dx System - Define Assays Window

This completes the procedures for assay definitions files. If there are no additional
changes, exit the GeneXpert Dx software and return to the Xpress software.
See Section 5.10.

Archiving the Tests

Archiving tests allows you to move your data and, if desired, free up space in the
database. You can archive multiple tests at a time. In addition to serving as a
safe-keeping mechanism, you can provide the archive files to Cepheid for analysis when

troubleshooting. The archive process creates a copy of the test and saves the data in a
.gxx file.

Some e-mail filters may block files with .gxx extensions. Adjust your email filter, if possible,
or change the extensions, if required.

To archive the test data:

1. Inthe GeneXpert Dx System window, select on the Data Management menu.
SeeFigure 5-34.
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Messages:
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Module 41 Performing Self-Testat 11111118 12:04:06
Module A2: Performing Selt-Testat 111118 12:.04:06
Module A3: Pedorming Self-Testat 1111118 12:04:06

Module A4: Performing Self-Testal11/11/18 12:04:06

Figure 5-34. GeneXpert Dx System Window showing the Data Management Menu

2. Select Archive Test. The Select Test(s) To Be Archived dialog box displays. See
Figure 5-35.

| Purge Sal ests from List After Archiving (Recommendad Monthly)
paan | S [ Mewe [ [ g hssay Status A Sar
3 laa35a1008 52 <tiane> ERROR Xpor Xpeoss Pl aportsa Erroc 1111718 120406
Sebact Desakoct Select Deselect Satoct New i

| A A Highlighted Haghlighted Archive

il |
Figure 5-35. Select Test(s) To Be Archived Dialog Box

3. Select the test(s) you want to archive. Select the check box that is adjacent to each
test you want to archive. See Figure 5-35. You can select the individual tests one-by-
one, or select a large number of tests by selecting one of the following buttons at the
bottom of the Select Tests To Be Archived screen:
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e Select All — Selects all of the tests in the table.
»  Select Highlighted — Selects the tests you highlighted.

o Select New Archive — Selects only the tests that have not been archived before.

You can also hold the Shift or Ctrl keys to highlight continuous and discontinuous multiple tests on

N
ote the Select Tests To Be Archived screen.

After selecting tests on the Select Tests To Be Archived screen, select one of the
following buttons to deselect some or all tests:

. Deselect All — Deselects all of the test selections in the window.

»  Deselect Highlighted — Deselects the tests you highlighted.

In addition to selecting the tests to archive, there are two check boxes located near
the top of the Select Tests To Be Archived screen that may need to be selected:

e Cloak IDs — Select this check box if you want to send Cepheid Technical
Support some data in question, but want to hide patient-sensitive information.
See Masking Patient and Sample IDs During Test Archive (below) for more
information.

e Purge Selected Tests from List After Archiving (Recommended monthly)- Select
this check box to free up space on the computer. After the selected tests have
been successfully archived, they are removed from the database.

4. Select OK. A message displays and asks you to confirm the archive request.

5. Select Proceed. The Save dialog box displays.
Select Cancel to not perform the Archive Test operation.

6. Locate and select the folder in which you want to store the archive (.gxx) file, type a
name for the archive file, and then select Save.

Cautl_oh The default archive location is the export folder which is located on the computer hard drive.

To guard against loss of data, the files in the export folder should be periodically copied to a
o different computer or external hard drive or different storage medium.

7.  After the files have been archived, the Archive Test(s) dialog box is displayed
indicating that the tests have been successfully archived. Select OK.

8. If you selected the Purge Selected Tests from List After Archiving (Recommended
Monthly) option, a Purge Test(s) dialog box displays indicating that the selected
test(s) will be deleted from the database. Select Yes to confirm or select No to not
delete the selected test(s) from the database.
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Caution

A

Caution

A

5.6.1

Caution

A

It is important to understand that when tests have been archived, they have not been
permanently deleted from the computer. They have been removed from the main system
database and saved to an archive file when the Purge Selected Tests from List After
Archiving (Recommended Monthly) option has been selected. Tests may be retrieved from
the archive file if needed for later use. See Section 5.6.1, Retrieving Data from an Archive
File.

Masking Patient and Sample IDs During Test Archive

Masking sample and Patient IDs allow customers to send Cepheid Technical Support
some data in question, but hides patient-sensitive information.

When the Cloak IDs check box, located in the top left area of the Select Test(s) To Be
Archived dialog box, (see Figure 5-35) is checked, all information about the sample ID
and patient ID is masked.

Once you mask sample and or patient ID information for an archived test, if you retrieve the
test information, the sample and patient ID information will still be masked. You should
maintain an on-site copy of the archived test information without the masked information.

Retrieving Data from an Archive File

If a test you are retrieving already exists in the current database, the software will overwrite it
and existing data will be lost.

You can retrieve test data from an archived file. To do this:

1. Inthe GeneXpert Dx System window, on the Data Management menu, select Retrieve
Test. The Open dialog box displays.

2. Locate and select the archive (.gxx) file, and then select Open to retrieve the selected
test(s) from the archive file.

If there are tests in the archive that already exist in the database, the Retrieve Test(s)
dialog box will be displayed indicating the number of duplicate tests. Select OK.

3. The Select Test(s) To Be Retrieved From dialog box displays (see Figure 5-36). The
tests that already exist in the current database display in red text.

Select Cancel in the Open dialog box to not retrieve any archived tests.
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Purge Selected Tests from List After Archiving {(Recommended Monthiy)
I [ sampie il Module [ [ [ [ Ertor stort
e L W | vame | e L e sz [ %= | swws | ose
043581098 A2 =Nong> ERROR XP_Flu O Abartad Error 11111718 12:04:06 |

Select Deselect Select Desslect Select New

Al A Highlighted Highighted AcANe
i
|

OK Cancel

Figure 5-36. Select Test(s) to Be Retrieved Dialog Box

4. Select the tests you want to retrieve. You can select the individual tests one-by-one,
or select multiple tests by selecting one of the following:

e Select All—Selects all of the tests in the table.
»  Select Highlighted—Selects the tests you highlighted.

»  Select With No Duplicate—Selects only the tests that do not exist in the current
database.

*  After selecting tests in the Select Tests to Retrieved From dialog box, select one
of the following buttons to deselect some or all tests:

»  Select Deselect All to clear all of the selections in the dialog box.
»  Select Deselect Highlighted to clear the tests you highlighted.

5. Select OK to retrieve the selected test(s). The Retrieve Test(s) dialog box displays
and asks you to confirm the retrieval.
Select Cancel to not retrieve the selected test(s) from the database.

6. In the Retrieve Test(s) dialog box, select Proceed. The selected test)s) are retrieved
and a message displays and confirms that the tests are retrieved.

7. In the Retrieve Test(s) confirmation dialog box, select OK.

This completes the procedure for managing and archiving files. If there are no additional
changes, exit the GeneXpert Dx software and return to the Xpress software.
See Section 5.10.
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5.7

5.7.1

Performing Database Management Tasks

The database management tasks can only be performed during system startup and
shutdown.

. Back up the database (see Section 5.7.1, Backing up the Database).
. Restore the database (see Section 5.7.2, Restoring the Database).
. Compact the database (see Section 5.7.3, Compacting the Database).

. Check the integrity of the database (see Section 5.7.4, Checking the Integrity of the
Database).

The GeneXpert Xpress administrator specifies whether you have permission for the data
management tasks. See the GeneXpert Xpress administrator to adjust the permissions to
meet your requirements. The user is prompted on startup to perform database
management. The prompt appears only if the user has privileges to perform these tasks.
If the user does not have any of these privileges, the prompt will not be displayed.

See Figure 5-37.

Database Management l&

ol

Do you want to perform Database Management tasks?

Yes No

Figure 5-37. Database Management Dialog Box

8. If you do not want to perform database management tasks, select No in the
Database Management dialog box (see Figure 5-37).and skip to Section 5.8, Purging
Tests from the Database.

If you want to perform database management tasks, select Yes in the Database
Management dialog box (see Figure 5-37). The Database Management window
displays. See Figure 5-38.

Backing up the Database

You should back up the entire database periodically and store the backup on a different
computer or on a different storage medium. If the computer fails, you can restore the
entire database using the backup copy.

To back up the database:
1. Select Database Backup on the Database Management window (see Figure 5-38).

2. Select Proceed.
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B Database Management ﬂ

Select task, click [Proceed] to continue.
\® Database Backup

() Database Restore

) Compact Database
() Check Database Integrity

Cancel | Proceed l

Figure 5-38. Database Management Window

3. Locate and select the folder in which you want to store the backup file, type a name
for the backup file (or use the default file name), and then select Save. The backup
process creates a .zip file in the location you specified (see Figure 5-39).

T i

saven: | (7 Backup ~| =[] =) 88 e
(] RestoreTemp [ 3.0.2_clean.zip

[} 2.1.20_clean.zip [ 3.0.3_clean.zip

[ 2.4.20_PAazip [ 3.0.4_ctean.zip

[ 21.21_paip [ 3.0.4_clean1.zip
[ 2.1.22_clean.zip [ 3.0.4_clean2.zip
[ 3.0.0_clean.zip [ 3.04_paip

[»

File Name:  |GeneXpert PC_2015.01.09_13.00.08_GX_3.0.4.2i] |
Files of Type: | Database Backup Files (2ip) x|

e

Figure 5-39. Backup File Naming

4. The backup process varies, depending on the amount of data in the database and the
speed of the computer (older computers may take longer).

It has been found that 1000 tests takes less than 30 seconds, and 3000 tests takes less than a

Note .
minute.
For large database backups, a progress bar will be displayed. When the backup
process is finished, a process completion message displays (see Figure 5-40).
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Caution
A

5.7.2

Caution

A

Database Backup ﬁ

’Ej Backup completed.

OK

Figure 5-40. Backup Completed Screen

The default database backup location is the export folder which is located on the computer
hard drive. To guard against loss of data, the files in the export folder should be periodically
copied to a different computer or different storage medium.

Restoring the Database

The database restore process overwrites the data in the current database. Do not restore a
database unless the current database is corrupted or needs to be replaced.

You can restore the entire database using the backup database file. Because the restore
process overwrites the data in the current database, first archive any test data to be
retained (see Section 5.6, Archiving the Tests), restore the database, and then retrieve the
data from the archive file (see Section 5.6.1, Retrieving Data from an Archive File).

To restore the database:

1. Select Database Restore on the Database Management window. See Figure 5-41.

n Database Management ﬁw

Select task, click [Proceed] to continue.

\U Database Backup

'®) Database Restore
@) Compact Database

() Check Database Integrity

Cancel Proceed

Figure 5-41. Database Management Window

2. Select Proceed. A dialog box displays asking if you want to back up the current
database (recommended) before restoring. See Figure 5-42.

5-36

GeneXpert Xpress System User’s Guide
301-6994, Rev. C December 2018



Administrative Tasks

r =~ ——— : A
Database Restore . @

53 Do you want to create a kup of the current database prior to restore?

= |

Figure 5-42. Database Restore Dialog Box

3. Select Proceed in the Database Restore confirmation dialog box to continue with the
database backup (see Figure 5-42). The Database Backup dialog will be displayed.
See Figure 5-43.

Select Cancel to not back up the database and proceed directly to the Select File To
Restore the Database screen (see Figure 5-45).

ﬁ Database Backup _-]II_ ; w
Save |n: [{jaackup "" @@@@@

[ GeneXpert PC_2018.11.21_14.30.11_GX_3.0.4.zip [} GeneXpert PC_2018.11.25_16.11
[ Genexpert PC_2018.11.25_16.27.18_GX_3.0.4.zip [ ) GX Dx 4.7 Screenshots Database
[ GeneXpert PC_2018.11.07_15.53.36_GX_3.0.4.zip
[ GeneXpert PC_2018.11.07_16.58.10_GX_3.0.4.zip
[ GeneXpert PC_2018.11.25_11.54.15_GX_3.0.4.zip
[} GeneXpert PC_2018.11.25_15.33.07_GX_3.0.4.zip

|| FileName:  |GeneXpert PC_2018.11.09_16.34.12_GX_3.0.4.2ip| |
| Files of Type: | Database Backup Files (.zip) v |

o | [ concn |W

Figure 5-43. Database Backup Dialog Box

4. Locate and select the folder in which you want to store the backup file, type a name
for the backup file (or use the default filename) and select Save. See Figure 5-43

5. The database will be backed up to the selected location. The Backup process time
varies, depending on the amount of data in the database and the speed of the
computer (older computers may take longer).

Note It has been found that 1000 tests takes less than 30 seconds, and 3000 tests takes less than a

minute.
For large database backups, a progress bar will be displayed. The Backup completed
screen displays when the database backup is complete. See Figure 5-44.
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Database Backup ﬁ

@ Backup completed.

Figure 5-44. Backup Completed Screen

6. Select OK. The Select File to Restore the Database screen displays. See Figure 5-45.

ER Select File To Restore The Database '
LookIn: | (] Backup ~| =[] =] [88

[} GeneXpert PC_2018.07.25_15.33.07_GX_3.0.4.zip
3.03.21_14.30.11_GX_3.0.4.zip ) GeneXpert PC_2018.07.25_16.11.48_GX_3.0.4.zip
3.03.25_16.27.18_GX_3.0.4.zip ) GeneXpert PC_2018.07.17_14.30.59_GX_3.0.4.zip
3.04.07_15.53.36_GX_3.0.4.zip [} GeneXpert PC_2018.07.20_12.05.25_GX_3.0.4.7ip
3.04.07_16.58.1 D_GXNS GeneXpert PC_2018.07.21_17.07.07_GX_3.0.4.zip

5.02.25_11.54.15_GX_3.0.4.zip |_) GeneXpert PC_Z013.0?.22‘_14.56.37_6)(_3.0.4.llp|

File Name: | |

Files of Type: |DambaseBackupFHes{.ﬂp} N
\w || cance |

Figure 5-45. Select File to Restore the Database Screen, with Filename

7. Select the file to restore, and then select the Open button.

8. The Database Restore confirmation dialog box displays. See Figure 5-46.

Database Restore S — XS]

Figure 5-46. Database Restore Confirmation Dialog Box

9. Either select Proceed in the Database Restore confirmation dialog box to continue,
or select Cancel to discontinue and return to the Database Management screen
(see Figure 5-41).

10. If you selected Proceed, the restore process will begin. The restore process time
varies, depending on the amount of data in the database and the speed of the
computer (older computers may take longer).

It has been found that 1000 tests takes less than 30 seconds, and 3000 tests takes less than a

Note minute.
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For large database restores, a progress bar will be displayed. When the restoration
process is finished, a process completion message displays (see Figure 5-47).

Database Restore ﬁ

fﬁ ~ Restore process completed.
Your GeneXpert is ready to restart.

OK

Figure 5-47. Database Restore Completed Confirmation Screen
11.  Select OK to close the GeneXpert Dx software application.

12.  If desired, restart the GeneXpert Dx software. For details on starting the software,
see Section 5.2, Starting the GeneXpert Dx Software.

5.7.3 Compacting the Database

Compact the database periodically to ensure efficient use of the space in the database
and to save hard disk space.

To compact the database:
1. Select Compact Database on the Database Management window. See Figure 5-41.

2. Select Proceed on the Database Management window. The Compact Database
confirmation dialog box displays. See Figure 5-48.

Compact Database ﬁ

@ Click [Pr to Compact Database.

| cancel || Proceed |

Figure 5-48. Compact Database Confirmation Dialog Box

3. Select Proceed to compact the database. When the database compacting has
completed, the Compact Database complete dialog box will display.
See Figure 5-49.

Compact Database &

'ﬂﬁj C ct database completed.

OK |

Figure 5-49. Compact Database Completed Dialog Box
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4. Select OK.

In addition to compacting the database, you can also save space by purging tests from the

Note database after archiving. For details on deleting archived tests, see Section 5.6, Archiving the Tests.

5. Select Cancel to close the Database Management window.

5.7.4 Checking the Integrity of the Database

The software automatically checks the integrity of the database at start-up. To manually
check the integrity of the database, perform the following steps:

1. Select on Check Database Integrity on the Database Management window.
See Figure 5-41.

2. Select Proceed. The Check Database Integrity confirmation dialog box displays (see
Figure 5-50), asking to confirm the check request.

Check Database Integrity &

’iﬁj‘:j Click [Proc to Check Database Integrity.

I CancelJ Proceed |

Figure 5-50. Check Database Integrity Confirmation Dialog Box

3. Select Proceed to start the integrity check. If the software finds integrity errors, a
message alert will display. Select Proceed to repair the database.

4.  When the check database integrity is successfully completed, the Check Database
Integrity complete dialog will display. See Figure 5-51.

Check Database Integrity &

fﬁj Database Integrity Check completed. No issues found.

Click [OK] t

Figure 5-51. Check Database Integrity Completed Dialog Box
5. Select OK.
6. Select Cancel to close the Database Management window.

This completes the procedure for managing the database. If there are no additional
changes, exit the GeneXpert Dx software and return to the Xpress software.
See Section 5.10.
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5.8 Purging Tests from the Database

Tests may be purged from the active database after they have been archived (see Section
5.6, Archiving the Tests for details).

When tests have been archived, they have not been permanently deleted from the computer.
They have been removed from the main system database and saved to an archive file when

Important the Purge Selected Tests from List After Archiving (Recommended Monthly) option has been
selected. Tests may be retrieved from the archive file if needed for later use. See Section
5.6.1, Retrieving Data from an Archive File.

5.9 Connecting to the Printer with a Direct USB
Connection

If the wireless connection between the Xpress computer and printer is not functional, try
troubleshooting the issue with the steps in Section 6.18.2, Troubleshooting Wireless
Printer Connection. It is also possible to establish a direct USB connection with the
printer. Connect the USB cable provided with the printer to a USB port on the computer.
This may require removing either the LIS dongle (if used) or the barcode scanner while
printing.

5.9.1 Connecting to the Printer with a Direct USB
Connection with Windows 7

@ 1. Select the Windows Start button and select Devices and Printers in the right panel of
the start menu.

2. From the Control panel, locate and select on View devices and printers.
See Figure 5-56.
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See what's printing = .
71l defaut EPSONEDF310 Fax Microsoft XPS
et as default printer i (WF-100 Series) Document Writer
Printing preferences
Printer properties
Create shortcut
\Tmub|eshoot
Remove device Cepheid Xpress state: @ Default Status: 0 document(s) in queue
P = Modek: EPSON WF-100 Series
roperties
B Category: Printer

r (=
\:/\) A r”Conluui Zand L3

Adjust your computer’s settings View bz Catégery ™

System and Security

uage, and Region

Change keytb other input methods

8
Wy oo
{i Clock, Lan
@

Programs

I‘J "“, Uninstall 2 program

Figure 5-52. Windows Control Panel

Right-select on any existing Cepheid Xpress printer and select Remove this device.
See Figure 5-53.

R';?s ¥ Control Panel » Hardware and Sound » Devices and Printers . £ rin -

Add a device

Add a printer See what's printing Manage default printers Print server properties

4 Devices (2

)
CEPHEID-621151 Symbol Bar Code
D Scanner

4 Printers and Faxes (4)

s

Figure 5-53. Devices and Printers Window - Remove device

After the existing Cepheid Xpress printer is removed, unplug the scanner and
replace it with the USB printer cable

Windows will automatically begin installing device driver software for the printer.

After the installation is complete, a WF-100 series printer will show up under
Printers and Faxes.
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7. Right-select on the WF-100 series printer and select Printer Properties.
See Figure 5-58.

’(:-\ . = » Control Panel » Hardware and Sound v Devices and Printers

Add a device Add a printer See what's printing Manage default printers Print server properties  » = v £7]

# Devices (2)

CEPHEID-621151 Symbel Bar Code
D Scanner

4 Printers and Faxes (4)
&l

V' ot/ L/
-y 3 -

See what's printing 5 5
(WF-100 EPSONEDF310 Fax Microsoft XPS
¥ | Sk as defauk printer inies) (WF-100 Series) Document Writer

Printing preferences

-

I

Printer properties
Create shortcut

Troubleshoot
Remove device Epson (WF-100 Senes) state: @B Defautt Status: 0 document(s) in queue
/ EPSON WF-100 Series
Properties L
p Category: Printer

T
Figure 5-54. Devices and Printers Window Showing the Printer Properties Popup

8. Change the device name to Cepheid Xpress and select OK. See Figure 5-59.

'8 B
% Epson (WF-100 Series) Properties [
WM_[M@@GI Color Management | Securty | Optional Settings | Version Infomation |

Jﬂ Cepheid Xpress

Location:

Comment:

Model; EPSOM WF-100 Series
Features
Color: Yes Paper available:
Double-sided: No A4 (210 x 297 mm) -
Staple: No Letter (8 1/2 x11 in) £

Legal (81/2x14 in)
Speed: Unknown Envelope =10 (4 1/8x91/2 in)
Maximum resolution: Unknown 8x10in >
[ Preferences...a . | I Print Test Page ]

o) o)

Figure 5-55. Printer Properties Window Showing the General Tab
9. Right-select on the printer and select Set as default printer.

10. A green check mark will display on the Cepheid Xpress printer indicating that it is
set as the default printer.
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This completes the procedure for connecting the printer with a USB cable. If there are no
additional changes, exit the GeneXpert Dx software and return to the Xpress software.
See Section 5.10.

5.9.2 Connecting to the Printer with a Direct USB
Connection with Windows 10

- 1. Select the Options button in the lower right of the screen. From the Options panel,
locate and select All settings. See Figure 5-56.

Figure 5-56. Windows Options Panel
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2.

Select Devices. See Figure 5-57.

=

O

System

Apps

Cortana

Windows Settings

LE Devices D Phone @ Network & Internet Ej Personalization
o T T P of A
R Accounts : (,f;$ Time & .Lnnquage 6. (.JEIHII"\F} ) ) \_1_,- Fase.‘,f A .cess
Privacy 778 Update & Security
& Bt i

Figure 5-57. Windows Settings - Devices

3. Select Printers & scanners from the list on the left of the screen. See Figure 5-59.

4. Click Cepheid Xpress in the list of printers and Select Remove device. Select Yes
from the confirmation popup window. After the existing Cepheid Xpress printer is
removed, unplug the scanner and replace it with the USB printer cable.

5.  Windows will automatically begin installing device driver software for the printer.

6. After the installation is complete, a WF-100 series printer will show up under
Printers and Scanners.

7. Click on the WF-100 series printer and select Manage. The Manage your device
window appears. Select Printer properties.

8. Change the device name to Cepheid Xpress and select OK. See Figure 5-58.
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@ EPSON WF-100 Series

Manage your device
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Print a test page
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Printing preferences

Hardware properties

i EPSON WF-100 Series Properties

=5 Cepheid Xpress

Comment:

Medel: EPSOM WF-100 Series
Festures
Color: Yes
Double-sided: No
Suple: Na
Speed: Unknown

Mammum resclution: Unknown

General Shaing Fods  Advanced Color Mansgement  Securty Opfional Settngs  Version information

Preferenc Print Test Page
Ok || Cancel

X
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Figure 5-58. Manage your device Window Showing the Printer Properties Popup

Click on the check mark next to Let Windows manage my default printer to deselect it.

See Figure 5-59.

iy Home

Printers & scanners

| Find a setting

£ | Add printers & scanners

Devices

Efl Bluetooth & other devices

i Add a printer or scanner

Find and manage devices

you've installed a n

Get help with your printer
& Printers & scanners Printers & scanners
Cepheid Xpress Related settings
O Mouse % Print server properties
E Touchpad @ Fax
Make Windows better
B Typing . .
Microsoft Print to POF Gl s fecoback
& Pen & Windows Ink
E’j Microsoft XPS Document Writer
(®  AutoPlay =
fi use \
Let Windows manage my default printer
Figure 5-59. Printer &scanners Window Showing Let Windows manage my default
printer
9. Select the Cepheid Xpress printer and select Manage. Select Set as default.
10. The printer will now display Default under the name.
This completes the procedure for connecting the printer with a USB cable. If there are no
additional changes, exit the GeneXpert Dx software and return to the Xpress software.
See Section 5.10.
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5.10 Returning to the GeneXpert Xpress Software

5.10.1 Exiting the GeneXpert DX Software
1. To exit the GeneXpert Dx software, select Exit under the User menu on the
GeneXpert Dx System window. See Figure 5-60.
4 Bl @
3 1@
W g & B E B
_ Moswes _ = —
Yome | Asswy | S | progress | suws | TUIER || PR | (e | User | Reswn | assay | swws GOF| OO
== |
B3 Availabie
_BJ_ Availatle |
;H:w:
Module B1: Pad T RTest at 1111718 1204 D'J. |:
Module B2 Perorming Self-Test st 11:;‘{:.:5 :2 U-f :&; i
oo e Pedurmng ko it 120538 |
=
Figure 5-60. GeneXpert Dx System Window Showing the User Menu ltem
2. If an archive is overdue, the Test Archive Reminder dialog box displays. See
Figure 5-61. Select No.
Test Archive Reminder ==
% Archive is overdue. Do you to archive now?
o
Figure 5-61. Test Archive Reminder Dialog Box
3.

The Database Management dialog box displays on top of the GeneXpert Dx System
window. See Figure 5-62. Select No in the Database Management dialog box.

Database Management [

r?j Do you want to perform Dmah{uanagemem tasks?
Mo’

Figure 5-62. Database Management Dialog Box

GeneXpert Xpress System User’s Guide
301-6994, Rev. C December 2018

5-47



Administrative Tasks

4. The GeneXpert System window closes and the Windows desktop is displayed.
See Figure 5-63.

5.10.2 Starting the GeneXpert Xpress Software

1. Start the GeneXpert Xpress software by double-tapping the GeneXpert Xpress icon
located on the Windows desktop. See Figure 5-63 for Windows 7 or Figure 5-64 for
Windows 10.

Figure 5-63. Windows Desktop (Laptop Mode) Showing the GeneXpert Xpress Icon
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> |

Recycle Bin

Figure 5-64. Windows Desktop (Laptop Mode) Showing the GeneXpert Xpress Icon

The GeneXpert Xpress Software splash screen momentarily displays, followed by
the GeneXpert Xpress Software Welcome page (see Figure 5-65).

SeneXpert

Welcome To Touch Screen Xpress System

TOUCH HERE
TO BEGIN

Figure 5-65. Welcome Screen
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After you touch the TOUCH HERE TO BEGIN button, the Home screen displays with New
Test and View Previous Tests buttons. See Figure 5-66.

Note If a log-in is required, the sign-in screen will display before the Home screen displays. Then after
logging in, the Home screen displays with RUN NEW TEST and VIEW PRVIOUS TESTS buttons.

Note It may take 2 to 3 minutes for the software to load. Please wait. {*

L
et Home

RUN VIEW

PREVIOUS
NEW TEST TESTS

ZCephefd.

Figure 5-66. New Test and View Previous Tests Screen
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6 Maintenance

This chapter describes the maintenance to be performed on the GeneXpert Xpress
system.

The actions described in this chapter are intended for the administrative user and may not be

Note available to all users.

Use the GeneXpert Dx software to perform the activities described in this chapter. If assistance is
Note required, contact Cepheid Technical Support. See the Technical Assistance section in the Preface
for contact information.

6.1 Maintenance Tasks

Although the system is designed to prevent cross-contamination and ensure accurate
results, the instrument can be checked and cleaned periodically as a precautionary
measure. Table 6-1 lists the basic maintenance tasks that can be performed.

Table 6-1. Maintenance Tasks and Frequency

Task Frequency Section

Power down the GeneXpert Xpress instrument Weekly Section 6.3
Power down the GeneXpert Xpress computer Weekly Section 6.3
Archive tests Monthly Section 5.6
Purge tests Monthly Section 5.8
Replace the fan filters Monthly Section 6.10
Clean plunger rod and cartridge bay Quarterly Section 6.9
Clean the instrument surfaces Quarterly Section 6.6
Perform annual instrument maintenance Annually Section 6.11
Print system log report As necessary Section 6.15
Back up database As necessary Section 5.7.1

6.2 Maintenance Log

Complete the maintenance log shown in Figure 6-1 daily or whenever maintenance tasks
are performed on the system. Copies of this monthly log may be made to use, as
required. There is an electronic version of this file available and can be used for monthly
records. The electronic version of this file is a pdf file that can be filled in and saved
using Adobe Reader or Adobe Acrobat.
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Figure 6-1. Maintenance Log

GeneXpert Xpress System User’s Guide

6-2

301-6994, Rev. C December 2018



Maintenance

6.3 Power Down the System

The GeneXpert Xpress instrument and computer should be powered down once per
week to refresh the system. This action clears out unwanted temporary files and guards
against computer memory corruption to prevent a malfunction of the system.

To exit the GeneXpert Dx software, see Section 5.10.1, Exiting the GeneXpert DX
Software. Power down the computer, Then turn off the GeneXpert Xpress Instrument,
(See Figure 6-2) wait two minutes, then restart the instrument and computer (See Section
3.1, Starting the GeneXpert Xpress Il and GeneXpert Xpress Software or Section 4.1,
Starting the GeneXpert Xpress IV and GeneXpert Xpress Software).

Figure 6-2. Power Switches for the GeneXpert Xpress Il and GeneXpert Xpress IV

6.4 Guidelines for Cleaning and Disinfecting

Cleaning and disinfecting system components is crucial for proper system maintenance.
Disinfection is a chemical reaction. As a chemical reaction, it is affected by many factors
including the concentration of the disinfectant, contact time, temperature, nature of the
microbes present, amount of organic residue, surface properties, etc. With any
disinfectant, it is crucial that the entire area to be disinfected be in contact with the
disinfecting solution.

General guidelines for routine surface cleaning are:

. Use only 70% ethanol or denatured ethanol (70% ethanol containing 5% methanol
and 5% isopropanol).

General guidelines for cleaning combined with disinfection are:

. Use a final concentration of 1:10 dilution of household chlorine bleach (used within
1 day of preparation).

. Use sufficient disinfectant (bleach solution) and spread the disinfectant evenly. The
entire surface should be wet to completely disinfect the surface.

. Allow a minimum of two minutes contact time. More than five minutes is not
recommended.
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Caution

A\

6.5

6.6

6.7

6.8

. Remove remaining bleach residue with 70% ethanol or denatured ethanol (70%
ethanol containing 5% methanol and 5% isopropanol).

Failure to remove bleach residue from the system may cause damage to the instrument
components. Always perform a wipe down with ethanol after using bleach.

. Repeat the cleaning and disinfection with bleach three times (two minutes contact
time for each bleach application) followed by a final wipe with ethanol to remove
bleach residue.

Cleaning the Work Area

Clean the work area daily using good laboratory practices to avoid contamination of
specimens or reagents. Follow your institution’s guidelines for cleaning the work area.

Close Module Doors

Check that all module doors are closed daily to avoid contamination of the modules.

Discard Used Cartridges

Discard used cartridges from the GeneXpert Xpress modules and on the surrounding
work surfaces. Follow your institution’s standard practices for disposal. See Section 2.4,
Chemical Safety and Section 2.3, Biological Hazard Safety for additional information
regarding cartridge disposal.

Cleaning the Instrument Surfaces

Clean the instrument surfaces quarterly (every three months) with ethanol. All outside
surfaces of the instrument housing should be cleaned including the top, sides, and
outside door of the module.

Before cleaning the instrument surfaces, read Section 6.4, Guidelines for Cleaning and
Disinfecting.

The materials required for this procedure are:

. 70% ethanol or denatured ethanol (70% ethanol containing 5% isopropanol and 5%
methanol).

6-4
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Caution

A\

Important

Biological Risks

Do not use 70% isopropyl alcohol for cleaning the instrument surfaces. Isopropyl alcohol
can degrade system components.

. A final concentration of 1:10 dilution of household chlorine bleach (used within 1
day of preparation).

Use the bleach solution only in the event of a spill. Wipe down the affected surface(s) with
bleach three separate times. Leave the bleach on the instrument surfaces for two minutes
each time before wiping the surfaces with ethanol to remove the bleach residue.

. Lint-free wipes or paper towels
. Disposable gloves

. Eye protection

Wear disposable gloves, eye protection and other personal protective equipment (PPE)
mandated by your institution’s safety policies while performing this cleaning procedure.
Wearing PPE prevents exposure to chemical and biologically hazardous materials.

6.8.1 Quarterly Maintenance
Warning
C Shut down the GeneXpert Xpress completely when cleaning the instrument surfaces.
Do not remove the instrument covers or use a vacuum cleaner inside the instrument at any
Important time. Remove debris from exterior instrument surfaces using lint-free wipes or paper towels
moistened with ethanol or bleach as described in the following procedure.
For routine cleaning of the instrument surfaces:

1. Thoroughly moisten a lint-free wipe or paper towel with the 70% ethanol solution.

2. Wipe all surfaces outside the instrument. Change lint-free wipes or paper towels
frequently while wiping.

3. Move the GeneXpert Xpress instrument and wipe the table surfaces underneath and
around the instrument. Change lint-free wipes or paper towels frequently while
wiping.

4. Discard used wipes or paper towels according to your standard laboratory procedure.
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6.8.2 In Case of Spill
Clean affected exterior instrument surfaces in the event of a spill.
If it is suspected that a spill has affected the interior of the instrument, do not remove any of
Important the exterior instrument covers. Instead, shut down the instrument and contact Cepheid

6.9

Important

Caution

A\

Technical Support for assistance.

To clean the affected instrument surfaces:
1. Thoroughly moisten a lint-free wipe or paper towel with the 1:10 bleach solution.

2. Wipe affected surfaces on the instrument. Change wipes or paper towels frequently
while wiping.

3. Allow the bleach solution to remain on the surfaces at least two minutes but no
longer than five minutes.

4. Repeat Step 1 through Step 3 two more times for a total of three times.
5. Thoroughly moisten a lint-free wipe or paper towel with the 70% ethanol solution.

6. Wipe affected surfaces on the instrument. Change wipes or paper towels frequently
while wiping.

7. Discard used wipes or paper towels according to your standard laboratory procedure.

Cleaning the Plunger Rods and Cartridge Bays

Clean and disinfect the plunger rods and cartridge bays quarterly (every three months),
in the event of a spill, or if a negative control yields a positive result.

Before cleaning the plunger rods and cartridge bays, read Section 6.4, Guidelines for
Cleaning and Disinfecting.

The materials required for this procedure are:

. A final concentration of 1:10 dilution of household chlorine bleach (used within 1
day of preparation)

Perform the bleach wipe-down three separate times on the interior surfaces of the cartridge
bay, allowing the bleach to remain on the surfaces for two minutes after each wipe. After the
final two minutes, remove the bleach residue by thoroughly wiping the cartridge bay and
plunger rod with ethanol.

. 70% ethanol or denatured ethanol (70% ethanol containing 5% isopropanol and 5%
methanol)

Do not use 70% isopropyl alcohol for cleaning the cartridge bay and plunger rod. Isopropyl
alcohol can degrade polycarbonate plastics.
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. Lint-free wipes or paper towels
. Disposable gloves

. Eye protection

Biological Risks Wear disposable gloves, eye protection and other personal protective equipment (PPE)

mandated by your institution’s safety policies while performing this cleaning procedure.
Wearing PPE prevents exposure to chemical and biologically hazardous materials.

To clean the plunger rod(s) and cartridge bay(s):
1. Remove cartridge(s) from the module(s) to be cleaned.

2. In the GeneXpert Dx System window, click the Maintenance icon (see Figure 6-3).
The Maintenance screen is displayed.

3. Click on Maintenance on the Menu Bar (see Figure 6-3), select Plunger Rod
Maintenance. The Plunger Rod Maintenance dialog box is displayed. See Figure 6-4.

ER GeneXpert® Dx System Pt | (=] _e:H
User Detall User

User Data Report

~— = Module Reporters -
L/ § @ N <
lh; tc’ Plunger Rod Maintenance 0 s ]
ol > ; | W {0
&. LSS O
Create Test Check Status Perform Self-Test L Define Assays Def s Maintenance

| Exclude Modules From Test
Version 5.1 .
User Detail User
Launched 08/18/18 12:32:52
Instruments
Module | Instrument [ Module Serial [ I-CORE Serial [ Amblent i I-CORE Starts
MName | Serial Number Number | Number | Temp (*C) | Sincea Cal
Al 702078 503277 702078 267
| A2 702078 502278 302845 279
A3 | 702078 503279 302839 26.2
A4 702078 503280/ 302846 215

Figure 6-3. GeneXpert Dx System Window
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A2 423
A3 439
A4 439
| clean || ceanan | | close |

Figure 6-4. The Plunger Rod Maintenance Dialog Box

Note For efficient cleaning of the cartridge bay(s) and plunger rod(s), choose the Clean All option, which
lowers all plunger rod(s), allowing the cleaning of all modules simultaneously.

4. In the Module table, select the module(s) to be cleaned and then select Clean or Clean
All (see Figure 6-4). The Plunger Rod Cleaning dialog box is displayed
(see Figure 6-5).

Plunger Rod Cleaning ﬂ

Please remove cartridges from the modules.

' Q—” Keep hand-\?r of modules until plunger rods are lowered.

OK || Cancel I

Figure 6-5. Plunger Rod Cleaning Dialog Box
5. Ensure that there are no cartridges in any of the modules, and click OK.

6. In the Plunger Rod Maintenance dialog box, the Clean button name changes to Move
Up (if the Clean All button is clicked, it changes to Move Up All). In the instrument,
the plunger rod(s) in the selected module(s) (or all modules if the Clean All button is
clicked) lowers into the cartridge bay(s). See Figure 6-6.
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Cartridge Bay

Plunger Rod (Lowered)

Slit for I-CORE Module

Instrument Module Door (Opened)

Figure 6-6. Plunger Rod Lowered into Cartridge Bay
7. Clean the plunger rod(s) and cartridge bay(s) as follows:

A. Thoroughly moisten a lint-free wipe or paper towel with a 1:10 solution of
household chlorine bleach.

B. Vigorously wipe the plunger rod with the lint-free wipe or paper towel. Wipe
hard enough to remove the black debris that accumulates on the plunger rod.

Using the same lint-free wipe or paper towel, wipe the walls, ceiling, corners
and edges of the cartridge bay, then wipe the inside of the door and the top lip of
the door and discard the lint-free wipe or paper towel.

Caution

Getting liquid inside the I-CORE module can damage the module. Do not touch the slit on the
& I-CORE module where the cartridge reaction tube is inserted (see Figure 6-6).
Caution

f Do not allow the bleach to remain on any surface for more than five minutes.

C. Wait 2 minutes after wiping with the bleach solution.
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6.10
6.10.1

Note

10.
11.

Use a new lint-free wipe or paper towel thoroughly moistened with the 1:10
bleach solution and wipe the plunger rod, walls, ceiling, corners and edges of
the cartridge bay, then wipe the inside of the door and the top lip of the door and
discard the wipe.

Wait 2 minutes after wiping with the bleach solution.

Using another new lint-free wipe or paper towel thoroughly moistened with the
1:10 bleach solution, wipe the plunger rod, walls, ceiling, corners and edges of
the cartridge bay. Wipe the inside of the door and the top lip of the door and
discard the lint-free wipe or paper towel.

Wait 2 minutes after wiping with the bleach solution.

Thoroughly moisten a lint-free wipe or paper towel with the 70% ethanol
solution.

Use the lint-free wipe or paper towel thoroughly moistened with the 70%
ethanol solution to remove all residual bleach. Wipe the plunger rod, walls,
ceiling, corners and edges of the cartridge bay, then wipe the inside of the door
and the top lip of the door and discard the lint-free wipe or paper towel.

After the plunger rod(s) and cartridge bay(s) have been cleaned, return to the
Plunger Maintenance dialog box and select the Move Up button. The plunger rod(s)
move(s) back up to the resting position.

Click Close to close the Plunger Maintenance dialog box.
Manually close the instrument module door(s).

This completes the procedures for cleaning the plunger rod(s) and cartridge bay(s).

Cleaning and Replacing the Fan Filters

GX-Il and GX-IV Fan Filters

In order to minimize system downtime, Cepheid recommends that you have a spare fan filter
available to swap with the dirty fan filter being cleaned. After removing the fan filter, it may be
cleaned and re-used the next time that a fan filter is removed for cleaning.

Clean the fan filters monthly or more frequently, if necessary. There is one fan filter on
both the GeneXpert Xpress II and the GeneXpert Xpress IV instruments. Location of the
fan filters is on the back of the instruments (see Figure 6-7). The materials needed for
the procedure are as follows:

Replacement fan filters:

GeneXpert Xpress II - Filter Part Number: 001-1271
GeneXpert Xpress IV - Filter Part Number: 001-1537
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Important

Note

Warning

Caution

. Paper towels
. Water

. Disposable gloves

The GeneXpert Xpress instrument and computer must be powered down prior to performing
the fan filter cleaning described below. This procedure must be performed on a monthly
basis.

1. Make sure all tests have finished running before attempting to move the instrument.

2. Turn off the GeneXpert Xpress II or IV instrument and the computer following the
instructions in Section 6.3, Power Down the System.

If needed, gently move the instrument when performing the following procedure for fan filter
cleaning.

See the weights table in Section B.2, General Specifications for GeneXpert Instrument
weights. Use care when moving the instrument. Do not attempt to lift the instrument without
proper safety training and assistance. Lifting or moving the instrument without proper
training and assistance can cause personal injury, damage the instrument, and void your
warranty.

Be careful not to drop the instrument.

3. Reposition the instrument so the fan filter can be easily accessed. See Figure 6-7.

GeneXpert Xpress Il GeneXpert Xpress IV

Figure 6-7. GeneXpert Xpress Il and GeneXpert Xpress IV Instruments Positioned for Access to Fans
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4. Gently take the fan filter guard off by unsnapping the guard from the fan housing
(see Figure 6-8) and place it aside for the remainder of the procedure for filter
removal and cleaning.

GeneXpert Xpress
P P Fan Filter Guard GeneXpert Xpress IV

Figure 6-8. Removing Fan Filter Guard

5. Remove the dirty filter for cleaning. See Figure 6-9.

AN _ Filter
N
GeneXpert Xpress Il GeneXpert Xpress IV
Figure 6-9. Filter Removal
6. Place a clean filter into the fan filter guard.
7. Position the fan filter guard and filter into place as a unit. Press the sides of the guard
firmly onto the fan housing until the grip snaps securely onto the fan. Press the
bottom of the guard until the grip snaps securely onto the fan. See Figure 6-10.
6-12 GeneXpert Xpress System User’s Guide
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GeneXpert Xpress Il: Pressing the GeneXpert Xpress IV: Pressing the
Bottom into Place Sides into Place

Figure 6-10. Installing the Fan Filter Guard
8. Clean the old filter by washing it. Place this cleaned filter between two paper towels

and allow it to air-dry.

Caution
: Never wash a fan filter and then put it back onto the system immediately. The fan filter must

be completely dry before installing it onto the system.

9. After the filter is dry, store it to use the following month, when you next remove the
filter for cleaning.

10. In the maintenance log (see Figure 6-1), fill in the date of the fan filter cleaning and
keep it for your records.

6.11 Annual Instrument Maintenance

Calibration of the GeneXpert Xpress instrument is not required during the initial system
startup. Cepheid performs all of the necessary calibrations before the system is shipped.
However, Cepheid recommends that the system be checked for proper calibration on an
annual basis. Based upon the usage and care of each system, calibration checks may be
recommended more frequently. The system is designed to measure module performance
with the internal assay controls. In the event of a module failure, the replacement module
provided will have been calibrated prior to shipment.
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6.12

The Cepheid Field Service Engineer or customer will perform the calibration checks
during annual maintenance or by the field service engineer if responding to a module
failure. Contact Cepheid Technical Support for information about calibration. See the
Technical Assistance section in the Preface for contact information.

Using Module Reporters

Cepheid Technical Support may ask you to use the Module Reporters tool when

investigating the source of possible module-related problems. The Module Reporters tool
is also used to check the last date of calibration for the modules. It provides calibration
information and other data, shown in Figure 6-11.

To view the Module Reporters, go to the Maintenance screen. Click on Maintenance on
the menu bar and select Module Reporters. The Module Reporters window displays.

See Figure 6-11.

Click the drop-down menu to
view a different module.

/

6.13

Note

H Module Reporters % ﬂ
Module  [A1 -
: Reporters
# Reporter Calibration i Minimum Maximum
MName Stalus Date Concentration Scalable Scalable
| (nM) (nM) [ M) |
1 FAM-2| Valid 08M6M8| 300 750 300.0|
2 Al532| Valig, 081618 200 50.0 200.0
3 TR| Valid 0811618 400, 1000, 400.0
4 AlBAT Valid 08/18M8| 200 50.0 200.0}
| Close |

Figure 6-11. Module Reporters Window

Performing a Manual Self-Test

No tests can be running in the GeneXpert Xpress when performing a manual self-test.

The GeneXpert Xpress automatically performs a self-test during startup. However, a
self-test can be manually initiated on any of the modules to reset and check for hardware

failure problems.

To start the self-test:

1. Remove cartridges from the modules to be checked.

6-14
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2. In the GeneXpert Dx System window, click the Maintenance icon. The Maintenance
screen displays. See Figure 6-14.

3. Click on Maintenance on the menu bar and select Perform Self-Test. The Module
Self-Test dialog box displays. See Figure 6-12.

Bresore N
Modules ’
Module
il N Progress |
f Al Available| |
A2 Available
A3 Available
M_ Availa D_If
Sell-Test Close

Figure 6-12. Module Self-Test Dialog Box
4. Select the module to be checked.

5. Click Self-Test. The Self-Test dialog box displays. See Figure 6-13.

Self-Test e

e

Please remove cartridge from the module.
Keep hands clear of module until operation is completed.

OK Cancel

Figure 6-13. Self-Test Dialog Box
6. Follow the instructions in the Self-Test dialog box and click OK.

7.  When the self-test finishes, the software changes the progress to Available, indicating
the self-test passed. If the message indicates the self-test failed, contact Cepheid
Technical Support. See the Technical Assistance section in the Preface for the
contact information.
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6.14 Excluding Modules from Test

Modules may be excluded from testing, if desired, by following the instructions in this
section. Modules that are excluded will be listed as Disabled, and will not be used by the

system to run tests.
To exclude modules from a test:

1. Inthe GeneXpert Dx System window, click the Maintenance icon. The Maintenance
screen displays. See Figure 6-14.

2. Click on Maintenance on the menu bar and select Exclude Modules From Test. The
Exclude Modules From Test dialog box displays. See Figure 6-15.

ER GeneXpert® Dx System = (=] Iﬁ
User Data Reports Setup | Maintenance  About User Detail User|
S~ . =N Module Reporters -
I.; tc"i Plunger Rod Maintenance P ] 2 \
=i A J J iy
Create Test Check Status; Perform Sell-Test phs Maintenance

Exclude Modules From Test
Version 5.1 b

User Detail User
Launched 08/19/18 12:32:52

Instruments
Module | Instrument [ Module Serial [ I-CORE Serial [ Amblent i I-CORE Starts
MName | Serial Number Number | Number | Temp (*C) | Since Cal
A1 702078 503277 702078 26.7 4851
| A2 702078 502278 302845 279 4554
A3 | 702078 503279 302839 262 4560|
A4 ' 702078 503280 302846 275 4569]

Figure 6-14. GeneXpert Dx System Window
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Module Name Module SN
503277
503278
503279
503280

OoCisE
g

TERE

Select Deselect
Highlighted Highlighted

T I\;r-*“
ok | [ cance |

Figure 6-15. Exclude Modules From Test Dialog Box

3. Select the module(s) to be excluded from test by clicking on the adjacent check box.

4. Press the OK button to save changes to the Exclude Modules From Test dialog box
(see Figure 6-15).

Press the Cancel button to cancel changes.

6.15 Generating the System Log Report

The System Log reports can be used to provide incidents of instrument module self-tests
and errors to Cepheid when a module failure has been encountered.

1. Inthe GeneXpert Dx System window, click Reports on the menu bar, and then click
System Log. The System Log Report window displays. See Figure 6-16.
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Figure 6-1 . System Log Reot Window
2. Specify the following criteria to view the trends of interest:
¢  Date Range:
*  All—Select to include all of the records.

»  Select—Select to filter the records by specifying a range of dates. Entries
older than 1 year are automatically removed.

. Modules:

*  Currently Connected Modules— Displays modules that are connected to the
system and are currently shown on Check Status screen. This is the default
option.

* Al Logged Modules—Displays all modules which have self-test or error
entries in this system database within the last 1 year. This allows technical
support to obtain self-test/error entries for a module that is no longer
connected to the system.

A list of modules is displayed in the table. Select the module to be included
in the system by selecting the individual modules one-by-one, or by using
one of the following buttons:

*  Select All—Selects every module shown in the table by checking all
check boxes.
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»  Deselect All—Deselect every Module by clearing all check boxes.
»  Select Highlighted—Selects the row(s) highlighted by the mouse.

»  Deselect Highlighted—Deselect the highlighted rows and clear the
check boxes.

¢  Show:
»  Errors Only—Displays only error entries in the generated report file.
*  All Entries—Displays all self-test entries and error entries in the report.
3. When you finish selecting the log criteria, click one of the following buttons:

»  Generate Report File—Creates a PDF file and saves it to the location you
specify.

»  Click the Generate Report File button on the System Log Report screen (see
Figure 6-16) to create the PDF file of the test report. The Generate Report
File dialog box will display, which enables a file to be saved to a specified
location. Click Save after navigating to the specific location.

e Optionally, to print the report, go to the saved location, open the test report
and print it. A test report similar to the test report shown in Figure 6-17 will
be printed.

*  Preview PDF—Creates a PDF file and displays the file in the Adobe Reader
window. See Figure 6-17. The PDF file can be saved and printed from the
Adobe Reader software.

4.  After printing the System Log report, click Close to close the System Log Report
window.
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GeneXpert PC 07/09/18 12:59:42
System Log Report

— Selection Criteria —
Date Range: All

Modules: Currently Connected Modules
Module A1,A2,A3,A4.

Show: Errors Only

User: Detail User

Module Name Instrument S/N Module S/N

Al 702078 503277

id Description Detall Time Version
1 Self-test error Error 4001: A problem with the memory of (07/09/18 12:58:20 4.7

the I-CORE was detected

Module Name Instrument S/N Module S/N
A2 702078 503278

<No Data Available>

Module Name Instrument S/N Module S/N
A3 702078 503279

<No Data Available>

Module Name Instrument S/N Module S/N
A4 702078 503280

<No Data Available>

If there is an issue with an instrument, contact Technical Support.

GeneXpert® Dx System Version 5.1 Page 1 of 1

Figure 6-17. An Example of a System Log Report
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6.16 Replacing Instrument Parts

Caution Do not attempt to replace the power cord or Ethernet cable using non-approved parts. Using
C incompatible parts can damage the instrument, cause performance problems or cause loss
of data.

You can replace the following GeneXpert Xpress instrument parts:

. Power cord for GeneXpert Xpress IV(Part Number: 100-1375)

. Ethernet cable (Part Number: 700-0555)

. DC Adapter Power Supply for GeneXpert Xpress II (Part Number: 100-3632)
. Power Cord for GeneXpert Xpress IV (Part Number: 100-3717)

You can obtain the power cord, Ethernet cable, and DC adapter power supply from
Cepheid. See the Technical Assistance section in the Preface for the contact information.

6.17 Repairing the Instrument

Warning

Do not attempt to open or remove the instrument covers. Doing so can expose you to
electrical hazards and cause injuries or death.

>

Warning Do not attempt to open or remove the instrument covers. Do not attempt to modify or repair

the system. Improper repairs and incorrect part replacements can cause injury, damage the
instrument, and void your warranty.

>

To protect your warranty and for proper operation, the GeneXpert Xpress should be
serviced only by an authorized Cepheid representative. If the instrument is not working
correctly, contact Cepheid Technical Support. See the Technical Assistance section in the
Preface for the contact information. When you call Cepheid Technical Support, be
prepared to supply the serial number of your instrument. You can find the serial number
label on the back side of the instrument.
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6.18 Troubleshooting

This section lists the possible problems or error messages you might encounter.
The topics are as follows:

. Section 6.18.1, Hardware Problems

. Section 6.18.2, Troubleshooting Wireless Printer Connection

. Section 6.18.4, Error Messages

6.18.1 Hardware Problems
Table 6-2 lists the possible hardware problems you might encounter. To contact Cepheid
Technical Support, see the Technical Assistance section in the Preface for the contact
information.
Table 6-2. Hardware Problems
Problem Possible Cause Solution

The system does not start.

The instrument is not connected to the
power outlet.

Check the instrument power
connections.

Module not detected.

Network cable not connected or
incorrect cable installed.

Software launched before instrument
turned on.

The IP address is not assigned
correctly.

Connect network cable
(Cepheid P/N 700-0555).

Exit software and relaunch with
instrument powered on.

Change IP Address

Hardware failure.

Using software version less than 4.0
with 6-color instrument.

Turn system off and update software.

Barcode scanner failure.

Symbology unsupported.

Scanner barcode cable not plugged in.

GeneXpert Dx software supports Code
39, Codebar, Code 128 (A, B and C)
linear barcode symbologies and
Interleave 2 of 5.

Unplug scanner and replug into
computer.

The cartridge is stuck inside the
instrument module.

Module mechanical failure.

To remove the cartridge:

* Inthe GeneXpert Dx System
window, click Maintenance on the
toolbar.

*  On the Maintenance menu, click
Open Module Door or Update
EEPROM.

+  Select the module.

+  Click Open_Door to open the
module door.

If the door does not open, cycle the

instrument power and repeat the above

steps.

6-22

GeneXpert Xpress System User’s Guide
301-6994, Rev. C December 2018



Maintenance

Table 6-2. Hardware Problems (Continued)

Problem

Possible Cause

Solution

The instrument module red light is
flashing.

Module mechanical failure.

Confirm no cartridge is in the module.

Perform a self-test manually (Section
6.13, Performing a Manual Self-Test).

If the error recurs, contact Cepheid
Technical Support.

Test report is not printed at the end of
run.

Printer off line.

Printer out of paper and/
or toner.

Check:

»  Printer on-line.
»  Paper present.
«  Toner OK.

Unable to create a test.

Modules not available.
No assay selected.

Module not calibrated for reporters
used in assay.

The ambient temperature of the
module is above 55 °C.

Check that assay is selected.
Calibrate with assay dyes.

Check that the modules are not
disabled.

Check module temperature in
Maintenance screen. If your room is in
the recommended temperature range
and the module is above 55 °C, contact
Cepheid Technical Support.

Unable to start test.

Reporters out of calibration.

Check module reporters in
maintenance window:

Reporter for assay are present.
Calibration status is valid.

6.18.2 Troubleshooting Wireless Printer Connection

Check if the wireless capability is disabled on the computer. For a Windows 7 computer,
see Section 6.18.2.1, Troubleshooting Wireless Printer Connections for Windows 7. for a
Windows 10 computer, see Section 6.18.2.2, Troubleshooting Wireless Printer

Connections for Windows 10.

6.18.2.1

Troubleshooting Wireless Printer Connections for Windows 7

1. fthe wireless capability is disabled on the Tablet, the f12 key on the keyboard will
display an amber light.

2. Press and hold the fn key at the same time as pressing the f12 key to enable the
wireless capability.

3. The amber light will no longer appear.

Check if the Cepheid Xpress printer is no longer default printer.

1. Select the Windows Start button >Devices and Printers in the right panel of the start

menu.

2. Right click on the Cepheid Xpress printer and select Set as default printer.

GeneXpert Xpress System User’s Guide
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3. A green check mark will display on the Cepheid Xpress printer indicating that it is
set as the default printer.

6.18.2.2 Troubleshooting Wireless Printer Connections for Windows 10

1. If the wireless capability is disabled on the computer, the indicator on the outer lid of
the computer will be off.

2. Press and hold the fn key at the same time as pressing the f8 key to enable the
wireless capability.

3. The indicator light on the outer lid of the computer will be green.
Check if the Cepheid Xpress printer is no longer default printer.

1. Select the Options button >All settings> Devices> Printers & scanners.

2. Click on the Cepheid Xpress printer >Manage and select Set as default.

3. The word Default will display under Cepheid Xpress.

6.18.3 Re-installing Wireless Printer and Drivers

1. Exit the Xpress software. See Section 3.8, Exiting the Software and Turning Off the
System or Section 4.8, Exiting the Software and Turning Off the System.

2. Connect a DVD drive with the Laptop via a USB cable as show in Figure 5-30 of
Section 5.5.1, The DVD Drive.

Power on the EPSON WF-100 printer.

On the printer’s control panel, press the OK button to select Wi-Fi Setup.

Press the OK button to proceed for Connection Setup.

3
4
5. Press the Next button until you see Wi-Fi Direct Setup and press the OK button.
6
7. Again, Press OK to proceed.

8

Press OK again to proceed further and you will be prompted with a screen where you
will see the Network SSID and Password to connect the Wireless printer to the
computer. Please make a note of this SSID and Password.

9. On the computer, select the SSID from the Wi-Fi display panel and enter the
password noted earlier to connect to the printer. See Figure 6-18.
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No Internet, secured

Properties

Disconnect
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Airplane mode |

~A @ g M

Figure 6-18. Wi-Fi Display Panel

10. Insert the EPSON WF-100, installation CD (shipped in the printer box) in the DVD
drive.

11.  When the Select to choose what happens to this disk pop up windows appears click
on it and select Run SETUP.exe.

12. Click Yes to the pop up window, Do you want to allow this app to make changes
to your device?.

13. Click Accept to agree with the license terms.

14.  Select Epson drivers and utilities.

15. Click Install.

16.  After the installation is complete, select Next.

17. Select The Printer is already on my wireless network and click Next.

18. In the firewall window, check the Allow Access option and select Next.

19. Select the printer WF-100 Series, and select Next.

20. On the next screen, select the Print Test Page button to print a page and confirm the
installation of the printer is complete. Once the test page is printed, click Next.

21. Select Exit to close the setup

22. Follow the instructions in Section 5.9, Connecting to the Printer with a Direct USB
Connection starting from step 7 to change the name of the printer.

23.  When finished, remove CD and the DVD drive. Plug in the scanner if removed.

24. Log into the Xpress application. See Section 5.10, Returning to the GeneXpert
Xpress Software.
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6.18.4 Error Messages

This section describes the location of the error messages. To contact Cepheid Technical

Support, see the Technical Assistance section in

the Preface for the contact information.

Figure 6-19. GeneXpert Dx System - Check

User DataManagement Reports Sefup Maintenance About User Detall User
i .
P § @)
< - -
Create Test Check Status Stop Test Define Assays efine Graphs Maintenance
Modules :' Tests Since Launch
Module | Sample | Remaining || sample Mod T [ [ [Error | start
¥ . Assay | s ‘ Progress ‘ Status | Taat T ; D sl User Result Assay | snnusI vl ||l
| A ] | | HW Failed | Axpert F 010.. /A1 Detall User NEGATIVE (XpertFlu..Done OK 07/09/18 12
A2 | Available 450142231 A1 Detail User ERROR Xper Flu _.—‘\:}orled Ermor  |[07/09/18 12
| A | | Available | 4sD142231 A1 Detall User \NEGATIVE [pertFlu.. [Done |OK 0710918 12
M| Available : '
o
Messages:
Please load the cartndge into the module A1
Module A1: Test Started at 07/09/18 125347
Module A1: Performing Seff-Test al 07/09/18 125817
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Error 4001: A problem with the memory of the I-CORE was detecied at 07/09/18 1225820

Status Window
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Figure 6-20. GeneXpert Dx System - View Results Window - Errors Tab
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A Optional Computer Setup and Usage

This appendix provides information on changing the screen orientation from tablet mode
to laptop mode and using the optional computer stand.

e Section A.1, Windows 10 - Changing Screen Orientation/Mode to Laptop
e Section A.2, Windows 10 - Changing Screen Orientation/Mode to Tablet
e Section A.3, Windows 7 Computer - Changing Screen Orientation/Mode

e Section A.4, Windows 7 Computer - Computer Stand Usage in Tablet Mode

A.1 Windows 10 - Changing Screen Orientation/Mode to
Laptop

The computer is shipped closed, with the LCD screen facing to the inside. However the
screen configuration is set to Tablet mode.

Figure A-1. Computer, Shown Closed, as Shipped

1. To change the computer to laptop mode open the cover if it is not already open, as
shown in Figure A-2. Power up the laptop if needed. See Section 3.1, Starting the
GeneXpert Xpress Il and GeneXpert Xpress Software or Section 4.1, Starting the
GeneXpert Xpress IV and GeneXpert Xpress Software.
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Figure A-2. Computer Shown in Laptop Mode

2. Exit the Xpress program but do not turn off the computer, (see Section 3.8, Exiting
the Software and Turning Off the System or Section 4.8, Exiting the Software and
Turning Off the System).

3. When you are at the desktop, touch the Options button on the lower right corner of
the Windows desktop. See Figure A-3.
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O o € =m & -
Figure A-3. Options Button Location on Windows 10 Desktop

4. In the popup window, touch Tablet to turn off the tablet screen mode. See Figure A-
4. The Tablet mode button will turn gray.

3
Tablet mede

3

¥ &=

BO% Might fight
® &
Battery saver  Project

=

Figure A-4. Options Menu Showing the Tablet Button
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A.2 Windows 10 - Changing Screen Orientation/Mode to
Tablet

1. Open the laptop top until is 360 degrees from the closed position.

2. If required, exit the Express program, (see Section 3.8, Exiting the Software and
Turning Off the System orSection 4.8, Exiting the Software and Turning Off the
System) or the GeneXpert Dx program. See Section 5.10.1, Exiting the GeneXpert
DX Software.

When you are at the desktop, touch the Options button on the lower right corner of
the Windows desktop. Then touch the Tablet mode button. The button will turn blue.
See Figure A-5.

=

08

Tablet mode
-

o~

Hirplane mode CQuset hours Mobile hotspot

.3 3 E oge
ThinkPad
Night iight Bluctooth Laser VPN

=l

Battery saver  Project

Figure A-5. Options Menu Showing the Tablet Button Off

A-4 GeneXpert Xpress System User’s Guide
301-6994, Rev. C December 2018



Optional Computer Setup and Usage

A.3 Windows 7 Computer - Changing Screen
Orientation/Mode

The computer is shipped in tablet mode with the LCD screen facing up. See Figure A-1.

Figure A-6. Computer, Shown in Tablet Mode, as Shipped

To change the computer to laptop mode, as shown in Figure A-2, Power up the laptop, if
needed. See Section 3.1, Starting the GeneXpert Xpress II and GeneXpert Xpress
Software or Section 4.1, Starting the GeneXpert Xpress IV and GeneXpert Xpress
Software.

There are two methods for changing the orientation of the screen, either press the Ctrl,
Alt and Page up buttons on the keyboard at the same time or:

Figure A-7. Computer Shown in Laptop Mode

E 1. Touch the Start button on the lower left corner of the Windows desktop. See
Figure A-3.
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Figure A-8. Start Button Location on Windows 7 Desktop

2. When the menu appears, select Control Panel (see Figure A-4). The Control Panel
screen is displayed. See Figure A-10.

All Programs

Figure A-9. Start Button Menu Showing Control Panel

A-6 GeneXpert Xpress System User’s Guide
301-6994, Rev. C December 2018



Optional Computer Setup and Usage

[
G\:, 8 s Control Panel » w4l )
Adjust your computer's settings View by Category =
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Figure A-10. Control Panel menu, showing Adjust Screen Resolution Menu ltem

3. On the Control Panel screen, locate the Appearance and Personalization options and
touch Adjust screen resolution. See Figure A-10.

4.  When the Screen Resolution window is displayed, touch the Orientation drop-down
menu and choose Landscape . See Figure A-11.

5. Touch the Apply button and then the OK button. On the next dialog box, quickly
touch Keep Change.

[ e

@\J'-i‘ + Control Panel » Appestance and Persanakzation » Display » Screen Reschution w [y | Sewrch Cantr Puane 2

Change the appearance of your display

Landscap

Portrait
Landscape fipped)

nectin  peojec Porret fpped)

e B oAt ol

Figure A-11. Screen Resolution Window
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Caution

A\

Note

A4

Figure A-12. Computer with Screen Rotated to Laptop Mode

6. Open the computer and rotate the screen 180 degrees as shown in Figure A-12.

Before rotating the screen, be sure it is perpendicular to the keyboard and gently rotate the screen
counterclockwise to rotate the screen from tablet to laptop mode, clockwise to rotate the screen from
laptop to tablet mode. Applying too much pressure when rotating the screen may damage the
laptop.

To change the orientation to tablet mode, follow the instructions above but select Landscape
(flipped) on the Screen Resolution Window, See Figure A-11. Rotate the screen and lower it over
the keyboard as shown in Figure A-1.

Windows 7 Computer - Computer Stand Usage in
Tablet Mode

The computer stand can be used when the computer is in tablet mode.

The height of the stand is adjustable, by first pushing down on the front of the stand and
pulling the height adjustment lever out from the left side of the stand. Move the stand to
the desired height. Release the height adjustment lever to secure the stand in the new
position. Figure A-13 shows the computer stand without the computer on it. The stand
and computer are shown in Figure A-14.

A-8
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Height Adjustment

Lever
Figure A-13. Computer Stand Without Computer
Figure A-14. Computer Stand with Computer in Tablet Mode
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B Performance Characteristics and
Specifications

This chapter presents the GeneXpert Xpress performance characteristics and
specifications. The topics are as follows:

. Section B.1, Instrument Classification

. Section B.2, General Specifications

. Section B.3, Operational Environmental Parameters

. Section B.4, Environmental Conditions - Storage and Transport
. Section B.5, Sound Pressure

. Section B.6, Product Energy Consumption Information

B.1 Instrument Classification
The GeneXpert Xpress is:

o An Industrial Scientific Medical Device (ISM) instrument, medium-sized, for
industrial and laboratory use.

. Designed for stationary operation.
. Intended for worldwide use.

. Intended for evaluating preprocessed biological material.

GeneXpert Xpress System User’s Guide
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B.2
B.2.1

B.3

General Specifications

General Specifications for GeneXpert Xpress Instruments
The GeneXpert Xpress instruments have the following specifications:

. Dimensions and Weight:

Table B-1. Dimensions and Weight

Instrument Width Height Depth Weight
GX-Il 16.3 cm 30.7 cm 29.7 cm 6.5 kg
(6.4 in) (12.1in) (11.7'in) (15 Ib)
GX-IV 28.2cm 30.5cm 29.7cm 11.4 kg
(11.1in) (12in) (11.7 in) (25 Ib)

. Power Supply: Auto-ranging

. Rated AC Voltage Range: 100-240 V~, 50-60Hz

. Mains Supply Fluctuations: Up to + 10% of the nominal voltage

. Transient Over-Voltages: Up to 2500 V peak (impulse withstand category II)
. Rated Current and Fuse Rating:

Table B-2. Rated Current and Fuse Rating

Instrument Rated Current Fuse Rating

1.5A @ 100V~
(AC Adapter Output 2.5A @ 24Vdc)

GX-lI No serviceable fuse

250V~ T3A

GX-IV 1.4A @ 100V~ (IEC 60127 time-delay type)

Operational Environmental Parameters

Your laboratory must meet the following requirements:
. General Environment: Indoor only

. Pollution Degree: 2

. Operating Temperature: 15-30 °C

. Operating Temperature Required for Maximum Thermal Ramp Rates:
20-25 °C
. Relative Humidity: 20%—80%, non-condensing
Place the GeneXpert Xpress away from heat and air conditioning ducts. Do not place the

instrument directly under an air vent or in direct sunlight. Always keep the instrument
module doors closed when not in use.

B-2
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B.4

B.5

B.6

Environmental Conditions - Storage and Transport

The required storage conditions are as follows:

. Temperature: -30 °C to +45 °C

. Humidity: 0%-95% relative humidity, non-condensing

Sound Pressure

The sound pressure specifications are as follows:

. Audible Sound Pressure Range: < 85 dB (reference level 20 uPa)

. Ultrasonic Sound Pressure Between 20kHz to 100kHz: < 94.5 dB SPL
(reference level 20 uPa)

. Maximum Sound Pressure: Contained in the 40 kHz one-third octave bands

Product Energy Consumption Information

Energy Annual Energy
Supplier Model Efficiency On Mode Power Consumption | Standby Power
Supplier Name Identifier Class Consumption (W) (KWh) Consumption (W)
Cepheid GeneXpert GX-I G 85 372 71
Cepheid GeneXpert GX-1V G 100 489 83
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C Norton Security AntiVirus Software

Important This appendix only applies to systems running Windows 7 software.

This appendix describes the operation of the Norton Security AntiVirus software and
applies to users that have their GeneXpert Xpress system computer connected to the
Internet.

The GeneXpert Xpress computer running Windows 7 comes pre-installed with Norton
Security AntiVirus software to maintain a secure working environment.

The antivirus software comes installed with a 1 year license, and will automatically update

Important virus definitions if the computer is connected to the Internet.

The user will receive a warning on startup if the Norton Security AntiVirus software is expiring soon

Note or has expired.

During activation of a new antivirus installation, the computer must be connected to the Internet or
Note activation will not complete. If necessary, please contact Cepheid Technical Support. See the
Technical Assistance in the Preface for contact information.

C.1 Norton Security AntiVirus and GeneXpert Xpress

The Norton Security AntiVirus software comes preconfigured to operate in silent mode.
This means that interruptions may occur if a virus or malware is detected. By default,
Norton Security removes any security risks from your computer and quarantines them. If
an error occurs, contact Cepheid Technical Support.

C.2 Viewing Norton Security AntiVirus Status

To ensure that the Norton Security AntiVirus software is functioning correctly, look for
the Norton icon in the Windows 7 system tray. See Figure C-1. If the Norton Security
icons are not visible in the system tray, open the Norton Security software using the
desktop icon to make them display.

Figure C-1. Norton Security Icon in Windows 7 System Tray

GeneXpert Xpress System User’s Guide C-1
301-6994, Rev. B May 2018



Norton Security AntiVirus Software

If the Norton software is disabled, the license may have expired. In that case, contact
your administrator.

«’ MNorton Security Signed in as: productsoftware.registrati.. — ><

Security

You Are Protected
Protection Update:

Last Scan: 1 minu o |

v

Security Identity Performance More Norton

&

R
£
Ill!
)

Renew

Figure C-2. Norton Security Main Screen

C.3 Full System Antivirus Scans

The software will automatically perform full system scans once a month at a time when
the GeneXpert Xpress software is not running. If the GeneXpert Xpress software is
continuously running, Cepheid recommends closing it monthly to allow the Norton
Security full system scan to execute. To do so, close the GeneXpert Xpress software and
leave the computer turned on and logged in to Windows overnight.

Manual Scan

Alternatively, you can manually perform the full system scan monthly. To perform a
manual scan, follow these steps:

1. Open the Norton Security software using the desktop icon.

2. Click the green Security icon and then click Run Scans. See Figure C-3.
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v" Norton Security

Security

Q

Run Scans

Security

Signed in a5t productsoftware.registrati... - X

B 30-Day Report

You Are Protected

Protection Updates: 10/26/2015
Last Scan: 2 minutes ago |

O

LiveUpdate History Advanced

r S

Identity Performance More Norton

Renew

Figure C-3. Performing a Manual Scan

3. The Scans screen is displayed. See Figure C-4. Select the Full System Scan button
and then click Go. The full system scan will begin.

Scans 7

Scans and Tasks

Lheck for threats and

-

O Norton Power Eraser
li Scan Facebook Wall

U Norton Insight
"' Diagnostic Report

Jﬂodon

— X

Quick Scan

¥MINES Key areas of your computer

® Full System Scan

Examines vour entire computer

Custom Scan

and create custom scans

Custom Task
R veUpdate and performance tasks

Norton Power Eraser

Scan Facebook Wall

Norton Insight

Deterrines which files need to be scanned
Diagnostic Report

See key information about your device

Cancel

Figure C-4. Scans Screen
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C4

Creating a Custom Scan Interval

C.4.1 Changing the Scan Interval
It is also possible to change the full scan interval from its default of monthly.
Note Cepheid does not recommend increasing the scan interval to longer than monthly.
1. Open the Norton Security software using the desktop icon.
2. Click the green Security icon and then click Run Scans from the menu item
underneath. See Figure C-5.
JNOI’tDn Security 1 a5 productsoftwareregistrati, - X
B 30 & Settings ? Help
Security
You Are Protected
Protection Updates: 10/26/2015
Last Scare 2 minutes ago |
Q O
Run Scans LiveUpdate History Advanced
-
I
Security Identity Performance More Norton

Figure C-5. Performing a Custom Manual Scan

3. The Scans screen is displayed (see Figure C-6). Select the Custom Scan button and
then click Go. A new Scans screen is displayed. See Figure C-7.
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scans 7 - X
E] cans and Tasks Quick Sca
l Task
O Norto I Norton |
r Norton lnsigh
"- Diagnostic Report \
‘,Nm“‘ [ Go Cancel
Figure C-6. Scans Screen
Scar - X
On Name Last Run Status Edit Scan Delete
Run
Run
Run
Run
Rur
\/Noﬂon Close

Figure C-7. Scan Screen Showing Create Scan Button
4. On the Scans screen, click the Create Scan at the bottom of the screen. The New Scan
screen is displayed. See Figure C-8.

5. Step 1. Scan Items: When the New Scan screen displays (see Figure C-8) enter a
name for the scan you wish to create in the Scan Name field at the top of the screen.
A custom scan cannot be created without a name entered in this field.
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New Scan \ X
Scan Name:
1) Scan Items ' ) Select drives, folders or
files to include in the
£ Add Drives [T Add Folders Add Files Remove - new scan The names
will appear in this large
window.

N

v Norton Cancel Next

Figure C-8. New Scan Screen

6. Select any drives, folders or files to add to the special scan and then click the Next
button to move to the next screen.

7. Step 2. Scan Schedule: On this screen (see Figure C-9), you will set up the scan
schedule or interval.

\ ) 2 Scan Schedule

After scan completion:

N

' Norton Cancel Back Next

Figure C-9. Scan Schedule Screen

8. Choose from the items listed under the When do you want the scan to run? location
and select the Next button. The Scan Options screen is displayed. See Figure C-10.
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Scan Name:

New Scan 7

Special Scan

[3) Scan Options

On
Ask Me

Ask Me

.

Cancel Back Save

Figure C-10. Scan Options Screen

9. Step 3. Scan Options: On this screen, set any options for the new scan setup you
have created. After choosing any options from those presented, click Save.

C.4.2 Running a Custom Scan

1. To run your newly-created custom scan, select the green Security icon and then
select Run Scans (see Figure C-11). The Scans screen is displayed. See Figure C-12.

v/ Norton Security 15 productsoftwareregistrat, — X
M 30 ¥ Settings ? Helg
Security
P You Are Protected
Protection Updates: 10/26/2015
Last Scan: 2 minutes ago |
Q O
Run Scans LiveUpdate History Advanced
N
(—
Security Identity Performance More Norton
Renew

Figure C-11. Running a Special Scan
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2. On the Scans screen, select Custom Scan and then select Go (see Figure C-12). A
new Scans screen is displayed. See Figure C-13.

- X
g :.= .: I :.Z 3 \ _':.--k\.-. o
@ Nort n I
!‘.r Diag i e ; \
 Norten Go | Concel
Figure C-12. Scans Screen
Scan - ><
Name Last Run Status Edit Scan Delete
Run
Run
Drive Sca Run
older Sca Run
File Run
il Seat Run by ]
V/ Norton Close

Figure C-13. Scan Screen, Showing the Special Scan

3. On this screen, locate the new scan (see Figure C-13). In the example shown, Special
Scan is the last item on the list of available scans. Click the Run button on this line
and the scan will begin.
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