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Starting up the system

1. Turn the power switch on the instrument to the ON position.
The blue light on the front panel will light up.

2. Turn the computer ON.

3. User-Account:  Cepheid-Admin
Password: cphd

Cephe.i-d'-teiﬁsuppor_t

4. The GeneXpert® Dx software starts automatically. Enter user name and
password if applicable.

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

IR GeneXpert® Dx System [E=EE

User Data Management Reports Setup Maintenance About User Administration Use
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A2 | Available:

A3 Available

A4 N, Availadle|

301-8343, Rev. B July, 2018



Shutting down the system

Note: Restart the system once per week.
When performing this task, make sure no tests are running.

1. Exit the GeneXpert® Dx software.
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n GeneXpert® Dx System hd | = |[E ]_ﬂ l
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Check Status § esf fig sults Define Assays Maintenance
Modules Tests Since Launch
Module sample Remaining || Sample Mod | Error | Start
‘ Assay ‘ D | Progress ‘ Status Test Ti : ) ‘ ) | User | Result ‘ Assay ‘ Status . o

Al Availabla 4

A2 | Available

A3 HAvailable|

Ad Avallable|
Messages: 8
Launched GeneXpen® Dx System at 06/09/16 12:32:52 - ‘
version 4.8
Instrument [A] has been assigned to instrument SIN 702078,
Module A1 Performing Self-Test at 06/09/16 12:32:53
Madule AZ Performing Self-Test at 06/09/16 12:32:54 =

LN F

3. Turn the power switch on the instrument to the OFF position.
The blue light on the front panel will turn off.

] o foen
\*V

Note: Wait 2 minutes before restarting the sytsem.
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Common GX Dx Menus

See Appendix A of the Operator Manual for the complete list

E GeneXpert® Dx System
|l.lser Data Management Reports Setup Maintenance About

User

* Login

» Change Password
* Logout

+ Exit

Data Management
e Archive Test
 Retrieve Test

Reports

» Specimen Report

+ Patient Report

» Patient Trend Report

« Control Trend Report

+ System Log

» Assay Statistics Report
+ Installation Qualification

Setup

* User Administration (Create/Edit Users)
» User Type Configuration

« System Configuration

* Assign Instrument Letter

Maintenance

* Module Reporters

* Plunger Rod Maintenance

* Valve Maintenance

* Perform Self-Test

*  Open Module Door or Update EEPROM
* Exclude Modules from Test command

About
* About GeneXpert Dx System
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Creating A Test

1. Click on Create Test from the main menu of the GeneXpert® Dx

2. Enter or scan the Sample ID and Patient ID (if applicable).
Scan the barcode on the cartridge.

3. Enter or verifiy the correct
information for the following ! :x:z };ZE;‘D J|
sections (if applicable): | N e
L Patlent |D | Select Assay ‘KnenAssaH M
. | Select Module | A2 v
Sample ID Reagent Lot ID P Date |YYYYMWDD | Cartridge SN |
TestType | Specimen -

4. Click on Start Test to sme“?: otner *|  OtversampeType |
begin test.

| strtest | | scancartidge Barcode | | cancel |

5. Load the cartridge in the module with the blinking green light.
Close the module door until the green light stops blinking.
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Loading Assay Definition File (ADF)

Note: Importing of the Assay Definition File (ADF), located in the kit, is required only
when adding a new assay for the first time or when an assay has been updated.

1. Insert the assay definition CD, located
in the kit, into the computer’s DVD drive.

BB Genetpert® DxSysem oo s
User DataManagement Reports Setup Define Assays About

2. Click Define Assays. W l@i Ej @ ‘ §

Create Test Check Status Stop Test View Results Define Graphs Maintenance
Assay AssayName  Xpert MTB-RIF Assay G4
Name v. Version 5
\Xpert HIV-1 Qual 1
Xpert MTB-RIF Assay ... 5 AssayType  In Vitro Diagnostic
Xpert HIV-1 Viral Load 1

For In Vitro Diagnostic Use Only
Assay Disclaimer

Last Modified Date  17/10/11 20:11:50

Cartridge

Chambers
Name

Reagent 1
Sample
Reagent 2

tew || owte || 0 Moo ToTop | | tot ([ mport |

I import Assay
Lookin: | (] export i @ @ @ @@

S Local Disk (C:)

4. Se|eCt the DVD drive. ’7 g%ﬁ:mm?m-mn ”

[ Network
I Libraries
3 Cepheid-Admin

3. Click on Import.

File Name: |

Files of Type: | Assay files (gxa)

5. Select GeneXpert Systems folder. o] o |

IR Import Assay

&l
B
ol
&
(%]

Lok n: | (7 Genexpert Systems -

6. Select the .gxa file. 0 oencr o3
) Kpert CT_NG_3gxa

[ Xpert NG_3.gxa

File Name:  [¥perd CT NG 390

-

Fles of Type: | Assay Fles (gxa)

7. Click on Import. ot ] conen |
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View Results and Generate/Print a Report

Click on View Results. K. 7= e

M 4 BEl(&) E i

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

Module Name A4 Views. Test Result jie Result | D E
Patient ID* :ﬁ:’:mm Assay Name Xpert MTB-RIF Assay G4 Version 5
Test Result | IEDAEATIT]
Rif Resistance NOT DETECTE
[For In Vitro Diagnostic Use Only.
Assay Xpert MTB-RIF Ass
ayG4 |t »
Version 5 Z Views Legend
Reagent LotID* 08202 . Result View 400 2 ;g Probe D; Primary |4 |
[vi|/| Probe C; Primary
’—, | |Primary Curve v

TestType | Specimen g o 1 ] oot ey
2 £ [vi[/| Probe B; Primary

Sample Type | Other i o vi|_| SPC; Primary
g 2 vi /| Probe A; Primary

2 2 v /] QC-1; Primary

100 vi|/] Qc-2; Primary

0
10 2 20 40
Cycles

Click on Report. Click on View Test.

Click on the checkbox(es) of the report Double-click on the test be viewed.
to be printed or generated.

R SelectTest To BeViewed =
Patentin | pos [ wser | mesut [ s sons | P [ e
|C2581A7635F78A... CE38A1A5300398... A3 Mikobakt.. MTB DETECTE... |Xpert MTB-RIF Assay G4 Done 0K 12116114 14:46:35 =
i Gl |C2581A7635F78A... 7S24EACO405F68... A2 Mikobakt.. MTB DETECTE... |Xpert MTB-RIF Assay G4 Done 0K 12115114 13:00:07
Lloetas |C2581A7635F78A... TFE140AGEQSFE8... Ad Mikobakt... INVALID Xpert MTB-RIF Assay G4 Done 0K 12115114 1259:37
e |C2581A7635F78A .. 2E08F132FBFOSE... Ad Mikobakt.. MTB DETECTE... Xpert MTB-RIF Assay G4 Done 0K 12115114 09:10:03
¥ Error Details A3 Mikobakt.. MTB DETECTE.. Xpert MTB-RIF Assay G4 Done oK 12111114 15:05:40
71 Troubleshoot a1 MiKobakL.. WTB DETECTE... ¥pertMTB-RIF Assay G4 Done oK 1211114 132541
] Messages I Mikobakt _ WTB DETECTE . YperlMTB-RIF Assay G4 Done oK 2nons 12727
5 tory w MikobaK._ MTB DETECTE . XpertMTB-RF Assay G4 Done oK 204 075411
At Mikobakt. MTB DETECTE... ¥peri MTB-RIF Assay G4 Done oK 120914 123859
Sl N H Result Assay /| saws Liad Sint |48602B5D82F6A . BIDET9ICABTB2E.. At MiKobaK.. T8 DETECTE... ¥pert MTE-RIF Assay G4 [Done oK 120018 100220
T VBTZZ08EE & FoSTIVE e GES GF Tone oK oarErT B 98967 8CT1565744EDES.. AT MiKobakt.. WTB DETECTE... pertMTB-RIF Assay G4 Done oK 20814 141339
O ¥812209003 A3 INEGATIVE Xpert GBS G3 Done 10K 08/18/11 18:43.15 [ |C2581A7635F 78A.. E1B07CSAFBFOSE... A3 Mikobakt.. MTB DETECTE... |Xpert MTB-RIF Assay G4 Done 0K 11208114 09:29:16
O verzterzze D3 PoSITVE Xpe GBS 63 Done 3 oeren1 102754 (c2561A7635F 78A. E5FCBBO1COSFS6.. A1 MikobaK._ MTB DETECTE . XpertMTB-RF Assay G4 Done oK 0814 123223
O pvetzisron o1 NEGATIVE Xpet GBS 63 Done oK |oarert1 102648 (C2581AT035F 78A. SDBOT4ABBFOSE . M. Mikobakt. MTB DETECTE... ¥perlMTB-RIF Assay G4 Done oK 20514 122318
@ vewieaze7RRT (1 NEGATIVE Xpe GBS G3 pone ok 08711203430 (C2581AT035F 78A | 1799084BDBFOSE.. AT MiKobakt. WTB DETECTE... ¥peri MTB-RIF Assay G4 Done oK 120514 105035
SV Yerz1e3201 ler |NEGATIVE Xpert GBS G3 |Done oK (0817111 19:41:07 |C2581A7635F 78A.. 50007 1BBB2EAD.. A2 Mikobakt.. MTB DETECTE... Xpert MTB-RIF Assay G4 Done oK 120514 10:39:56
O vetziss74a c1 nvALD Xpet GBS 63 Done ok oer7n1 181252 (c2561A7635 78A. C3340CED105F 8. A2 Mikoba._ ERROR Yoert MTB-RIF Assay G4 Aborted e 120418 145209
[ yB12142448 c1 INEGATIVE Xpert GBS G3 Done. oK 10817111 17:20:22 |62B978153983D... AO3BBBFIABFOSE... A1 Mikobakt.. MTB DETECTE... |Xpert MTB-RIF Assay G4 Done 0K 12104114 11:09:55
O vetzuanezr o3 NEGATVE Xper GBS 63 Done oK oan71 182059 [A6E044C4B0ABS.. |C51276C288F05E .. A3 MikobaKt. WTB DETECTE... ¥perlMTB-RIF Assay G4 Done oK 120414 085329
O vB12142448 A3 INVALID Xpert GBS G3 Done. 0K 08/17/11 16:18:59 |2C863BCAB53F5... 3AD1E31CHBADE... A2 Mikobakt.. ERROR [Xpert MTB-RIF Assay G4 Aborted Ermor. 112103114 15:12:50
O ver2137098 B PosTVE Xpert GBS 63 Done oK o711 16:47:19 (C2581A7635F 78A. D0FCO7030039B.. A4 MiKobakL. MTB DETECTE... perlMTB-RIF Assay G4 Done oK 120314 100852
O 812087901 A3 INEGATIVE Xpert GBS G3 Done 0K 08/16/1119:41:48 | |E68BDEF0C4198... 96F2EDCEBS1DD... A3 <None> |MTB DETECTE... |Xpert MTB-RIF Assay G4 Done 0K 06725114 12:07:21
O |verzos9062 o1 PosTVE XpertGBS G3 Done oK osnen1 18042 loc12009826885.. 96 26DCEBI2816. A2 <None> T8 NOT DETE.. ¥pertMTB-RIF Assay G4 Done oK 0628114 120627
O ve12081589 03 INEGATIVE Xpert GBS G3 Done. 0K 08/16/11 18:33.42
O ve12074248 B NEGATVE Xpen GBS G3 one oK o861 18:29.48
O vereosa1s9 m NEGATIVE Xpel GBS 63 Done 3 0816111182629
O veraozien2 o1 PosTVE Xper GBS 63 Done oK losnentog1002 | |
[1__YB12033754 D3 _POSITIVE. peronn Done. OK_ 108/16/1107.50:49. 15
oo | [ renrer 3 [ o]
—
User DataManagement Reports Setup Maintenance View Results About User <None>
? 3 g -
! ®
Test Report
Patient ID*: 0100002343907 [ Sample D I Views | TestResult | AnalyteResult  Detal | Errors | History | Support |
Patient ID 2: [1FOEF737805F 6844546455 JResuit View! AssayName XpetNTE-RF USID  Version 1
Sample D IonziseR Primary Curve TestResult
est Type: ecimen -
Somple Type: i hssay XoetNTB-RIF USIVD 1 Resistance NOT DETECTED)
Assay Information Version 1
y Version Assay Type eI
Kpert MTE-RIF Assay G4 In Viro Diagnostic Sample Type [ Otrer 2
Other Sample Type I For aVitro Diagnostic Usz Orily.
Test Result MTB DETECTED LOW:
if Resistance NOT DETECTED
HNotes
Test and Analyte Resut
EndPt
Views
ProoeD 276 183 POS s Module Name &2 R 2 g}z
Probe C 275 165 POS ReagentLotiD* (07809 - 1601 ri IZ
ProbeE 284 146 PoOS e 2 B
:::’ g ;:Z ;x :‘:s EndTime 0120715 103314 {g 120 g%
X g o
PrbeA 268 135 oS S e 2 9 %/l ac
Qe 00 o NEG User Wichzel Reidle il Bl
Qac-2 0.0 J NEG /
o B!
User: Mikobakteriologijas Lab ae é:des 2 9
Status ne Start Time: 26/01/15 11:47:08
Expiration Date” 1505116 End Time: 2610115 12:57:46 5
SIW Version: 44a Instrument SIN: 702365
Cartridge SIN": 333608671 Module SIN: 638065 et [ Boot [ Regon | oo || vewTes
Reagent Lot ID* 08202 Module Name: Ad — —
Notes:
Error Status: oK
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Patient ID Report (if applicable)

1. Select Patient Report

User <None>

Stop Test View Resuits Define Assays Define Graphs Maintenance

sl

Create Test

Patient Trend Report
Control Trend Report

! Tests Since Launch
Module Remaining Sample Mod Error Start
Name Test Time ) ‘ Name ‘ ke e ‘ G | StalS| Satus | Date
|
|
|
|
|
|
|
|
Launched GeneXper® Dx System at 10/30M17 09:49:54 -
Version 4.8
Modules not detected. Check power switch and computer/GeneXpert cable connections.

2. Enter the patient ID. R Patient Repor ) e

Date Ra
Date Range

® Al

MWD

) Select From

|| Patient
™ patientin: | J

3. Click Preview PDF.. | Generate Report e | cose |

Patient Report
Found Patient ID #2 = H112874895762R

- 2 Teslt(s) Found -

Patient ID: H112874895762R
Sample |D: SD142231

Assay: Xpert CDIFFICILE
Assay Version: 3

Test Result: NI

Start Time: 06/09/16 12:38:42
Test Type: Specimen

User: Detail User
Status: Done

Notes:

Patient ID: H112874895762R
Sample ID: SD142231

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

Test Result: ERROR

Start Time: 06/09/16 12:41:13
Test Type: Specimen

User: Detail User
Status: Aborted

Notes:
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Archiving and Purging

1. Select Data Management and Archive Test.

GeneXpert® Dx m

—
Create Test Check Status

Modules

2. Highlight the tests to be archived. Click Select Highlighted, then click OK.

Note: Check Purge to remove archived tests from the database.

] Cloak s
[7] Purge Selected Tests from List After Archiving (Recommended Monthly) [7] Purge Selected Tests from List After Archiving (Recommended Monthly)
‘ S“’I',;“e "“':’"‘:: ‘ user | Result Assay I Status ‘ :m":s | ﬁ: rl ‘ ‘ S”I'l‘)”‘e ""':’"“: ‘ User ‘ Result Assay l Status. ‘ s;":’ I g; v I ‘
O |e400t. |2 Gene...|[FluANEGATIVEIFIu . XpertXpress FIuRSV Done oK 07125117 15:18:26 I% O Es001.. |2 cene... Flu ANEGATIVEIFIU... XpertXpress FIL-RSY Done oK o757 15:18:28 E
] LAPl VIR...|A1 Gene. EFMANEG.‘\TWE,FN :XDEI" Xpress Flu-RSY Done 0K 07125117 14:44.12 0 ‘f\P\ VIR.. A1 Gene... |Flu ANEGATIVE.Flu :XDEIIXDIESS Flu-RSV Done 0K :074'25”7 144412
E é369| - A2 Gene. .F\UANEG.XT\VEZFlu ‘xpe’ri X,;resé Flu-RSV D’nne dK 0772 5/"7 :174'15 2;5 D Eiﬁé‘ A2 Gene... FluA NEGAT\VEZFll; . ‘XDHiX;’)IE’SVS Flﬂ'ﬁSV DBHE Ok 0712517 |4‘52%
0 |Etets.. a1 Gene... FluAPOSITIVEFIu B . XpertXpress FIu-RSV Done oK 0702517 141225 oL [Et8t6.. a1 (Gene.. Flu APOSITIVEFIu B . Xpert Xpress FIu-RSV Done oK 07128117 141225
O |E7s0. A2 \Gene... |FiuAPOSITIVE:FIU B .. Xpert Xpress FIu-RSV Done oK 0712517 134217 ’ e E1780.. |2 Gene... Flu APOSITIVE;FIu B XpertXpress FI-RSV Done oK (0772817 13:027
O E12. a1 (Gene... FluANEGATIVEFlu .. XperiXpress FIuRSV Done oK 07125117 134002 | @ Wedr2s.. [m (Gene... FluANEGATIVEFIu .. Xpet Xpress FluRSY Done oK 07125017 13:4002
0 |essta. paula.. [FluANEGATIVEFIU .. XpertXpress FIURSV Done oK 07125017 130848 @ esota. a2 paula.. [Flu ANEGATVEFIU... pertpress FILRSY Done oK 0712517 1308:48
O E2013. M kalhy .. [FluANEGATIVEFIu .. XpertXpress FIuRSY Done oK 0712517 13:04:42 ¥ [E2013. w1 Kathy .. [Flu ANEGATIVESFIu .. |Xper¥press FIu-RSV Done oK 07125117 13:04:42
E ) |Gene... |[FluANEGATIVE:FIu . XpertXpress FIu-RSV Done oK 0712517 123208 @ | E4001.. A2 Gene.. |Flu ANEGATIVEFIu_.. XpertXpress FIu-RSV Done oK (07725117 12:32:08
[ |E4988.. a1 (Gene... FIuANEGATIVEFlu .. XpertXpress Flu-RSV “Done oK 107125117 122808 W | E4988.. A1 Gene... [Flu ANEGATIVE:Flu... |XpertXpress FI-RSV Done lok lo7r25117 12:28:08
O . r \Gene... [FluANEGATIVEFIU .. XpertXpress FIu-RSY Done oK | @) Earra. e Gene._. |FluANEGATIVEFIU_. Xpertipress FIu-RSV Done oK 07125117 11:59:33
[ O s a1 |Gene... |FluAPOSITIVEFIuB _ ¥pertXpress FluRSY  Done ok [\ Ezse. m lGene.. |Fiu APOSITVEFIuB | Xpert Xpress FIWRSY Ibone 3 0772517 115603
0 |eeor2. e Gene.._|FluANEGATIVEFIU .. XpertXpress FI-RSV Done oK 0712517 10:48:37 0O [eeor2. s (Gene...|FluANEGATIVEFIu_._ | XpertXpress FIu-RSV Done oK lo7resn17 10:48:37
O |et410. a1 |Gene... [Flu ANEGATIVEFIu . [Xpert Xpress FIL-RSV Ione oK 0712517 10:4713 O et m |Gene... |FluANEGATIVEFIu_.. |Xpert Xpress Flu-RSV |Done oK 07725117 10:47:13
’ i B i]C Flu... VAZ 'GaiIVS :F\VLVIANEGATWE.H;IV . [Xpert Xpress Flu-RSV DUV;E éK ﬂ?/éS/\T ﬂé?@ 55 ’ i E hC Flu.. 7/\2 4G3I|VS ‘F\l} A NEGATWE:IEHIV, *D;ZIIXDYESS Flﬂ'RS\( Done Qk .G7fé5f|7 09:29: 55
o locFu a1 Gens_|Flu A POSITIVEFII B Xoar Xoress FLLR! Done oK 075117 09:24:3 =] | locFm a1 Gene_Fl A POSITIVEFIuR_ Xnen Xoress FliLR: Done oK \n7aiz 09743 |~
T BEE—l Cleme L e | -
Al Al Highlighted Highlighted oG Al M Highlighted Highlighted s
i f =
; o | [comea | ; ) ‘
Archive Test(s) 5
AE A 5 test(s) selected for archive. ~—

3. Click Proceed. =1

o o |
| Proceed

The file name is generated automatically.
4. Click Save.

—Ar:hive Test(s)

5 test(s) successfully archived.

5. Click OK.

'nSave

Save In: lljexpon

s —
~| [al (@[

D SN 800xxxx Hospital Name_2017.02.22_11.20.05.9xx

File Name: ‘SN 80000 Hospital Namel_2017 06.01_14.17.12.9xx
Files of Type: ‘ Archive Files (.gxx) S ‘
> =
| Save || Cancel
= ——= 4
=)

Check details in C:\GeneXpertiDatabase_log\Archive_log_2015.09.29_16.31.46.txt.

Lox]

The archived file can be found in the folder C:\GeneXpert\export

Note: If Purge Selected Tests was checked, confirm the selection by clicking Yes.

6. Copy archived data file to an external location.
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Cartridge Bay and Plunger Rod Cleaning

Required Materials
* 1:10 dilution of household chlorine bleach prepared within the same day.
Final Active Chlorine concentration should be 0.5%, regardless of the household bleach
concentration in your country
* 70% ethanol or denatured ethanol (70% ethanol containing 5% methanol and 5% isopropanol)
* Lint-free wipes

1. Remove cartridge(s) from the e
module(s). l’“ﬂi s
2. Click on Maintenance on the

Menu Bar, select Plunger Rod
Maintenance.

& Select the module(s) to be cleaned il
and then select Clean or Clean All. | wae = wa
4.  Click OK.
Pluunger Rod Cleasing [
Please remove cartridges from the modules.
Keep hands clear of modules until plunger rods are lowered.
o) cancel |

[[_clem 7| [{cwenan | [ cose |

The plunger rod(s) in the selected module(s) lower(s) into the cartridge bay(s).

To clean:

A. Thoroughly moisten a lint-free wipe with a 1:10 solution of household
chlorine bleach.

B. Vigorously wipe the plunger rod with the lint-free wipe. Using the

same lint-free wipe, wipe the walls, ceiling, corners and edges of the

cartridge bay, then wipe the inside of the door and the top lip of the door and

discard the lint-free wipe.

Wait 2 minutes after wiping with the bleach solution.

Repeat steps A-C twice more, using a new lint-free wipe each time.

Wait 2 minutes after wiping with the bleach solution.

Thoroughly moisten a lint-free wipe with the 70% ethanol solution.

Repeat step B.

7. Once cleaning is completed, click Move Up.

8. Click Close.

=

EMMOO

Refer to the Operator Manual for additional Maintenance requirements/tasks.
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Notes:
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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 com plaint online: http://www.cepheid.com/us/support

Technical Support Directory

Region Telephone Technical Support Email
+ 1888 838 3222 techsupport@cepheid.com
. + 1800 130 821 (AU) :

Australia and New Zealand + 0800 001 028 (N2) techsupportANZ@cepheid.com
+55 11 3524 8373 latamsupport@cepheid.com

+ 86 021 5406 5387 techsupportchina@cepheid.com
+33 563 825 319 support@cepheideurope.com

+49 69 710 480 480 support@cepheideurope.com

India, Bangladesh, Bhutan, Nepal, and Sri Lanka

+91 11 48353010

techsupportindia@cepheid.com

+39 800 902 567 support@cepheideurope.com
+27 861227635 support@cepheideurope.com
+ 44 3303 332 533 support@cepheideurope.com
+33 563 825 3319 support@cepheideurope.com
Other European, Middle East, + 33 563 825 319

and African countries

+971 4 253 3218

support@cepheideurope.com

CORPORATE HEADQUARTERS EUROPEAN HEADQUARTERS

904 Caribbean Drive Vira Solelh
Sunnyvale, CA 94089 USA 81470 Maurens-Scopont France

TECHNICAL SERVICES 1-888-838-3222 Option 2
TECH SERVICES FAX 1-408-542-8575
emalL techsupport@cepheid.com

www.Cepheid.com

B (44])oower

The molecular revolution is here.

TECHNICAL SERVICES PHONE 33.563.82.53.19
TECH SERVICES FAX 33.563.82.53.01
emAlL support@cepheideurope.com

//Cepheid@

A better way.
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