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1. Scope

This SOP describes maintenance and service of GeneXpert instrument. This applies to
laboratory staff involved in GeneXpert MTB/RIF testing.

2. Definitions and abbreviations

SH — Sodium Hypochlorite
SOP — Standard Operating Procedure
STLS — Senior Tuberculosis Laboratory Supervisor

3. Personnel pre-qualifications

3.1. Tasks and responsibilities

Laboratory technician has to take responsibilities for Disinfection of the instrument and
Preparation of disinfectant solutions according to SOP.

3.2. Training

Education level of laboratory staff should be adequate to perform the assigned tasks.

The training should be:
e  Given before a staff member takes up tasks

e  Strictly supervised by STLS
e Adapted to take account of new or changed conditions

e Repeated periodically

Basic knowledge
e TB symptoms and transmission; infection control measures

e Good laboratory practices

e Hygiene

Laboratory safety (biological, chemical, electrical and fire hazards, etc)
e  Use of personal protective equipment

e Disinfection/decontamination

Related procedures
e Procedure for preparation of disinfectants
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4. Procedure
4.1. Principle

Proper functioning and safe operating of GeneXpert system requires regular disinfection of the
instrument surfaces and parts of it that potentially come into contact with the infectious
materials like the cartridge bay interior and the plunger rod. Calibration of the instrument
modules has to be done annually or after 2000 run/module. Archiving of the results secures the
data from possible lost.

4.2. Equipment and materials

GeneXpert instrument
Goggles

Gloves

Laboratory coat
Cotton swabs

Paper towels

4.3. Reagents and solutions

e 1 9% Sodium hypochlorite solution that can be freshly prepared from household bleach by
diluting 10 times, which is also called 10% bleach solution.
e  70% ethanol

4.4. Frequency of maintenance

1. Daily =~ — Discard cartridges and clean the bench-work

2. Weekly — Re-start the GeneXpert instrument, then computer

3. Monthly — Disinfect the instrument surfaces, clean fan filter, disinfect the cartridge bay,
disinfect the plunger rods, clean the module PCR slot, archive the results and save them on
CD

4. Annually — Calibrate every module or after 2000 runs/module whichever comes first

4.5. Disinfection of the instrument surfaces

1. Moisten a lint-free paper towel with 1% Sodium Hypochlorite solution and then wipe
the instrument surfaces thoroughly with that paper towel

2. Wait 10 minutes

3. Moisten a lint-free paper towel with 70% ethanol solution and then wipe the instrument
surfaces with that paper towel

4. Repeat the cleaning one more time by doing the steps 1,2, and 3 again.

(Make sure that the solutions are not spilled on the AC power components and computer)
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4.6. Cleaning the fan filter
(When filter is positioned behind the back panel)

1. Turn off the System and remove the 4 screws on the rear grey panel
2. Tilt back the panel

(When filter is positioned on the outside)

1. Turn off the System
2. Unclip 4 clips one by one

3. Remove the filter (sponge)
4. Wash the filter with water and soap
5. Dry it between 2 paper towels (Must be completely dry before putting it back)
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4.7. Disinfection of cartridge bay

Cartridge bay interior

Inside of the door

Top lip of the door

. Moisten a lint-free cotton swab with 1% Sodium Hypochlorite solution and wipe the

surfaces inside the cartridge bay, the inside of the door and the top lip of the door with that
swab. (Do not touch the slit on the I-CORE module into which the cartridge reaction tube is

inserted. Getting liquid inside of the I-CORE module can damage the module)

. Wait 10 minutes
. Moisten a lint-free cotton swab with 70% ethanol solution and wipe the same surfaces with

that swab

. Repeat cleaning by doing step 1,2,3.

. Close module door

4.8. Disinfection of plunger rod
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Remove cartridges from the modules you want to clean and use a fresh swab for each
plunger rod
In the GeneXpert Dx System window, click Plunger rod Maintenance on the Maintenance

menu. Plunger Maintenance dialog box appears.

In Plunger Maintenance dialog box, select the module you want to clean, and then click
Clean. If you want clean all modules, select Clean All.

When the Plunger Cleaning dialog box appears, follow the directions in the Plunger
Cleaning dialog box, then click OK



B2 GeneXpert® Dx System =N Fon =<~ |
User DataManagement Reports Setup | Maintenance About User Hone>
S

Create Test Check Status % esults Defme Defme Graphs
O en Module Door or Update EEPROM ‘

Mantenance

. Modulos £y .uge Modules From Test 10ltl5mlfn-ch
Name ‘ x— Sunoh p“""“ status WTW m User | Resut | Assay | Status s"“" ‘s,.u: I
1 H (SRR
1. Click Plunger Rod Maintenance e Tests snce ]
AJ 1:
L] 13
2. Click “Clean All”
| !
I fo—_— Ciose
3. Follow the instructions in the Plunger Plunger Cleaning o

Please remove cartridges from the modules.
Keep hands clear of modules until rods are lowered.

[_ok_| cancel |

Cleaning dialog box and click “OK” ‘* —

4. Plunger rod in the selected module lowers into the cartridge bay. At the same time, Clean
button changes to Move Up button (if you clicked Clean All button, plunger rods of each
and every module lower and then change to Move Up All)

5. Moisten a lint-free cotton swab with 1% sodium hypochlorite solution and wipe the plunger
rods with that swab.

Plunger rod

Cartridge bay

Instrument module
door (opened)

6. Wait 5 minutes

7. Moisten a lint-free cotton swab with 70% ethanol solution and wipe the plunger rods with
that swab.
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8. Repeat cleaning 2 times more by doing the steps 5,6 and 7.

9. Click Move Up (or Move Up All) in Plunger Maintenance dialog box so that plunger rod
moves back up to its resting position

10. Click Close button to dismiss the Plunger Maintenance dialog box

4.9. Cleaning module PCR tube slot

1. Remove any cartridge from the module

2. Insert the brush bristles completely in PCR slot. (Use one dry brush for one PCR slot)

3. Brush inside PCR slot with several up and down movements, twisting the brush between
thumb and forefinger

4. Clean every module for at least 30 seconds

5. After cleaning, brushes are washed with 70%ethanol and keep dry for next time.

5. Archival of results
(Test data should be archived monthly or once in three months)
1. Click on the Data Management menu in the GeneXpert Dx System window

Reports Setup Maintenance About

Create Test Check Status Stop Test

2. Click on “Archive test”. An archive test dialog box appears (see picture On next page)

3. Select the tests you want to archive when archive test dialog box appears
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4. Tick “Delete Archived Test” in version 4.0 or Tick on “Purge Selected test on list after
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archiving” in version 4.6 and then click “OK” button

(You need to delete the data after its archiving. File name will be given automatically and

proceed to do so. You can change the name)

n GeneXpert® D System
User Data Management Reports Setup About

etz

User <None

FITTT

_—
Salact All Desalect Al Salect Deselect Selact Naw M"';;“:“%Dmm
Highlighted Highlighted Archive
-
| Patient ID Saple e User Result Assay Staws | ETOT oy
[l §/01000023439987 |15002623KR A3 Mikobakleriolo... |MTB DETECTE... [Xpert MTE-RIF Assay G4 |Dane oK 27101/15 09.54:16 |~
=4 ¥ W010000234395F7 |150025761K Al |Mikobakiericlo... |MTB NOT DETE.. [Xpert MTE-RIF Assay G4 |Dune oK 27101115 07:03:52
S8 1 [1000023439R%C [15002575KR AL |Mikobakteriolo... |MTB NOT DETE...[Xpert WTB-RIF Assay G4 |Dane oK 27101115 07:03:26
[ [ J01000023439503 |15002574PK A3 Mikobalkieriolo... |MTB NOT DETE... [Xpert MTB-RIF Assay G4 |Dane oK 37101415 07:03:01
B 01000023439NA4 1500257248 Al Mikobakleriglo... |MTB NOT DETE... [Xpert MTB-RIF Assay G4 |Dane oK 26/01/15 14:29:05
| 100234390VA |15002570AB A3 Mikobaklericlo... |MTB NOT DETE... [Xpert MTB-RIF Assay G4 |Dane oK 26/01/15 14:28:03
0 VIN®000234390N0 [150025550P 2 |Mikobaktericlo... [MTB NOT DETE... [Xpert WTB-RIF Assay G4 |Dane oK 26/01/15 13:14:40
[0 [19037914455 15002546C1 A |Mikobakiericlo... |MTB NOT DETE... [Xpert MTE-RIF Assay G4 |Dane oK 26/01/15 13:13:56
[0 [01000023439P01 [15002528KR Al |Mikobakieriolo... |MTB DETECTE... [Xpert MTE-RIF Assay G4 |Dane oK 26/01/15 12:28:07
[ [010000234390FS [15002498KR A3 |Mikobakieriolo... [MTB NOT DETE... Xpert MTE-RIF Assay G4 |Dane oK 26/01/15 12:27:39
[ [01000023439NI7  [15002481KR 2 |Mikobaktericlo... [MTB NOT DETE... [Xpert WTB-RIF Assay G4 |Dane oK 26/01/15 111747
1 [01000023439007 [15002496KR A |Mikobakiericlo... |MTB DETECTE... [Xpert MTE-RIF Assay G4 |Dane oK 26/01/15 11:17:08
O [01000023439007 [15002496KR Az |Mikovakieriolo... [ERROR Xpert MTEFRIF Assay G4 |Aborted  |Error 26/01/15 10:39:59
[ [01000023439NLS [15002482KR Al |Mikobakteriolo... MTB NOT DETE... Xpert MTE-RIF Assay G4 |Dane oK 26/01/15 10:39:21
[0 [01000023439M7  [15002481KR At Mikobakieriglo... [ERROR Xpert MTE-RIF Assay G4 |Aborted  |Error 26/01/15 10:38:55
O [01000023439NHT [15002480KR A3 Mikobakieriglo... [MTB NOT DETE... [Xpert MTB-RIF Assay G4 |Dane oK 26/01/15 10.38:30
O [01000023439N2B [15002479KR Az Mikobakleriolo... [MTB NOT DETE... [Kpert MTB-RIF Assay G4 |Dane oK 26/01/15 08.55:16
[0 |ez085911425 15002412KR Az Mikobaklerialo... |MTB DETECTE... [Xpert MTE-RIF Assay G4 |Dane oK 23001/15 11:57:09
| [| O |010D0023439MOK [15002410KR At Mikobaklerialo... [ERROR Xpert MTE-RIF Assay G4 |Aborted  |Error 23001415 1153:22
_il O [14117010307 15002337KR At Mikobaklericlo... |MTB DETECTE... [Xpert MTE-RIF Assay G4 |Dane oK 2310118 10:07:22 |_|
L; i ln4 P LT = A ET ATt e =P 11 =] A [hai inla 4 MTO DI 4 = ANAAE 43-An-20 |2
T » (o D
W _OK_
Module A% Parforming Self-Test at 290915 161236

[ o
Il (Vi Purge Selected Tests from List After Archiving (Recommended@
I\ —— e
| I Patient ID Sa:gple l:“;d"':;e User J Result Assay ‘ Status SEt:t?lrs [S)t:': F

| C4] Daw Htay Hiay,Mu... MCWM-T9-3247-18.. BZ SU SANDI AUN(:{M TBNOT DETE... Xpef MTB-RIF Assay G4 |DUone OK’ 040619 12004 | a

A |f o2 | juPhwaymudon  uLm-1e-743-181.. B |SU SANDI AUNG|MTB DETECTE... [Xpert MTB-RIF Assay G4 |Done  |OK lo4/06/19 11:58:3.. ||

i &4 |[Min maung maung. .. MLM-18-3213-15... B3 |SU SANDI AUNG|MTB DETECTE... [Xpert MTB-RIF Assay G4 |Done oK 04/06/19 11:56:4...

Al & Yuknaymarsarram... MLM-19-3224-18... B2 |SU SANDI AUNG|MTB DETECTE... |Xpert MTB-RIF AssayG4 |Done  |OK 04/06/19 10:18:3...

4l @ |pawHmaykur  |MLM-19-3218-18... |B1 |SU SANDI AUNG|MTB NOT DETE... Xpert MTB-RIF Assay G4 |Done oK l04/06/19 10:16:0...
v fuseniinmu  uLn-19-3216-18.. B3 |SU SANDI AUNG|MTB DETECTE... [Xpert MTB-RIF Assay G4 |Done oK [04/06/19 10:14:4...
@ |Daw Tin May,Chau... |MLM-19-570-180... |B2 |SU SANDI AUNG|MTB DETECTE... Xpert MTB-RIF Assay G4 |Done  |OK 03106/19 3:55:51...
@ futyo Zaw,Chaun... [MLM-19-1280180... |B1 SU SANDI AUNG|MITB DETECTE... |Xpert MTB-RIF Assay G4 |Done. oK 03/06/19 2:45:23...
W Ju sein win,Chaun... MLW-19-688-179... [B3 |SU SANDI AUNG|MTB DETECTE... [Xpert MTB-RIF AssayG4 [Done  |OK 03106119 2:43.45...
@ [swe Swe Pyone ... MLM-19-3165-17... |B2 |SU SANDI AUNG|MTB DETECTE... |Xpert MTB-RIF Assay G4 |Done  |OK 03/06/19 2:12:55...
W fuzawMinmi  |MLM-19-3174-17... B |SU SANDI AUNG|MTB DETECTE... |Xpert MTB-RIF Assay G4 |Done oK 03106119 12:57:0....
W JluThantzinmin  [MLn-19-3166-17... B3 |SU SANDI AUNG|MTB DETECTE... |Xpert MTB-RIF Assay G4 |Done  |OK 03106119 12:55:4...
W J|swe swe Pyone M... MLM-19-3165-17.. B2 |SUSANDIAUNGIERROR ~ |Xpert MTB-RIF Assay G4 |Aborted  |Error 0310619 12:55:0...
W [NaingLinYe  MLM-19-0763-17.. B |SU SANDI AUNG|MTB NOT DETE... [Xpert MTB-RIF Assay G4 |Done oK 03106119 10:55:0...
| [ukonPe. [MLM-19-0751-17... B3 |SU SANDI AUNG|TB NOT DETE... [Xpert MTB-RIF Assay G4 |Done 0K 03106119 10:53:1
) |HninwaiLwinye |MLM-19-0749-17... |B2 |SU SANDI AUNG|MTB DETECTE... [Xpert MTB-RIF Assay G4 |Done  |OK 03/06/19 10:51:

¥
\Y Select Deselect Select Deselect SelectNew
Al Al Highlighted Highlighted Ahred
@D Cancel

‘Module B4: Performing Self-Test at 24/07/19 11:00:00 AM

'Hostis disconnected at 24/07/19 11:00:31 AM.




B Save l&‘

Save In: |Ijexpor! '| @@@@@

D 801593 HBDC, Toulouse, France_2015.05.05_07.50.46.gxx

File Name: ‘801593 HBDC, Toulouse, France_2015.05.06_15.14.10.gxx I

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

|

" o
Archive Test(s) o

/}‘: 111 test(s) successfully archived.

1y Check detads in cmm:m_u_m&osu_‘ 1354711

(Prarge Tz =x=]

!% A tokal of 177 bestis] have Been selected to be pemed.

Tesl|s) can be needed. Would you bl 1o Coatnge T
e

6. Xpert Check of modules (Calibration)

S

Calibration with Xpert® Check required after a year (annual calibration) or 2,000 runs/module
Full maintenance process must be done before performing Xpert® Check.

Calibration can be done in two mode of operation. There are ONLINE MODE (Internet
Connected Systems) in which Xpert Check Code is automatically download and OFFLINE
MODE (Non-Internet Connected Systems) in which Xpert Check code has to be manually

loaded

1. Inthe GeneXpert Dx System window, click on “Maintenance”

2. And then click on “Module Reporters”. (Module Reporters window appear and last date of
calibration for every module can be seen)

E GeneXpert® Dx System EI@

User <None>

User Data Management Reports Setup | Maintenance | About

~c- . = odule Reporters
@yj l T Plunger Rod Maintenance
) i

Create Test Check Status (Rl EEEEE
‘Open Module Door or Update EEPROM

| Exclude Modules From Test |

Define Assays Define Graphs Maintenance

Version 4.7b
User <None>
Launched 1912/16 15:45:50

Instruments

Module Instrument Module Serial I-CORE Serial Ambient I-CORE Starts
Mame Serial Number Mumber Mumber Temp (°C) Since Cal
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~* Module Repariers

mole (a1 =]
|
Heporters
# Repartar Calibration Caalibration Calibraton Minimurm Maimum Concantrafion (nhf
Mame Siatus Date Coneaniration Sralable Sralable In Diatabase
My Cencentraion (nk) Concandrakion ()
1|FaM-2 ald |3r222006 300/75.0 3000 3000
21amE32 Wald |22 2006 200/5000 20000 2000
3|AB4T Wald |MZI006 200{5000 000 2000
[T |vald 2217006 4001000 4000 4000
Updatie Reportes Cone InDatabiase | Close |

Note:

number to arrange for a date of sending:

If one or more modules are problem, contact customer support via hotline
+33.5.63.82.53.19 or email

address:

support@cepheideurope.fr. It is necessary to indicate the serial number of the instrument.

6.1. The Xpert Check Process (Calibration Process)

el N =

DVD RW Drive (D:) XpertCheck 1.0

[7] Always do this for software and games:

Open folder to view files
using Windows Explorer

|
i

Close the GeneXpert DX software

Put CD (CD1) on the D drive of your computer
“Autoplay” window appears, and then select “open folder to view files”
Right click on the application “XpertCheck” and select “Run as administrator

Search DVD RW Drive (D:) XpertChec.. P

» Computer » DVD RW Drive (D:) XpertCheck 1.0 » v |4
Organize v Bumto disc
oy Name Date modified Type Size
B Desktop 4 Files Currently on the Disc (11)
W, Downloads . jre 10/27/201410:04 ... File folder
F B J. Package Insert 10/27/201410:407 ... File folder
alRecent Rlaces || xpert_calibration 10/27/2014 10:04 ... File folder
o | ] AppLoader_specs.txt 10/27/201410:02 .. TXTFile 8Kl
@ Libraries || AppLoaderError_Specs.tt 10/27/201410:02...  TXTFile 2K
8 D"“_‘"‘e"“ ] autorun 10/27/201410:02...  Setup Information 1K
i‘ e | Datatag 10/27/20141002 ... TAG File 1K
B Pictures Logo 10/27/201410:02..  Icon 23K
B videos 10/27/201410:02..  lcon 2K
| DR xpertcheck 10070m1100) , Application 12K
| computer lice9  Open b.. AdobeAcrobatD.. 160KI
& Local Disk (C) @ Run as administrator
[5) ovo Rw Drive (09 X Troubleshoot compatibility o
Jre
B Package nser Scan for Viruses..
| xpert_calibration Sendto »
€ Network Cony
= Create shortcut =
XpertCheck Date modified: 10/27/201: ; 2 PM
Properties

Application

e

Size: 112 KB

=~ 0 @

No preview available.

(The XpertCheck software will be installed on the computer hard drive C automatically.
A shortcut “XpertCheck” will then appear on the GX computer desktop)
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mailto:support@cepheideurope.fr

= » Computer » DVD RW Drive (D:) XpertCheck 1.0 »

Organize »  Burn to disc
¢ Favorites S Neme Date modified Type Size
Bl Desktop « Files Currently on the Disc (11)
8 Downloads N e ide
& OneDrive

i Package Insert

). xpert_calibration
Apploader_specs.bt

_| ApploaderError_Specs.txt

= Recent Places

4 Libraries KE
] Documents

- 2 | autorun 1 KB
P M
& Music Dstatag 1 KB
P :
&= Pictures & Logo B

[ Xpert Check Loading... ]

B Video: e
me— ng,_m
&L Local Disk (C3)

= DVD RW Drive (D

I jre

Weicome 10 loader aopication

//Cepheld.

| Acchcaon Spec Fie Verswe - 1.00

Spec Fie Vession - 1.00

|
Package Insert Loadng D \apert_calbeation 3b\onts\sial_urecode_mi s
L. xpert_calibratic -
- KINGSTON (E:)

Cancel

€ Netwark

L
] 11 items I

5. Double click on XpertCheck icon on the GX computer desktop

6. Accept the terms of service by ticking “I have read and agree to the Terms of Service” and
click on the arrow

-

Cepheid

GX Admin

Terms of Service

CATION OR BY ESTOPPEL. FURTHERMORE NORIGHTS FOR RES!
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7. Log on to the software using your user name and password and then click on the arrow

Cepheid

USER NAM] 2 GXAdmin

8. Click on “collect Xpert Check data” and then fill in two dialog boxes of “Contact

Information” one after one by clicking on the arrow. (Service Provider code for

Myanmar: MEO02)
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. 3
AW

Click here

&)

Upload Xpert Check Data CD

Ca{ect Xpert Check Dpfa

Q#

Enter Xpert Check Code Upload Xpert Check Data File

00/




= #® A
X Admin

heid

tact Information e

Email sraining@cepheidhbdc.com
Phone . |+33563025300 Cepheid

Ext

£%] Contact Information

Servics Provider A Instrument Name ™ Genexpernt

Mobile +336123456789

Serial Number #f 801593
User @ GX Admin
-
Institution fH Cephedi HBDC
Laboratory / HBDC regional lab Nr.51

Address " |15 Vira street

Address {line 2) ™"
City ==2 Maurens-Scopont
State/Province Haute-Garonne

Postal Code FR81470

P
Country & ¥ France

el
Cepheid o ‘ Cepheid

¥ Open Module Doors | ¥ Module preparation

Wait while modules are being prepared.
Open all module doors.

[eecieid

‘ Cepheid

B Select modules for data collection

v @

(All modules are selected by default)

(If you want to calibrate one module only, click on the other modules to exclude them and
then click on the arrow)
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10. “Confirm modules selection dialog box” will appears and then click on the arrow.

Cepheid

l 5e|ect moduler Frar data ~allactinn

Confirm module selection

Cepheid O 00:00

¥ Scan cartridge A1
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12. Open and close the lid to vent cartridge and then click on arrow

[ pen Chect
|

Cepheid O LI,

¥ Open lid and close lid

13. Load cartridge in module with blinking green light and close door and continue same
process with other modules to calibrate

Ypart Ched
& A

! 00:0 ® '
Cepheid O i Cepheid @ 00:19

¥ Load cartridge ¥ Scan cartridge A2
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14. Check in progress will last 21 min. When completed, click on the arrow
(Do not exit the software while data collection is in progress!)

oot

Cepheid O 00:21

“H Data collection in progress

Cepheid ‘ 00:00

“H Press arrow to continue

When the green colour modules appear, calibration passed.

(If other colours appear, see at section 4.4.8.2 how to proceed) “

6.1.1. Online data processing (Online Mode)!
(The Genexpert must have access to a functional internet connection) *

1. Check the connection icon and then click on arrow (Xpert Check data uploaded, Check code
downloaded and applied automatically. A screen appears very briefly: Modules marked with A

+)

Cepheid

‘l Press arrow to continue
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Cepheid

| B Downloading Xpert Check code

Cepheid

‘¥ Xpert Check status

2. Review the Xpert check status by clicking on “Review Xpert Check status icon
~ Summary report can also be access at “C:\geneXpert\XpertCal\reports”
L =8 x |

|

Cepheid |

Cepheid

+ Xpert Check complete N Xpert Check status

Date 2

Review Xpert Check Statu!

N’
C:\geneXpertXpertCal\reports
Xpert Check Data Directory

Your results have been 3ayed. Make a note of the folder|

name should you want to revidy your results later. |
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3. Remove and discard all Xpert Check cartridges and then click confirm exit button. Then, the
Xpert Check software window shuts down

Cepheid

Exiting

Remove and discard all Xpert Check cartridges.

A i)(?

b Confirm exit

4. After an online Xpert Check, the XpertCheck code and summary report gets downloaded

Name Date modified Type Size Date created

ﬁq XpertCheckCode 801593 2015-01-30 12-00-39  1/30/201512:00 PM  Adobe Acrobat D.., 229KB 1/30/201512:00 PM
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6.1.2. Offline data processing (Offline Mode)! -

1.Check the connection icon and then click on arrow.

| XpertChes

Cepheid ‘ 00:00

‘M Press arrow to continue

2. Remove the existing CD (CD 1), insert the blank CD (CD 2) and then click on arrow

Cepheid

@ Write Xpert Check data to CD

Remove the existing CD, and then
insert the blank CD.
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3. The machine will automatically write Xpert Check data to CD

>

* Xpert Check

Cepheid

Write Xpert Check data to CD

C:\Users\spease\Desktop\David\write.JPG

NOTE: the .gxc file can be found in C:/GeneXpert/XpertCal

4. Click Buring the

CD

L+ 5 Bum to Disc

Prepare this disc

Disc title:
[2n 50 2015

Recording speed:

C—

New fies being burnad to the disc wil rep
same nams.

[| Close the wizard after the files have b

Cepheid

Exiting
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Q (= Burn to Disc

Prepare this disc

Disc ttia:

XoertChedd301593

Recordng soced:

2% -
New files being burned to tha dec
same nam=

[ Close the wizard after the fies

= Burn to Disc

Please wait..

Performing final steps to finish this disc...

Estimated time left: 30 seconds

You have successfully burned your files to the disc

C:\Users\sDea5e\Desktop\David\BumZJPGl

You are done.

Do you want to araste anothar disc using these sams fies?

[ ras, bum thess fies t another disc

To dose this wizard, dick Snish

O [ Finsh | [ Concel

-



5.

Identify your CD with a permanent marker with Date, GX serial number, and Name of lab.

6. Email .gxc file from CD to Cepheid by email to xpertcal.dubai@cepheid.com

8.

9. Double click on the XpertCheck icon to open the Xpert Check Software
10. Log on to the software using your user name and password and then click on the arrow.If
you do not have any access, you first need to create a username and password on the
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(NOTE: the .gxc file can be found in C:/GeneXpert/XpertCal. While waiting for the Check

code from Cepheid, feel free to use the system in the meantime)
Print the pdf file, which was returned the Check code by email from Cepheid.

If you are running Assays, please wait until they are finished to scan the Xpert Check code
(NOTE: Check code must be entered within 45 days after performing the Xpert Check 1)

//Cepheid.

Hore 5 D0 Xport Check cooe Jor

Xpert Check

0 recy

X! Chock ) COMCION Dartormed on 20 January 2015 145039 CET

s 10 0 System Gertfied below

[CX navument tame:

GeneXoet

Ceshad System I
Scftwan Verson
Data Cotecied
Insttution Name:
Name
Sreet Address:

sgg;w

GOORXDIN® Xpert Chack Version: 10

Vam&-30th-FpNe-HNHc-A=Sb-qgbm-popC-p2eh-xwxy. 24

Close the GeneXpert DX software

geneXpert software refer to pagel3.

Cepheid

@ Login

USERNAME @

)

\ * Required

PASSWORD O-m

‘ *



mailto:xpertcal.dubai@cepheid.com

11. Click on Enter Xpert Check Code

|, Xpert Ched

Cepheid
A Home

Collect Xpert Check Data Upload Xpert Check Data CD

QH

L}

— Click here

Enter Xpert Check Code Upload Xpert Check Data File

Cepheid

@8 Enter Xpert Check code

+396123456789

1 Scan or enter the Xpert Check code o complesaliie Xpert Check process.

Verify that the
“Caps Lock” key
is not activated

C I iCk th is icon and Scan Vam&-30bh-FpNe-HNHe-A=Sb-qgbm-ppC-p2eM-xwxy-2#
barcode with your /
barcode scanner
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A screen appears very briefly: Modules marked with A +

Cepheid

=} Xpert Check complete

Your tesults have been saved. Make a note of the folder
name Shoukd yOou Wint 1 review your results taer

You are done.

Code is applied and Xpert Check is complete
Summary report will be available in C:\GeneXpert\Xpertcal\Reports

(Activation code must be scanned through the Xpert-check software within 45 days after the Xpert-
check has been complete. Please not that after 45 days, the activation code expires and Xpert-check
will have to be run again.)

6.2. Xpert Check Information Key

(1) Alert figure for calibration status

Cepheid

i Information key

No module present Selected Not selected 4.color modules Module unavailable.
cannot be calibrated

Data collection in
proaress
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Module calibration Retry suggested Service required
activated




(2) Involuntary exit

Cepheid

Are you sure you want to exit?

Cancel exit b Confirm exit ‘

(3) Invalid Barcode

Cepheid

Skip this
cartridge

To the end of the process
This will trigger an alert « You have not selected any module...

(4) Barcode scanning triggered and skipped

| Xpert Check |8

Cepheid

You have not selected any modules for Xpert Check. You may wish to
start over by going to the 'Home' screen or exit now.
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(5) Module test unsuccessful

| o Xpert Check

Module test unsuccessful. Test must
be rerun using either the same Cepheid

or a new cartridge, as instructed
by the on-screen display. ;l Pre=< Arrow to Continue

\

Note: In this example, four
modules are being tested.

Retry Icon
Click to retest the module.

i) - ) (2

“Retry with the same cartridge”: A message may appear telling you to vent the cartridge, rescan it, and
put

it back in the module.

“Retry with a new cartridge”: If the cartridge was defective, or had already been used, you will be
asked to

scan a new cartridge.

(6) Failed Module

» If any of the series of the Check tests fails, the module will fail.

» A module requiring service will be flagged with a specific module icon

* At the completion of the Xpert Check data collection process, modules

requiring service will be flagged

After the Xpert Check Code file has been downloaded, the code will be

applied to each successfully tested module, the “Service Required” icon

will appear instead of the “ + ”for failed module

* Failed modules will NOT be locked out and will still be

available for use, while you are waiting for the replacement

modules

Identify the Serial Number of the failed module

* At the bottom of the Failed Module Report generated by the Xpert Check software
* Contact Cepheid Technical Support at support@cepheideurope.com

(Based in Europe) or techsupport@cepheid.com (based in USA), for Service required
further assistance in replacing modules requiring service:
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(7)When the CD refuses to be burnt

Cepheid

The CD in your drive already contains data.
Insert a blank CD and press the retry button.

D i)(?

(8) When the upload did not succeed (internet issue)

Cepheid

Error Code 5015, Cepheid
System ID 801593:
Upload setup encountered an

/ error. Try again later or
7 Cepheid contact Cepheid Support.

(9) When the Xpert code can’t be applied

Cepheid

A Xpert Check code error

Error Code 8030, Cepheid System ID 801593:

This Xpert Check code cannot be applied to any of the modules
present. Either it has been applied before, it is not the correct Xpert
Check code for this system, or the system cannot communicate with

all of the modules.

- i)(?
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7. Taking out stuck cartridge

1. Make sure that the door is actually not opened. (Sometimes it is not visible, and it could
be hard to open)

2. Try gently to open.
Note: DO NOT BREAK THE DOOR.

Reasons of Stuck cartridge

1. Software problem
2. Plunger rod problem

3. Ultrasonic horn problem

7.1. Software problem

15t solution:

1. Choose in the main menu “Maintenance” on Maintenance Screen

2. Select “Open Module Door or Update EEPROM”

~* GeneXpert® Dx System
User DataManagement Trending Setup Advanced Setup About

N . = IS>—| Module Reporters
l._;o | lcﬁ C Plunger Maintenance -
) ] -

Create Test Check Status - 5 Define Assays Define Graphs Maintenance

| Open Module Door or Update EEPRQ
R
Version 2.1
User helena
Launched 10/6/2009 13:49:42
Instruments

Module [ Instrument Module Serial ICORE Serial Ambient Test ICORE Start ICORE Starts

Name Serial Number Number Number Temp (°C) Start Count Count Since Cal
2nd solution:
1. Close and open the software.

Note:  When the software is reopened, the module will reinitialize itself, by putting the
valve and the syringe in correct position. That could help to open the door.
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3rd solution:

1. If it still does not help, turn off system and restart both GeneXpert and Software.

4% solution

The GeneXpert System automatically performs a self-test during startup. However, you can
initiate a self-test manually on any of the modules to reset and check for hardware failure
problems.

1. Click perform Self test on the maintenance screen, under main menu- Maintenance.
2. Follow the instructions in the Self-Test dialog box and click OK.

When the self-test finishes, the software changes the progress to “Available”,
indicating the self-test passed. If the message indicates the self-test failed, contact
Cepheid Technical Support.

Note: Turn the instrument off and remove the cartridge manually if nothing of the above works

7.2. Plunger rod problem

5t solution:

Disconnect the instrument from electrical sources and the computer. Open up the cover of the
GeneXpert (Place the machine at table edge and remove three screws from each side of the base. Apart
the body from the cover by pushing the body from the front side)

5o

i o

Remove 3 screws
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1. Try to screw the plunger back to “Up” position by turning the screw in the “Up”

direction and try to open the door and it solve the problem.

7.3. Ultrasonic horn problem

6t Solution

1. Turn particular screw slowly in one direction (must be e patient)
2. Module door will open in the correct direction and it solves the problem.

Turnfslowly;

Page | 29



8. Module replacement

The important things keep in mind

Do not rush

Do not use excessive force

Avoid touching electrical parts

Wear glove

Remove the used cartridges

Disinfect and decontaminate the modules (refer to maintenance procedure)

YV VVYVY

Removing the old module

1. Switch off the computer, Gene Xpert instrument and then remove the cables
2. Carefully place the Gene Xpert on its Front surface

3. Remove the 3 screws at each foot on the Base
4. Remove the 4 screws at the Rear surface of instrument

5. Remove the back cover of the Rear surface
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6. Remove the filter. (wash and let it dry before reassembling)
7. Apart instrument’s body from the cover by pushing the front side

Push with your thumbs Pull out

Top panel

10.
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11. Remove the 3 screws on the rear-bottom part of the metallic frame

v —

12. Disconnect the 3 cables to remove the metallic frame.

13. Remove the 2 screws from the holes at each side of metallic frame, that hold the gateway
board

14.  Disconnect the 4 blue coloured cables from gateway board.

A\ 4

gateway board
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15.  Pull a little the gateway board from the instrument with thumb while spreading the metallic
Frame. (Do not touch electrical parts)

16.  Disconnect the red/black cable from gateway board.

Red/Black cable

\'l
-

17.  Carefully take the whole gateway board out while spreading the metallic Frame.

- ; e

18.  Choose the right modules that will be replaced
(Do not place your fingers in the hole of upper surface of each module)

19.  Untighten the 2 screws at the top of selected module. (Do not remove them)
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20.  Remove the nut on the rear bottom part of selected module to take it out.
' »

21.

Remove the modules slowly by following the movement. (Avoid touching the electrical
parts)

Replacing the new modules

22. Observe the new module to make sure it is OK.

According to instrument model, there are two options of procedure for replacing new module

Black Cable fastener

Support
Frame

L, Cables

New model module

Old model module

White Plug
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Option 1: In new model instrument, module doesn’t have support frame and attached cables

If your instrument is entitled with Option 1, skip the steps of Option 2

Option 2: In old model instrument, module has support frame and attached cables. Perform the
following steps
a. Remove the top cable fastener and the bottom one
b. Remove the blue cable and the white plug
c. Carefully remove the ferrite snap

d. Insert back the blue cable on the new module
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e. Remove the 2 screws at both ends of metallic frame and discard the metallic frame

f. Put back these 2 screws

23. Allocate new module slowly by following the movement

Half-open the module door
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24. Check the module Door

25. Put back one nut on the rear bottom part of instrument to fit module (Do not overtighten)
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27. Connect the red/black cable to gateway board

. ';;%1&.

28. Put back the gate way board in the bottom part of instrument by sliding and tilting while
spreading metallic frame (The white connectors of instrument and gateway board must be
corresponded and press these for getting proper connection. Don’t touch the electrical parts of
gateway board)
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30. Connect the 4 blue connection cables in place
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33. Put back the 3 screws on the back bottom part
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37. Put back machine into the cover by following the movement
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41. Put back the 3 screws on each foot and check the door

3 screws each foot

42. If a fraction persists or a door would not open, loosen all screws of the front foot

<

Door must open easily
Repeat if necessary

44. Switch on first you GeneXpert® then the computer

=
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45. Wait for while

© Cepheid

(€] e H

= GeneXpert"

Diagnostic Software

Updating module firmware...

" | ]
B.a ;

Cepheid. \ |

-“'- Dt Mamage e

Create Test Check Stats Stop Tesl

Reports  Setp  Aboul

Blodule

Mame
Booting Al Zwaiabla
Dooting Kz &5 abla
Dooting A3 Awacabla
Booling A4 Az abla

46. Click on “Report” and then click on “Insttallation Qualification” and generate the 1Q report.

* GeneXpert® Dx System
e

Jser Data Manauement Reports | Setup About
Specimen Report

Patient Report

Control Trend Report
Create Test System Log

Assav Statictice Ranort
' Installation Qualification -

Assay ‘”""I;;": | Progrsss_l

Module

Mama

47. Save this report and send the file with contact name, phone number, email address and physical

address of the GeneXpert ® to training@cepheidhbdc.com
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9. Recording
e Record in the maintenance log sheets after doing it

10. Waste management

e Dispose of the used paper towel, swabs and disinfectants according to standard laboratory
procedure

11. References

e Cepheid GeneXpert GXMTB/RIF-10. Package insert; 300-6252 Rev. D, September 2010
e Procedure for preparation of disinfectants
e Procedure for use and maintenance of personal protective equipment

e Service and Maintenance, 9-22 GeneXpert Dx Operator Manual, Software Version 4.6,301-
0045, Rev. E December 2014 Cepheid GeneXpert GXMTB/RIF:

For the related procedures refer to websites:

TBCARE | http://www.tbcarel.org/publications/toolbox/lab/
STOP TB http://www.stoptb.org/wag/gli/documents.asp
Global Laboratory Initiative (GLI) http://www.gliquality.org/
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Gene Xpert Site Assessment Form

Demographic Information and HR

GeneXpert Machine Location

GeneXpert Room Location 1.TB Lab 2. General Lab

Contact Person Name

Contact Person's Phone Number

Machine Maintenance

Calibration Date / Xpert Check Date (Last Time) SRy ) S
Air-condition Status 1. Good 2. Need to Repair 3. Need to replace
Last time maintainance date (Air Con) s s fosmanis

Gene Xpert Accesssary & Laboratory Equipment

Gene Xpert Printer 1. Functioning 2. Not Functioning

Refrigerator 1. Yes, Functioning, 2. Yes, Not Functioning, 3. No
Votex Mixer 1. Yes, Functioning, 2. Yes, Not Functioning, 3. No
Timer 1. Yes, Functioning, 2. Yes, Not Functioning, 3. No
Thermometer 1. Yes, Functioning, 2. Yes, Not Functioning, 3. No

Safely & Waste Measurement

Fire extinguishers (if Yes, Please specify the expire date) 1. Yes (If yes, Date: - [ - [ ------—- ) 2.No

Exhaust Fun (if not functions, please filled no) 1. Yes, Functioning, 2. Yes, Not Functioning, 3. No

Gene Xpert Maintanace Kit

Brush 1.Yes 2.No
Fun Filter 1.Yes 2.No
5% sodium hypochlorite & 70% Ethanol Gqﬁqé 1.Yes 2.No
Last time maintainance date Date:__ /__ [/

Machine Maintainance Sheet / Record 1. Yes 2. No

UV Light (UVGI) O)SGD(SOO)'@& %/9%] 1. Yes, Functioning, 2. Yes, Not Functioning, 3. No
Plastic bag for waste /Autoclave Bags/cﬁegaeepgsga 1.Yes 2.No
Waste Bin (m%a&?:) 1.Yes  2.No
I(l:‘anno:,cfcwiij ltr::;zt; waste disposal 1.Yes  2.No
N95 1l.Yes 2.No
Report Copy of Monthly Gene Xpert Report 1.Yes 2.No

Remark:
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