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6-Color and 10-Color Modules

« GeneXpert® Dx Software 6.4

- : - 6-Color Module 10-Color Module
supports an instrument with either No Identification Blue Identification
6-color or 10-color modules. Stripe on door Stripe on door

A 10-color module can be identified
by a blue stripe on the upper edge
of the module door.

» GeneXpert Dx software version 6.4
Is compatible with Microsoft®
Windows® 7 & Windows® 10 2.
operating systems. GeneXpert® Dx ¢ ‘ ¢
software version 6.4 is not compatible
with Win XP 32-bit
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Connecting Multiple Instruments to the Computer

« Max # of Module is dependent
on GeneXpert® DX Software :

— GeneXpert Dx Software Version

6.1 and higher Up to
(10- or 6-color) in any

combination of GeneXpert® GX-I,
GeneXpert® GX-II, or GeneXpert
GX-IV or GeneXpert® GX-XVI
Instruments can be connected to a
single computer.

© 2021-2022 Cepheid.

Instrument Instrument
(Can be either (Can be either
6-Color or 10 Color) 6-Color or 10-Color)
= P/N DAISYKIT
Power
Computer Switch
(Back View)
)
Connect to Power Connect to Connect to

Power Power

Network Switch
(Back View)

Connect with Supplied Ethernet Cables

Connecting Multiple GX-IV Instruments to the Desktop Computer
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Connecting Multiple Instruments to the Computer

© 2021-2022 Cepheid.

GX-XVI Instrument
(Can be either 6-Color or 10-Color)

= P/N DAISYKIT  GX, GX-II, or
GX-lV Instrument

(Can be either 6-
Color or 10-Color)

-

Computer
(Back View)

TN

X

» % ﬂ! Power

*| Switch

Connect to Power Connect to Power
Connect to Network Switch
Power (Back View)
frga | Connect with
I o Supplied Ethernet Cables

Connecting Multiple Instruments to the Laptop Computer
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Connecting to Cepheid® C360

[ |

] |

2 Instrument Instrument

Gepheld® Remote I. -.” T VT TN
- Support B

|
[ | Compu.ter Power
[ | (Back View) Switch
|
|
0 Connect to Power onnect to Power Connect to Power
n USB to Ethernet i
Il (Secondary): Network Switch
Jj Remote Support (Back View)
i |

PC Ethernet (Primary): 10.11.14.1

[ ] -i- | N |
Network

Connecting Multiple GX-IV Instruments to C360
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Installation and Setup Workflow

Install the GeneXpert® Dx system.

. Turning on the computer.

Start GeneXpert® Dx software.
Assign instrument letters. (Optional)
Define users and permissions.
Configure the system.

. Verify proper installation and setup.
Manage assay definition files.

® N OO s W N
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Start the Windows® Operating System windows*7 / Windows* 10)

Switch on the GeneXpert Dx System : a small blue light will appear at the front panel of the system

Switch on the Computer

Open the session:

[win]e]

User-Account: Cepheid-Admin Password: cphd

Cepheid-Admin

With Windows® 10

With Windows® 7

© 2021-2022 Cepheid. %E‘pheid.



Prepare your System for Routine Use

Please wait couple of minutes— the GeneXpert Dx software will start automatically

GeneXpert Dx

icon on the Windows desktop allows for
manual software initiation.

Test Archive Reminder M Database Management @

@j Archive is overdue. Do you want to archive now? ?ﬁ Do you want to perform Database Management tasks?

Click on NO if Database Yes | | Mo | Mo |

Click on NO if Database
Management is not — \ Management is not
required to be archived required to be done at
at this time. this time.

In the Check Status screen, verify that all modules are available

ER GeneXpert® Dx System =N EcN

User Data Management R User <None>

Create Test Oheck Status Stop Test

View Resuits Define Assays Define Graphs Maintenance
Modules S

» Tests Since Launch

R e [ Somois u.m] Bossaln el 0 [ user | Resu |  Assay ]su.ml (Enor [ start
Al 7 ~ Available ]

A2 Available

A3 Available

A4 Available

If no modules are available, please refer to Troubleshooting section in the Operator Manual and contact Cepheid Technical Support

© 2021-2022 Cepheid.
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Prepare your System for Routine Use

the «GeneXpert dDx» icon on the desktop

To re-open the Software manually, double click on r\

ol

GeneXpert Dx

The GeneXpert GX Dx Software is available in:

Espaifiol Pycckuin 13 Italiano
IV iN
s Portugues - F HAREE Deutsch

© 2021-2022 Cepheid.
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Windows® 7 & Windows® 10 Language Setting

v Comml Panel »

Adijust your computer’s settings

Systern and Security
a Covem your computer § statin

Lach wp A
Fnd o fis prsierm
t‘ Network and Internet

Hardware and Sound

{
Vas Aroce snd gerten
Add 0 e

et 8 8 prejectes

© 3ot up porertal contrein for sny wew

Appearance and Personalization

% hange the thera
hange desat, Beibgruund
- 2200 LANQURZE. 404 HOQI0
{
. hanige ey teaiits o ethier mput metheds
Ease of Access
Lot Wondem Lapget wetting
e sotust Gagrlpy

Contrud Panel Mome

ystemn et Secrty

Poetmurt ond temet
Hardwere snd Sound
Program

User &ccounty

Appasance and
Fmonaicatcn

o Oock Language. snd Region

b tmect Accen
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With Windows® 7

ey

Wrten:

Agn

Conara

LJ  Mcounts

Cl Frvecy

Windows Set

B frone @: Networh A brtemet ‘—-l] Peesonab men
i v X
l{.'? Tene & Linguage 18 Garmang l. e of Adcrm

¥ Update & Securty

With Windows® 10
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Configuring the Windows 7 Keyboard

e Text Services and w E
| Keyboards and Languages | Administrative | | Fomnats | Location | Keyboards and Languages | Administrative | ‘ General | Language Bar | Advanced Key Settings |
Format: Keyboards and other input languages Default input language
English (United States) i v] To change your keyboard or input language click Changg keyboards. 1\Sek,(;t one of the installed input languages to use as the default for all input
B e | Change keyboards... |
ate and time forma &
nen How do I change the keyboard layout for the Welcome screen? I ['E'w‘ (Unted States) - US ']
Short date: (M/dryyyy - l l .
| Installed services
Long dete: Idddd'MMMMMW '] Sdectﬂwsefvimﬂ\atyouwatforea&iwlmguageshownhtheist.
Short time: [h:mmt:t v] Use the Add and Remove buttons to modify this list.
Long time: [hemm:ss tt - )] Engiish (United States)
First day of week: | Sunday v s US
What does the notation mean?
Examples =
Short date: 2/11/2019 | Remove
Long date: Wednesday, February 11, 2019 | ’ Properties...
Short time: 10:42 AM " :
Long time: 10:4216 AM ‘ | Mo L
= Z Move Down
[ Additional settings... ] ' :
Go online to learn about changing languages and regional formats How can I install additional languages?
Lok ] (cames ] [ 2oy ] [ ok ][ Cance |[ sopy | ﬂ Lok J[ Gancel || soy |

Z.
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Configuring the Windows 7 Keyboard ( cont.)

oo i, | S

Select the language to add using the checkboxes below. oK

- French (Belgium)

[#)- French (Canada)

- French (France)

. (@ Other

EJ French (Luxembourg)
& French (Monaco)

- French (Switzerland)
(- Frisian (Netherlands)
(- Galician (Galician)

(- Georgian (Georgia)

[#)- German (Austria)

- German (Germany)

(& German (Liechtenstein)
(- German (Luxembourg)
- German (Switzerland)
- Greek (Greece)

[#)- Greenlandic (Greenland)

< n

| Select the language to add using the checkboxes below.

& French (Belgium)
@-French )
=)-French
| Bke

\\\
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Local Date and Time Setting

Date:
Thursday, Apeil 14, 2019

Time:

Set the date and time:

Date:

< April, 2019 ’
Su Mo Tu We Th #r Sa
2728203031 12
GelLmore Lme 2006 nfOMAToN 3456789

10 11 12 13[24)15 16
How do 156t the clock and e | 10 11 12 BAAJ1S 16
= 24 25 26 2T 8 29 0

| 1 2 3 45 6

Daylight Saving Time ends on S¢
AM. The dock is set 10 go back

V! Notify me when the clock chy

Lhange calendiac se1tings

[ 20523em}2:

With Windows 7

© 2021-2022 Cepheid.

Date and Time  Addtionsl Clodks  Internet Time

Date:

Thursday, Apnl 14, 2019

Time:
JN4AS PM

& Change date and time...

Time zone

(UTC-08:00) Pacific Time (US &C ~_ “

Set the date and time:

Daylight Saving Time ends on $1

The dlock is set to go badk 1 hot  Date:

. April 2019 14
Su Mo Tu We Th fr Sa
27 28 29 30 31 1 2
3 45 6 7 8 9
10 11 12 13 14 15 16
17 18 19 20 21 22 23
24 25 26 27 28 29 30
1.2 3 4 5 .67

] Notify rme when the dock chu

[ 3:1446pm)2

1 Time Zone Settings

Set the time zone:

Set the time zone: Time zone:

Change calendar settings

(UTC-08:00) Pacific Time (US & Canada) v

Time zone:
[TC-08:00) Pacific Time (US & Canada) -
¥ Austomaticatly adjust clock for Daylight Saving Time

[ Automatically adjust dock for Daylight Saving Time.

Current date and time: - Thursday, April 1, 2019 3:14:46 PM

Current date and timec  Thursday, April 14, 2019 2:05 PM

o ] [ eman
o] [ comce

With Windows 10

/Cepheid.,
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Assign Instrument Letters

1 Click Setup

Click Assign
2 instrument
letter

** GeneXpert® Dx System

Oy ‘q w aintenance Define Assays About

l User Administration

—
l ;.' User Type Configuration
9. | | Syt Configuraio
Create Test Chec ssign (LR, o

User Data Management Reports Setup Maintenance About

3 Click Change
Letter

CEX

User Inge Bolita Pradiasuri

Y2

Define Graphs Maintenance

User <None

© 2021-2022 Cepheid.

i | L g T g © %
a1 a’ - '"l
2N (X i ) RS N
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules 5 Tests Since Launch
g ¥ il Error Start
Bl Assign Instrument Letter _ [ ? B —- o & S| oortus Date
:; B Click [Close] to exit the after all instr are
A3 | i Instrument Instrument SN [ MAC Address
. A 707822 0.21.38.0.10.26
c1 . C 707823 0.21.38.0.10.27
c2
c3
c4
Messages:

MOQuIe AZ. Fermorming Sei-1estatub/13/16 120405
Module A3: Performing Self-Test at 06/13/16 12:04:06

Module C3: Performing Self-Test at 06/13/16 12:04:06
Module C4: Performing Self-Test at 06/13/16 12:04:06
Module A4: Performing Self-Test at 06/13/16 12:04:06
Hostis disconnected at 06/13/16 12:07:32
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Assign Instrument Letters

U Data Management Reports Setup Maintenance About

N W BB B E E

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

Modules
Assay [ rn Assign Instrument Letter = ? —4 - -— |3 jmmsLEm":J m
P L Click [Close] to exit the screen after all instruments are assigned.
__________________ SN ] MAC Address
A 707822 0.21.38.0.10.26
C 707823 1021.38.0.1027
Change Letter .
Quadraq]t> i0uadrant D Bo=
(T
| Changeletter | | “ogse |
\ Z == V.

L 7 T .

Messages:

MOQUIE AZ: FeMmorming Seii-1est at Ub/1//16 120405
Module A3: Performing Self-Test at 06/17/16 12:04:0§
Module C3: Performing Self-Test at 06/17/16 12:04 4
Module C4: Performing Self-Test at 06/17/16 12:04.06
Module A4: Performing Self-Test at 06/17/16 12/04:06
Hostis disconnected at 06/17/16 12:07:32

.

Quadrafpt Quadrant B

- Change the Letter Click OK
(A,B,CorD etc)

A\
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Assign Instrument Letters

* The GeneXpert® Dx system
window will be displayed,
showing the updated letter

assignments

© 2021-2022 Cepheid.

User Data Management Reports Setup Maintenance About

Create Test Check Status Stop Test Define Assays Define Graphs Maintenance

Modules
Sample
D

Tests Since Launch

Module
Name

»
Remaining Sample Mod Error Start
Test Time D Name Status Date

Available | ”
Available .

Available
Available
Available
Available 4
Available ; I

Status

=

Progress

‘ Assay | User ‘ Result ‘ Assay lstatus

Available

Messages:
MOQUIE AZ: PEMOrMINg Sell-1 St atuzZzi1y 12:04:0o

Module A3: Performing Self-Test at02/22/19 12:04:06

Module C3: Performing Self-Test at 02/22/19 12:04:06
Module C4: Performing Self-Test at 02/22/19 12:04:06
Module Ad: Performing Self-Test at 02/22/19 12:04:06
Hostis disconnected at 02/22/19 12:07:32.

S D

4
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Verifying Proper Installation and

Setup
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nstallation Qualification Report

Click on Reports & Drop-Down the Menu

Setup

Create Test

Specimen Report

Patient Report
Control Trend Report
System Log

Tests Since Launch

Assay Statistics Report
Instaia
Assay | ST
1
i i Avilable
Avilable
Available
Booting

[Progress [‘L Status

Remaining
Test Time

Define Assays

Result Assay Status.

GeneXpert PC 02/12/20 14:33:50

GeneXpert® Dx System
Installation Qualification Report

This report provides documented evidence of the installation of this GeneXpert® Dx System.

stem Information
Software Sta

ar
GeneXpert® Dx System 62 Pass
Java Rurtime Environment 18.0 131 Pass
GX_Utils.DLL 0.8.4.0 Pass
SOL Database Microsoft SQL Server 11.00.6020 Pass
Database gx_db 3.0.9.0 Pass
Operating System Windows 7 6.1 Service Pack 1 Pass
CIT Plug-In 1 Pass

Instrument Information

Instrument A
Instrument S/N Gateway Firmware
803488 2.0.18

Error ‘ sart .

staws | Date Module Name Module S/N Module FirmwareInternal Temp Status

°C

Al 628676 33.3 316 Pass
A2 638430 33.3 30.8 Pass
A3 638964 3.3.3 30.0 Pass
Ad 641366 33.3 30.7 Fail*

Fail* = Ambient temperature too high, incorrect model number or hardware error has been detected. Please
generate a System Log with the list of errors for further troubleshooting.

Shaded Modules = Reporter is out of calibration.

Available Assays
Assay Name Version Assay Type

Version 6.1

Launched GeneXpert® Dx Systemat 01/02/19 11:13:10

Module A1: Performing Self-Test a101/02/19 11:13:12
Module A2: Performing Sell-Test 310110219 11:13:12
Module A3: Performing Seif-Test3101/02/19 11:13:13
Module A4: Performing Sell-Test 8101102119 11:13:14

Xpert Fll 1 In Vitro Diagnostic
Xpert Fll & FV Combo 1 In Vitra Diagnostic

[l Xpert FV 1 In Vitro Diagnostic
Xpert Breast Cancer STRAT4 NA Research

2

Select Installation Qualification

© 2021-2022 Cepheid.

GeneXpert PC GeneXpert® Dx System Version 6.2 Page 1 of 2

GeneXpent® Dx System

Installation Qualification Report

Installation of networked instruments complies with the setup requirements specified in the GeneXpert® Dx
System Operator Manual, ‘Installation’ section.

Verified by Date

This IQ is acceptable if all System Information and Instrument Information are listed as 'Pass’. All instrument
modules that are listed as 'Pass’ are available for use.

Acceptance: [ ]Acceptable [ ] Not Acceptable

Performed by Date

Reviewed and approved by Date

%&*pheid.
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Configuring the System

General

Click Setup on the menu
bar, then click System
Configuration

—
n System Configuration

e

Click on General Tab

System configuration and
GeneXpert® System Serial
Number

| General | Archive Settings | Foiders | HostCommunication Settings | Authentication Settings |

System Na GeneXpen PC

~i|

]

Date Forpilit | MWDDYY
)@ Format | 24 Hour (HH:mm:ss)

[Z] PatientID 2
[] Patient Name

[_] Patient Demographics
[vi Scan Patient ID Barcode
[vi Scan Sample ID Barcode

[¥i Scan Cartridge Barcode
Write Country. Require Start Test Login
3 . A O Never
Hospital/Institution name, © Ay

© start Test Login Timeout (In Minutes) | v

[Z] Audio At End Of Test

[Z] Print Test Report At End of Test

[vi Assay Statistics Deletion Reminder
[vi Database Management Reminders
[y Enable Audit Trail

| ok || cancer

© 2021-2022 Cepheid.
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Configuring the System

General

 Enable Audit Trail—The user can enable or disable event

logging.

* |f Enable Audit Trail is checked, the system will make a record

of user interactions with PHI and PIl such as:
— User Authentication

— User Administration

— Creation of Tests

— Data Import/Export

— Report Generation

* To access the Event Viewer, click on the Windows Start menu,
search for Event Viewer, expand Applications and Service
Logs, then expand Gx Audit Trail. By default, this feature is

disabled. See Appendix E for detailed information

* Click OK to save the changes and close the window.

© 2021-2022 Cepheid.

= ] s
B System Configuration

! Generai | Archive Settings | Foders |

System Name GeneXpent PC

‘ Date Format | MWDDYY v
Time Format | 24 Hour (HH:mm:ss) v
! |
[vi Use Patient ID
(V] Patient If
[} Patient ID 2

[Z] Patient Name

[~ Patient Demographics
[vi Scan Patient ID Barcode
[vi Scan Sample ID Barcode
[¥i Scan Cartridge Barcode
Require Start Test Login
© Never
@ Always
O Start Test Login Timeout (In Minutes) |30 v

[Z] Audio At End Of Test
[Z] Print Test Report At End of Test
[vi Assay Statistics Deletion Reminder

v nagement Reminders
[vi Enable Audit Trall

l OK Cancel

8] Event Viewer
File Action View Help

&= | 2m HED

@] Event Viewer (Local) | GxAuditTrail  Number of events: 4

> &3 Custom Views

> [y Windows Logs Level Date and Time Source
v [ Applications and Services Logs @ Information 4/17/2020 9:39:39 AM Dx6.3
> [ CrowdStrike @lnlormalion 4/17/2020 9:39:28 AM Dx6.3
\m CxAudioSvclog € Informaticn 4/17/2020 9:37:10 AM
[+] GxAuditTrail (@ Information 4/1/2020 1:20:43 PM Dx6.3

[&] Hardware Events
[&] HP HotKey Support

> £ Intel

\
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Configuring the System

Archive Settings

« The reminder is displayed when:

— GeneXpert® Dx software application
starts.

— GeneXpert® Dx software application
normally terminates.

— User logs in (excluding start test login).

© 2021-2022 Cepheid.

B System Configuration

axl )

(‘General | Archive Settings | Folders | HostCommunication Settings | Authentication Settings |

© Manualty
(® Manually, With Remindek | Weekly ¥
) ———— =l

| ok

J [ Cancel

A\
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Configuring the System

Folders

* The default locations of each
folder on the computer hard
drive iIs indicated here.

© 2021-2022 Cepheid.



Configuring the System

Host Communication Settings Workspace

© 2021-2022 Cepheid.
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Account Lockout

© 2021-2022 Cepheid.




Account Lockout
« Users will be locked out after a configured number of failed login attempts for a
set period of time

* The lockout period will be reset on a successful attempt or after the user
updates their password

* A GeneXpert® admin cannot circumvent the lockout period unless they disable
the feature

 This feature does not apply to users such as support or to remote users
iIntegrated with LDAP.

\\\
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Configuration

B GeneXpq KR System Configuration

X — O x
User labadmin
[ General | Archive Settings | Folders | HostCommunication Settings | Authentication Settings |
e [ Enable Auto Logoff
[+ Auto-Lockout
Allowed Login Attempts: |5
Lockout Duration (In Minutes): |15 ¥
Module Error Start
Name ‘ == ‘ i Status Date
Authentication Type
] LDAP
Launched Gen -
Version Dx6.3.
Modules not de
Haostis discon
OK | | Cancel

© 2021-2022 Cepheid.
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Mis-type the password 5 times

© 2021-2022 Cepheid.

= GeneXpert”

C € [wo]

© Cepheid

Due to the number of unsuccessful altempts, your account has been locked. Please try logging in after 15 minutes.

OK

X

OK

Cancel

//Cepheid.

A betrer way.
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//Cepheid.
A better way.

Auto Logoff




Auto Logoff

* The GeneXpert® application will log out a user after a period of inactivity

« However, the OS session will continue, or the lab user will lose tests that are
running

* Interacting with the user interface will reset the timer
* The timer is suspended for long running operations like backup/restore, export

© 2021-2022 Cepheid.
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Configuration

B2 GeneXpert® Dx| B@ System Configuration

User DataManagemen | “Gonera | Archive Settings | Folders | HostCommunication Settings | Authentication Settings |

Create Test

Module

Name Assay

Messages:
Launched GeneXpen® O
Version Dx6.3.67_Demo
Modules not detected. C
Hostis connected at 07/

Lockout Settings

|v| Enable Auto Logoff

[v] Auto-Lockout
Automatically log user off after {In Minutes) (15
Allowed Login Attempts: |5 ¥ 15
. . 30
Lockout Duration {In Minutes): (15 =
60
ap |
120
180
240 |~ |
Authentication Type
[C] LDAP

Maintenance

Status

Error

Status

Start
Date

oK | | Ccancel

© 2021-2022 Cepheid.
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Confirmation

© 2021-2022 Cepheid.

User Data Management Reports Setup Maintenance About

Check Status

Modules

Tests Since Launch

Maintenance

Module
Name

Assay

Sample
D

Progress

Status

Remaining
Test Time

User

Resuit

Assay

Status

Error
Status

Start
Date

-

Messages:

Launched GeneXpern® Dx System at 06M6/20 11:54:39

Version Dx6.3.67_Demo

Modules not detected. Check power switch and computer/GeneXpert cable connections.

A\
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Managing Users




%a’pheid.

A better way. D

Adding new users :

© 2021-2022 Cepheid.



Create an Administrator Account (“Admin”)

Define the person in the lab that will have full access to the software
The first account to be created must be an Admin account. There can be more than one Administrator account per system

Setup 2> User Administration

R GeneXpert® Dx System o | B[
User Data Management Reports @ Setup| Maintenance About User <None>
User Administration ~-O b
User Type Comnguration | _ o g
|| System Configuration ©) 1/
% Assign Instrument Letter e
Modules : Tests Since Launch
Module Sample Remaining Sample Mod | Error Start
Ranio Assay ’ D Progress ‘ Status ‘ Test Time I D N ‘ User ‘ Result ‘ Assay ‘ Status | status| Date I

msér Administration " |
User Name | Full Name | Type

Click Add >\> [essn]

A\
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Create an Administrator Account (“Admin”)

B2 Add User 7 M

Enter the Username —yserName |admint I
and Password e

Full Name |Administration User |

|

I

Password |eeeese

Confirm Password loooo"

4 Choose the User type Syl
(Admin) ||| Admin_~

Click OK

(] ok Cancel

A\
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A better way. D

Adding new users :

2. Create a Basic Account




Create a Basic Account

Define the person in the lab that will have limited access to the software

There can be more than one Basic account per system

Setup - User administration

R GeneXpert® Dx System

(CSReRt <)

User <None
~ — ¥
‘ User Administratios S o) A
3 @ s ¢ iy
&. ‘J{ NS )
Create Test View Results Define Assays Define Graphs Maintenance
Module: » Tests Since Launch
Module Sample Remaining | ‘| Sample Mod Error Start
I R Assay ’ D Progress ‘ Status ‘ Test Ti | Z | D ‘ Natiio ‘ User ‘ Result ‘ Assay l Stalusl Status Date 1
>

© 2021-2022 Cepheid.
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Create a Basic Account

Enter the Username — [ =
and Password \T ,
User Name |basici

Full Name |Elasi|: User

Password | ooooooooooo

Confirm Password | -----------

User Type

4 Choose the Usertype | | ———
(Basic)

Click on OK Add | Close

NOTE: There are differences in what Basic account users can see or do

A\
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User Administration Dialog Box

© 2021-2022 Cepheid.
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Setup - User Type Configuration

E& Genexpert® Dx System
User DataManagement Reports | Sefup aintenance About

System Configuration ig)

User Type Configuration

— x
User <None>

&

Create Test NI T P Stop Test _ Define Assays _Define Graphs Maintenance .
Modules : n |
Yo | dssey | SBe | progess | saws  Soneng || Sepol = e [ Basc | oetar |
Delete Assay and Lot Specific Parameters [l =] |
|Manage Assay Definiion v v
View About Box =] v
Create/Start Test v v
| Stop One Test or All Tests [vl vi
View Detailed Research Assay Test Result and Report [l [v]
View Detailed Template Assay Test Result and Report [l vl
View Detailed Reference Assay Test Result and Report ] v
Archive Test [vi v
Purge Test [l [v]
Retrieve Test ] v
Backup Database v [v]
Restore Database ] ]
Compact Database [} [
View Specimen and Patient Reports [vl vi
View Control Trend and Assay Statistics Reports ] v
View System Log ] v
|View 1Q Report vl vl
Messages Edit System Caonfiguration [ [
Launched GeneXper® Dx System at 08/26/21 16:03:35 Edit Test Details vl v
Version 6.4 Edit Graphs [ [
Modules not detected. Check power swilch and computeriGeneXpert cable connections Assign Instrument Letter D E
View Module Reporter ] [v]
Run Plunger Rod Maintenance [vl vi
Open Door ] [
vi v
vi v

© 2021-2022 Cepheid.

Run Self-Test

Exclude Modules From Test

Cancel | | Reset to Default
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A better way.

Editing User Profile




How to Edit User Profile

Select the user to be edited from
the user administration list.

|
d User Administration

- F -

User Name

] Full Name [

Type

min1

Administration User Admin

asic1

|Basic User Basic

detail1

Detail User Detail

e e e

Click on Edit

© 2021-2022 Cepheid.

Revise the information, as desired, and then click
OK to save the changes and close the Edit
User dialog box.

n Use X
=L _ 3=
User Nal basic1 N\ |
AN
Full Mame |Basic User \ |
I
Passivord | ooooooooooo / |
Confirm Password, |s*sesssssssss /I |
~— _—
User Type
]
__ 5 ) OK | | Cancel | L |
| Add | | move | ’#‘ Close |

A\
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Removing Users
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How to Remove Users

Click to select the user to be removed

o oo R

To remove additional users, repeat Step 1 and
Step 2. If you are done removing users, click
Close

=)
[ User Name [ Full Name [ Type
Nmin1 Administration User /Admin
basicl |Basic User |Basic
detail1 Detail User Detail

Click on Remove

© 2021-2022 Cepheid.

User Name I Full Name I Type

admin1
detail1

Administration User |Admin
|Detail User Detail
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How to Login

Select User - Login
'ﬂ Gene*ert@ Dx System

ser| Data Management Reports Setup About

- i

User John Smith

Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Modules : Tests Since Launch
Module ’ Sample ‘ ’ ’ Remaining | I Sample Mod ‘ ’ I | Error ’ Start
PR Assay D Progress | Status Test Time | - D iy User Result Assay Status Status Date

rﬂ Login oS

Enter your User Name » | username || |
and Password Password | 1

Click OK > ok || cancel |

A\
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LDAP Integration




- Lightweight Directory Access Protocol

« Open, vendor-neutral, industry standard protocol for accessing and
maintaining distributed directory information services over an Internet Protocol

network

- Based on telephone directories

— Telecomm companies had ~70 years of producing and managing telephone directories as
books.

— Introduced the concept of directory services to computer networking, culminating in the
comprehensive X.500 specification

— X.500 directory services were traditionally accessed via DAP using OSI protocol
— LDAP uses lower bandwidth, so it’s Lighter

\\\
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https://en.wikipedia.org/wiki/Lightweight_Directory_Access_Protocol

» Microsoft® Active Directory (AD) is a Directory Server that ‘speaks’ LDAP

* Provides services such as authentication, group and user management, policy
administration, etc...

- LDAP integration will allow a customer’s IT department to centrally manage
users on a GeneXpert® system

— The lab user must now use their network credentials to login to the application

— The network policy on passwords applies with regard to complexity, duration, reuse, history,
etc...

— If a user is deactivated on the network, then they will not be able to login to the GeneXpert®
application

\\\
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https://en.wikipedia.org/wiki/Active_Directory

Implementation

* Allows configuration of an LDAP connection to perform authentication
— Remote users must be entered in User Administration and assigned a role

— The connection is established when:
— Saving new settings
— Adding/Editing a remote user
— Sending a login request
— When LDAP is enabled the users who can log in are:
— Remote Users (when connected)
— Internal GeneXper® t Users such as support

— Local Admin Users

\\\
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Configuration

© 2021-2022 Cepheid.

B GeneXpert

User Data Manag

Messages:

Launched GeneXp
Version Dx6.3.67_
Modules not detec
Hostis connected

B System

Configuration

[ General | Archive Settings | Folders | Host Communication Seitings | Authentication Settings |
Lockout Settings

[v] Auto-Lockout

Allowed Login Attempts: (6§

Lockout Duration (In Minutes): (15 ™

[v] Enable Auto Logoff

Automatically log user off after (In Minutes) (15

Authentic:

ation Type

[v] LDAP

Host

Port

User ID Attribute
Base DN

Bind DN

Password

10.169.82.112

389

sAMAccountMame

CMN=Users DC=GeneXpert,DC=local
CM=Administrator, CN=Users DC=GeneXpert, DC=local

[_] Enable SSL Authentication

OK | | Cancel

Maintenance

[tatus

Error
Status

Start
Date

-
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Confir

mation

B GeneXpert® Dx System

User Data Management Reporis Setup Maintenance About

Create Test

iz

Stop Test Define Assays Define Graphs

Modules \ Tests Since Launch

(| x

User labadmin|

Maintenance

Module Sample

Assay

Name

Remaining |:| Sample Mod

FITITESS SIS Test Time §§ [1] Name

User Resuit Assay

Status

Error Start
Status Date

Launched GeneXpert® Dx System at 06/30/20 16:53:23
Version Dx6.3.67_Demo
Modules not detected. Check power switch and computer/GeneXpert cable connections.

astis disconnected at OFMROIP0

Connection to LDAP successful

6:53:50.

© 2021-2022 Cepheid.
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Confirmation

B GeneXpert® Dx System

- o x
User Data Management Reports Setup Maintenance About User GeneX1
k 9 - N ) -
|||I 3 - I '|| yid I|
I 4 bl I
® 2
o o o ) D o ') Re [e e A ] o
Modules Tests Since Launch
Module Sample Remaining Sample Mod Error Start
Name Assay D Progress Status Test Time D Name User Resuit Assay | Status Status Date 5

Password: Cepheid123!

Launched GeneXpert® Dx System at 06/22/20 07:42:06
Version Dx6.3.67_Demo

Modules not detected. Check power switch and computer/GeneXpert cable connections.
Hostis disconnected at 06/22/20 07:42:32.

© 2021-2022 Cepheid.
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The GeneXpert® Dx Software Features

Test Administration Maintenance
|

i g &

Chock Status ftop Tent View FResuds
Modeie s : Tosts Smce Lawnch

Bodake Sy Remaining | Segh (V3] Error art
" Assyy C Progieas JETLTEY Tost Tene ! 0 " Lol e sant Assasy | States s . Dats

1 w2t

L] ins

“l Hals

(=) 12k

© 2021-2022 Cepheid.

] I ‘ |
T ¥ v .
5‘ GeneXpdeo R ’! e 1 | ey A
Psar D Man t o ) Manlenarce ‘Abul | Usor [ etad Usee
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GeneXpert® Dx System Window

Create and start a test

Create Test Check Status Stop Test View Results

»
Remaining

Sample
Assay ‘ D \Proqms’ Status Test Ti

Monitor.
the test
progress

Available
Available
Available

Available
Available
Available

-

]

Messages:

MOQUIE AZ” Femorming Seil-1estatun/11/1o 12040s
Module A3: Performing Self-Test at 06/11/16 12:04:06
Module C3: Performing Self-Test at 06/11/16 12:04:06
Module C4: Performing Self-Test at 06/11/16 12:04:06
Module A4: Performing Self-Test at 06/11/16 12:04:06
Hostis disconnected at 06/11/16 12:07:32

»

© 2021-2022 Cepheid.

Available | \
Available

View the results

Check
the list of
assays
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Create a Test
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Create a Test

After preparing the cartridge according to the Package Insert:

Scan the barcode by holding

_ the scanner about 8 to 10
Click on Create Test A dialogue box appears: inches from the barcode,
Scan cartridge barcode aligning the scanner to the
B Gene e | B Scan Cartridge Barcode M barCOde Image

User Data Management Reports Setup

Create Test Check Status

Modules Manual Entry | ‘ Cancel |

Sample
n

Module
Name

Assay I

© 2021-2022 Cepheid.

A\

Cep

heid.



Create a Test

— - PatientID [H112874895762R |
Fill in the Patient ID, samplelD (50122231 \
Sample ID. PatientID 2 1234567 |
P t pt N f / Last Name |PahenlLaslName1 First Name ‘PanemFlrslNamM
a |.en ame | e [7wwnumo J@ posticote [ ]
available =
Version
Select Assay |Xpen-C;dﬂf|cileG2 2 -
The Module is e 2 o
5 assigned Reagent Lot ID* Expiration Date* Cartridge SIN*
automatically - BB -
Sample Type | Other - Other Sample Type | ]

e

’

T | startTest | 9| scancartridge Barcode | | Cancel

© 2021-2022 Cepheid.

/

Click Start test

A green light will flash
on the module: Open
the door and place the

cartridge in the module.

™~

Close the module door
completely. The green
light will stop flashing
and the test will start.

A\
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GeneXpert® Cartridge

Reagent Lot ID

Expiration Date
Assay

Cartridge Barcode
(All numbers including
cartridge serial number)

Cartridge Serial Number

\\\
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Manual Entry of the Cartridge Barcode

If the barcode scanner is not working; you can enter the cartridge barcode manually

. A dialogue box will appear: l Type manually the 2-line numbers
Click on Create Test Click on Manual Entry E of the cartridges — see the picture

r E Scan Cartridge Barcode

B GeneXpert® Dx System

User_D: nagement Reports Setup Mainten: T T
] il
=1 X =_ [y | [ coneer | o) o gl
Create Test Check Status Fultra ‘

Modules This window will appear after .
e | fosor | S0 | promrss. clicking on Manuel Entry

Saisie manuelle du code-barres de la cartouche @

code-barres dela | |
III Annuler

Enter the full cartridge number

If the barcode scanner fails while using a new lot, creating a without leaving any spaces

test cannot be completed. Please contact Cepheid technical
support to request the Lot Specific Parameter (LSP)

A\
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Create a Test

‘ < - 7 A green light will flash
PatientID |H112874895762R | on the mOdU|e: Open
Fill in the Patient ID, T ‘ the door and place the
PatientiD2 [1234567 | cartridge in the module.
Sample ID. . / Last Name ]PanemLaslNamH I First Name |PahentFlrslName1 g
Patlltl—:-nglName if e
available -
Version
Select Assay lxnen-CLdifﬁcileGZ 2 vj
5 The module is eiticciligge | A2 ~|
aSS|gned Reagent Lot ID* Expiration Date* Cartridge S/IN*
automatically - EE =
sample Type | Other - Other Sample Type | |
- |
|
| Close the module door
\ T SurtTest )| ScanCartridge Barcode | | Cancel completely. The green
' . light will stop flashing
and the test will start.

@ Click Start test

A\
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Monitoring the Test Process

Check the Module
Area for Test
Status

N

© 2021-2022 Cepheid.

-
n GeneXpert® Dx System

(=5 ]

User Data M: Setup M

N

)

Create Test Check Status

s

Stop Test

- a

®
@

Define Assays

Tests Since Launch

User Detail U:el‘,

)

Maintenance

Module

' Assay [ So— ’ProgmssJ Status J

Remaining
Test Time

|

N J User

Result As

Status

Error
Status

Start
Date

=

Name
IS Xpert CDIF... [SD142231
A2

A3
Ad

/

Loading
Available
Available
Available

OK

SD142231

A1

Detail User

NO RESULT Xpert CDI

Loadi.

OK

04/09/19 12

v

uessaa{

Module A1: Performing Self-Test at 04/09/19
Module A2: Performing Self-Test at 04/09/19
Module A3: Performing Self-Test at 04/09/19

Module A4: Performing Self-Test at 04/09/19
Please load the cartridge into the module A1

12:32:53
12:32:54
12:32:55
12:32:55

A\
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How to Stop a Test

You might have to stop the test to avoid waste of time

** GeneXpert® Dx System

1 || Click Stop Test M Inr&‘! I‘g

Sample ID
|134723 |

Assay Xpert MTB-RIF

Version 1

I svop Ten —— ) = —

2 Select the module(s) that — e -
need to be Stopped’ by » IM e LpeﬂCDI:FIn.'CILE 3011223? m“:o;@ng s oJ “'"L,_:]
marking the tick box ’ ' ' ' : '

Select Ruanng e

3 After selecting click Stop v — m)w

A\
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How to Stop a Test

© 2021-2022 Cepheid.

‘ Select Running | ‘ Deselect All |
— Stop Test E‘ —
e meed | = T
H M [ Al Hpert MTE-RIF 0K 1:580:03
Confirm your choice by
clicking on Yes:
or click No to cancel
| Stop || Cancel
You will see the details about interrupted/stopped tests under
Check Status menu; Tests Since Launch Section
A N
\
B GeneXpert® DxSystemXpu . ‘ _ =% Eon <=
M (E) Bl € 04
Py <l 2 QU Ug 2

Create Test Check Status Stop Test

View Result Define Assays

Define Graphs

Maintenance
Moduies™=" | Tests Since Launch
':::::I: Assay ‘ Sa:rl;ple Progress | Status ?.z::a.;?;': ID ¢ ‘ Nﬂe | User | Result | Assay ‘ Status | e e
A1 Available HpertM 06031, A1 Kristians MO RESULT pertMTE-RIF Ass... Stopped OK Q80313 ..
AZ Available
A3 Available
Ad Awailable

A\
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View Results
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View Results

1 Click on View Results

-
ERl GeneXpert® Dx System

o . L - » y ‘m‘@&

User Data Management Reports Setup Maintenance View Results About ==

2 To visualize one particular
result, click on View Test

© 2021-2022 Cepheid.

Create Test Check Status Stop Test 2 Maintenance
Patient ID | Views 1D e
351890559777R [Resuit View Assay Name Xpert CT_NG Version 3
Primary Curve Test Result NOT CTED
Sample ID ] NOT DETECTED
[‘rzsanso l
Assay Xpert CT_NG
Version 3 [For In Vitro Diagnostic Use Only.
TestType | Specimen -
Sample Type | Other -
Other Sample Type
[ || =
Notes Views Legend
Result View 400 v [/] €T1; Primary |~
|Primary Curve 1vi |/ NG2; Primary
@ 300 ® (Vi |.~| NG4; Primary
£ / [vi /| SAC; Primary
Upload Status NA 2 200 / Ivi || SPC; Primary
Module Name A4 s
Reagent LotID* 05814 * 100
Start Time 01/30/19 17:41:03 7
End Time 01/30/19 19:08:20 0 - % — 5 =
Status Done Cycles
User Detail User |
=
Save Changes Export || Report H Upload Test Select Graphs |

A\
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View Results

© 2021-2022 Cepheid.

Select Test ™
- - -
Patient ID Senele sy User Result Assay Status | gor St
: H351890377714R |HA245614 Al Detail User  |ERROR Xpert CDIFFICILE Done Error 04/16/19 15:56:42
Double click on the test H351875882682R |TT555698 B3 BasicUser  |ERROR HIV-1QuantIUOCE  |Aborted Error 03/16/19 14:57:38
yOU want to di Splay H351890382682R | TG478589 B2 Aaqufst@tipn |HIV-1 NOT DET...HIV-1 QuantIlUO CE  |Done 0K 03/16/19 14:52:39
H351890345682R |CR538763 B4 Administration ... MTB NOT DET... |Xpert MTB-RIF USIVD  |Done oK 03/16/19 13:39:27
H39590382682R  |KW630987 |3 Administration ... MRSA NEGATI... [Xpert SA Nasal Compl... [Done oK 03/16/19 13:38:00
H351873382682R |GH487365 A3 Administration ... MRSA NEGATL... [Xpert SA Nasal Compl... [Done OK 03/16/19 13:36:08
H351898782682R |SR543267 A2 Administration ... EMRSA POSITIV... [Xpert SA Nasal Compl... Done 0K 03/16/19 13:34:19
H351890382682R |DU155637 iB2 Administration ... iMRSA NEGATI... Xpert SANasal Compl... \Done OK 03/16/19 13:32:37
H351890382682W |RLISE632 a4 Detail User EMRSA POSITIV... [Xpert SA Nasal Compl... |Done 0K 03/16/19 17:33:44
H351877782682Y |GK563895 im Detail User  |ERROR Xpert MTB-RIF US IVD  |Aborted Error 03/16/19 17:32:28
||H356129382682R [TF277659 B4 Detail User  |MTB NOT DET... [Xpert MTB-RIF USIVD |Done oK 03/16/19 17:31:20
H351855982682R |UJ690762 B3 Detail User  |FIlHETEROZY... Xpert il & FV Combo  |Done oK 03/16/19 17:29:35
H351890596082R |UJ787933 |A3 Detail User  |FIl NORMALFV... Xpert Fll & FV Combo | Done oK 03/16/19 17:28:47
H351885382682R |HN237945 A2 Detail User  |FIl HOMOZYGO...Xpert Fll & FV Combo  |Done oK 03/16/19 17:27:55
H351890550682R |RL439664 B2 Detail User ECT DETECTED... Xpert CT_NG Done oK 03/16/19 17:15:06
H351890386681R |FT343556 A2 BasicUser  |HIV-1DETECT... HIV-1QuantlUOCE  |Done OK 02/16/19 14:55:36
H351890386682R |HGE56788 A3 BasicUser  |HIV-1DETECT... HIV-1QuantlUOCE  |Done OK 01/30/19 14:56:30
H351827299378R |UH489831 c3 Administration ... NEGATIVE Xpert CDIFFICILE Done 0K 01/30/19 17:05:51
I|H351890559777R |T2637890 A4 Detail User  |CT NOT DETE... [Xpert CT_NG Done 0K 01/30/19 17:41:03
I|H0568890559682R HA233987 A3 Detail User  |CT DETECTED... Xpert CT_NG Done oK 01/30/19 17:39:54
I|H351890550098R |HA245654 A1 Detail User  |CTNOT DETE... [Xpert CT_NG Done 0K 01/30/19 17:38:57
ok | | cancel

\\\
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View results

Basic user view

Upload Status NA

'ﬂ GeneXpert® Dx System . [ =il(E)
User Data M: P Setup M View Results  About User Basic User
3 > >0 Ll
9 @
[©)
e Ta - = De
| Resutts| | Errors | "Support |
Patient ID [H351890550098R |
Sample ID |HA245654 |
Assay Xpert CT_NG Version 3
Result
NG DETI D
Sample Type | Other v|
Other Sample Type User Detail User
Notes | start Time 02/03/19 17:38:57
End Time 02/03/19 19:06:02
Status Done

For In Vitro Diagnostic Use Only.

|_expont || meport || upioaa Test

© 2021-2022 Cepheid.

ES GeneXpert® Dx System

Stop Test

3 | Description

Detail

®
(o
7 @

Define Assays

Time I

100peration terminated

Error 2002: Could not find callbration information fof reporter #2 03/09119 09.57.34

[ oo || _nupon || vt e |

View Test

R GeneXpert® Dx System

st jeck Status Stop Test

]

Define Assays Maintenance

Type In Vitro Diagnostic

Test Type | Specimen
ReagentLotID* 05814
Expiration Date* 04/19/19
Cartridge S/IN* 425669558
Error Status OK
S/W Version 6.1
Module Name A1
Instrument SIN 702162
Module SIN 629995

View Test

A\
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View results

Detail Users and Administrator View

test

Information
about the

© 2021-2022 Cepheid.

Assay Xpert MTB-RIF Ultra
Version 4

User <None>

User Data Reports Setup Maintenance View Results About
q ) | -@
0 @ Y.
\Sie | @
nTe — Define A Define Gran
Patient ID 1ews “TestResult | Analyte Result | Detail | MeltPeaks | Errors | History | Support |
Patient 1 Result View Assay Name Xpert MTB-RIF Ultra Version 4
P C
rimary Lurve L8 TR DETECTED MEDIUM:
sample ID | Resistance NOT DETECTE
[Sample 1 ‘

Interpretation of the Result

T

] ‘For In Vitro Diagnostic Use Only.

TestType |Specimen |
SampleType |Ofher  ~|

| Other Sample Type

Views A

Real-Time PCR curves

rea

a

Notes

Views N

g

Result View
Primary Curve

Module Name B2
Reagent Lot ID* 15015
Start Time 08/05/20 22:12:42
End Time 08/05/20 23:30:02
Status Done
User =None=

500

400

Fluorescence

200

) 10 20 0 40
Cycles

Legend

/| SPC; Primary

/] 151081.156110; Primary
] rpoB1; Primary

[7] moB2; Primary

| | rpoB3; Primary

Z rpoB4; Primary

=l =l =l =] E] x

Save Changes || Export H Report ‘

View Test

A\
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View results

Detail Users and Administrator View (tabs)

User Dato Managemest Reports Setup Mainiznance VewResuls About User shones

& £l

User DotaManagement Reports Sstup Maintenance View Rasulls _About Usor <Hons>

Ussc DataManagement Reponls Selup Msinbeaancs ViewResulls About Usir Hones

@ [l

Crmate Tost Chock Status Stop Test

iy

Check Status Dafing Graphs Mairtenance.

User Dala Managemen! Reposts Selup Manteance ViewResults About
=

Create Test

Primary Cemve

Sample 1D

rele 1

Assay Spen MTERF Uik

' Descrptin

Fanent 10 TestResull  Analyle Result | Detal - m | Support

Resul View 00|
Primary Carve

100
Wadule Name B2

Reagest LotID* 15015

StartThme 080520 221242

End Tme 001520 23302
States Done

Fluorescence

User Dato Management Repoets Setup Mainenonce View Resuls  About

¢

rﬂel Tl

»
st view

ck Stats

views

- —
+@
Q W

Lk i

View| Uafing Agsars Dsing Graphs

+ TestRewm | AnaveResut  Destal | MehPeaks

Fisiaiame s

Maintenance

I

User ines

SwveChamges || Export  Repart View Test

© 2021-2022 Cepheid.

prmarycurve
Sample 0
Sample 1
Assay Jomt NTELRF Ura
Version 4
TestType |Specimen
Samgle Type
Other Sample Type
Notes vews (o  epem
Resn v 600 7 sec;prmary B
prmary curve |7 181061.156110: remary
¥ | ot Pramary
5 %/ ol sy
Module Name. €2 ] | ol Prenary
Reagent Lot I 15015 £ L — 5|/ pold; i
StantTing 080520221242 2 m
End Time 080820 23 3002 —
Stas Dune o -
User <doaes 10 n a
Cwies
smechanges || B Report ViewTest

User DalaManagemen! Reports Setup Maistesance View Resulls Abost

13

Check Stams

Views

b

Views Pabent ID —
st i st Frove Faent1 Result View P a1 Rl view "
Primary Curve Name FRosult Chack Primary Curve. Name chk1 chk2 [-"%] Check Peak f Primary Curve Peak
Resut : J Frsut Hlght _ Temperaiue | Haght
Samphe 0 jsPe 03 15 He pags sampie I W W i s (T Ty B Sample 0 i5oB1 il K] W6
ample 1 1081499110 13 £ N pass Fampie1 m 515 25 PSS w0 W famie fpoB2 melt 728 1218
1paB1 189 Ll Pos Pass 200 a8 198 PASS 00 PASS | "ROEC mait 54 1078
mat2 103 ] Po§ Pass | N % n ) Pass ) Pass 1poB4 mall (i} 810
Assar XootMTERS Ut pogs 18 2 #os Pass Avsay prANTELRIF Ui 123 581 = Pass ) Pass Assay JEHNTERF Lara 13081 ot et
maBs s 15 Pos Pass Version & 13 3 ] PAS3 0 PagS : ] D02 Hut mex
| — 0B Mut met:
= 1 1 118 Pass 00 m I TestTyoe [Speamen - I .
= Testhme |Siccmen v 11 118 il PASS w W = = FpoBe ot met
¥ Sample Typa | Omsr - 0 0 ) ™y 00 Ay sample Type | Cihar POB4 ul MEL®
0 0 o e 0 " Other Sample Tpe
‘ Ll 0 0 0o HA 00 A = | S ——
= - 7
- (- Views Nates Fi _ Lepem
Motes. Views [ Noles . — oo /|7 SPC; Primary al
Fosul View L besut View 00 7 zl e
forimary Curve Primary Curve |7 151081155110 rimary MBS i
[ ot . =z
E g wof ¥ £ a0t ¥ |/ 1poBa; Primary
2 H 5 i1 o primary
H £ Motk Name 52 -
e & Mo Neme E2 i ; Auagent Lot " 15015 £ —_— i 7] o; Primary
i ReagentLotEr 15015 £ P 5 i S
Reagant Lot 15073 H 'mmm e LI} - ST Time CBUS20 221242 £ -
StartTing 080520221242 Z mf e ORI i i o
End Time 0BIOS20 233002 o - —— R > -
Stats O : -
s Done — 0 5 User Heee> - 10 n n @
User <Hone> 2 <ioner 10 1 ] [ et
Cyes
i i g
I : = = - —
SoveChamges | Faport || Regan
sovecoanges || expont || mapont Viea Test SmeChanges | Export VewTest e = =

TestResut  Anse Resun | Oetmd | Mol Paaks um|

Fatiet 1 resutvew =
ormarycuve AssayType 1o Disgoastc
Cartmigge SN* 837743848
=L Expraion Dot (52421
e tas 0K
S Version 51
Assay st MTERF Urs -
Verson ¢ stumant SN 35355
TestType [Socinen Wone SN 750027
Sampl Tpa [ Otrer
Dther Sample Type
e i T
Result View 600 D =
ey O W | ISDR1-ISBY10; Prmary
2| e Prmary
2 ) ¥ /. iz Primary.
Module Name 52 ; .I’ 7] B rimary
Reagest Lot 15015 £ - 7] 1Bt Primasy
SartTime (61520227242 < e
EndTime 080520713012 —
Slalus Dors =
st e = n 0 0 0
oy
. ) o
‘Save Changes Export Report View Test
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How to Edit Test Information

If necessary, you can edit the test related information and notes after the test is completed or

while the test is running

All the white
1

M ¥
ER GeneXpert® Dx System

User DataManagement Reports Setup Maintenance View Results Abo

© 2021-2022 Cepheid.

| export || meport || uploadTest |

fields in this
- Views <
SeCtIOH AN | e | = I Result View Assay Name Xpert CT_NG Version 3
. Primary Cu ve Test Result NOT DETECTE
editable —
2637890 l
Assay Xpert CT_NG
Version 3 [For In Vitro Diagnostic Use Only.
TestType |Specmen v |
SampleType [Other v
ourlorrsunpkftm
J
o Views Legend
Result View Ivi[/] €T1; Primary ||
Primary Curve vi /| NG2; Primary
v || NG4; Primary
¥ /] SAC; Primary
Upload Status NA v [] sPc; primary
Module Name A4
Reagent LotID* 05814
s . Start Time 01/30/19 17:41:03
2 After editing click end ime 0112010 190820
Status Done
Save Changes o, B aac |

A\
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Editing the Test Information

(® ‘Save Test

3 Click Yes to confirm the I
changes _ @ ]

ER GeneXpert® Dx System

4 The history of the changed e s M : Gowona o

information is saved under i @ 12 4
the tab History
Patient ID W Views = : History |iSupport.
rzswsossgnm | m&'::m { Field Name [ WAS | user | Time

Sample ID

[rzeaneo J

Assay Xpert CT_NG
Version 3

Test Type | Negative Control 1 |
Sample Type | Other -
Other Sample Type
[ || 1=
Notes s Tl 1L Legend
Result View - [v:[Z] cT1; Primary [+
Primary Curve [vi|/| NG2; Primary

¥ || NG4; Primary
[vi|/| SAC; Primary
Ivi || sPC; Primary

Upload Status NA
Module Name A4
Reagent LotID* 05814
Start Time 01/30/19 17:41:03
End Time 01/30/19 19:08:20
Status Done
User Detail User

[T

L —— —

A\
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Editing the Test Information

History tab
showing change

© 2021-2022 Cepheid.

r B »
n GeneXpert® Dx System it d I = i@
User Data M P Setup M View About User Detail Use!
id o > O =
O 1@
{ o)
op De
C _Patient D I Views (Detail | Errors | History | Support |
59777R | Rosakt View. Field Name WAS IS user | Time
. | Test Type |Specimen |Negative Control <None>  01/05/19 12:49:54
Sample ID
[TZ637890
Assay Xpert CT_NG
Version 3
Test Type | Negative Control 1 >
Type | Other 4
Other Sample Type
|| t= =
Notes Views Legend
Result View 400 [vi[/] €T1; Primary [+ |
Primary Curve [vi [/ NG2; Primary
@ 300 = Vi || NG4; Primary
g v | /| SAC; Primary
Upload Status NA g 200 / [vi || sPC; Primary
Module Name A4 s
Reagent LotID* 05814 “ 100 /
Start Time 04/30/19 17:41:03 p
End Time 04/30/19 19:08:20
Status Done
User Detail User |
-
Save Changes Export || Report || Upload Test Select Graphs View Test

A\
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Generate aresult report in PDF

Basic user view

r
n GeneXpert® Dx Systern

3 — L;-‘. -—;‘" -
User Data Management Reports Setwp Maintesance View Results  About e
Click on View Results I I Ted

- - _
: " 50 " A
4] (X | =l @

Check Status Stop Test View Results Define Assays

Patient ID H351890550098R

Sample ID HA245654

Version 3
Click on Report — ,
Sample Type Other -
Other Sample Type | ; User Detail User
Notes | Start Time 02/03/20 1738 57
End Time 02/03/20 19.06.02
N Status Done
Upload Status NA

Vitro Diagnostic Use Only

© 2021-2022 Cepheid.
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enerate a result report in PDF

Basic user view

3 Select Test to Be Viewed

Error

© 2021-2022 Cepheid.

Patiant 1) — Ussr Rasul Aaswy smms | e o

SH1 BHA F3 suppart FVYHOMOTYGD . Xpert Py Done OK EOESLRES -]
(ZH8 2HE E sugpan FIHOMOIYCO.. Xperl Fil Done LY 0419 147800
eves aHs 1 suggar FOHOMOETGEO... Kped FIl Dong oK GATHTIH 141737
el JH4 | 7K ] sugpan FIHOUQIYGD | XparFll Done oK 0430 1461712
FH3 2H3 E2 suppart FIHOMOTYGO | Xperd FIl Done 0K 04138 141645
-E’H.? 2HE E1 sucpan FIHOMOZIYCO. . XpetFil Done 0K 0412410 149625
raghl rd o3 Suppart P HOMOEYGO . Xped Flil Daone 0K 0411318 147602
fo-se 2508 02 suppan FINORMALFY _XpenFll 8PV Comea  Donk oK D430 141538

S P o suppart FINORMALFY  XperdFIl AFY Combo  Done 0K 04138 141508
f2L0e 25N L) sugpan FINORMALFY _XpedFll AFY ComBia  Done 0K 04130 149432
(503 = 15} s ] Suppart ERRCR Aper FlIl & FY Comba  Incomplels Erro 0411315 147410
PLERD ¥ o2 Aupparl FIHORLAL P Hped FIl A PY ComBa  Dane O 04M3ME 141348
S 54 suppart FV NORMAL Mpart Fy Done O 0AH 34 140837
LMHE Pa sugpan FYHORMAL HApenFy Done O 0411319 140912
[ St ] Suppart FV NORMaL Kpei Py Daone K 0411318 14.00001
eran L] r2 auppart PV HORMAL Hped P Done O 041310 140737
G ENG Od suppart FV NORMAL Mpart Fy Done O 041 3B 140715
1 L] L x] sugpant FYHORMAL HperFY Done 0K Q4319 140647
[ZT98 2NE o2 Suppart FIl HORMAL Hped Fil Done O 0411318 13.06:24
lanis ahs ol susparl FIHORMAL  gedFl Done ok 041318 140550
fatdd a4 M4 suppart Fil NORMAL Xpart Fll Done O 04H 3R 140537
e e 1 — PP TTTrI—— v o T

[ ok | [ casca |

4 Select Report to generate PDF

1‘ Other Sample Type | User Usar
‘ Notes Start Time 021320 14 1535
End Time 02/13/20 144515
: Status Done
i For In Vitro Diagnostic Use Only
‘ _—

s, i i

\

N\
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How to generate a PDF

Detail Users and Administrator View

r ~ ~ — N
R GeneXpet® Dx Syssem » = (5]

| User Data Masagemest Reports Setwp Mawmtenance View Ressits  Aboet

> I =)
Click on View Result e A S -“‘

" ‘ Primary Curve - —~

fras3reso

{

Assay XpeqCT_NG
Versica 3
Test Type  Speomen -

Samote Type | Cmer 3
Click on Report SR HemNT :

For In Véro Dxagnost Use Ooty

== Legend
400 v /| CTY; Primary =
¥ | NGZ; Primary
- 300 W | NGE; Primacy
b ¥ /| SAC; Pramary
gmo w | SPC: Prmary
* 100
4]
10 0 30 40
Cycles
View Test

A\

© 2021-2022 Cepheid.
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How to generate a PDF

Detail Users and Administrator View

In the upper left-hand
corner of the dialog box

3 Select the result you may want to visualize in PDF
port n—
_Analyte Result |
] Detail
[V] Melt Peaks
V] Error Details —
[Z] Troubleshoot
[_] Messages
[ History
[Z] Replaced Runs
v Patient ID i | Mo | User Result Assay | status | Srror S
M 2-5N6 2-5N6 b2 support FIINORMALFV .. XpertFIl&FVCombo  Done 0K 0411319 14: |
O 2-5Ns 2-5N5 D1 support FIINORMALFV __ XpertFII&FVCombo  Done  |OK 0413119 14:15
O lsna 2-5N4 lca lsupport FIINORMALFV _ XpertFII&FVCombo  [Dome  |OK 04113119 14:14:33
[0 [2-5N3 2-5N3 _‘03 _suppon ERROR _)(pen Fll & FV Combo :Incomplete »Errar 04/13/19 14:14:10
e 2-5N2 lc2 support FI NORMALFV .. Xpert Fil & FV Combo oK 0413119 14:13:46 |
O Ne 5NG lsa lsupport FVNORMAL  NXpertFV lok 04113119 14:09:37
O sns 5N5 P4 support FVNORMAL  xpertFv ok 0411319 14:
| O e 5N4 P3 support FVNORMAL  [xpertFV oK 041319 14:
O N3 5N3 P2 support FVNORMAL  XpertFV ok 04113119 14:07:
O N2 5N2 oa support FVNORMAL  XpertFV ok 0413119 14:07:15
O N N1 o3 support FVNORMAL  pertFV oK 04113119 14:06:47
O bNe NG o2 support FINORMAL  XpertFil Done oK 0413119 14:06:24
O ns 2ns o1 support FINORMAL  XpertFll Done 0K 04113119 14:05:58
O lNa N INa lsupport FIINORMAL  [XpertFil Done  [oK 04113119 14:05:37
O N3 2n3 N3 support FINORMAL  XpertFil Done oK 0413119 14:05:12
O pn2 N2 N1 support FINORMAL [XpertFll Done oK 0411319 14; 'v
Generate Report File Close |
Click on Preview PDF for immediate visualisation

© 2021-2022 Cepheid.

EndPt

 Avadoble |

Selected

o |

Analyte Name

Ct

Interpretation Result
Reason

Analyte Result
Probe Check Result
Target Deita Ct

[a] [#] [4] [¥]

|| coen

I

\

\

N\
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Example Test Report

Genelped PC 1114720 08:54:43
Test Report
GeneXpeat PC MA4R0 020120 GeneXpent PC 1171420 090120
Test Report Test Report Patient ID": H351885302682R
Patiant 1D 2:
Patient 107 H3518853826682R Sample |D": HMZ 37945
Patiert 1D 2: Usar: Dataill Test Type: Spacimen
Sample 107 HN237845 Status: Done Start Time: 11/1320 14:15:35 Sample Type:
Test Type: Specimen Expiration Data": 111620 End Tima: 111320 14:45:15 X
Sample Type: S/W Version: 64 Instrument SIN: 801225 Assay Informafion
. Cartridga S/N®: 116820908 Maodula S/N: BOT3ED H B Assa
Assay Information a8
i Raagent Lot ID": 04701 Madula Nama: D2 Xpert Fll & FV Came 1 In Viro Diagnossc
Assa Assay Version Az zay Type Nols:
Xpert Fll & FV Combo 1 In \itre Diagnossic Error Siakus: o Test Resut: | NORMAL:
Test Result IINORMAL;
NORMAL Ermors
<None=>
Analyte Result Usar. Basicl
Analyte Ct EndPt Analyte Probe Status: Dana Start Time: 11/13720 14:15:35
Name Result Chack — - — Expiration Date*:  11/16/20 End Tima: 11/13/20 14:45:15
Result Tech. InitialDate Supervisor Initial/Date S Version: 64 Instrument S/N: 801225
Fll202106 244 61 POS PASS ® indicates that a parficular field is enterad using a barcode scanner Cartridge S/N": 116820908 Madule SN 807389
Rl 21k 00 - NEG PAss Reagert Lot ID% 04701 Maodule Mame: D2
FV1691G 251 7 POS PASS Notes:
FVi691A 00 T NEG PASS For In Vit Diagnossie Use Oriy. .
Emors
<Mona>
PrbChk1 PrbChk2 PrbChk3 2nd Deriv.~ Curve Fit
Peak Height
Fllzoz106 125 221 126 PASS 00 NA
FIIZ02104 46 179 a PASS 0o NA
Fv 1621G 57 166 = PASS oo NA Tech. Initial'Date Supervisor Initial/D ate
FF 1A s 11 o =S o A *indicates that a particular field is entered using a barcode scanner
Meit Peaks For In Vitro Diagnossc Use Only.
<Not applicable>
For In Vito Diagnastic Uise Only.
‘GenaXpert® Dx System Version 6.4 CONFIDENTIAL Page2 of 2
__ GeneXped® Dx System Version 8.4 CONFIDENTIAL Page 1 of2 GeneXped® D System Version 6.4 COMFIDENTIAL Page 1 of 1

Example Test Report—Detail and Administrator User Page 1 & 2

© 2021-2022 Cepheid.

Example Test Report—Basic User

%s‘pheid.
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Uploading Test Results to the LIS

Upload Test Results to
the LIS

© 2021-2022 Cepheid.

-
B GeneXpert® Dx System

User Data Managoment Reports Setup Maintesance View Results  About

o 8 Bl

SO
@D
i D

—C ‘BS_ S |

User Dotall User

\|..
Create Test Check Status Stop Test View Results Define Assays Hamtenance
< < ; - = . Y e SSmm
Patient I ’ Views } TostResult | Analyto Result | Detall | Errors | History | Support |
}I51880559T77R ’ Result View |Assay Mame Xped CT_NG Version 3
‘ Primary Curve —g
| yLe Test Result |
Sampée ID —
2637290
{
Assay Xperd CT_NG
Version 3 fFoe In Vitro Deagnostic Use Only
Test Type | Sceamen ~
Sample Type | Omec -
a Other Sample Type
\ _ ||} ~=
Notes Views i@ Legend
1| Resunt View ' 400 v [/ CT1;Prmary |~
Jmc-m | ¥ | NG2Z; Primary
s 300 ¥ | NG&; Primary
€ e SAC; Primary |
Upload Status NA 2 200 W | SPC; Primary
Module Name AL §
Roageat LotiD* 05814 * 100
Start Time 01730020 17 41
End Time 0173020 190820 :’ 0 % 28 % ey
Status  Done Cytles
User Detall User \ 5
1 1 ~
Export Repott Upload Test View Test

A\
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Uploading Test Results to the LIS Automatically.

ﬁ System Configuration

1 click the
Automatic Result
Upload check box

2 click Ok

© 2021-2022 Cepheid.

General | Archve Setngs | Flders | ot Communication Safings |

[¥| Enable Host Communication

-Host Setting

- It

[ use Cepheid Link (Only check if you have the Cepheid Link middleware solution for sample traceability)

HostlD |LX

[_] Automatic Host Query After Sample ID Scan
[ Automatic Test Order Download
[v] Automatic Result Upload

[] use Instrument Specimen 1D

-Communication Settings

~Order/Result Management

Protocol @ HL7 () ASTM | Delete Cancelled Orders |
Run Host As ' Server @ Client .
| Expire Results |
ServerlPAddress | |
Port# [1234 | Reset Communication Buffer |
Host Test Code
Enable | Assay | Host Test Code |
[ Xpert BCR-ABL Monitor IS Version 1 [ Edit =
v Xpen CDIFFICILE Version 3 Edit i g}
Xpert CT_NG Version 3 Edit | /g
12
=
TSA
oK | | Cancel

A\

Cep
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A better way.

Generate Specimen and Patient
Reports in PDF

© 2021-2022 Cepheid.



How to generate specimen and patient reports in

PDF

Specimen Report

Click Reports -> Specimen Report

© 2021-2022 Cepheid.

2 Fill in the Sample ID

nSpecnmenRepod ﬂﬁ
~Date Range

* Al

) Select |1 2

e —
 GenerateReportFle | | PreviewPDF | | Close |

3 Preview PDF will open
3a the PDF file

Generate Report File will save the
report in GeneXpert® Folder ->
Report

A\

Cep
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Example Specimen Report

GeneXpert PC 02/17/20 12:55:54

Specimen Report
Found Sample ID #2 = DU155637

-1 Test(s) Found -

Patient ID: H351890382682R
Sample I1D: DU155637
Assay: Xpert SA Nasal Complete G3

Assay Version:

5
Test Result: RSA NEGATIVE;
A POSITIVE

Start Time: 02/16/20 13:32:37
Test Type: Specimen
User: Administration User
Status: Done
Notes:
GeneXper® Dx System Version 6.2 Page 1 of 31 / P
© 2021-2022 Cepheid. ’ ” * Z Cepheid.



How to generate specimen and patient reports in

PDF

Patient Report

Click Reports -> Patient Report

sults  About
| 163
)
Stop Te:

W

est
4
M

Curve ‘

© 2021-2022 Cepheid.

2 | Fillin the Patient ID

3 Preview PDF will open
the PDF file

3a

Generate Report File will save the
report in GeneXpert® Folder ->
Report

A\
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Example Patient Report

© 2021-2022 Cepheid.

GeneXpert PC 02/09/20 12:51:40

Patient Report
Found Patient ID#2 = H112874895762R

- 2 Test(s) Found -

Patient ID: H112874895762R
Sample I1D: SD142231

Assay: Xpert CDIFFICILE
Assay Version: 3

Tesresut:.  [E

Start Time: 02/09/20 12:38:42

Test Type: Specimen

User: Detail User

Status: Done

Notes:

Patient ID: H112874895762R

Sample ID: SD142231

Assay: Xpert BCR-ABL Monitor IS
Assay Version: 1

Test Result: ERROR

Start Time: 02/09/20 12:41:13

Test Type: Specimen

User: Detail User

Status: Aborted

Notes:

GeneXpert® Dx System Version 6.2 Page 1 of 23

A\
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How to automatically print a test report

~* GeneXpert® Dx System
User Data Management Reports | Setup | Abhout

« Connect and install your printer
« This setting allows the system to automatically o 7
print a report once the test is completed. C:"I

Click on Setup, then System
configuration

Time format | 24 Hour (Himmcss)

¥, Use Pagent D

PasentiD 2

Patarnt Name

Pateat Demographics
v Scan irabent I Barcode
V) Scan Sampls 1 fareods
\v: Scan Cartridge Barcode

Reguirs S1an Tast Login

Select the appropriate option Print
Test Report At End of Test \ sovers

* Audio At £nd Of Tast
Print Test Roport At End of Test

Click OK s s o

© 2021-2022 Cepheid.
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Data Management Tasks
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Difference between Archive/Backup

GeneXpert® Dx Software

- Logfiles A Definition Fil
- ssay bertinition Fles
Raw results - Results Errors
Archive Backup
PC (*.nxx) PC (*.zip)
C:\GeneXpert\export C:\GeneXpert\Backup
CD/RW CD/RW

complaint

- To be provided to Cepheid Technical Support in case of a

- Can only be retrieved with GeneXpert® DX software

- To be used to restore data in GeneXpert® DX software in
case of computer failure
- Backup all your data every month on a CD or RW-CD

© 2021-2022 Cepheid.
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How to Archive Tests

Click Data Management

Create Test View Results Define Assays

Click Archive test

Module Name A1 Test Result

Patient ID

Assay Name pert MTB-RIF G2 Version 2

TB DETECTED MEDIUM;
Rif Resistance NOT DETECTED

[(n e

Test Result

Sample ID

[0 !

ChOOSe the teStS that | H112874895762R  $0142231 a1 OetadUser  ERROR Xpert BCR-ABL Monitor IS Aborted  Emroe 030919 124113 [&F
H112874805782R [S0142231 A DetsiUser  INEGATRE Xpert COIFFICLE Done 0K 0309119 1238.42
3 . [ H351890362662T HG856788 K DetsiUser  HI-1DETECTE WIV-10wantIUOCE  Oene  OK 0308119 15.47.13
need to be archived egstve conkol_inegate coriel ¥4 OwtaaUser HV-1NOTDET. b1 U0 CE  Dene  [OK 1030819 154543
MI51800386682R  FTI43558 K2 Detall User HIV-1 DETECTE . HIV-1 Quant VO CE Done OK 030819 154227
HI51800382682T MGH55788 A2 ASMINis¥ation . HIV-1 DETECTE . HIV-1 Quant IUO CE Oone oK Q308/19 145716
O r S e I e Ct AI I HIS1890385662R  FT243557 a ASminis¥aton _ HIV-1DETECTE_HIV-10usMIUOCE  Done  OK 0308119 145527
HIS18003T7714R  HA245614 Al Detadl User ERROR Xpert COFFICILE Done Emor 0920019 155642
|V HIS18003TTTIR  MA245621 A1 OstsiUser  NORESULT  Xpert COFFICLE Ocne  LoadErmor 012019 155642
MIS1875802602R  TTSS5698 8 BasicUser  ERROR WI-1CuMIUOCE  Abeded  Emoe OV16/19 145738
C HI51800382682R TG4AT78589 a2 ASMINESEaton . MIV-1 NOT DET... HIV-1 Quant VO CE Done OK OV1619 145239
4 You Can Choose tO Pu rge H3S1800345682R  CRS38763 84 ASminis¥ation _ MTB NOT DETE Xpet MTBRFUSVD  Dene oK 011649 133927
. . . H30590382682R  KW630987 83 ASMINESYaton . MRSA NEGATIV_ . Xpart SA Nasal Complet . Done OK 011619 133800
Selected Items after arch ivi ng HIS1873382682R  GHABTI65 a3 Agminis¥aton . MRSANEGATIV_. Xpert SANasal Complet_Done (OK 0116119 133608
H351808782682R SRS43267 A2 ASminis¥ation . MIRSA POSITIVE _ Xpert SA Nasal Complet . Done OK 0WI6M9 133419
B e e = T e e —re

A A Highagated Highighted Archive
Purged tests will no longer appear in the GeneXpert ® Dx L ||
Software

A\

© 2021-2022 Cepheid. Cepheid.



How to Archive Tests

rchive Test(s) El
In the nest dialog box S ——
click Proceed —=>
E3

Save In:_ | ] export v| @ @ @ ,E

The files will be saved | __|

in the folder Export B concspn e aasa8 00 101258
Save the archived
data to an external
device.
File Name: [Genexpert Pc_2011.08.06_11.22.40. g2 |

. Files of Type: |Gene)(pen® Archive Files (.gxx
Click on SAVE —

Archive Test(s)

12 test(s) successfully archived.
\ ﬁ Check details in C:\GeneXpert\Database_log\Archive_log_2011.08.06_11.22.54.txt.

Click OK

The archived file in the folder C:\GeneXpert\export

A\

Cepheid.
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How to Retrieve Tests

** GeneXperi&d:x System

ici

Stop Test

1 Click Data Management
and Click Retrieve Test

Result View
Primary Curve

Assay Name >pert MTB-RIF G2

TE DETECTED MEDIUM;
Rif Resistance NOT DETECTED!

Version 2

Test Result

Locate and select the Lookin: | T export EE =
archive (.gxx/.nxx) file. 2011

> D GeneXpert PC_2011.08.11_09.15.52.gxx

. File Name: | |
Click on O pen —_— Files of Type: | GeneXpert® Archive Files (.gxx) ~ |

A\

© 2021-2022 Cepheid. Cepheid.



How to Retrieve Tests

| ‘Patent 10
H351890382682T HG656788

Detad User HIv-1 DETECTED HIV-1 Quant IUO CE

0218/19 154713 |

Pegatve contrl_ negatve control K4 DetalUser  HIV-1 NOT DETECHIV-1QuantIlUOCE  Done 2nang 154543 |
H351890386682R  FT343558 x2 DetadUser  HIV-1 DETECTED HIV-1 QuantIUOCE  Done o2rteng 154227 |
H351890382682T  HGA56788 a2 iaministrason UgHIV-1 DETECTED HIv-10uantIUOCE  Done 02118/19 145716

HI51890285682R  FT243557 Administrabon UgHIV-1 DETECTED HIV-1 Quant IVO CE Done 02narp 145527 |
s AL b sk A mlad il -

TIT8R TL332298 Bt BasicUser  MTBNOTDETECTped MTBR¥ USND  Done 02r18/19 145850
S I h b ¥ H3I51875882682R TT555698 B BasicUser  ERROR HV-1QusntIVOCE  Avoted D216 145738 |
elect the test to be ¥ H351890382682R (16478589 B2 Iaministrasion UsHIV-1 NOT DETECHN-1 GuantUOCE_ Done 021619 145239
. ¥ H351890345682R CRS38763 B4 Aaministrasion UMTB NOT DETECTApen MTBRF USNVD__ Done 021169 133927 |
retri eved (0 I S e | ect AI I) ¥ HI9590382082R  KW630987 B Administrason USMRSA NEGATIVE SXpert SA Nasal Complete ©one 0211619 13:38.00 |
¥ HIS187I382682R GH497385 s Aaministrason UIMRSA NEGATIVE £Xpert SA Nasal Complete ©one 0211619 133806 |
0 HIS1807B26R2R SREA1267 Agminisirason USMRSA POSITIVE SXpart SA Nasal Complets ©one 0211619 133419
@ H351600382662R DU155637 Aaminisirason USMRSA NEGATIVE £Xpert S Nasal Complets ©one oaneng 133237 |
v _N35‘me RL986532 Detall User 'URSAWS"'NE SXMﬂ SA Nasal Complete :()Gﬂl @/‘SIW 17:33.44 |

H3s1eTT782882Y GKS&JSQS
H3I56129382682R  TF277652
?435‘85598263& _U)690762

Detadl User ERROR XDMHTB-WUSND Adorted

pﬂll User ymauor DETECTXpen MTE-R¥ US VD poﬂl

DetafUser  FUIHETEROZYGOWpen Fi & FVCombo _ Done
H351800506082R  LJ787933 Detail User fﬂNmW IWFIAFVCOM Done

] H351885382682R HN237945 Detad User Fll HOMOZYGOUSXpernt Fl & FV Combo Done

A AOR1SONSS0AR00 RIAMGAL R Natuiliese  CTORTECTEDAC(nadCT MG )

R
=)

021619 17:3228
021619 173120
021619 172935
_OQHBIW 17.2847
02116019 17:2755
—___N00ANQ 171804 1

e

LUL UL

I3ttt k3Lt
F RRERTRRRRRRITRIZZRRR

]
|

Click OK

(o]

Retrieve Test(s)

A total of 1 test(s) have been selected.
This will retrieve the selected test(s) into the main database.

Would you like to cuntinue?/\
t;ancel | Proceed

Click Proceed

Retrieve Test(s)

1 test(s) successfully retrieved,
Retrieval details are logged in C:\GeneXpert\Database_logRetrieve_log_2011.08.11_11.26.01.txt
—

ok )

Click OK

(=] [=]

A\
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How to Backup Database

© 2021-2022 Cepheid.



Database Management Tasks

When closing the GeneXpert® software, the following dialog box will appear.

© 2021-2022 Cepheid.

Progress | Status |

Remaining
Test Time

1 Click Yes

Click Database Backup

3 Click Proceed

Database Management &

Do you want to perform Database Management tasks?

[
H Database Management

‘@) Database Backup

) Compact Database

ick [Proceed] to continue.

! Ganaak

'
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How to Create a Backup

results

The software will create a zip file with all the

The file is saved on the desktop, in the
GeneXpert folder -> Backup subfolder

T~

Boween, SRR NN = =

saven: | (] Backup IR FE

RestoreTemp ) 3.02_clean.zip
[ 2.1.20_cleanzip [ 3.03_clean.zip
) 214.20_pAzip [ 3.0.4_clean.zip
O 21.21_pPAazip ) 3.04_cleant.zp
[ 2.4.22_clean.zip [ 3.0.4_clean2.zip
) 3.0.0_clean.zip D) 3.04_Pazip

>

PC_2019.02.09_130008 GX_3.0.42p |

Files of Type: | Database Backup Fles (2ip) v
(=) =%
Click “Save”
Database Backup
Click OK FACKNp o

The zip file can only be restored through/ into the GeneXpert® Dx
software. It cannot be unzipped or opened on Windows desktop

© 2021-2022 Cepheid.

of folders.
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How to Create a Backup

& Backup

File Edit View Favorites Tools  Help

eBack © -\-) @ pSearch [E" Falders .v

Address |5 C\GeneXpertiBackup

- . IH Genelpert
File and Folder Tasks PC_2018.06.21_03.24,13_GX...

i GEE KB

(24 Make anew Folder

¥ Publish this Folder to the IH Genetpert
Web PC_Z018.08.07_10,21,53_Gx. .
i

{7 Share this Falder TISKE

Other Places

[ Genedpert
() My Dacuments
£ Shared Documents

My Computer
& My Network Places

Details

PC_2018.07.05_01.43.41_GX...
43 KB

© 2021-2022 Cepheid.

The file is saved on the desktop, in the GeneXpert® folder -> Backup subfolder

& GeneXpert

File Edit Wiew Favorites Tools Help

o Back -\‘-) @ p Search H\Z‘ Falders v

address |35 C\Genexpert

File and Folder Tasks — auto_expart:

‘j Make a new Folder

e Publish this Folder ko the

Web Database_log

et Share this folder D

— lag
Other Places
g Local Disk (00 ﬁ

B My Diocurnents
I5) Shared Documents

Release Motes
Adobe Acrobat Document
135 KB

%9 My Computer
g Iy Metwork Places

Details

Backup

expork

Report

LIS

\\\
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How to Restore Database from a

Backup




How to Restore Database

In case of computer failure, you might have to restore your data after reinstallation of all system.

By closing the GeneXpert® software, The following screen will appear...

1 Click Yes

Database Management

—

4

to |

Do you want to perform Database Management tasks?

2 Click Database
Restore

ER Database Management
Select task, click [Proceed] to continue.

Select task, click [Proceed] to continue.

3 Click Proceed

© 2021-2022 Cepheid.

dialog box appears asking if you want to back
up the current database (recommended) before
restoring.

Click Proceed
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How to Restore Database

A warning message tells you that the current
database will be lost.

Click Proceed to continue

Database Restore

Database Restore will OVERWRITE your current database with a backup database.

Select the database to be restored and Click
Open to continue

. Clhick [Proceed] to continue with database r2=tore.
: ‘.unm-*

#* Select File To Restore The Database Fs_(‘

Look In: ||j Backup v| @ @ @ @’E

D 706456_LAB_CITY_COUNTRY_2013.08.21_10.55.14_GX_1.4.17.zip

File Name: |T0645EiLAELCITYiCOUNTRY72D1 3.08.21_10.55.14_GX_1.4.17Zp |

Files of Type: | Database Backup Files (.zip) -

© 2021-2022 Cepheid.
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How to Restore Database

© 2021-2022 Cepheid.

A dialog box appears.

Click Proceed to create the backup
Click Cancel to continue Backup Restore

Database Restore

ot

Database Restore will OVERWRITE your current database with a backup database.
. Click [Proceed] to continue with database restore.

' ] |
=il |

Database Restore

Please wait - Restore in process.
L

Database Restore ﬁ

: Restore process completed.
Your GeneXpert is ready to restart.

[ox]
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Import the Assay Definition File *

(ADF)




Import the Assay Definition File (ADF)

* |n case of test update, the ADF
may need to be updated.

. Before using this lot, load the Click on Define Assays
el
Insert the CD on the Computer CD drive : T i v
i ast Modiied Dete 0204 40
[

Click Import

© 2021-2022 Cepheid. //Cepheid,




Import the Assay Definition File (ADF)

locate the file on the computer
Look In: —J export bl @ @ @ @E
1 My Cdmputer = i
3% loppy (A:) |
=} Locl Disk (C:) o
1 GeneXpert B
Eaimmt &
= Drive (D:) =
| = C on PRADIASURI-840G
= G on PRADIASURI-8406G E
File Name: | | I
| Files of Type: | Assay Files (.gxa) b |
Import Cancel

© 2021-2022 Cepheid.
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Import the Assay Definition File (ADF)

5 Double click on the GeneXpert® Systems @ Choose the Xpert® MTB-RIF.gxa/nxa file
folder.
, »* Import Assay E|
#* Import Assay FX|

Look In: |IjGenexpert-lnﬁnily Sysiemsl/ Vl @ @ @ @E

[} Xpert MTB-RIF Assay G4_5.gxa| A

Look In: | = 71001647 vO7 (D:) [/ - | @ @ @ @E

[ CGXMTB_RIF-10 Package Inserts
= CGXMTB_RIF-50 Package Ins:
3 GeneXpert-Infinity Systems

File Name: | | File Name: | |

- |

Files of Type: | Assay Files (.gxa) - | Files of Type: | Assay Files (.gxa) e

Import || Cancel | Import Cancel

Click Import

N ATTENTION!!

The name of the file may vary from version to version. In any
case, load the file with the .gxa/nxa extension.

A\
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Import the Assay Definition File (ADF)

N.B. After importing a quantitative assay,
the Quantitative Result Unit can be
changed (Not applicable on All Xpert
Assays)

The Assay Definition Files appears.

Z \

IR} GeneXpert® Dx System
User DataManagement Reports Setup Maintenance De

TS Caraiper & O Syvemdl
p- s o

User Dats Management Regorts Setup Mamtenasce Defne Assays  Asout

M

Create Test Check Stafis Stop Test View Results Define Assays Define Graphs
AssayMame e
Assa AssayName  Xpert MTB-RIF Ultra Versia
! 5 ' rame -
[ Name e | e Assay Type -
Xpert MTB-RIF Ultra 4 AssayType I Vitro Diagnostic
For In Vitro Diagnostic Use Only. Assay Disciames
Assay Disclaimer
Cuarteative Fesutl Unt o0 -
E-vn-t
Last Modied Date 020030 17/21:40
Last Modified Date ~ 05/04/18 00:36:41 [ Cartriage Type Chambers
M faama
PEG- Nk
Cartridge Type Chambers 0w laam 'e
o ] Prot

Reagent 1

Sample !
Reagent 2

M
Delete | Lot || mport | Refresh wod| [ 0w A

A\
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Deleting Assay Definition File (ADF)

To delete an assay definition file, in the Define

Assays window , select the assay name in the
Assay list (on the left side of the window), and

then click Delete.

A confirmation message appears. Click Yes to

delete the assay definition. The assay
definition file will be deleted and is removed

from the list of assays.

Deleting Assay Definition Files from the

system is a permanent operation.

Make sure that the Assay Definition Files to

be deleted are no longer needed.

© 2021-2022 Cepheid.

Click Delete

select the assay name

L 251 MoCied Dace

Xpert MOV Ve wd | oo

r

" Voo Diegnesas

Fot In Ve Dagooatc Use O

Cusrttative Resut! Ut

02000 172140

Carrage Type

Click Define Assays
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Import Lot Specific Parameter

( Optional )




Importing Lot Specific Parameters Manually

Click to Define Assays

select the assay name
in the Assay list

© 2021-2022 Cepheid.

ES GeneXpert® Dx System

User DataManagement Reports Setup Maintenance Define Assays About

IS

Check Status

Name

HIV-1 Quant IUO CE

Xpert
\ Xper Panel

Xper A Nasal |

Untitl ay

Xpert CDIFFICILE

DEMO_MELT1_1

Last Modified Date 03/04/09 17:21:40

Cartridge Type

[(1e ][ vetete |

2-Reagen
S-Sample
1-R

:&ggL,dﬂEﬂEEﬂ

3

S—

Click to Import Lot Specific Parameters
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Importing Lot Specific Parameters Manually

n Reagent Lot Specific Parameters M
Select Reagent Lot Number
mon
|
|
[ View ‘ [ Delete l Import Scan Close
£

B Import Resgent Lot Specific Parameters o
Lookin: | (] export - SIFE =
|
] File Name: _
| | Foes ot Iype: |Reagent Lot Files Lgxn) -

£

Click on Import. The Import
4 Reagent Lot Specific Parameters

dialog box appears

© 2021-2022 Cepheid.

| ’lnpulimmi
—— = |

Look In: file viewing area, locate and select the .gxr/.nxr
file obtained from Technical Support previously, and then
click Open
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Copy/Paste Data to OpenOffice

Calc




How to Copy/Paste Data to Open Office Calc

© 2021-2022 Cepheid.

[w] [ [e

Click Data

Management

Click Archive test

*- GeneXpert® Dx System

Reports Setup View Resulis About

Data Management

Archive Test

Create Test Stop Test Define Assays

Define Graphs

Module Name A1

Patient ID

Assay Name pert MTB-RIF G2 Version 2

Test Result

ITB DETECTED MEDIUM;
Rif Resistance NOT DETECTED

Sample ID

Click/Highlight on the first result you
wish to select, Press & hold the SHIFT
key on your keyboard Click/Highlight
on the last line you wish to select.

You may also select only certain rows
by using CTRL+Click key instead of

SHIFT.

While the lines marked
press ctrl + C at the same
time on your keyboard

#* Select Test(s) To Be Archived
Highlighted Archive Tests

‘ T ‘ Module ‘ User ‘ Result | Rssay | Status ‘ o | Sart ‘
O 133773 A2 < MTE DETECTED ... Xperl MTE-RIF Assay G4 Done oK 0372613023827 |4
O 334 Al <Non: MTE DETECTED ... Xpert MTE-RIF Assay G4 |Done oK 0372513 02:37:50
O 133830 A4 <None> WTE DETECTED ... Xpert MTE-RIF Assay G4 |Done oK 0372513 02:37.23
o 133775 A3 <None TB DETECTED .. perMTB-RIF AssayGa  |Done ok 03725113 00:51:33
o izare ] > <Hione MTB DETECTED ... )pertMTE-RIF Assay G4 |Done ok 03725113 00:51:08
O 133810 A <None MTB DETEGTED ... pertMTE-RIF Assay G4 |Done ok 03725113 D0:50:47
O 13392 A <None MTB DETEGTED ... pertMTE-RIF Assay G4 |Done ok 03725013 00:50:15
O 1338 A3 <nuon: NITB DETEGTED L. pert NTE-RIF Assay G4 |Done ok 03724113 23.01:38
O 13385 A2 =no NITB NOT DETECT. Xpert NTE-RIF Assay G4 |Done ok 03724113 23:01:00
O 133763 Al <Non: MTB NOT DETECT. Xpert MTB-RIF Assay G4 |Done ok 0372413 23:00.38
O 133764 A <None> MTB NOT DETECT. Xpert MTE-RIF Assay G4 |Done ok 03724113 23:00:11
O 133761 A3 <N MTB NOT DETECT.Xpert MTB-RIF Assay 64 |Done ok 03/24/13 21:06:57
[ 133760 A2 <None MTE NOT DETECT.Xpert MTE-RIF Assay 64 |Done ok 03/24/13 210833
0 hzzrse A <None> B NOT DETECT.. Xpert MTB-RIF Assay 64 |Done oK 03/24/13 21:06:08
0 (133758 A4 <None> NOT DETECT...pert MTE-RIF Assay 64 [Dane oK 0372413 21:05.44
O (33 A3 <None> NTE DETECTED V... Xpert MTE-RIF Assay 64 |Done oK 0372313 01:51:58
O 133726 A2 <Nonex MTB DETECTED ... [xpent MTE-RIF Assay G2 |Done ok 032313 01:51:32
O 13332 A1 <Nonex MTB DETECTED ... [xpent MTE-RIF Assay G2 |Done ok 032313 01:51:07
O 133732 A <Nonex MTB DETEGTED ... [xpent MTE-RIF Assay G4 |Done ok 032313 01:50:44
O 133733 A3 <Nonex MTB DETEGTED ... [xpent MTE-RIF Assay G4 |Done ok 03723113 00:08:23
[ 33898 <nonex MTE DETEGTED L xmer MTE-RIF Assav G4 IDone i nanananoosst =)
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How to Copy/Paste Data to OpenOffice Calc
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OpenOffice Calc by clicking
Start -> All Programs ->
OpenOffice Calc

- XPS Viewer

& Accessories

& Cepheid

4 EPSON

J. EPSON Software
b Games

& Intel

Cepheid-Admin
Documents

Pictures

& Maintenance

& McAfee

s Microsoft Silverlight

s Microsoft SQL Server 2008

Music

Computer

OpenOffice411

Control Panel

Sysathce base Devices and Printers

Default Programs

jiTice Impress

enOffice Math Help and Support

Click the right mouse button and
in the menu and choose “Match
destination Formatting” - click
on it — see below

™| - =

m Home Insert Page Layout Formulas
4 Cut Calibri ~ 11 -y
53 Copy ~ n
& Format Painter B £ U - ML R 1
Clipbp=est
Calibri e

1

2

3

4

S

[

7

&

3 Delete...

10 Clear Contents

11 Filter 3
12 Sart >
=i A Insert Comment

14

15 5 Eormat Cells...

16 Pick From Drop-down List...
17 Define Mame...

18 &, Hyperlink..

19

20

21

22

23

The chosen results will be
pasted in excel sheet

& e 2 - =

% cut

Bookl - Micre

" catini i A A = ]| e i wrap Text General
Paste 3 CoPY B s ou-i- A === Gl Merge & Center = | 8 = % o
- F Format Painter e - === Merge & Center -
Cipbaard . Font = Nums
AL - o | FALSE
E a2 1T ® | ¢ 1 © E | F | & | w ] 1 3
1 FALSE  G-P-242  13-3773 A2 MTB DETE Xpert MTE Done OK ‘mmmmans|
2| Fase ep-241 13277 A1 MTE DETE XpartMTEDone  OK pe—
5| ratse oPom 1ssssn as MTB DETE Xpert MTEDane  OK [—
o | Fase ee23s 133775 A3 MTE DETE Xpert MTEDGne  OK Je—
s | False Gpoms 133778 Az MTB DETE Xpert MTEDane  GK s,
o | Fatse GP-237 133810 A1 MT8 DETE Xpert MTEDone  OK sa—
7 FALSE G-P-236 13-3792 A4 MTB DETE Xpaert MTE Done OK LEEEL R
8 FALSE G-P-235 13-3748 A3 MTB DETE Xpert MTE Dane OK |
9 FALSE G-EP-266 13-3765 A2 MTB NOT Xpert MTE Done OK ‘sz
10| ralse semoes 133763 A1 MTB NOT Xpert MTeDane  OK [r—
11| FAsE ceEe-2sa 13-376a A4 MTE NOT XpertMTEDonE  OK Je—
12| FasE geEe-2s3 13-3761 As MTE NOT XpertMTEDGnE 0K Je—
13| ralse ceme2 133760 A2 MTE NOT Xpert MTEDane  GK s,
14| False GoEP-261 133759 a1 MTE NOT xpertmMTEDone ok e
15 Y
16
17
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Control Trend Report

* To be able to use the control trend report,

Click Reports -> Control
Trend Report

you need to define these particular

samples as positive or negative control on

the “create test” screen.

* The control trend report will be used to
monitor the performance of the internal

controls.

© 2021-2022 Cepheid.
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For information on GeneXpert® DX Software

GeneXpert® Dx System

R

GeneXpert ® Operator Manual ,Software Version 6.4

Access to the Operator Manual:

* The Operator Manual is located on a CD that was shipped with the

system. Operator Manual
Log your request online using the following link: SR
//Cepheid. 'c € 3024070, Rev. B December 2020

© 2021-2022 Cepheid.
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https://www.cepheid.com/support

Technical Assistance

- Before contacting Cepheid Technical Support, collect the following information:

— Product name
— Lot number
— Serial number of the System

— Error messages (if any)
— Software version and, if applicable, Computer Service Tag number

« Log your request online using the following link:

//C‘epheid,
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https://www.cepheid.com/support

Thank You

www.cepheid.com
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