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6-Color and 10-Color Modules

6-Color Module 10-Color Module
« GeneXpert® Dx Software 6.2 No Identification Bl Iontifi e
supports an instrument with either Stripe on door Stripe on door

6-color or 10-color modules. -

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

« GeneXpert Dx software version 6.2
IS compatible with Microsoft
Windows 7 & Windows 10
operating systems.

IVD. In vitro diagnostic medical device. May not be available in all countries. / ;
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Installation and Setup Workflow

Install the GeneXpert® Dx System.
Turn on the computer.

Start the software.

Assign instrument letters. (Optional)
Define users and permissions.
Configure the system.

Manage assay definition files

O B R T O

Verify proper installation and setup.

N\
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Start the Windows Operating System (windows7 /Windows 10)

1 Switch on the GeneXpert® Dx System : a small blue light will appear at the front panel
=== 0Of the system

Switch on the Computer
Open the session: 2 e

User-Account:  Cepheid-Admin Password:  cphd

Cepheid-Admin

With Windows 7 o With Windows 10 //
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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 @

% 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 | Yes || 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 felle =

User <None>

@ __ _ _
e (&) Bl e il

Create Test Sheck Status Stop Test View Results Define Assays Define Graphs

User Data Management Repo

Maintenance

7 : Modules ks 7 Tests Since Launch -
Modwe | pssay | SomOle | frogress [Ngtaws | fomsiming | [ Sampie | Mod | yser | mesun |  Assay |staws Emor| sert |
Al 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 /
5 ©cepheid IVD. In vitro diagnostic medical device. May not be available in all countries. 7~ Cepheid.




Prepare your system for routine use

To re-open the Software manually, double click on

the «GeneXpert Dx» icon on the desktop

The GeneXpert® Gx Dx Software is available in:

Espaifiol Pycckuin

For more information contact : training@cepheid.com.

Source: http://www.free-country-flags.com/index.php

6 ©Cepheid |VD. In vitro diagnostic medical device. May not be available in all countries.
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Windows 7 & Windows 10 Language Setting

4 v Coml Panel » e U

Adjust your computer’s settings ww by Cotegon

r Systern and Security

User Acoow
&

Appearance and Personalization

h Narge the theme
Change desbdoy
it screen resciution

Hardware and Sound

1d peirten

) L et ety

W Programs

Izt s pragre

Contui Paned Home

Grstem and Secrty
Metmurt end intemet

Region an -
Hardwee and Scund g Stobomitangug

Srograms
User Acconnts

Appamance and
Fenonaicetcn

o Ok Lunguage. and Region
Tave of Accem

With Windows 7

7 ©cepheid  |VD. In vitro diagnostic medical device. May not be available in all countries.

P

D

)

Agin

Comara

UE Devices

0 Mcounts

a

& Prvacy

Windows Settings

[:J one @ Network & intemet

o

"" Update & Securty

Ty Tene & Linguage '?'S Gamang

f{] Peesonabimion ”

'

(lp laseof Accrm

With Windows 10
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Local Date and Time Setting

Date:

Time:

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

Daylight Saving Time ends on S{
AM. The dock is st 10 GO back

¥ Notify me when the clock chy

Gel more tme 2one infor

How do st the clock aod time

Thursday, Apeil 14, 2019

20239 PM

8

Set the date and time:

Date

<« April, 2019 »
Su Mo Tu We Th #r Sa
2128 29 3031 12
34567809
10 11 12 13[34)15 16
1718192021 22
242522128200

4 5 6

Lhange calenkiac se1sings

20%23PM |2

With Windows 7

Dayfight Saving Time ends on $
The dock & set to go badk 1 hot
[&] Notify rrve when the dock chu

Set the time zone:

Ve ) v =

{(UTC-0800) Pacifc Time (US & Canada) -

Date and Time  Addtioosl Clocks  Internet Time

FN4AS PM

& Change date and fime..

Thursday, Apnl 14, 2019

Time zone

(UTC-08:00) Pacific Time (US&C _ °°
&0

ate and Time Settings

) Austomatically adjust clock for Daylight Saving Time

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

[Coc] [ comet

©Cepheid  |VD. In vitro diagnostic medical device. May not be available in all countries.

Date:

Set the date and time:

] April 2019

Su Mo Tu
27 28 29
3.4 5
10 11 12
17 18 19
24 25 26
1.2 3

We
30
6
13
20
27
4

Th
3

7
14
21
28

5

fr
1
8
15
22
29
6

@ calendar setting

With Windows 10

Sa
2
9

16

23

30
7

1 Time Zone Settings

Set the time zone:

Time zone:

(UTC-08:00) Pacific Time (US & Canada) v
[ Automatically adjust dock for Daylight Saving Time

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

//Cepheid.
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Assign Instrument Letters

#* GeneXpert® Dx System

User DataManagemem Reports

1 CI |Ck Set u p ports ai 1 User Inge Bolita Pradiasuri

CIICk ASS|g n (‘,mnh-'!'egf_ £
2 instrument

I etter sacRDats "a"mmﬂ‘l Reports Setup Maintenance About

i@ El

Create Test Check Status Stop Test

View Results e Assays Define Graphs Maintenance

View Results Define Assays Define Graphs

» Tests Since Launch
> - an——---" I
oadte | assay | [ Ason nstrumers Lever U SR e e e s o [ S
:; - Click [Close] to exit the screen after all instruments are assigned.
A3 [ Instrument | Instrument SN | MAC Address
— A 707822 0.21.38.0.10.26
— c 707823 0213801027
c2
c3
ca

3 Click Change |+ | —

Letter w [ Close

L ™

MOGUIE AL Ferorming Selr-1est at Ub/13/16 12:U4.Us
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
Host is disconnected at 06/13/16 12:07:32.

10 © Cepheid
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Assign Instrument Letters

Duadrant D
< —

Quadral

Quadr n—f>

Fecros
-—  —
11 ©cCepheid |VD. In vitro diagnostic medical device. May not be available in all countries’

User Data Management Reports Setup Maintenance About

Create Test Check Status Stop Test

View Results Define Assays Define Graphs Maintenance

Modules Tests Since Launch
n Assign Instrument Letter S - e - _.- - — ‘mm’ sEtn":Jrs ;:: i ‘
Click [Close] to exit the screen after all instruments are assigned.
[ \ | MAC Address
|A 707822 0.21.38.0.10.26
Cc 707823 0.21.38.0.10.27
Change Letter &
BpE
(T )=
[ changetetter | [ “wiose |
\ /I I l \\ v
av /7. 2

Messages:

MOGUIE AZ: PEMOrMING Sell-1e5tat Uo/1//1b 120405
Module A3: Performing Self-Test at 06/17/16 12:04:0§
Module C3: Performing Self-Test at 06/17/16 12:04,
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

>

=

Click OK

//Ce,oheid,

Change the Letter
(A,B,CorD etc)




Assign Instrument Letters

y ® . User Data t m uuinmun
The Ger?eXpert Dx sy_stem window a'/i @’ I@l @ ,
WI I I b e d | S p I aye d , S h OWI n g th e Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance

Modules H Tests Since Launch

updated letter assignments e | e | 5 e | [ S| o [ 0 | |t [ e [ ] 30

Available
Available
Available
Available
Available
Available
Available
Available

.
-
g
AN

v
Messages:

MOQUIE AZ: FeMorming Sel-1 St atuzZzi1y 12.Ua.Ub
Module A3: Performing Self-Test at02/22/19 12:04:06
Module C3: Performing Self-Test at 02122/19 12:04:06
Module C4: Performing Self-Test at 02/22/19 12:04:06
Module A4: Performing Self-Test at 02/22/19 12:04:06
Hostis disconnected at 02/22/19 12:07:32

N\
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Verifying Proper Installation and
Setup

i ‘»" g y |
IVD. In vitro diagnostic medical device. May not be available in all countries. &a / 4 ]j
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GeneXpert PC 02/12/20 14:33:50

GeneXpert® Dx System
Installation Qualification Report

Installation Qualification Report

stem Information

e Versi Stat
. GeneXpert® Dx System 62 Pass
| Click on Reports & Drop-Down the Menu Joc Rartbon et 18,0151 pess
GX_Utils.DLL 0840 Pass
SQL Database Microsoft SQL Server 11.00.6020 Pass
Database gx db3.090 Pass
Operating System Windows 7 6.1 Service Pack 1 Pass
CIT Plug-In 1 Pass
Specimen Report = ' <> @ §
Patient Report I) @T' @ / Instrument Information
Control Trend Report d ] S @ Instrument A
Sysemliog Stop Test View Results Define Assays fine G Maintenance Instrument S/N Gateway Fimware
AT SacRe B N Tests Since Launch 3488 20.18
Instal "
Module Tsape | T Rey Sample Mod ‘ Error start
Assay Progress | Status User Result Assay Status
. e Ll e e S bt Module Name Module S/N Module Firmwarelnternal Temp Status
:; .vallau:e 7
Available
) Availadle Al 628676 333 3156 Pass
4 Booling A2 638430 333 308 Pass
A3 638964 333 300 Pass
| Ad 641368 333 307 Fail*
‘ Fail* = Ambient temper ature 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.
| GeneXpert PC 02/12/20 14:33:50
y Type
Gen_eXpeﬁ@_l;)x S_;ystem 1 In Vitro Diagnostic
Installation Qualification Report 1 In Vitro Diagnostic
1 In Vitro Diagnostic
= Installation of networked instruments complies with the setup requirements specified in the GeneXpert® Dx NA Research
Launched GeneXpen® Dx Systemiat 0102119 11:13:10 System Operator Manual, ‘Installation’ section
Version 6.1
WModule A1: Performing Self-Test 8101102119 11:13:12
Module A2: Performing Seif-Test a101/02/19 11:13:12
Module A3: Performing Self-Test 3101/02/19 11:13:13 "
Module Ad: Performing Seif-Test a101/02/19 11:13:14 Verified by Date Page 1 of 2
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

2 Select Installation Qualification

Reviewed and approved by Date

N

Cepheid.
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Configuring the
System

o i i
. . . h . : W Ve
IVD. In vitro diagnostic medical device. May not be available'imyall cocﬁhes.
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Configuring the System

bar, then click System

l Click Setup on the menu
Configuration

Click on General Tab

Write the Hospital name/

institution name/ system

configuration and Serial
Number

[ General | Archive Settings | Folders | Host Communication Settings |

/ System Namel GeneXpert PC

Patient Name
[_] patient Demographics
[¥| Scan Patient ID Barcode
[¥] Scan Sample ID Barcode
[¥] Scan Cartridge Barcode
Require Start Test Login
@) Never
) Always
() Start Test Login Timeout (In Minutes) [20 |

[ Audio At End Of Test
[Z] Print Test Report At End of Test

[[] Assay Statistics Deletion Reminder
[v] Database Management Reminders

//Cepheid,,
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Configuring the System

[(General | Archive Settings | Folders | HostCommunication Seftings |

« The reminder is displayed when:

) Manually
— GeneXpert® Dx application starts © Manuaty, Wi

— GeneXpert® Dx application normally
terminates

— User logs in (excluding start test login)

| ok || cancel

N

Cepheid.
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Configuring the System

 The default locations of each
folder on the computer hard iyt
drive is indicated here. Backup Folde

DB Log Folder

C\GeneXpertireporty
C\GeneXpertiBackupt

CiGeneXpetiDatabase_logl

| ok || cance

//Ce,oheid,
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Configuring the System

Host Communication Settings Workspace

System Configuration

((General | Archive Seftings [ Folders | Host Communication Settings |
[¥] Enable Host Communication
Host Setting
(| Use Cepheid Link {Only check if you have the Cepheid Link mid lution for sample traceability)

HostIn o
[_] Automatic Host Query After Sample ID Scan
[v] Automatic Test Order Download
[v] Automatic Result Upload
[_] Use Instrument Specimen ID
- Communication Settings ————— Order/Result M.

Protocol (® HL7 i ASTM | Delete Cancelled Orders |
Run HostAs (' Server @ Client |

Expire Results |
server IP Address |
Port# 1234 | | Reset Communication Buffer |
-Host Test Code -

Enable | Assay | Host Test Code |
] \Xpert BCR-ABL Monitor IS Version 1 |  Eat |-
[ Xpert CDIFFICILE Version 3 | |} Edit
(= \Xpert CT_NG Version 3 | | Edit
0| .

[0
[
[l =l|

- //Cephe/d.
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The GeneXpert Dx Software Features

Test Administration Maintenance
1

d | ’ <t| L3} -r:'cnw\

View Resuda Deotme Assoys Uantenince
Modeto s H Tosts Soce Lawnch ‘
Hodae Savgee Sedgh W Enor et
Mane Assy) R Progieas S Tost Tene ! 0 Lol Resent Assey | States States Dats l ‘
A Ae2aldtit
-~ Acallalie ‘
4 AriaD

N

Cepheid.
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N

//C‘epheid,

A better way.

Managing Users

IVD. In vitro diagnostic medical device. May not be available in all countries.
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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

23 ©Cepheid |yp |n vitro diagnostic medical device. May not be available in all countries:

Setup - User Administration

R GeneXpert® Dx System
User Data M:

i‘ I
!R User Type Configuration

.‘ System Configuration |
Assign Instrument Letter st

View Results

10)
W
@

Define Assays

Lol o

User <None>

Define Graphs

Tests Since Launch

Maintenance

Create Test Chec
Modules
Module Sample Remaining
Name Assay ’ D Elogpes ‘ Status | rostTime

Sample
D

Mod

o User

Result

Assay ‘ Status

Error
Status

Start
Date

Click Add

User Administration

User Name

Full Name

Type

Close

N
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Create an Administrator Account (“Admin™)

B Add User I u

Enter dthe Usernzme yserName |admin1
nd Passwor
a asswo Full Name lAdministration User

|
|
Password Ioooooo |
Confirm Password |eseese |

Choose the User type foontype
(Admin) ||| Admin_~|

(| ok Cancel

Click OK I -

24 ©Cepheid |VD. In vitro diagnostic medical device. May not be available in all countries.
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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

- 8
B GeneXpert® Dx System CSTTaE X )
User Data Management R Setup| About User <Non
@
System Configuration @
8 Assign Instrument Letter R DeTee Asos Define Grap
Modules g Tests Since Launch
Module Sample Remaining | 7| Sample Mod Error Start
I A Assay { D Progress ‘ Status ‘ Test Ti I D Natio User Result Assay Status| oo os|  Date
BB User Administration | IR D . B
User Name [ Full Name [ Type
admin1 Administration User Admin
basict Basic User Basic
detail1 Detail User Detail

Click on Add

26 ©Cepheid |VD. In vitro diagnostic medical device. May not be available in all countries.
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Create a Basic Account

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

Full Name |Elasic User

Password |oo......ooo

Confirm Password |u-uuuu

User Type
4 Choose the User type ———
(Basic)
I (;{\lb Cancel
d ‘ Close

Click on OK | Ad

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

//Ce,oheid,
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f

User Administration Dialog Box

\\\

Cepheid.
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User Type Configuration

1 Setup -> User Type Configuration

Stop Test Define Assays

I8 GeneXpert® Dx System

User Data Reports | Setup Mainf nance About

tration
User Type Configuration

System Configuration
Assign Instrument Letter

Create Test View Results

- X
User <None>

Define Graphs Maintenance

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

Modules : Tests Since Launch n
Module | Assay ‘ Sample | prooress | Stas | Remaining | Sampe | Mod | User | Result ‘ A
Name D Test Time D Name . =
Basic Detail

Create/Start Test [ [

Stop One Test or All Tests [w] [v]

View Detailed Research Assay Test Result and Report [ v

View Detailed Template Assay Test Result and Report [ [v]

View Detailed Reference Assay Test Result and Report I v

Edit Test Details [ [l

Create, Rename and Edit Research Assay ] [}

Duplicate Research Assay Into Research Assay ] ]

Duplicate Template Assay Into Research Assay [} [}

Duplicate Reference Assay Into Research Assay ] ]

Delete Assay and Lot Specific Parameters [} [¥]

Manage Assay Definition [+ v

Export Research Assay [ [

Export Template Assay I ]

Export Reference Assay [ [

Convert Research Assay To Reference Assay [} [

Edit Graphs [ [

== Archive Test [vl [¥l
Launched GeneXperl® Dx System at 0816120 12:18:22 Purge Test [ ]
Version 5.1 Retrieve Test ] [
[ [l

[ [

I I

[ [l

[ [

29 © Cepheid

Backup Database

Restore Database

Compact DB and Run Database Integrity Check
View Specimen, Patient and Patient Trend Reports
View Control Trend and Assay Statistics Reports

L«

Cancel | | ResettoDefaurt

|
//Ce,oheidy
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How to edit user profile

Select the user to be edited from

t_he user administration list.

| |
- [T S

31 ©Cepheid |VD. In vitro diagnostic medical device. May not be available in all countries.

User Name [ Full Name l Type
min1 Administration User Admin
asicl |Basic User Basic
detail1 Detail User Detail
i —
l Add ] I Remove | Close
Click on Edit

Revise the information, as desired, and then click
OK to save the changes and close the Edit

User dialog box.
n se %
= =
*\
UserN basic1 \\ |
Full ame |Basic User \| |
Pass\vord | ooooooooooo ,/ |
Confirm Password. |(ssessesssse / |
~c~——
User Type
Basic |
| ) ok || cancet || |
[ aa | | romove | | o€ || cuse |
//Ce,oheid,
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How to remove users

Click to select the user to be removed

.

- T S

[ User Name [ Full Name | Type
WGmin1 Administration User Admin
basic1 |Basic User \Basic
detail1 Detail User Detail

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

Click on Remove

33 © Cepheid

Close
B N
nUserAdministration- m - — &
User Name l Full Name | Type
admin1 |Administration User |/Admin
detail1 Detail User Detail
}I
i
Add | | Remove | [ Edt | | close |
//Cepheid,




How to login

Select User - Login

= Gene*ert@ Dx System

o i

Change Password j '

< User| Data Managem Reports Setup About

Log
Exit

Modules

086
2 NN

Tests Since Launch

User John Smith

Pl
»
Module Sample ‘ { I Remaining ll Sample
Name Assay n Progress Status Test Time : n

e

Enter your User Name
and Password

Click OK

34 ©Cepheid |VD. In vitro diagnostic medical device. May not be available in all countries.

Error
Assay ’ Status Status

rﬂ Login

User Name ||

Password |

| ok

|| Cancel ]

N

Cepheid.




GeneXpert® Dx System Window

Create and start a test View the results

User Data Management Reports Setup Maintenance About

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

Modules 1!

Monitor the
test progress

Sample Remaining
‘ Assay \ ) |ngms’ Status |Test'rlne

Available
Available
Available
~— Check th
‘Avallanle | eC e
Available |

—— list of assays

Available

-~

Messages:

MOQUIE AZ: Femorming Seil-1estatunii1/1o 1204:05
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

N\

Cepheid.
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Create a Test

After preparing your 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 laser on the

scanner to the barcode image

GeneXpert® Dx S em‘
= = B Scan Cartridge Barcode @
User Data Management Reports Setup
~— T —
I." E. Please scan cartridge barcode.
‘ -'. B
Create Test Check Status
Modules Manual Entry | [ Cancel \
Module | | Sample
Name L D

N\

Cepheid.

37 ©Cepheid |VD. In vitro diagnostic medical device. May not be available in all countries.




Create a Test

Fill in the Patient ID,

Sample ID.
Patient Name if
available

PatientID |H112874895762R

sample D |SD142231

PatientiD 2 1234567

Last Name !Pauanl LastName 1

First Name [Patlem First Name 1

Date of Birth |yyyymmDD Jg PostalCode | |
-

The Module is

assigned
5 automatically

Name Version
Select Assay | Xpert.C. diffcie G2 2
Reagent Lot ID* Expiration Date* Cartridge SIN*
Test Type | Specimen v
Sample Type | Other - Other Sample Type |

-

T Sarent 1| somcaragotarcose | | can

38 ©Cepheid yp |n vitro diagnostic medical device. May not be available in all countries.

=

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.

//Ce,oheid,
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GeneXpert Cartridge

Reagent Lot ID

Expiration Date

Assay

Cartridge Barcode

(All numbers including
cartridge serial number)

Cartridge Serial Number

N

Cepheid.
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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
Slicx on Create Test Click on Manual Entry E of the cartridges — see the picture

B Scan Cartridge Barcode

Please scan cartridge barcode.

[ wammenry | [ comcet | [

This window will appear after
clicking on Manuel Entry

Saisie manuelle du code-barres de la cartouche @

code-barres de la | J
III Annuler

Create Test Check Status

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) /

41 ©cCepheid |VD. In vitro diagnostic medical device. May not be available in all countries. /Cepheida




Create a Test

Fill in the Patient ID,

Sample ID.
Patient Name if
available

PatientID |H112874895762R

sample D |SD142231

PatientiD 2 1234567

Last Name !Pauanl LastName 1

First Name [Patlem First Name 1

Date of Birth |yyyymmDD Jg PostalCode | |
-

The Module is

assigned
5 automatically

Name Version
Select Assay | Xpert.C. diffcie G2 2
Reagent Lot ID* Expiration Date* Cartridge SIN*
Test Type | Specimen v
Sample Type | Other - Other Sample Type |

-

T Sarent 1| somcaragotarcose | | can

42 ©Cepheid |yp_|n vitro diagnostic medical device. May not be available in all countries.

=

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.

//Ce,oheid,
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Monitoring the Test Process

r
E GeneXpert® Dx System

User Data Management Reports Setur IuiTnénanoe About

NS

Create Test Check Status

Check the Module

Stop Test

Define Assays

. E=EX)

User Detail User|

2

Maintenance

Area for Test N Modules g Tests Since Launch
Status riseong | Assay 1 - Progmss‘ Status ‘ T~ S l — ‘ User ‘ Result Assﬂ Status :‘;’:‘:\ S w
IS Xpert CDIF... |SD142231 Loading OK ——|7|SD142231 (A1 Detail User [NO RESULT Xpert CDI...|Loadi... (OK 04/09/19 12:
A2 Available
A3 Available
Ad Available

/

-~

uesswl

Module A1: Performing Self-Test at 04/09/19 12:32:53
Module A2: Performing Self-Test at 04/09/19 12:32:54
Module A3: Performing Self-Test at 04/09/19 12:32:55
Module A4: Performing Self-Test at 04/09/19 12:32:55
Please load the cartridge into the module A1

8
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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

Select the module(s) that
2 need to be stopped, by

marking the tick box

3 After selecting click Stop

46 ©Cepheid |VD. In vitro diagnostic medical device. May not be available in all countries.

i 1= P =
s 4 |
A i b.O) | (a)!j
L ] (LS - [\S 1
Create Test Check Status Stop Test View Resuits Maintenance
Module Name A2 Views "
Sample ID JResut View
Na723 [Primary Curve ool
’ RCEGEET §IMTE DETECTED VERY LOW;
| DETECTED
Assay Xpert MTB-RIF
[Forin Vitro Diagnestios Use Only.
Version 1
~ —
n Stop Test
Modules
Module Sample | Remaining
‘ Name ‘ e, [} l PRy el Test Time
%) Al Xpert COIFFICILE 80142231 Loading OK -
Deselect
Select Running AN
> —
»
| Stop IJ) Cancel
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How to stop a test

4 Confirm your choice by T
clicking on Yes:

‘ Select Running | ‘ Deselect All ‘
Stop Test &l
Module — Remaining
| Hameg : | he= % Click [Yes stop the test(s)? ‘ St Test Time
= : D i oK 15003

or click No to cancel

| ‘ Cancel

5 You will see the details about interrupted/stopped tests Under
Check Status menu; Tests Since Launch Section
AN
e eereen. Wrogasang eestecs oo e

Create Test Check Status Stop Test View Result;

Define Assays Define Graphs Maintenance
Moduics : Tests Since Launch
Module Sample Remaining ampie mou
Narne Assay | D Progress | Status Test Time D | Name ‘ User | Result | Assay ‘ Status | o Date
A1 Available Fpert M 0B031.. |A1 Kristians MO RESULT Hpert MTB-RIF Ass... Stopped QK 06/0313 ..
AL Awailable
A3 Awailable
Ad Awailable
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View results

r
B GeneXpert® Dx System

= (S [l

Click on View Results

User Data Management Reports Setup Maintenance View Results About ===

Create Test Check Status Stop Test

Patient ID Views
351890559777R Result View
Primary Curve
Sample ID

[‘rzsamso l

Assay Xpert CT_NG

Assay Name Xpert CT_NG

User Detail User

i

Maintenance

LU [CT NOT DETECTED
ING NOT DETECTED

[For In Vitro Diagnostic Use Only.

Version 3
TestType | Specimen |
Sample Type | Other |
Other Sample Type
[ | 1=
Notes Views
Result View
|Primary Curve
Upload Status NA

Module Name A4

2 To visualize one particular || essenouo oo

. . Start Time 01/30/19 17:41:03
result, click on View Test chaTme 015010 150020
User Detail User

Legend

Sovecnanoes | Export || Report || upload Test

400
@ 300 =
£
2
2 200
3
2 /

100 //

yd
0
10 20 30 40
Cycles

CT1; Primary
NG2; Primary
‘| NG4; Primary
SAC; Primary
SPC; Primary

ID

FERER
ERENN
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View results

Select Test a
Patient ID e g User Result Assay Status e S v
. H351890377714R HA245614 Al Detail User ERROR Xpert CDIFFICILE Done Error 04/16/19 15:56:42
DO u b | e CI I C k o n th e teSt H351875882682R | TT555698 B3 Basic User ERROR HIV-1 Quant IUO CE Aborted Error 03/16/19 14:57:38
you Want to dlsplay H351890382682R |TG478589 B2 {Administrau:on ... |HIV-1 NOT DET...|HIV-1 Quant IUO CE Done OK 03/16/19 14:52:39
H351890345682R |CR538763 B4 “Admlnlstranon ... MTB NOT DET... |Xpert MTB-RIF USIVD |Done OK 03/16/19 13:39:27
H39590382682R |[KW630987 B3 jAdministration ... MRSA NEGATI... Xpert SANasal Compl...|\Done OK 03/16/19 13:38:00
H351873382682R |GH487365 A3 ;Administration ... MRSA NEGATIL... |Xpert SANasal Compl... Done OK 03/16/19 13:36:08
H351898782682R |SR543267 A2 fAdministration ... MRSA POSITIV... Xpert SA Nasal Compl... |Done OK 03/16/19 13:34:19
H351890382682R |DU155637 B2 |Administration ... [MRSA NEGATI... [Xpert SA Nasal Compl... [Done OK 03/16/19 13:32:37
H351890382682W RL986632 A4 Detail User MRSA POSITIV... Xpert SA Nasal Compl... |Done OK 03/16/19 17:33:44
H351877782682Y |GK563895 B1 Detail User ERROR Xpert MTB-RIF USIVD  |Aborted Error 03/16/19 17:32:28
| H356129382682R |TF277659 B4 Detail User MTB NOT DET... Xpert MTB-RIFUSIVD |Done OK 03/16/19 17:31:20
H351855982682R |UJ690762 B3 Detail User FIlHETEROZY... XpertFll & FV Combo |Done OK 03/16/19 17:29:35
H351890596082R |UJ787933 A3 Detail User FIl NORMALFV... Xpert FIl & 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
H351890559682R |RL439664 B2 Detail User CT DETECTED... Xpert CT_NG Done OK 03/16/19 17:15.06
H351890386681R |FT343556 A2 Basic User HIV-1 DETECT... |HIV-1 Quant IUO CE Done OK 02/16/19 14:55:36
H351890386682R HG656788 A3 Basic User HIV-1 DETECT... [HIV-1 Quant IUO CE Done OK 01/30/19 14:56:30
H351827299378R |UH489831 C3 Administration ... NEGATIVE Xpert CDIFFICILE Done OK 01/30/19 17:05:51
|H351890559777R [TZ637890 Ad Detail User CT NOT DETE... Xpert CT_NG Done OK 01/30/19 17:41:03
M H0568890559682R HA233987 A3 Detail User CT DETECTED... Xpert CT_NG Done OK 01/30/19 17:39:54
1|H351890550098R |HA245654 A1l Detail User CT NOT DETE... Xpert CT_NG Done OK 01/30/19 17:38:57
ok | | cancel
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View results
Basic user view

B8 GeneXpert® Dx System

= | E) e
- - < User Reports  Setup. About User Basic User
B GeneXpert® Dx System (o B - = =
User Data Management Reports Setup Maintenance View Results User Basic User Z [ g ﬁ
g S ® e ; . Stop Tes - 4 Define Assays [ra—
@ % @ hﬁ : -
@
op D . | Descripion Detail [ Time
EJ 1Operation terminated Error 2002: Could not find calibration information for reporter #2 03/09/19 09:57:34
Patient ID |H351890550098R
Sample ID |HA245654
Assay Xpert CT_NG Version 3
-
= B GeneXpert® Dx System = 5] el
User Reports Setup About User Basic User
- ED ] B Bl @& B B B
Other Sample Type | User Detail User &‘ A | ) J
Notes Start Time 0210319 17:36:57 Shp—. Stop Test 4 Define Assays Maintrmance
End Time 02/03/19 19:06:02 Type InVitro Dia =
P 4 g giﬂsﬁ
Status Done Test Type | Specimen M
Upload Status NA Reagent LotID* 05814
ForIn Vitro Diagnostic Use Only. Expiration Date® 04/1919
Cartridge SIN* 425669558
Error Status OK
SIW Version 6.1
Module Name A1
Instrument SIN 702162
Module SIN 629995
Export || Report || upload Test
Export || Report || UploadTest P 4
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View results
Detail Users and Administrator View

User Data Reports Setup Maintenance View Results About User <None>

Information g Te :g P =
about the Wr

test = — P e

Patient 1D 3] [ TestResult | Analyte Result | Detail | MeltPeaks | Errors | History | Support |
Patient 1 ‘ Result View Assay Name Xpert MTB-RIF Ultra Version 4 |
Primary Curve LGS T DETECTED MEDIUM; .
Sample D | R Resistance NOT DETECTE - Interpretation of the Result
Sample 1 ‘
Assay Xpert MTB-RIF Ultra
Version 4 |F0r|n Vitra Diagnostic Use Only. Real-Tlme PCR CurVeS
Test Type | Specimen -
smpepe [onr | \/jews Area
‘ (Other Sample Type
Notes Views N Legend
Result View 600 V. [/] SPC; Primary -
Primary Curve ¥l Z 151081186110; Primary
[w] D poB1; Primary
S a0 vl |./] rpoB2; Primary
Module Name B2 g ¥l | | rpoB3; Primary
Reagent LotID* 15015 < vl /] rpoBd; Primary
Start Time 08/05/20 22:12:42 u_:’_ 200
End Time 08/05/20 23:30:02
Status Done
0
User <None> 10 20 30 40
Cyeles

‘ Save Changes. H Export H Report | View Test
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View results

Detail Users and Administrator View (tabs)
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Editing the Test Information

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

running

-
ES GeneXpert® Dx System

¥

=13

All the white
fields in this
section are
editable

Create Test

Check Status

il

Stop Test

Patient ID
351890559777R ]

¥
Result View
Primary Curve

Sample ID
7637890 ’

Assay Xpert CT_NG
Version 3
Test Type | Specimen |
Sample Type | Other 4|

Other Sample Type

|| =

User DataManagement Reports Setup Maintenance View Results AbO

View Results

| TestResult | Analyte Result | Detail | Errors | History | Support

Define Assays

‘
@ I~
Nl

User Detail User

Maintenance

Assay Name Xpert CT_NG Version 3
Test Result NOT DETE!
NOT DETECTED

[For In Vitro Diagnostic Use Only.

Views
Result View
Primary Curve

Notes

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

After editing click
Save Changes

2

|_ewort || Report || uploadTest |

400

300

200

Fluorescence

100

Legend

vi[/] cT1; Primary
Vi |/] NG2; Primary
[Vi || NG4; Primary
[vi [/] SAC; Primary
[vi || SPC; Primary

D

[T

N\
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Editing the Test Information

56 ©Cepheid |VD. In vitro diagnostic medical device. May not be available in all countries.

L

[sevechempes | [_on ||

(R sove 5]
(® ‘Save Test
3 Click Yes to confirm the -
changes
> — 0D = e
. (B GeneXpert® Dx System » » [= B e |
The history of the changed User Ot Mansgement_Roports_Soto amenance_Viw ot Abou _ ser Dt v
4| | information is saved under Ta \ 4
the tab History
r351890559777:.mm l ‘ W‘;Wx 'i’rﬁwf WAS — User Time
[T Sample ID |
Assay Xpert CT_NG
Tos:':y: Negative Control 1 |
Sample Type | Other -
Other Sample Type
I I o= < 2
Hotes Resun‘\l’::. 400 1vi[/] €T1; Primary [«
Primary Curve [vi [/] NG2; Primary
@ 300 — (v || NG4; Primary
£ / [vi|/| SAC; Primary
Upload Status NA g 200 ‘I‘_/ v || SPC; Primary
ml:"; :‘5814 £ 100 /'f
Start Time 01/30/19 17:41:03 /
End Time 01/30/19 19:08:20
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Editing the Test Information

(7 ¥ ¥ > "
n GeneXpert® Dx System it I = =] &

(User Data Management Reports Setup Maintenance View Results About User Detail Usel
2 S > O® ' he
€) @
| @
R : = v Bl Define A
History tab PasentiD ] Vews { TostResur | AnatoResut | ean | Errors | ristory | Support |
. 59777R || RasatView Field Name WAS IS User Time
ShOWlng Change TestType |Specimen [Negative Control <None> __ 01/05/19 12:49:54
D
I'rzsysgo
Assay Xpert CT_NG
Version 3
TestType [Negatve Contol1__~ |
Type | Other 4
Other Sample Type
|l ~==
Notes Views Legend
Result View 400 [vi[/] €T1; Primary ||
JPrInary Curve [V [/| NG2; Primary
@ 300 Y Vi || NG4; Primary
g / Vi || SAC; Primary
Upload Status NA g 200 // [vi || sPC; Primary
Module Name A4 g /
Reagent LotID* 05814 “ 00 /
Start Time 04/30/19 17:41:03 o
End Time 04/30/19 19:08:20 0 e
10 20 30 40
Status Done Cycles
e DesiE D) =
=
| Export || Report || uploadTest | sciciciann View Test

S
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Generate a result report in PDF

Basic user view

r

ER GeneXpert® Ox System

Click on View Results

Click on Report \

Resans BRI CODREI

User Dota Manogement Roports Setw Maintemance View Results About

Patient ID H351890550008R

Sample ID HA245654

= (E] S 3|
User Basic User

o () e

Assay Xperd CT_NG Version 3
e :
NG DE 1} {EL) )
Sample Type  Other -
Other Sample Type | | User Delail User
Notes | | Start Time 0200320 17:38 57
End Time 02/03/20 19.06.02
Status Done
Upload Status NA
FFot In Vitro Diagnostic Use Only
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Generate a result report in PDF
Basic user view

3 Select Test to Be Viewed 4 Select Report to generate PDF

Patiant &) . Usas Rl hasay smms | fewr o

e aH F3 sugport FVHOMOTYGD. Kper FY Done oK a0 141028 e
[iven 2Ha E sucpart FAHOUOETGO . Xper Fil Done aK D& 319 147800
ves s 1 supgarl FAHOUOETGO.. Xpert FI Done oK DUTHTY 14T
o A 3] suzpan FIHOUOZYGO . Xpert FI Done oK D410 149712
ez 2H3 E2 sugport FAHOMOZYGO . Xper FIl Done oK DaNI8 141645 Patient ID* 2545
=] 2H E1 sugport FAHOMOZYGO . Hpent FIl Done oK Dan3g 149625 Patient D 2 2-5N6
[ @ ) suppor FAHOUOEGO.. Xpert FI Done K e w1y 140602

e i Sampie ID" 2-5NG
fo-sme 25N D2 ngpan FENORUALFY  Xper FIl A F¥ Comsa  Dsne oK 041310 141535

o5 25t o sugpart FINGRMALFY _ XperFil &FY Comba  Done aK DANHH 141508 1l Assay Xpest Fi & FV Combo Version !
X 2504 o4 sugport FINORUALFY _XpedFll AFW Comba  Done oK D230 140433 | Resuit| 10T
L sed s =] suppor ERRCR Xper P AFY Combo  icompets  Emoe Q41319 141410
) T =] [S—— FINORUALFY _ Mped FIl A FY Comba  Dane oK D1W1A 149945
lerss 5Ha 84 sugport FYMCRMAL  perFY Done oK 011314 140037 - -
G SN P suepart FVHCRMAL  ppenFv Dent o, DL 140913 | Sample Type | Oer I o]
foraa Snia 2] suppor FYMCRMAL  XperFy Done oK DA 19 140001 { Other Sample Type | ] User Usar!
vz M3 P2 awpport FYMORMAL  Mped FY [ oK DANWIR 140737 Notes Start Time 0212720 14 1535
S SHZ D4 suppart [P MICRAAL Kper P Done (= D43 140715 | End Time 0211320 144515
o EH o3 — FVMORMAL  MperFV Done oK DAH30 14:06:47 | Status Dooe
ings ane o2 sucpart FINORMAL  XpenFil Done oK D110 140624 Ig ‘ Forth Vi Disgrosic Use Only
banis s o1 sugparl FINORUAL  Hped Pl Done oK DA1N1B 140558 |
bt 4 i sugport FANORUAM,  MperFl Done oK D410 140537 |
|asn lawin ey | —— P L v—r= Py s PRI NTY hed |
— = i
i i )

N
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How to generate a PDF
Detail Users and Administrator View

Click on View Result

.
n GeneXpert® Dx System

Click on Report

Views
51800556777 5 o A CT e .
Primary Curve Test vttt Lnd versn
. Samgée 1D
frzearas0
Assay FpeqCT_NG
2 For In 'varo Dxagnostc Use Oofy
Test Type  Speomen
Sample Type | O
Othot Sample Type
1
m Views :; ‘7 :
e 1 i v /) CTY; Primary =
i,vnmcun | g cre
| e 300 i~ NGA: Primacy
g ¥, /| SAC Prmary
Upload Status  NA ‘ % i 4
Module Hame AL § $PC: Prmary
R LotiD® 05814 | B
Time 0173020 174103
012020 19.0820 ‘ 4 o - - - .
User Cyeles
— e —_— —_— — —
| R — —— —13) I
Baport Upload Test View Test
//Ce,oheid,
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I_

ow to generate a PDF

Detail Users and Administrator View

3

Select the result you may want to visualize in PDF

In the upper left-hand
corner of the dialog box

1>

feos —
An Result
l‘ Melt Peaks
[Vl Error Details 47
[_] Troubleshoot
] Messages
[ History
[_] Replaced Runs
v Patient ID Bone User Resuit Assay status | STOT S
vl [2-5N6 2-5N6 p2 support FIINORMALFV .. Xpert FIl &FVCombo  [Done 0K 04113119 14:15:35
[0 [2-5N5 [2-5N5 D1 support FIl NORMAL;FV ... XpertFll & F¥ Combo Done OK 04/13/19 14:15:06
O |o-sng 2-5N4 ca support FIINORMALFV . XpertFII&FVCombo  [Dome  OK 04113119 14:14:33
[J [2-5N3 [2-5N3 C3 isupport ERROR pert Fll & FV Combo Incomplete Error 04/13/19 14:14:10
B 2-5N2 c2 support FIINORMALFV . XpertFIl&FVCombo  [Dome  OK 04113119 14:13:46
O |sne 5N6 s4 support FV NORMAL pert FV Done oK 04113119 14:09:37
I O Jens 5N P4 support FVNORMAL pertFV Done 0K 04113119 14:09:13
I O lsna 5Na P3 support FV NORMAL pert FV Done 0K 04113119 14:08:01
| O s N3 P2 support FV NORMAL pert FV Done 0K 04113119 14:07:37
I o b2 52 o4 lsupport FVNORMAL pert FV Done oK 0411319 14:07:15
O |sni 5N 03 'support FV NORMAL pert FV Done 0K 04113119 14:06:47
| O ne N6 o2 support FIl NORMAL (pert Fil Done oK 04113119 14:06:24
[ O fns 2N o1 support FIl NORMAL (pert Fil Done oK 04113119 14:05:58
O |na 2Ng N4 support Fil NORMAL pertFll Done oK 04113119 14:05:37
O ns on3 N3 'support FIl NORMAL pert Fl Done 0K 04113119 14:05:12
[0 N2 2N2 N1 support FIl NORMAL pert Fll Done OK 04/13/119 14:04:47 =

[ oose |

S

 Available

wmwl e

~ Selected

EndPt

@@m@

Analyte Name

Ct

Interpretation Result
Reason

Analyte Result
Probe Check Result
Target Deita Ct

||

Cancel

4

7~ SN
| Generate Report File s Preview PDF )|

Click on Preview PDF for immediate visualisation
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Example Test Report

GeneXport PC 29/08/18 07:00:34
Test Report

Patient ID

Sample ID 2D4E3DAEDAA481A0830D30140B

Test Type Specimen

Sample Type GeneXpert PC 02/14/20 09:01:20

Assay Information Test Report

Xpert MTB-RIF Ultra 2 In Vitro Diagnostic

User: Detail1
Test Result IMTB DETECTED L Status: Done Start Time: 02/13/20 14:15:35

RIF F e DETE Expiration Date™: 1116120 End Time: 02/13/20 14:45:15

S/W Version: 6.2 Instrument S/N: 801225

Analvte Result Cartridge S/N*: 116820808 Module S/N: 607389
EndPt Anaivia " Piohe Reagent Lot ID*: 04701 Module Name: D2
Result Yeck Notes:
wsult Error Status: OK
151081- 209 550 NA PASS Errors
156110 <None>
rpoB1 265 238 POS PASS
poB2 279 140 POS PASS
poB3 381 42 POS PASS
rpoB4 326 89 POS PASS
Tech. Initial/Date Supervisor Initial/Date
User <None> * indicates that a particular field is entered using a barcode scanner
Status. Done Start Time 13/11/17 11:37:37
Expiration Date* 18/03/18 End Time: 13/11/17 12:54:33
S/W Version 48 Instrument S/N 705498 For In Vitro Diagnostic Use Only.
Cartridge S/N* 411360303 Module S/N 625802
Reagent Lot ID* 20201 Module Name Al
Notes J3 TUBE 3 LCR
TAJIAA

Error Status OK
Errors
<None>

For In Vitro Diagnostic Use Only

N\

Cepheid.
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Uploading Test Results to the LIS

Upload Test Results

to the LIS

r
n GeneXpert® Dx System

User Data Manasgement Reports Setwp Maintenance View Results  Aboet

o] I

Create Test

Patient 10

Check Status

il

Stop Test
Views N
)
Result View

3

View Results

SO
)
N\ ®

Define Assays

TostRosult | Anaiyte Result | Detal | Errors | History | Support |

|Assay Mame Xper CT_NG Version 3

= “—‘iﬂ;‘ § |

||.'

Wasntenance

(N

Export Report | Upload Test

HI51880559T7TR
l Primary Curve Test Result !
Sampée 1D |
{r2637290
Assay Xpedt CT_NG
Version 3 ot In Vitro Diagnostic Use Only
Test Type | Speomen
Sample Type | Omec
Othor Sample Type
{ =
Hotes Vews (B __ Legend
Result View 400 v |/ CTy; Primary [/
[Primary Corve | ¥ | NGZ; Primary
= 300 v | NG&; Primary
g Care SAC; Primary
¥§’ 200 v SPC; Primary
E
&
100
End Time 0173020 1908 :) 0 28 % %
Status Done Cxctes
User Dstall User )
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Uploading Test Results to the LIS Automatically.

click the
1 Automatic Result
Upload check box

2 click Ok

B System Configuration

‘General | Archive Seings | Foiders | ost Communicaton Seings |

[V] Enable Host Communication

- Host Setting

HostID |Lx

[Vl Automatic Result Upload

[C] Use Instrument Specimen ID

[C] Automatic Host Query After Sample ID Scan
[V Automatic Test Order Download

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

- Communication Settings

Protocol ) HLT

) ASTM

Run HostAs () Server ) Client

Sorerpagmess ||
Port# |1234

Order/Result M

| Delete Cancelled Orders |

Expire Results |

| Reset Communication Buffer |

Host Test Code
Enable |

Assay

| Host Test Code |

[ Xpert BCR-ABL Monitor IS Version 1
|v| Xpert CDIFFICILE Version 3
(=] Xpert CT_NG Version 3
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How to generate specimen and patient reports in PDF

Click Reports -> Specimen Report

Stop Test View Results Define Assays

i Test Result

Assay Name xpert MTE-RIF Assay G4

Test Result | TB NOT DETECTED)

X
Save In: | [ Report v| @@@’E

= temp

File Name:  [Specimen_Repart_2013.06.03_14.04.02.pef |

Files of Type: | GeneXpert®Report Files () M

Save

2 Fill in the Sample ID

ES Specimen Report

- Date Range
. Al

) Select

s"?cn[

Generate ReportFile | |

ProviewPDF | | Close

1

3a

3

the PDF file

Preview PDF will open
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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 ID: DU155637
Assay: Xpert SA Nasal Complete G3
Assay Version: 5
Test Result: MRSA NEGATIVE;
A POSITIVE
Start Time: 02/16/20 13:32:37
Test Type: Specimen
User: Administration User
Status: Done
Notes:
GeneXpert® Dx System Version 6.2 Page 10f 31

N
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How to generate specimen and patient reports in PDF

Patient Report 2 || Fill in the Patient ID
Click Reports -> Patient Report Patient Report . e
" Date Range —f— -
L
i comemeropire | | ownenror | [ coe
Save In: | ] Report v| @@@@ A 1

3 Preview PDF will open
the PDF file

File Name:  [Specirmen_Report_2013.06.03_14.04.02.pef |

Files of Tvne: | GeneXpert® Report Files () ~|

@ = Generate Report File will save the
— report in GeneXpert Folder -> Report

\\\

Cepheid.

70 ©Cepheid |VD. In vitro diagnostic medical device. May not be available in all countries.




Example Patient Report

GeneXpert PC

02/09/20 12:51:40

Patient Report

Found Patient ID#2 = H112874895762R

- 2Test(s) Found -

Patient ID: H112874895762R
Sample ID: SD142231

Assay: Xpert CDIFFICILE
Assay Version: 3

Test Result: INEGATIVE

Start Time: 02/09/20 12:38:42
Test Type: Specimen

User: Detail User
Status: Done

Notes:

Patient ID: H112874895762R
Sample 1D: 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 10f 23
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How to automatically print a test report

« Connect and install your printer

» This setting allows the system to automatically

print a report once the test is completed.

#" GeneXpert® Dx System
User Data Management Reporis | Setup | About

"" . User Administration

A —— 1
& N —
- st

Create Test Checl|

Click on Setup, then System
configuration

View Results

Assay ‘ Sa:gple

Status

Progress

3
Remaining |
Test Time | :

Dete fortmat | MISDOYY vl ‘
Time format - 24 Hour (HHmmess) v

¥ Use Pagent D

Pasenti0 2
Patsent Name

Patat Demographis
¥ Scan Pabent ID Barcode

Select the appropriate option Print
Test Report At End of Test

[V Sean Sampls 10 laccods

'v: Scan Cartridge Barcode

TRacirn Stan Tast Login
o Never

Click OK

Nvways
Start Test Lopin Timeout (In Minutes)
- Audio At End Of Tawt

Prist Test Report At End of Test
Asvay Stolisbcs Delebos Reminder
'v Database Massgsenant amindary
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Difference between Archive/Backup

GeneXpert® Dx Software

- Logfiles A Definition Fil
= sSsay berinition Fles
Raw results - Results Errors
Archive Backup
PC (*.nxx) PC (*.zip)
C:\GeneXpert\export C:\GeneXpert\Backup
CD/RW CD/RW
- To be provided to technical Support in case of a complaint - To be used to restore data in GeneXpert® DX software in
- Can only be retrieved with GeneXpert DX software case of computer failure
- Backup all your data every month on a CD or RW-CD

//Cephe/dy
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How to archive results

Click Data Management

Create Test View Results Define Assays Define Graphs

Click Archive test

Module Name A1 [ Test Result |  Analyte Result | Detail [ Errors | History [ Support

Patient ID

Assay Name xpert MTB-RIF G2 Version 2

[a]e

Test Result TB DETECTED MEDIUI

Sample ID

- Purge Selected Tests from List After Archiving (Recommended Monthly)

Samplo. Uoduse Error Start
Pateat ID 0 Maans User Resent Assay Status Status Dete

Choose the teStS that ‘ H112874895T82R ‘50142231 A1 Detad User ERROR Xpert BCR-ABL Monitor IS Aborted Ermroe 030019 124113 [ =

3 H112874895762R SD142201 A1 Detad User NEGATVE Xpert COIFFICLE Done oK 0209/19 1233.42 I
1 C H351890282682T HGH58788 K3 Detad User HIN-1 DETECTE . HIV-1 Quant IUO CE Oone oK 030819 154713
need tO be arCh Ived Neg3tve conrol NegIBve CONrol K4 Detall User HIV-1 NOT DET.. HIV-1 Quant IVO CE Dene OK 030819 154543
H351890386682R FT243558 K2 Detadl User HIV-1 DETECTE . HIV-1 Quant IUO CE Done oK 020819 154227
Or Sel eCt AI I H351800382682T  HGS55788 a2 Acministation . HIV-1 DETECTE _ HIV-1 Quant IUO CE Oone oK €308/19 145716 |8
H351800385682R  FT343557 A3 ASMINIS¥aton . HIV-1 DETECTE _ HIV-1 Quant ILO CE Done OK 030819 145527
H3I5180037T7714R  HA245614 A1 Detad User ERROR Xpent COFFICILE Oone Emor 092019 15.56:42
[V M351800377714R  MA245621 A1 DetsiUser  NORESULT  Xpert CONFICLE Oone  LoadEror 0129019 15:56.42
C MIS1875882682R  TTS55698 83 Basic User ERROR HIV-1 Cuant VO CE Anoned Erroe 0116/9 145738
4 YO u Can C h 0 OSe to P u rg e C H351800382682R TG478589 82 ASMINiSEation . HIV-1 NOT DET.. HIV-1 Cuant IUO CE Dene OK OV16/9 145239
H351890345682R CR538763 B4 ASMInis¥ation . MTB NOT DETE... Xpat MTB-RIF US VD Done oK 011619 13:3927
. . . H39S90382682R  KW630987 83 ASMENESEaton . MRSA NEGATIV_. Xpart SA Nasal Complet . Done OK 0116419 133800
selected items after arch iving foswrsseas fewerses o Asace - paEANGAT_ boutsastical Conpiet_foice” Jox.— rvsers aoess
H351898782682R  SRS43267 A2 ASTUNiS¥ation  MIRSA POSITIVE . Xpert SA Nasal Complet . Done oK 0W16/19 133419 153
LK ASOAIOAEANEL _CUMELEAT oo L e L P PP S o s Aamcian sz 8