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Maintenance of GeneXpert is Easy

* Preventive maintenance tasks:
— Performed on regular basis by end user
— Ensure good performance of the system
— Avoid problems of malfunction

* On request maintenance tasks:
— Performed in specific situations
— upon request by Cepheid representative
— Allow to check/reset one or several functions
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Dedicated Menu in GeneXpert Dx Software

#* GeneXpert® Dx System
User Data Management Reports Setv.

Maintenance | About

Module Reporters

Plunger Maintenance

Valve Maintenance

Perform Self-Test

Open Module Door or Update EEPROM

&

Results Define Assays Define Graphs Maintenance

Create Test

Version 4.4a
User backdoor
Launched 05/02/13 13:56:35

Instruments
Module Instrument Module Serial ICORE Serial Ambient ICORE Starts
Mame Serial Mumhber Mumber Mumhber Temp & C) Since Cal
E1 801493 G21650 524330 267 1
B2 801593 E21644 243249 264 ]
E3 2015593 B21652 A24338 26 6 ]
E4 20145593 B21648 24314 264 1]
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Preventive Maintenance: Tasks / Frequency

Daily Maintenance:
— Discard used cartridges
— Put the dust cover when the system is not in use to limitate dust.

Weekly Maintenance:

- Clean the cartridge bay interior
— Restart the system (GeneXpert and Computer)

Monthly Maintenance:
— Clean the syringe plunger rod
— Clean the instrument surfaces

— Clean the fan filters with soapy water (only for GX with white cover)
— Archive the results and save it on external support

Yearly Maintenance or after 2000 tests/module

— Calibrate all modules once a year or every 2000 tests/module whichever
comes first
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Required tools/products

* 10% sodium hypochlorite solution (prepared within 1 day)
* 70% ethanol or isopropyl alcohol solution

* Lint-free wipes / non-cotton swabs

» Disposable gloves

* Clean water and Soap

« Eye protection

* Replacement fan filters (available upon request)
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Cleaning procedure

Used for cleaning cartridge bay, plunger and instrument surfaces.

1. Dampen wipe/swab with the 10% sodium hypochlorite solution

2. Wipe the surface/element to be cleaned with the wipe/swab

3. Discard the used wipe/swab

4. Wait 5 minutes

5. Dampen a new wipe/swab with the 70% ethanol or isopropyl alcohol solution
6. Wipe the surface/element to be cleaned with the wipe/swab

7. Discard the used wipe/swab

8. Repeat step 5 through step 7
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Plunger maintenance

#* GeneXpert® Dx System
User DataManagement Reports Setup | Maintenance | Ahoirt

N e
) I

| M) ~we Maintenance
Create Test Check S} Perform Seif-1est
0Open Module Door or Update EEPROM

#* Plunger Maintenance

1 From the Maintenance menu Module
select Maintenance -> Plunger et Lost Cleansd
Maintenance at :
A 0
Ad 0

2 In the Plunger Maintenance
window choose a module to
clean, or “Clean All”

[ oan || Clean All || Close |

Plunger Cleaning

Please remove cartridges from the modules.
Keep ha” .= clear o .odules until rods are lowered.

3 | Follow the instructions in the dialog
window and click “OK”

oK |_Cam':el
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Plunger maintenance

4 The plunger rod in the chosen ) )
module will be lowered After cleaning the plungers, click

5 |on “Move Up All” — the plungers will
return in their position
Then click “Close”

#* Plunger Maintenance

Module
Plunger tdadule Tests Since
Mame Last Cleaned
Al I
Cartridge bay A2 :
interior nd 0

e || Moveupan || |

Module door open
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Cleaning the fan filter

Unscrew the 4 screws on the
rear grey panel
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Cleaning the fan filter

Remove the grey cover at
the back of the instrument

Take out the filter (sponge)

_ _ Wash the filter with water and soap
Replace the filter if necessary- Let it dry and put it back
Available upon request

10 © Cepheid //Cepheid,




Archiving results

#* GeneXpert® Dx System
User | Data Hanagemenl| Reports Setup Maintenance About

Archive Test < . S
Retrieve Test L o ﬁ
4L e

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

Version 4.3
User cepheid5

Launched 24/04/12 12:35:15

Instruments

Module Instrument Module Serial ICORE Serial Ambient ICORE Starts
Mame Setial Mumber Kumber Mumber Temp (° C) Since Cal
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Archive Test
Retrieve Test

e |

Module Name A1 Views
| Patient ID [Resut View
Primary Curve
| Sample ID

Save

0ee

{[ Test Result

Assay Name Xpert MTE-RIF G2

| L8 T MMTE DETECTED MEDIUI
Rif Resistance NOT DETECTED|

Save In: ‘ ] export

~| =[] [5

D GeneXpert PC_2011.08.05_09.29.46.gxx
D GeneXpert PC_2011.08.05_10.42.28 gxx

File Name:

[Genexpert PC_2011.05.06_11.22. 40,09 |

Files of Type: | GeneXpert® Archive Files (.gxx)

- |

| Save || Cancel |
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elect Te o Be A ed
Select All Deselect All Select Highlighted Deselect Select New  DeleteArchived
Highlighted Archive =

Patient ID ST (e User Resuit hssay Status | Eror o
O Jtest R2.21936 Al KASHMEEL  MTE NOTDET.. Xper WTE-RIF 63 Done 0K 1011610 02.36:58
O R2.20648 Bl WKASHMEEL  MTENOTDET.. Xpert MTE-RIF 63 Done 0K 101 610 02:35:14
O R2.22237 Cc2 KASHMEEL MTE DETECTE... Xpert MTB-RIF G3 Daone Ok 1071510 23:45:23
O R2.22248 B4 KASHMEEL MTE DETECTE... Xpert MTB-RIF G3 Daone 0K 10/16M0 23:44:36
] R2.21529 B1 Jacobj MTE DETECTE... Xpert MTB-RIF G3 Daone 0K 1071610 07:05:05
A R2.15352 A1 jacobj MTE DETECTE... Xpert MTB-RIF G2 Done Ok 10/14M1002:45:59
a R2.20869 C3 jacobj IMNVALID Hpert MTB-RIF G2 Done Ok 10/1411002:38:01
0 MTB ATCC 25177 A1 jacon) MTB DETEGTE. . Xpert MTE-RIF 62 Done (0K 1013010 23.50:21
0 R2.13083 ] MTB DETEGTE. . Xperi MTE-RIF 62 Done (0K 1013010 02.34:30
0 R2.18792 c4 aeon) MTB DETECTE. . Xperi MTE-RIF 62 Done (0K 1011210 02.59:46
O R2.18715 Al iacon) MTE DETECTE... Xper MTE-RIF 62 Done 0K 100710 02.43:30
O Rl 72066 03 ALsnA MTE DETECTE . Xpert MTB-RIF 62 Done 0K 0SB0 08:34:52

Archive Test(s)

12 test(s) successfully archived.
Check details in C:\GeneXpert\Database_log\Archive_log_2011.08.06_11.22.54.txt.
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Saving data on CD or CD-RW

A
& export  [ZEq |:IE!f|:
File  Edit
Folder
o

& CD Drive (D:)
File

Edit  “iew Faworites  Tools  Help

eBack - \_/I I.E /-__\1 Search i Folders v

Address |23 o)

[1_ Folders v

Address |55 C\Genexpertiexpart

EL|CONTROLE 2_2013.03.15_13.37 43.c5v

File and Folder Tasks e
Open

|_§]ﬂ Rename this file @ orton Antivius > Files Ready to Be Written to the CD
Cg loie t:'s :Ie (2] Compressed {zipped) Folder CD Writing Tasks
Copy this File ]

) Publish this file ta the Web EUt @ De_smp_(_create shorteut) (G wirite these files to CD Eia
() E-mail this file o ) Mail Recipient @ Delete termporary files Genexpert
x Delete this file Create Shorkcut @ My Docurmnents PC_2013.04.2

Rename K X
Other Places S Removable Disk (E:) File and Folder Tasks

Properties

£ CD Writing Wizard X

Completing the CD Writing

@ Wizard

You have successfully written your Files to the CD.

£ €D Writing Wizard

‘l

Please wait...

Do you want to create another CD using the same files?

‘fes, write these files to another CD
Writing the data files to the CD... -

(FesssnssssmamanEn )

Estimated time left: 40 seconds

D software developed under license from Roxio, Inc,

To close this wizard, click Finish,

= Back Canicel
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Calibration of modules

* All modules must be calibrated every year or after 2000 tests
« Calibration done thanks to XpertCal® cartridges

 Performed by end users

Fast Easy Steps to Calibration
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On request Maintenance tasks

NOT to be performed on a regular basis!

» Cepheid technical support team may ask you to perform specific
maintenance task in case of malfunction:

— Use the Module Reporters tool
—Valve maintenance
— Perform self-test

— Open Module Door or Update EEPROM

A\
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GeneXpert® System Maintenance Log
| GeneXpert® Serial Number:| | Istalation Date:[ ]
intifiian:nams Bnlise Destian Ciate of last Callbration::| Mairterance Munth:| | Year:[ ]

Instructionz: 1. Enter the narme of vour institution, Geneldpert Serial Muarmbet, last calibration date, installat on date, and the cuerent rmonth and year abowe.
2. For each reintenance activity 1 sed below check the hosies) under the day of he month bat theactivities were performedand enter Fore autials
[ 2ctiata clers masirur) in the hollormn row.
3. Bavethe file afler entering the data Wereconumend saving one file sach morth fora completerecord of ackivities.
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Daily Maimensance

Cleam wrowl avaa

Feep module doos npizhe

Discard nsed partndgas

Weekly hMaintenance

Reb oo the Gerepet Inshirnert
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Fehood the softwrae and coerputer

Monthly Mainienance

Archve Fans ¥ (Chapter§])

Delete Fums +* (ChapierT)

Dirinfact Zenelpert Insramart snrfices 4 [ Chapier 100

Disinfect Carridge Bay [nterior* [ hapter 10]

Drinfect Fhanger Bod ¥ [ Chapter 107
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Clean Fam Filters

Calibration of the Instrument

Teatyor every 2000 mans per modu le, whichever is fivst
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Az Required

PrauSystem Log Raport (Chagee 10 o o o o i i i i i e i o [ [

Techmcan Indtiale (twmo letters)

MCTES:

Seethe approptiate chapter refarence in the Cparator Manual for complete ingicions and procedureas.
*To dean or disirfed: aswrface, wipe ibvith a 1:10 diluti on of househeld chlcrine bleach salution thenwipe againwith 70%% ethanol or isopropyl alcehal, /
# Monthly archiving is recommended, however, each laboraton can choosea different pericd. _ _ _ ;Cephefd
¥ A% 17 manths or 1800 run starts fwbichevar comes first] call the Capheid Seraice Department o (8288 838-3722, option 3 to schedule calibration ’
A0 -0748 Rew. L. hisy 200 3




For more information on Maintenance of GeneXpert®

« GeneXpert® User Manual: Chapter 9

GeneXpert Dx System

‘Operator Manual

Software Version &

Cewp] o ot e ez //trephefd.

« FTP server: ftp://hbdc:Crasa7Uc@ftp.caplaser.net

Copy and paste the link in Windows Explorer (not Internet Explorer)
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ftp://hbdc:Crasa7Uc@ftp.caplaser.net/

Cepheid Training & Assistance

If you have any question or need a training please contact us.

- Cepheid HBDC Europe training center: +33.5.63.82.53.60 (53.78) (53.86)
Monday to Friday : 8.00 am - 6.00 pm GMT+1

- Cepheid Technical hotlines: (Instrument Issues or Other error codes)
* EUurope Monday to Friday : 8.00 am - 6.00 pm GMT+1

Tel. +33.5.63.82.53.19
Email: support@cepheideurope.com

* US Monday to Friday : 6.00 am - 9.00 pm Pacific Time
Tel. 888-838-3222, Option 2/
Email: techsupport@cepheid.com

When contacting Cepheid, please prepare: The Serial number of the GeneXpert®, the recorded
error messages, the description of the incident and when possible the archived runs concerned.
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