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GeneXpert® System & Xpert® Assays

It is imperative that all users read the GeneXpert® Operator Manual and

the Xpert® Assay protocols (CD-ROM) for comprehensive operating /, ’
instructions, including important warnings related to operator safety CeAee/ZereM{fj“
301-7819, Rev. C. March 2020 g
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LOG BOOK

Serial Number of your GeneXpert:

Intervention
performed

by

Intervention Reason of

date/ time intervention

Photocopy this page and use it to record any interventions on your system
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WHAT YOU NEED TO RUN AN
Xpert® ASSAY

Provided:

. GeneXpert® System (GeneXpert + Computer + Barcode scanner)
. Xpert® Assay
« HBDC Quick-Start Kit

Not provided:

. Personal Protective Equipment (/ab coat, gloves, etc. when necessary)
« Timer if required

. Permanent marker

. Assay specific collection devices if required

. Assay specific equipment if required

Required:

« UPS with a surge protector

Optional:

. Safety Cabinet (according to your institution’s guidelines)
- Batteries / Power generator
« Printer



INSTALLATION CONDITIONS

What to check before installation

[CJWell ventilated room

[C] Controlled laboratory temperature (15°-30°C)

[] A stable work bench with no centrifuge close to the system

[[]Away from an air conditioning vent or window (away from direct sunlight)

[]110-15 cm of clearance surrounding the instrument

D Near a power source (at least one required if connected to UPS/surge protector)
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PREPARE YOUR INSTRUMENT
FOR ROUTINE USE

Switch on the GeneXpert®: the blue light on the front panel will light up
Switch on the Computer

Open the Windows 7 session:

User-Account: Cepheid-Admin

Password: cphd

Cepheid-Admin

Wait a little — the GeneXpert® DX software starts automatically

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

Kl GeneXpert® Dx System [E=3 HoR =X
User Data Management Reps ‘s Sew,. About User <None>

l..;’r I ‘(Oi‘» W‘O’l @' iu.’
(% [ b *t’ ]
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
T lues : Tests Since Launch
‘ Assay ‘ s“:";"'e M Status ’ Remaining |7 Sample o I User I Result l Assay I Status :m":"sl sof:";

TestTime [| D Name

Available\

Available
Available
\ Available

Set up your local time and time zone in Windows

Wednesday, April 15, 2015

April, 2015
Mo Tu We Th
30 31 1 2

Date:
Wednesday, April 15, 2015

Time:
11:07:20 AM

6 7 8 9
13 14 {i5] 16
20 21 2 23
27 28 29 30
4 5 6 7 8 9

%) Change date and time...

Time zone

11:07:19 AM

(UTC+01:00) Brussels, Copenhagen,

ber 25, 2015 at 3:00 AM. The

Change date and time settings...

— Daylight Saving Time ends on Sunday, O
clock is set to go back 1 hour at that time.
11:07 aM

A @ .l @ 4/15/20 Notify me when the clock changes

How do I set the clock and time zone?

(o J[ can |
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PREPARE YOUR INSTRUMENT

FOR ROUTINE USE

Switch on the GeneXpert®: the blue light on the front panel will light up
Switch on the Computer

Open the Windows 10 session:

User-Account:

Password:

24

(@STelalsileEViNelaalla!
I e—

Wait a little — the GeneXpert® DX software starts automatically

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

n GeneXpert® Dx System
User Data Management Rep~'s Sew, . About

[E=5 Eo8 =)

User <None>

3

Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Tolues g Tests Since Launch
Module Sample e Remaining f§ Sample Mod Error Start
Name ] I D Prgssag Status l TestTime || D Name gar | Assay | Stalus| gos|  pate
Al Available ;
A2 Available
A3 Available
Ad Available

6 Set up your local time and time zone in Windows: Click Control Panel > Date

and Time. The Date and Time dialog box appears.

7+ Date and Time X
Date and Time  Additional Clacks

Date:

lundi 2 septembre 2019

Time:
16:02:40

I E;Change date and time...

Time zone

(UTC+01:00) Brussels, Copenhagen, Madrid, Paris

Change time zone...

Daylight Saving Time ends on dimanche 27 octobre 2019 at 03:00. The
clock is set to go back 1 hour at that time.

MNotify me when the clock changes

0K Cancel Apply

//Ce,oheid(°

A better way.



PREPARE YOUR INSTRUMENT
FOR ROUTINE USE

For any guidance in setting up your instrument, contact:

7 Rename your GeneXpert

Serial Number, Laboratory name, City, Country

B GeneXpert® Dx System
User Data Management Reports Sﬂl Maintenance About

Create Test Checl ASSIgN msuunent LETIET

Modules

Sample
D

Module
Name

Assay Progress Status

Test

8 Set up the options according
to your needs

n System Configuration

| Genel

ral | Archive Settings | Folders | Host Communication Settings |

System Name Serial Nr, Lab name, City, Country

Date Format | DDIMM/YY

Time Format | 24 Hour (HH:mm:ss)

v| Use Patient ID

] Patient 1D 2

vl Patient Name

|| Patient Demographics
| Scan Patient ID Barcode
1 Scan Sample ID Barcode

v Scan Cartridge Barcode
Require Start Test Login

) Never
® Always
) Start Test Login Timeout (In Minutes)

[v] Audio At End Of Test

1P

rint Test Report At End of Test

|v| Assay Statistics Deletion Reminder

vl D

VALIDATE THE INSTALLATION

9| To complete the installation, you must generate the Installation Qualification Report

B GeneXpert® Dx System
User DataManagemen | Reports Setup Maintenance

S~ Specimen Report ~
l.i'i , Patient Report
ﬁ. Control Trend Report
Create Test System Log

Assay Statistics Report

| Installation Qualification |
Module ——T
Name Assay ‘ D ‘ ProgressT Sta

e Save this report
« Emailitto

e Add the following information
= Serial number of the GeneXpert computer
= Full address of institution
= Contact details: name, phone, email

GeneXpen PC 04/ 1219 14:33:50

GeneXpert® Dx System
Installation Qualification Report

This report provides documented evidenca of the insta llation of this GeneXpent® Dx System.

System |Information

aftware Varsion Status
GeneXpent® Dx Sysiem 6.1 Pass
Java Runlime Environment  1.8.0_131 Pass
GX UssDLL 0.8.4.0 Pass
SO0 Database Micmeofl SOL Server 11006020 Pass
Database ox_db 3080 Pass
Operating System Windows 7 6.1 Service Pack 1 Pass
CIT Plug-in 1 Pass
Instrument Information
Instrument A
Ins rument SN Gateway Firmware
803488 2.0.18
Module Name Module S/N Module Firmware Intemal Temp Status
“C
A GIBETE 3.33 36 Pass
Az 638430 3.33 0.8 Pass
A3 BIBDE 3.33 30.0 Pass
Ad 641366 3.33 0.7 Faid”

Fail* = Amibéent lamperatuse oo high, incamect model number o hardware efror has been delecied. Please
generale a Systeam Log with the Est of efros for further toubles hooting.
Shaded Modules = Reporier is oul of calibeation.

Available Assays

Hpea Fil 1 In Vitro Diagnostic
Xper Fil & FV Combo 1 In Vitro Diagnostic
Hpea PV 1 In Vitro Diagnostic
Xper Breas Cancer STRATA HA Fesearch
GeneXpen® Dx Syslem Version §.1 Page 1 of2
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IMPORTANT RECOMMENDATIONS
FOR ALL TESTS

GENERAL

Review the relevant Safety Data Sheet (SDS) and Package Insert (PI) prior to operating
your GeneXpert System.

Wear Personal Protective Equipment (PPE) following your country’s guidelines.
Change gloves before processing each sample.

Maintain appropriate storage conditions for the samples and the kits
Refer to the specific package insert

Do not use a cartridge that has been dropped, that has leaked or has been damaged

Dispose used Xpert cartridges according to your institution’s and country’s safety
guidelines for hazardous materials

BEFORE STARTING THE TEST

Ensure the appropriate GxDx software version is installed on the computer (see page 11)

Ensure the appropriate Assay Definition File (ADF) has been imported into the software
(see page 69)

Allow the kit reagents & sample to adjust to room temperature
Do not open the Xpert cartridge lid until you are ready to add the sample
Start the test as soon as the sample is ready

Make sure you add the sample into the Sample Chamber

Sample Chamber
(Large opening)

The illustrated protocols provided in this booklet do not replace the package insert
(CD-ROM in the kit), always refer to it for full information

11



ASSAY SPECIFIC EQUIPMENT

Necessary for all Assay sample and cartridge preparations:

o Permanent marker
o Personal Protective Eo

Minimum Software

ipment (according

to your institution’s / country’s

Xpert® version Necessary Optional
Assay e GeneXpert GxDx equipment equipment
e Infinity Xpertise
MTB/ o GxDx4.0
RIF o Xpertise 6.1 e Sterile, leak-proof, screw-capped specimen \F/olrtex tubes f
containers (50mL preferred) aicon tubes for
e Timer ;edlment prepara-
MIZ' |« cxDxa7b tion
Ultra o Xpertise 6.4b
For DBS preparation only
o Filter paper cards (Whatman903, Munktell or equivalent)
e Lancets
HIV-1 e GxDx4.7b * Plastic sealable bags (with desiccant) Wipe
Qual o Xpertise 6.5 e Scissors (sterile) e Bleach
e Eppendorf ThermoMixer™ (Eppendorf order number 5382
000.015)
o Eppendorf SmartBlock™ (Eppendorf order number 5309
000.007)
e EDTA, EDTA-PPT or ACD collection tubes
HIV-1 .
: e GxDx4.7b e Centrifuge . .
Viral ) Precision pipettes
Load e Xpertise 6.5 e Plasma storage tubes
e Vortex
e K2-EDTA or EDTA-PPT collection tubes
HCV .
. e GxDx4.7b e Centrifuge - .
Viral ) Precision pipettes
Load o Xpertise 6.2a e Plasma storage tubes
e Vortex
¢ Disposable Safety-Lancet Super, 1.5 mm (Sarstedt,
HCVVL | GxDx 4.7b P/N: 85.1018) or similar Wipe
Finger- Xperti ] 6.4 e Minivette® POCT 100 uL EDTA for capillary blood Bleach
stick * Xpertise 6. collection
e EDTA tubes for venous blood venipuncture
H.BV e GxDx4.7b gleest(;i?u e for plas-
Viral . e K2-EDTA/PPT-EDTA or Serum collection tubes 9
Load o Xpertise 6.4b r_na/serum prepara-
tion
e EDTA tubes
e Lancets - :
Ebola ¢ )(?XD;AA: 5 e Disposable swabs SWAB/E-50 E:’:;:::sr:on pipettes
e Xpertise 6.2a e Vortex
e Timer
CTING | ¢ ©CxDx4.3 e Xpert Urine or Swab Sample Collection Kit Wipe
e Xpertise 6.1 #URINE/A-50, #SWAB/A-50 Bleach
TV e GxDx4.3 e Xpert Urine or Swab Specimen Collection Kit A Wipe
e Xpertise 6.1 #URINE/A-50, #SWAB/A-50 Bleach
HPV e GxDxv43 ° Preseeryt Solution (Hologic Corp.) #PRESERVCYT50 Vortex
e Endocervical Brush #CERVEXBRUSH25

12




IMPORTING ADF

In case of a test update, or if you are starting to use a new assay, the GeneXpert software will
request you to import the Assay Definition File (ADF) before running a test.
The ADF can be found on the CD-ROM provided in the Kkit.

1 Insert the CD in the computer CD-drive
IR GeneXpert® Dx System [=] -2 ]
User Data Management Reporis Setup Define Assays About User <Hone>
5 | T @ )
2|  Click on Define A N faf L a L
ICK Oon Define Assays - > L Wr Y
View Results Define Assays Define Graphs Maintenance
Assay AssayName  Xpert MTB-RIF Assay G4
‘ Name V. Version 5
\Xpert HIV-1 Qual 1
i@ym 5 AssayType  in Vitro Diagnostic
\Xpert HIV-1 Viral Load | 1|
For In Vitro Diagnostic Use Only.
Assay Disclaimer
HNeed Lot Specific Parameters
Last Modified Date 17/10/11 20:11:50
Cartridge Chambers
Mame
Reagent 1
Sample
Reagent 2
3| Click on Import - frommt et et e 1 oot | Yo || e |
' & import Assay ==
Look In: ‘U export @@@ ’E
=3 Local Disk (C:)
[ GeneXpert

T export

4 Locate the DVD RW Drive

=} Removable Disk (E)

7 Network
[T Libraries
] Cepheid-Admin =
File Name: | |
Files of Type: ‘mmmu} v|
[ coner |
] B Import Assay (=
Look In: |D GeneXpert-Infinity Systems. - ‘ @ @ @ @
) Import the file ) Xpert TE-R Assay G4_59xa

Note: the file name will vary depending on the
assay, the extension must always be *.gxa

File Name: ‘XpenMTB—R\FAssay G4_5.gxa ‘

Files of Type: | Assay Files .gxa) -

13



Xpert® MTB/RIF
Xpert® MTB/RIF Ultra

Xpert® MTB/RIF Xpert® MTB/RIF Ultra
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Kit Storage
Specimen Collection, Storage & Transportation
Cartridge preparation - Fresh Sputum

Cartridge preparation - Sputum Sediment

//Cepheidg

A better way.



KIT STORAGE

@ﬂ{? o Store the Xpert MTB/RIF and Xpert MTB/RIF Ultra Assay cartridges and reagents
at2-28 °C

SPECIMEN COLLECTION

Unprocessed sputum

o Collect sputum or aerosol-induced sputum following your institution’s standard pro-
cedures

Decontaminated, concentrated Sputum Sediment

o Prepare sputum sediments according to the Kent and Kubica method and
re-suspend in 67 mM Phosphate/H,0 buffer)

REQUIRED SPECIMEN VOLUME

Specimen Minimum Volume for Maximum Sample Sample to Sample
Type One Test Volume Reagent (SR) Ratio
Unprocessed 1mL 4.0 mL 1:2
sputum
Sputum 0.5 mL 2.5mL 1:3*
sediment

*1:2 Sample Reagent SR ratio should be used with sample volume 0.7mL or greater for one test

SPECIMEN STORAGE AND TRANSPORTATION

Unprocessed Sputum Sputum Sediment
yﬂré Up to 10 days yﬂré Up to 7 days

J]Zf?ésmax Up to 3 days

15
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Kit Storage
Specimen Collection, Storage & Transportation
Xpert® HIV-1 Qual cartridge preparation - Whole Blood

Xpert® HIV-1 Qual cartridge preparation - DBS

//Cepheid.

A better way.



KIT STORAGE

@HFIEB o Store the Xpert HIV-1 Qual Assay cartridges and reagents at 2—28 °C

SPECIMEN COLLECTION

Whole Venous Blood

o Collect whole blood using EDTA tubes as per the manufacturer’s instructions

o A minimum of 100 pL of whole blood is required

Dried Blood Spots

o Collect dried blood spot (DBS) samples

o DBS should be prepared using Whatman 903 or Munktell filter paper cards or equiva-
lent from blood obtained from a heel-, finger- or toe-stick or collected in an EDTA tube

o Ensure that the entire circle is covered with blood (approximately 60—70 pL). A mini-
mum of two circles should be made from each sample to allow for retesting

o Air-dry the card at room temperature for a minimum of 4 hours. Package each card in
an individual resealable bag with a desiccant sachet in each bag

For further details about DBS preparation and packaging refer to related chapter in
“WHO DBS drug resistance testing Manual”

SPECIMEN STORAGE AND TRANSPORTATION

Blood in EDTA tubes DBS (Dried Blood Spots)
2f-c Upto72hours 2f- Upto 12 weeks
. :360 Up to 24 hours Jﬂﬁé Up to 12 weeks
af.c Up to 8 hours +3J,HZF‘°(’35 Up to 8 weeks

21
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Xpert® HIV-1 Viral Load

Xpert® HIV-1 Viral Load
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« Kit Storage
« Specimen Collection, Storage & Transportation

. Xpert® HIV-1 Viral Load cartridge preparation - Plasma

//Cepheid.

A better way.



KIT STORAGE

@ﬂfés o Store the Xpert HIV-1 VL Assay cartridges and reagents at 2—-28 °C

SPECIMEN COLLECTION

Plasma
° Collect whole blood in EDTA, EDTA-PPT or ACD collection tubes

o Centrifuge to separate the plasma and red blood cells per manufacturer’s instructions

o A minimum of 1,2 mL plasma is required

SPECIMEN STORAGE AND TRANSPORTATION

Whole blood Plasma
24-c Up to 72 hours 24« Up to 6 days
1sf-n Up to 24 hours s :3C° Up to 24 hours

Plasma specimens are stable up to
three freeze/thaw cycles
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Kit Storage

Specimen Collection, Storage & Transportation

Xpert® HCV Viral Load cartridge preparation
Specimen: Plasma and Serum

//Cepheid.

A better way.



KIT STORAGE

@H{és o Store the Xpert HCV Viral Load Assay cartridges and reagents at 2-28 °C

SPECIMEN COLLECTION

Plasma / Serum

° Collect whole blood in K2-EDTA, EDTA-PPT or serum collection tubes

o Centrifuge to separate the plasma/serum and red blood cells per manufacturer’s
instructions

o A minimum of 1,2 mL plasma or serum is required

SPECIMEN STORAGE

Whole blood Plasma and Serum
2f-c Up to72hours 2f-c Up to 3 days
5 :?(’35 Up to 6 hours ﬁ,ﬂﬁg Up to 24 hours

%OJHFCB Up to 6 weeks

Plasma and serum specimens are
stable up to three freeze/thaw cycles

SPECIMEN TRANSPORTATION

@Hoﬁé o Transport whole blood, plasma or serum specimens at 2-8°C

o Transportation of whole blood, plasma or serum specimens must comply with
country regulations

31
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Xpert® HCV VL Fingerstick

Xpert® HCV VL Fingerstick
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Kit Storage

Specimen Collection, Storage & Transportation

Xpert® HCV VL Fingerstick cartridge preparation
Specimen: Capillary and Venous Blood

%apheid.

A better way.



KIT STORAGE

Store the Xpert HCV VL Fingerstick cartridges and reagents at 2-28 °C

SPECIMEN COLLECTION

Capillary Blood Venous Blood
Collect blood with disposable Safety- Collect blood by venipuncture In
Lancet Super,1.5 mm from middle or ring EDTA tube

finger
100 pL in Minivette® POCT EDTA %

SPECIMEN STORAGE

Capillary Blood - Minivette Venous Blood - EDTA Tube
4o Up to 15 min, only % Up to 72 hours

J]Zfés Up to 24 hours

% Up to 6 months

SPECIMEN TRANSPORTATION

Transport whole blood specimens at 2-8°C

Capillary blood must not be transported — must be tested within 15 min after col-
lection

Reminder : Transportation of whole blood, plasma or serum specimens must com-
ply with country regulations
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Xpert® HBV Viral Load
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Kit Storage

Specimen Collection, Storage & Transportation

Xpert® HBV Viral Load cartridge preparation

Specimen: Plasma and Serum

//Cepheidg

A better way.



KIT STORAGE

Qﬂﬁg o Store the Xpert HBV VL cartridges and reagents at 2-35 °C

SPECIMEN COLLECTION

Plasma / Serum

o Whole blood should be collected in K2-EDTA tubes, PPT-EDTA or serum
collection tubes and centrifuged to separate plasma/serum and red blood
cells per the manufacturer’s instructions.

o If using the transfer pipette included in the kit, fill the pipette to the 4th mark
(1ml) with Plasma or Serum

o If using a precision pipette, transfer 600 L plasma or serum

SPECIMEN STORAGE

EDTA coagulated whole blood Plasma and Serum
435 35
wioﬁc 24 hours 2o 24 hours
'~ 72h 8 7d
24 o ours N ays
c o
eS
20 6 weeks

Plasma and serum specimens are
stable up to three freeze/thaw cycles
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Kit Storage

Specimen Collection, Storage & Transportation
Xpert® Ebola cartridge preparation - Whole Blood
Xpert® Ebola cartridge preparation - Finger-Stick

Xpert® Ebola cartridge preparation - Buccal Swab

//Cepheid.

A better way.



KIT STORAGE

@HIFC% o Store the Xpert Ebola Assay cartridges and reagents at 2-28 °C

SPECIMEN COLLECTION

Whole venous Blood

o Collect whole blood using EDTA tubes as per the manufacturer’s instructions

o A minimum of 100 pL of whole blood is required

Finger-Stick
o Use the swab* to collect blood specimens from a finger-stick
*Cepheid catalog # SWAB/E-50

° Allow at least %4 of swab head to absorb blood

Buccal swab

o Use the swab* to collect specimens according to WHO guidelines
WHO ref #: WHO/EVD/Guidance/Lab/14.2

SPECIMEN TRANSPORTATION

o Transport the Sample Reagent-treated samples to the testing laboratories according
to WHO guidelines for transportation of Ebola samples

SPECIMEN STORAGE

Sample Reagent-treated blood Sample Reagent-treated buccal swabs
2f-.c Upto72hours »f-c Upto72hours
sf-c Upto48hours «f-c Upto 24 hours
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Xpert® CT/NG
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Kit Storage

Specimen Collection, Storage & Transportation

Xpert® CT/NG cartridge preparation -
Specimen from Transport Reagent tube: Urine or Swab

//Cepheid.

A better way.



KIT STORAGE

@H{és o Store the Xpert CT/NG Assay cartridges and reagents at 2-28 °C

SPECIMEN COLLECTION

Urine
o Refer to urine specimen collection protocol on page 55

o Use only Xpert Urine Specimen Collection Kit for collection of unpreserved (neat)

first-catch urine
Cepheid catalog # URINE/A-50

Vaginal Swab (Patient-Collected) and
Endocervical Swab (Collected by practitioner)

o Refer to vaginal specimen collection protocol on page 56 or Endocervical speci-
men collection protocol on page ??

o Use the Xpert Vaginal/Endocervical Specimen Collection Kit
Cepheid catalog # SWAB/A-50 or # SWAB/G-50

Pharyngeal swab and
Rectal swab
o Refer to pharyngeal or rectal collection protocol on page 57

o Use the Xpert Specimen Collection Kit
Cepheid catalog # SWAB/G-50

All specimens must be collected and tested before the expiry date of the Xpert

54
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Pictures :greencrossvet.com

SPECIMEN STORAGE AND TRANSPORT

Unprocessed Urine samples (NOT transferred to Xpert Transport Reagent tube*)

Temperature (°C)

Storage Time

Female or Male urine

?
g

+8

4d
+2 oC ayS
4 hours

+30
+15 oC

Urine samples in Xpert Transport Reagent tube*

Temperature (°C)

Storage Time

Female or Male urine

2
g

+8
28 d
+15 ZBCO 14 days

Swab samples in Xpert Transport Reagent tube**

s el

Swab Samples

Temperature (°C)

Storage duration

Endocervical or

Vaginal Swab

Pharyngeal Swab

?
2
d

Rectal Swab

2
g

430
+2 oC

60 days

*Xpert Urine Specimen Collection Kit — Cepheid catalog # URINE/A-50
**Xpert Vaginal/Endocervical Specimen Collection Kit — Cepheid catalog # SWAB/A-50
**Xpert Vaginal/Endocervical/Pharyngeal/Rectal Collection Kit — Cepheid catalog # SWAB/G-50

60
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Xpert® TV

Vv

x
©
@
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12345678
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fp P A b
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Kit Storage
Specimen Collection, Storage & Transportation
Xpert® TV cartridge preparation - Urine

Xpert® TV cartridge preparation - Endocervical Swab

//Cepheid.

A better way.



KIT STORAGE

@ﬂ{és o Store the Xpert TV Assay cartridges and reagents at 2-28 °C

SPECIMEN COLLECTION

Urine

o Refer to urine specimen collection protocol on page 55

o Use only Xpert Urine Specimen Collection Kit for collection of unpreserved (neat)

first-catch urine
Cepheid catalog # URINE/A-50

o Urine specimens must be collected and tested before the expiry date of the Xpert
Collection kit

Vaginal Swab (Patient-Collected)

o Refer to vaginal specimen collection protocol on page 56

o Use the Xpert Vaginal/Endocervical Specimen Collection Kit
Cepheid catalog # SWAB/A-50

o Vaginal specimens must be collected and tested before the expiry date of the Xpert
Collection kit

Endocervical Swab

° Refer to endocervical specimen collection protocol on page 57

o Use the Xpert Vaginal/Endocervical Specimen Collection Kit
Cepheid catalog # SWAB/A-50

o Endocervical specimens must be collected and tested before the expiry date of the
Xpert Collection kit
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Pictures :greencrossvet.com

SPECIMEN STORAGE AND TRANSPORT

Unprocessed Urine samples (NOT transferred to Xpert Transport Reagent tube*)

Temperature (°C) Storage Time
N é 4 days
F le urine 2
ema
="
154 oc 4 hours
= =
+2 °C 4 dayS
Male urine d
+@H€E;) 4 hours
Urine samples in Xpert Transport Reagent tube*
Temperature (°C) Storage Time

+8
28 d

Female urine 2

+@H:Fg) 14 days

m 28 days

Male urine d
430
@HFC 14 days

Swab samples in Xpert Transport Reagent tube**

Swab Samples 2 Temperature (°C) Storage duration

= Endocervical Swab wﬂ:ﬁg} 60 days

a Vaginal Swab wﬂ:ﬁé‘) 60 days

*Xpert Urine Specimen Collection Kit — Cepheid catalog # URINE/A-50 / i
z Cepheid.

**Xpert Vaginal/Endocervical Specimen Collection Kit — Cepheid catalog # SWAB/A-50 i etterway
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Xpert® HPV

Xpert® HP

<

12345678

L

-

0303456789012345

N\

phi
‘. o

« Kit Storage
« Specimen Collection, Storage & Transportation

. Xpert® HPV cartridge preparation - Cervical Specimen

//Cepheidg

A better way.



KIT STORAGE

@H{? o Store the Xpert HPV Assay cartridges and reagents at 2-28 °C

SPECIMEN COLLECTION

Cervical specimens collected in PreservCyt Solution

o Follow the manufacturer’s instructions for collecting cervical specimens
http.//www.thinprep.com

SPECIMEN STORAGE

o Store cervical specimens collected in PreservCyt Solutions at

’@H:ﬁéo Up to 6 months

SPECIMEN TRANSPORTATION

Q/H{éo o Ship cervical specimens collected in PreservCyt Solutions at temperature 2-30°C

o Transportation of HPV specimens must comply with country regulations

70
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OPERATING THE GENEXPERT® SYSTEM

« Routine Operation

« Understanding Common Error Messages
o Save Your Data

« Troubleshooting

« Maintenance

//Cepheid.

A better way.



ROUTINE OPERATION

Create Test

B GeneXpert® Dx System
User Piiumaind

~ I .‘
) 1%
Create Test Check Status
e Modules
ot | pesey | S0

R Scan Cartridge Barcode

Please scan cartridge barcode.

Aim the cross to the
middle of the barcode and
press the yellow button to
scan the cartridge

Manual Entry || Cancel

—  —

B Create Test

PatientID || |
sample D | |
PatientiD2 | |

v

Complete the fields as
required

Select Assay if applicable

Last Name | |

Date of Birth ’WE PostaiCode |

First Name

Ethnicity | <None>

Gender | <None> v I

Name

< Select Assay | Xpert MTB-RIF Assay G4

The module is selected
automatically

Please do not change it.

A green light will flash on
the module

Load the cartridge into
module

Close the door completely

= SelectModule | A1 hd
Reagent LotiD* = =

TestType | Specimen

sample Type | Other v

Other Sample Type

Notes

StartTest | | ScanCartridge Barcode |




VIEW YOUR RESULTS

You can visualize an individual result

R GeneXpert® Dx System
User Data Management Reports Setup View Results About

1 Click on i !
View Results

el

LN\AC |

View Results

[E=8 EoR =~

Define Graphs Maintenance

Module Name Ad ;: Views (| TestResult A
i | |Result View
Patient ID* é - pe Assay Name Xpert MTB-RIF Assay G4 Version 5
[010000234390J7 Qi rimany Cave
g Test Result | TIEIAZAIT
/ Rif Resistance NOT DETECTED
Patient ID 2 é
| ’ é [For In Vitro Diagnostic Use Only.
Z
Z
Sample ID* g
|15002498KR ’g
|
Assay XpertMTB-RIF Ass é
ay G4 g Q7777777777777 777777 iz zzzzzzzzzzzzzZz2ln
Version 5 Z Views 1 @ Legend
Reagent Lot ID* (08202 % Result View 400 ¥1[/] Probe D; Primary ||
[Specimen v | |Primary Curve [vi[/] Probe C; Primary
TestType | Speamen  ~ é o 300 [vi[.”| Probe E; Primary
g 2 i |/| Probe B; Primary
sample Type | Other - Z G v || SPC; Primary
2 :
OfhieT SAnpiaTy v 2 v /| Probe A; Primary
[ R g & v /] QC-1; Primary
L 100 [vi /] QC-2; Primary
Notes
| 0
@ 10
= am =
aeinag 44:47:00
2 Click to VIEW TEST ‘ ' \ !
IC (0] | T s View Test
I Select Test To Be Viewed
patentin e | s uaar [ st wosy | saws | frer [ an
A3 Mikobakt. Xpert MTE-RIF Assay G4 Done 0K 12016/14 14:46:35 (=1
e hosait oot TS R Assay G Done ox 128114 130007
CasstTssseon. TrETaDASEDSFSD. Ad MK [NVALD __ portMTB-RIF Assay G4 Done ox T2t 125937
C2s61ATs35F oA 2E08F 132FGFOSE . Ak Whovsit XperHTE RIF Assay G4 Done ok 12154081003
[Cogaaresseran roserazsosessa ks Wiosai Hoer NTB R Assay G Done ok 1tine 150540
. 0 A A %mmnzaﬁ A Mhossit HoerMTB R Assay G4 Done ok 1t 132541
3 Double-click on the run to visualize it T et Assay 4 bone T
i MKobsKt._ T8 DETEGTE... XpertMTB-RIF Assay G4 Done ox onaors s
CosetA7s35F 78 263F 50D808F6B.. A1 Wovstt XpertHTE RIF Assay G4 Done ok 12094 123850
[sss02ms082reA.. B3DETEICASTBRE A8 Mikobat. T DETEGTE . xpertTE-RIF Assay G4 Done ok T20ne 100220
ssse7 scT1885TA4EDES. AT Mikobai. T DETEGTE . XpertUTB-RIF Assay G4 Done ok T20ne 14133
5 iozait e MTERIF Assay 64 Done ok 120082918
casstavsssrron. Earcassicosee. A1 Mikobai. I DETEGTE . XpertUTB-RIF Assay G4 Done ox 1a0sa 123223
ase1ATs35F oA 6B 4AdBSFOSE . A4 Wovsit XperHTE RIF Assay G4 Done ok 1204 122318
casetAvsasFTs. 799084808F0SE . A1 Mikobat. T DETEGTE . xpertTE-RIF Assay G4 Done ok Tausne 10503
Casetassoeon. 50007 18882EAD.. 2 Mikobai. T DETEGTE . XpertUTB-RIF Assay G4 Done ok Ta0sne 10395
cassiwsssran. C3s4ceD 105F8S A2 Mikobait, ERROR  xpertMTE-RIF Assay G4 Abortea eror awanaasz00
5280751539630 AdaBEBFoABFOSE. A1 Mikobai. I8 DETEGTE . XpertUTB-RIF Assay G4 Done ox 12014 110055
ecsaicisssss.. (Cararsczeerose. A3 MikobsKt._ T8 DETEGTE .. pertMTB-RIF Assay G4 Done ox 12014085329
acseaBcassaFs.. ADrESICBBADE . A2 Mikouait, ERROR  xpertWTB-RIF Assay G4 Avortea o ooanatsizs
m Whossit HoerMTERIF Assay ¢ Done ok T20ne 100852
essnsFocs 0. ssr2eDcEBstoD A3 <Nons> MTB DETECTE.. xpertHTE-RIF Assay G3 Done ok oszsia 120721
5 “Nons> T NOT DETE.. xpertTB-RIF Assay G4 Done ox ouzsia 120827

GENERATE A REPORT

You can generate a report in PDF format and print it (refer to Page 9 for automatic printing options)

[E=S/EcE

User <None>

B GeneXpert® Dx System
User Data Management Reports Setup View Results About

View Results

Maintenance

806765-Cepheid training centre, Toulouss, France 28/09/15 14:02:44

Test Report

Patient ID*:
Patient ID 2:

010000234390J7

15002496KR
Specimen
Sample Type

Assay Information

Assay Assay Version _Assay Type

Xpert MTB-RIF Assay G4 5 In Vitro Diagnostic

Module Name A4 /‘: Views |{TestResult | £ |(Er
= Z
Patient ID* Z :es"m":w Assay Name Xpert MTB-RIF Assay G4 Version 5
10000234390J7 |
g Test Result
P
Patient ID 2 é
Z [For In Vitro Diagnostic Use Only.
|
Sample ID* Z
|15002495KR ‘g
Z
v
b
Assay Xpert MTB-RIF Ass é
ayG4 Z (R | »
=
Version 5 Z Views | [ Legend
Reagent LotID* 08202 g Result View 400 vi[/] Probe D; Primary ||
TestType | Specimen v ||| JPrimary Curve [vi[/| Probe C; Primary
estype | Specimen Z o 300 [vi || Probe E; Primary
g g [¥2|/| Probe B; Primary
Sample Type | Other v Z g e EP SPC; Primary
U Vi (/| Probe A; Primary
Other Sample Type Z é [vi [/] @c-1; Primary
[ Z 100 vi|./| ac-2; Primary
Notes
0
@ 10
= % =
e TR
Save Changes Export| || Report Select Graphs View Test

75

Test Result:

[MTB DETECTED LOW;
Rif Resistance NOT DETECTED

Test and Analyte Result

alyte EndPt  Analyte  Probe
e Result

Probe D 276 193 POS

Probe C 275 165 POS

Probe E 284 146 POS

Probe B 280 132 POS

spc 260 217 NA

Probe A 268 135 POS

ac-1 00 0 NEG

Qc-2 0.0 0 NEG

User: Mikobakteriologijas Lab

Status: Done Start Time: 26/01/15 11:17:08

Expiration Date*: 15/05/16 End Time: 26/01/15 12:57:46

SIW Version: 44a Instrument S/N 702365

Cartridge SIN* 333608671 Module SN 638065

Reagent Lot ID*: 08202 Module Name: A4

Notes:

Error Status: OK

Errors

<None>



SOFTWARE KEY MESSAGES

It is crucial to understand the key messages delivered by the software.

The most frequent messages are explained in the following pages.

. INVALID
. NO RESULT
. ERRORS

5005, 5006, 5007
2008
212(X)

. 5011

//Cepheid.

A better way.



n GeneXpert® Dx System

INVALID

User Data Management Reports Setup View Results About

Create Test

I
\

Check Status

Module Name A3

1o

Stop Test View Results

Patient ID™
01000023438CG9

Patient ID 2

Sample 1D
15000127KR

Assay Name Xpert MTE-RIF Assay G4 Version 5

= e =

User <None>

Define Assays Define Graphs Maintenance

Test Result | INVALID

‘| [For In Vitra Diagnostic Use Only.

Assay Xpert MTB-RIF Ass

ay G4

Version 5

Reagent LotID*
Test Type | Specimen hd

Sample Type | Other -

Other Sample Type |

Notes

140

140

110

Fluorescence

70

a0

Legend
vl [/] Probe D; Primary [~ |
[vi [./] Probe C; Primary
¥ || Probe E; Primary
[vl || Probe B; Primary
¥ | | SPC; Primary
¥ |,/| Probe A; Primary
¥l [/] @c-1; Primary
vl || @c-2; Primary

:

Save Changes || Export || Report || Select Graphs || Im |

20 30 40
Cycles

4]

Solutions

PCR was inhibited due to
inferring substances

Inadequate sample was used

Improper specimen
storage/collection/preparation

Improper kit storage conditions

Consequences

Use the correct specimen type

Avoid the presence of inhibiting
substances in the sample
(e.g. pus, citrate, bilirubin, iodine, gel, etc.)

Internal Control failure
INVALID

Check the sample quality

(density, viscosity, etc.)

Follow recommended instructions on
sample collection, preparation and stor-
age

Check Xpert kit storage conditions and
shelf life

77




NO RESULT

B GeneXpert® Dx System o= =
User Data Management Reports Setup View Results About User <Hone>
S = o —
] | [c, @ A o Y N
=R - b = m' ]
&. LSS - S @ L
Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Module Name A4 Test Result
- Result View :
Patient ID Assay Name Xpert MTB-RIF Assay G4 Version 5
1000351KR Primary Curve
Test Result | [[eR{=31]8
Patient ID 2 :
3 For In Vitro Diagnostic Use Only.
Sample ID
033001123HD
Assav Xpert MTB-RIF Ass |

Origins Consequences Solutions

Ensure the power supply is stable

Power failure (UPS, surge protector)

Use “Stop Test” only when it is

“Stop Test” function was used
necessary

NO RESULT Do not open other applications on the
computer while tests are running

Do not install any external software on

Computer freeze or crash
the computer

during the test

Restart the PC once a week to avoid
computer from freezing or crashing

78




ﬂ GeneXpert® Dx System
User Data Management Reports Setup View Results About

Create Test

4 [l

Check Status Stop Test

ERRORS

[E=5 EeR =

User <Hone>

View Results Define Assays Define Graphs Maintenance

Module Name A2 /[ TestResult |  Analyte Result | Detail | Errors History |  Support
Patient ID L :
Primary Curve :
C2581ATBI5F78AS : _#| Description | Detail | Time |
1 | |Post-run analysis [Error 5007 [QC-1] probe check failed. Probe checkvalue of 15.8 for 181214
Patient ID 2 ] error reading number 2 was below the minimum of 32.0 09:19:33
|2 Post-run analysis [Error 5007 [QC-2] probe check failed. Probe checkvalue of 36.4 for 1azM4
3 error reading number 2 was below the minimum of 40.0 09:19:33
Sample ID*
36E38658C05FGRAG

ERROR results could be due to sample quality, cartridge preparation, module, car-
tridge integrity. It is essential that all operators understand and identify the root causes
of errors that may occur in order to avoid rising error rates.

Click on “Errors” tab to obtain details about the specific ERROR.

Always refer to the Troubleshooting section of the latest GeneXpert Operator Manual.

You may contact Cepheid Technical Support to help you diagnose and solve your

issues
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ERROR 5007/5006

=)

User <None>

n GeneXpert® Dx System
User Data Management Reports Setup View Results About

El @

View Results

i
15

Create Test Check Status Stop Test Define Assays Define Graphs Maintenance
Module Name A2 ;]  Views  |(TestResult | Analyte Result | Detai iErrors History
[ Patient ID |[7 ] JResult View Jubleshoot
Primary Curve :

C2381AT035R78A8 {[#]_ Description Detail Time
i1 |Post-run analysis ;Error 5007: [QC-1] probe check failed. Probe check value of 15.8 for }18/12/14

‘ patient ID 2 ] : lerror ﬁreading number 2 was below the minimum of 32.0 109:19:33
12 |Post-run analysis Error 5007: [QC-2] probe check failed. Probe check value of 36.4 for [18112/114
t lerror Ireading number 2 was below the minimum of 40.0 109:19:33

| sample ID* |

|36E38658C05F68A6

Origins

Consequences

Solutions

Cartridge filter partially

Sample too viscous or dense
clogged

Make sure the sample is liquid before
transferring to the cartridge
Additional tips can be provided upon
request

Incomplete rehydration

Incorrect sample volume
R of beads

Always add correct volume of sample
(per Package Insert)

Avoid generating bubbles when
transferring the sample into the cartridge

Damaged, degraded

Probe integrity issues probes

Store the cartridges as per Package
Insert instructions (temperature & humidity)

Dust accumulating in-
side the instrument
(optics)

Insufficient maintenance

Perform regular maintenance as per
current Operator Manual
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Sample too viscous or dense

ERROR 2008

n GeneXpert® Dx System EI@

User Data Management Reports Setup View Results About User <Hone>

Create Test Check Status Stop Test i i Maintenance

Patient ID Rgsult‘.‘iew Troubleshoot
|Primary Curve :
3 : # Description Detail Time
|1 [Operation Error 2008: Syringe pressure reading of 120.0 PS| exceeds the protocal  |18/05/12
Patient ID 2 ] terminated limit of 120.0 PSI 13.37:37
Sample ID
G634
A s Vet MATO DIC Acn~ |58 0
Origins Consequences Solutions

Make sure the sample does not contain
any solid particles

Cartridge filter is Make sure the sample is liquid before
Sample contains solid particles, clogged transferring it to the cartridge
debris
Additional tips can be provided upon
request
Error 2008 occurs
Module malfunction regularly in the same Contact Cepheid Technical Support

module
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n GeneXpert® Dx System

ERROR 212(X)

(=N o =5

User Data Management Reports Setup View Results About User <None=

Create Test Check Status Stop Test View Results Define Assays Define Graphs Maintenance
Module Name A4
| Patient ID | e}'.ult c Troubleshoot
rimary Curve :
1000351KR | # Description Detail Time
|1 [Communication |Code 2123: Module A4 lost communication while test was running, 011015
| Patient ID 2 | ] Lost |atternpting recovery 17.32.16
2 [Communication |Code 2124: Module A4 communication restored 01110015
] Restored 17.39:50
|13 [Communication |Code 2124: Module A4 communication restored 01110015
| Sample ID | E Restored. i i : : 17:40:10
|4 [Communication |Code 2123: Module A4 lost communication while test was running, 011015
033001123HD 3 Lost attempting recovery 17:40:10
Assay Xpert MTB-RIF Ass
av G4

Origins

Power supply issue (main or UPS)

Faulty PC-GX Ethernet
connection

Room temperature

Computer virus interfering with
communication

Anti-virus automatic update in-
terfering with communication

Gateway Board or
GX Power supply failure

Consequences Solutions

Ensure the power supply is stable
(UPS with surge protector, generator)

Unplug and re-plug Ethernet cable
between computer and instrument, re-
start the system

Ensure room temperature is 15°-30°C
Communication loss

with all modules
Scan the GX Computer for viruses

Perform anti-virus software update
manually when no tests are running

Contact Cepheid Technical Support

Module internal temperature

Connection issue inside the
GeneXpert System

In the Maintenance section verify that the
Communication loss module temperature is below <39°C

with an individual

module . .
Contact Cepheid Technical Support
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ERROR 5011

n GeneXpert® Dx System EI @

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

Create Test Check Status Stop Test Define Graphs Maintenance
Module Name A1
Patient ID Troubleshoot
C2581ATBISFTBABFF {[#]  Description Detail Time
i1 |Postrun analysis Error 5011: Signal loss detected in the amplification curve for analyte 191214
Patient 1D 2 2 BITor [Frobe B]. 38.0 decrease in signal with 21.3% decrease at cycle 36. 121338
Views Legend
sample ID Result View 300 ¥l [/] Probe D; Primary [ |
Primary Curve [¥l /] Probe C; Primary
E3556D?8?8F05ED| -
o [v] |Z Probe E; Primary
g 2w ¥l [/] Probe B; Primary
Assay Xpert MTB-RIF Ass 3 o ¥ | | sPC; Primary
ei} -
ay G4 £ [¥l || Probe A; Primary
_ 2 100 ¥ [/] ac-1; Primary
Version 5 v Z QC-2; Primary
Reagent Lot ID* 03202
TestType [Specimen  ~ | 0 T 20 p
Cycles
Sample Type | Other hll B =
[ =1
Save Changes | | Export | | Report | | Select Graphs | | View Test

Origins Consequences Solutions

The cartridge PCR tube is not

air-tight Use a new cartridge

Loss of pressure in the
cartridge

Cartridge valve malfunction Contact Cepheid Technical Support
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SAVE YOUR DATA

E GeneXpert Cx System

Use: | Data Management | Reports Setup AE
Archive Test -
Retrievﬂest lg““

Create Test Check Status

1 Choose Data Management and Archive Test

B GeneXpert® Dx System
User DataManagement Reports Setup About User <None>
T T
[ Select Test(s) To Be Archived =)
Delete Archived
Select All Deselect All Select Deselect Select New o oA [ Cloak Ibs
Highlighted Highlighted Archive
_ Sample Module Error Start
His | Patient ID ‘ 5 ‘ e ‘ User ‘ Result | Assay ‘ Status ‘ Status ‘ Date ‘ | |
v |, [01000023439987 |15002623KR A3 Wikobakteriolo... MTB DETECTE... |Xpert MTB-RIF Assay G4 |Done oK 2710115 09:54:16 | =
2 Ch t t f h R || 7 010000234395F7 |150025761K A1 Mikobakteriolo... MTB NOT DETE... [Xpert MTB-RIF Assay G4 |Dane oK 2710115 07:03:52 || [
00se [eslts 10or arcnivi ng || [ |01000023439RXC 15002575KR AL Wikobakteriolo... MTB NOT DETE... Xpert MTB-RIF Assay G4 |Done oK 2710115 07:03:26
7| 4 [01000023439503 |15002574PK A3 Wikobakteriolo... MTE NOT DETE... [Xpert MTB-RIF Assay G4 |Done oK 27/01HE 07:03:01
01000023439NA4 1500257248 A1 Wikobakteriolo... MTE NOT DETE... [Xpert MTB-RIF Assay G4 |Done oK 2610115 14:29:05
L 0002343904 1500257048 A3 Wikobakteriolo... MTB NOT DETE... [Xpert MTB-RIF Assay G4 |Done oK 26101115 14:28:03
[} 000234390NO |150025550P A2 Wikobakteriolo... MTE NOT DETE... Xpert MTB-RIF Assay G4 |Done oK 26/0115 13:14:40
[0 [19037914456 15002546C1 AL Wikobakteriolo... MTE NOT DETE... [Xpert MTB-RIF Assay G4 |Done oK 26101115 13:13:56
[ |01000023439P01 |15002528KR 21 Wikobakteriolo... MTB DETECTE... |Xpert MTB-RIF Assay G4 |Done oK 26101115 12:28:07
[ |010000234390FS |15002492KR A3 Wikobakteriolo... MTE NOT DETE... [Xpert MTB-RIF Assay G4 |Dane oK 26/0115 12:27:39
[ |01000023439NI7  15002481KR A2 Wikobakteriolo... MTE NOT DETE... [Xpert MTB-RIF Assay G4 |Done oK 2610115 11:17:47
[0 |010000234390.7 |15002496KR AL Wikobakteriolo... MTB DETECTE... |Xpert MTB-RIF Assay G4 |Done oK 26101115 11:17:08
[ |010000234390.7 |15002496KR A2 Wikobakteriolo... ERROR Xpert MTE-RIF Assay G4 |Aborted  |Error 26/01115 10:39:59
[ |01000023439NLS |15002482KR A1 Wikabakteriolo.. |MTB NOT DETE .. Xpert MTB-RIF Assay G4 | Done oK 26/0115 10:39:21
[ |01000023430NI17  15002481KR Ad Wikobakteriolo... ERROR Xpert MTB-RIF Assay G4 |Aborted  |Eror 26/0115 10:38:55
[ |01000023439NH7 |15002480KR A3 Wikobakteriolo... MTB NOT DETE... [Xpert MTB-RIF Assay G4 |Done oK 26101115 10:38:30
[ |01000023439N28 15002479KR A2 Wikobakteriolo... MTB NOT DETE... [Xpert MTB-RIF Assay G4 |Done oK 26101115 08:55:16
[0 |22085911425 15002412KR A2 Wikobakteriolo... MTE DETECTE... |Xpert MTB-RIF Assay G4 |Done oK 2310115 11:57:09
| [| O |o1000023439m0K |15002410kR AL Wikobakteriolo... ERROR Xpert MTB-RIF Assay G4 |Aborted  |Eror 230115 1153:22 | ||
Al O [14117010307 15002337KR Ad Wikobakteriolo... MTB DETECTE... |Xpert MTB-RIF Assay G4 |Done oK 23101115 10:07:22 |_|
Lo 1500048400 4 coone TR RIE 4 lanodna o n0mamE 19-anan |Z
v —
3 O K i oK || cancel
"
‘ | Module A3: Performing Self-Test at 20/09/15 16:12:36 I
Archive Test(s) =5
;ﬁ 5 test{s) selected for archive.
=1 Y
4| Proceed [TCancet 1] prove |
B save ==
Save In: ||jexl)0rl '| EEE'E—E“—E
D 806765 HBDC, Toulouse, France_2015.05.28_14.07.17.gxx
D 806765 HBDC, Toulouse, France_2015.05.28_14.08.48.gxx
D 806765 HBDC, Toulouse, France_2015.06.03_08.30.02.gxx
D 806765 HBDC, Toulouse, France_2015.08.24_08.30.02.gxx
D 806765 HBDC, Toulouse, France_2015.09.22_08.30.02.gxx
5 Flle name glven autOIllatlca”y File Name:  |B06765 HBDC, Toulouse, France_2015.09.29_16.31.24.gof |
Files of Type: ‘ GeneXpert® Archive Files (.gxx) hd |
| cancel
Archive Test(s) @

yﬁ 5 test(s) successfully archived.
§§ Check details in C:\GeneXpertiDatabase log\Archive_log_2015.09.29 16.31.46.1xt.

6| OK

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

Look up the archived file

»
»
@v‘ . » Computer » Local Disk (C:) » GeneXpert » export - ‘ +3 | | Search export
Organize u Open Burn New folder fi==
T Name . Date modified Type
B Desktoy 806765 HBOC, Toulouse, France_2015.05.28_14.07.17.qux 5/28/2015 2:07 PM GXX File
P g € L Y 9
|8 Downloads u 806765 HBOC, Toulouse, France_2015.05.28_14.08.48.quxc 5/28/2015 2:08 PM GXX File
#& OneDrive u 806765 HBOC, Toulouse, France_2015.06.03_08.30.02.gxx 6,/3/2015 8:30 AM GXX File
(E-'!—"‘ Recent Places u 806765 HBOC, Toulouse, France_2015.08.24_08.30.02.qux 8/24/2015 £:59 PM GXX File
. . u 806765 HBOC, Toulouse, France_2015.09.22_08.30.02.qux 9/22/2015 4:43 PM GXX File
l R| g ht chck on e P> | | 806765 HBDC, Toulouse, France 20150929 252124 9/29/20154:31 PM  GXX File
. ) Documents Open
the flle J‘ Music Scan for Viruses...
[5] Pictures Restore previous versions
Videos
B Send to b | €}  Blustooth device
8 Computer cut |1, Compressed (zipped) folder
ﬂ Local Disk (C:) B Ml Desktop (create shortcut)
= Removable Disk (E) @ PRGNS
Create shortcut 53 || Farecipient
€ Network kD ) Mail recipient
Rename -
» . .
Send to.. > Properties &[5 ovDRW Drive (D)
. o Removable Disk (E:)
DVD RW Drive “ ; -

L 806765 HBDC, Toulouse, France_2015.09.... Date modified: 9/29/2015 4:31 PM Date created: 9/29/2015 4:31 PM
GXX File Size: 947 KB

%ﬂ@ » Computer » DVD RW Drive (D:) ~ | 3 |[ search DVD AW Drive (D) 2|
o~ B
Choose.. =———p oz — ( Bumtodisc ) Delete temporary files =~ 0 @
. _;)r Eavorites Name Date modified Type Size
Burn to dlsc - Desktop 4 Files Ready to Be Written to the Disc (1)
s Downloads 806765 HBDC, Toulouse, France 2015.09...  9/29/2015431PM  GXX File 948 kB
#& OneDrive

] Recent Places

(4 Libraries
[ Documents

I

@ ﬁ Burn to Disc

Please wait...

1 Performing final steps to finish this disc...
Wait... L

Estimated time left: 30 seconds

I

@ £ Burn to Disc

You have successfully burned your files to the disc

Do you want to create another disc using these same files?
Yes, burn these files to another disc

To dose this wizard, dick Finish,

v

6] Finish G =

Keep a CD-RW (rewritable) in you institution for this purpose
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MAINTENANCE

REQUIRED MATERIALS

= 1:10 dilution of household chlorine bleach* (used within 1 day of preparation)
= 70% ethanol solution

= Lint-free wipes; brushes; gloves; clean water; eye protection

o Daily Maintenance

Clean work area -g Keep the doors upright Discard used cartridges

« Weekly Maintenance

Restart the system, switch on the GeneXpert System then the Computer  Use dust cover

g*

« Monthly Maintenance

Clean cartridge bays
Clean instrument surfaces

Clean plunger rods

Archive results

Clean fan filters

ﬂ GeneXro.lZ Calytt=m

Us“r Peports Setup AL
Retrieve Test

Ty =

« Yearly Maintenance

Check the module performance with Xpert°Check once a year (after monthly maintenance)
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DO’S AND DON’TS

COMPUTER
Install anti-virus software provided by Cepheid or Don’t install any non-approved software:
validate your institution’s anti-virus this computer is dedicated to GeneXpert System

Update the anti-virus regularly Don't alter the computer, Windows or GxDx software

settings
Use CD-RW for transferring data Don’t use USB memory sticks
Verify that the computer’s date and time is correct Don’t change the default password “cphd”

Don’t exclude a module from tests without Cepheid’s

Save your data at least once a month .
assistance

GENEXPERT SYSTEM

Install the GeneXpert System on a stable surface in a

controlled temperature environment

Don’t replace any part without Cepheid’s assistance

Perform regular maintenance and cleaning

Don’t obstruct the fan grid on the back panel of the GX

Wear disposable gloves when working

Don’t move the system when tests are in progress

Use the dust cover whenever the system is not working

Don’t insert anything in the PCR tube slot except the
provided dry brush for maintenance or Xpert Check

Restart the system once a week

Don’t put vibrating equipment on the same bench with
the GeneXpert System

CARTRIDGE

Store cartridges at the recommended temperature

Don’t store cartridges in high or low temperatures

Store cartridges away from daylight

Don’t store cartridges containing samples beyond the
recommended time

Hold the cartridge by its body

Don’t hold the cartridge by the PCR tube

Write the Sample ID on the side of the cartridge

Don’t write the Sample ID on the barcode or the lid

Always keep the cartridge on a stable surface

Don’t shake the cartridge
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ASSISTANCE FROM CEPHEID

Before contacting Cepheid prepare this information in advance

Information on your GeneXpert

Person in charge (name)
Phone number

Serial number of your GeneXpert System (on the back
panel)

E-mail address
Address

City

Country

Computer Service Express Service Tag Number

UPS (manufacturer, model)
Description of the issue

Error message(s)
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USEFUL CONTACTS

Should you face any issues or require refresher training, please contact your local Authorized
Service Provider (if available in your country), or Cepheid directly.

CONTACTS

Local Service Provider @

Training Center +33.5.63.82.53.94 training@cepheid.com

Online registration for training +33.5.63.82.53.94 http://cepheidlearn.elmg.net/ets

Technical Support Hotline +33.5.63.82.53.19 support@cepheideurope.com

Technical hotline 888-838-3222, :

(U.S.A based) Option 2 techsupport@cepheid.com
Quoteslinternational@cepheid.com

Quotes and orders +33.5.63.82.53.09 ordersinternational@cepheid.com

//C‘epheid.

301-7819, Rev. C. March 2020
A better way.
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