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Xpert® Calibration (English)

Important: Read and understand this entire document before performing the data collection procedure.

Proprietary Name
Xpert Calibration

Common or Usual Name

Xpert Calibration Q
Intended Use CP
The Xpert Calibration kit is part of a calibration, verification, and hardware test system for 6-Color GeneXper ules. The Xpert
Calibration kit is used to recalibrate the optical system, verify the thermal system and perform a series of systefa-level tests to ensure full

system functionality within Cepheid’s instrument servicing specifications. One calibration cartridge is u@ calibrate a single module

in conjunction with the Xpert Calibration Software. \\

Summary and Explanation
The GeneXpert (GX) module is the basis for all GeneXpert instrument systems worldwide% GX module requires recalibration
after every 2,000 PCR tests or 1 year of utilization, whichever comes first.

The Xpert kit includes reagents for the optical recalibration and performance verifi@ati f the module. Probe Check Controls (PCCs)
verify reagent rehydration, PCR tube filling in the cartridge, probe integrity, and@nt stability. Thermal performance is verified via
proprietary thermal probe chemistries, and module hardware performance is tested and verified by a suite of subsystem-specific tests
which exercise all critical elements of the GX module. %

The calibration process consists of two phases. The first phase is t tion of module testing using the cartridges contained within
this kit. The second phase consists of Cepheid Quality Assuran 1cW, followed by the issuance of an activation code to enable each
module’s new calibration interval. The Xpert calibration process i§not complete until the activation code is applied to the system.

Reagents and Instruments

Y 4
Materials Provided o\ s

The Xpert Calibration kit contains the following;

Xpert Calibration cartridges with integrated reaction tubes 5 per kit
Each cartridge contains the followi erials:

1 per cartridge

« Bead 1 ‘\\

+ Reagent 1 @ 1.0 mL per cartridge
PICD & 1 per kit
Data CD 2 & 1 per kit

Note: Safety@ets (SDS) are available at www.cepheid.com/tests-and-reagents/literature/msds or
i

WWW.ce international.com/tests-and-reagents/literature/msds.

Storagn&Handling
T

& e Xpert Calibration cartridges at 2-28 °C.

. the cartridge within 48 hours of opening the foil pouch.

* Discard cartridges that have been removed from their foil-wrapped pouches outside of the approved usage interval.
* Do not use cartridges that have passed the expiration date.

* Do not open a cartridge lid until you are ready to perform testing.

*  Lid must be opened (vented) prior to use of cartridge; however, no sample is required for calibration.

*  Discard all used and unused cartridges once the GX Calibration session is completed.

Note: Contents of cartridges are non-hazardous.
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Xpert® Calibration (English)

Materials Required but Not Provided

*  GeneXpert Dx or Infinity System with Cepheid-supplied computer and barcode scanner.
*  6-color GeneXpert instrument.

+  Xpert Calibration Software CD 1 (Xpert Cal 1.0 or higher)

Limitations

+  For use only with 6-Color GeneXpert modules (running GeneXpert Dx software version 4.0 and above). 4-Color GeneXpert
modules (including Bio-threat modules) and Dual-Cal modules cannot run Xpert Calibration and must be calibrated by Cepheid

Service.
*  Use of the Xpert Calibration kit does not guarantee that the GeneXpert instrument will be free of hardware failures, nor d %ke
the place of a Cepheid Service Agreement. Q

Warnings and Precautions oo

*+  Follow your institution’s safety procedures for working with chemicals.

* Do not add sample or other reagents to the Xpert Calibration cartridges. 6
* Do not use a cartridge that has a damaged reaction tube. \\0

* Do not use cartridges from visibly damaged or compromised foil pouches. o

*  Contact Cepheid Customer Service for replacement of damaged kit contents. \&

*  Each single-use Xpert Calibration cartridge is used to process one test. Do not reg cartridges.
* Do not open a cartridge package or break the lid seal until you are ready to perfor: ting.

* Do not use a cartridge if it is dropped.

*  Allow the Xpert Calibration cartridge to come to room temperature prior to it has been placed in cold storage. Wait at least
10 minutes after removal from cold storage before using.

* Do not store single cartridges. Cartridges left over from an Xpert Cali n session, including pouched/unopened cartridges
should be discarded along with spent cartridges.

* Do not use cartridges whose shelf life has expired. The system witll detect expired cartridges and abort the test.
*  Once a cartridge barcode has been scanned, do not Sub\ nother cartridge in place of the scanned cartridge.

* If using an internet-enabled Xpert Calibration, up-t nti-virus software must be installed on the desktop or laptop computer
with updated virus definition files, prior to exec ert Calibration.

30 °C). Xpert Calibration will render a syst odules unavailable if the internal temperature is above 40 °C. The internal

*  Prior to running Xpert Calibration, ensure tigt the“environmental operating temperature is within the correct limits (15 °C -
temperature can be verified in the M@nt@lce section of the GeneXpert DX software. Do not proceed under these conditions.

+  Xpert Calibration expects the same ter to be used throughout the entire process. The computer installed with the GeneXpert
system should be used, and not r computer from a different GeneXpert system.

*  The Xpert Calibration Acti ode will expire if not applied within 30 days of completion of calibration.

Assistance and Cont ormation

document.

For a complete listing é eid technical support, service support, sales support, and headquarters contacts, please see page 44 of this

<

2 301-1520, Rev. C December 2013



Assistance and Contact Information

Table 1.  Software Buttons, Icons and Symbols

Definition

Information. Click on this icon to obtain additional information. Displays the
Information Key workspace screen which has an explanation of the various module
icon displays.

advance the display to the next screen.

Sy

m Continue to End. Clicking on this icon moves the user to the last screen. 00
RY

. Exit. Exits the Xpert Calibration application. o\

<
O

Continue. This icon is located at the bottom of most screens. Click on this icon to :

About. Brings up the About screen which bring@ame of the software, the
software version number, copyright notice, etc.

0

m
'
Home. Go to the Home scree o

4
«
Repeat/Retry. Re ing a calibration cartridge to attempt to calibrate a module
that has had ccessful test of a minor nature or if the cartridge has not been
vented by th . Used on the ‘Calibration Test’ screen.

R
%Qcking on this icon takes the user to the previous screen.

A4

Cancel. Cancel the current operation. In most cases this will mean going back to the
previous screen. In some cases, it may mean going back to the screen before the
one that started the current operation.

Un-selects all modules for calibration. If you only want to calibrate a few modules,
you may deselect ALL of them, and then reselect only the ones you wish to
calibrate. Used when an administrator or service engineer has logged in.

Select all of the modules for calibration. The default setting for the system. Also used
when an administrator or service engineer has logged in.
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Xpert® Calibration (English)

Table 1.  Software Buttons, Icons and Symbols (Continued)

Symbol Definition

Connectivity Status. Indicates the GeneXpert is connected to the internet.

S

s

Connectivity Status. Indicates the GeneXpert is not connected to the internet.

Q)

Skip Current Module. Skip the current module and do NOT attempt to caIibrateEheG

current module. Used on the ‘Load Calibration Cartridges’ screen.

,60

Skip Current Module. Skip the current module and c’i@ mpt to calibrate the

“ current module. Used on the ‘Load Calibration Cartridges§ screen

Skip Remaining Modules. Skip all the rema@ godules and do NOT attempt to
calibrate them. Used on the ‘Load Calibr@ artridges’ screen

Indicates a module with a calibrati’n test in progress.

W
o
o

AN -
Indlc% completed module calibration test.

Retest required. Indicates an incomplete calibration data collection. A message will
o notify the user that the test must be rerun. A further message will indicate if the
existing cartridge can be reused for the test or if a new cartridge must be used.
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Assistance and Contact Information

Table 1.  Software Buttons, Icons and Symbols (Continued)

Symbol Definition

Service required. Contact the Cepheid Authorized Service Provider (ASP).
Module will no longer be available to run Xpert assays until serviced.

Burn. Burn a CD containing the collected calibration information (for users wit ao
active internet connection).

Start Calibration Process. Leads the user through the calibration p@é

Enter Activation Code. Go to the ‘Enter Activation Cod@een.
& ®
Activation Status. Launch the Adobe% er® to review the calibration certificate
— on the ‘Activation Status’ screen. o

o

L 4
‘ Upload Calibration Data iom File. Go to the ‘Upload Calibration from File’ screen.

Upload @ration Data from CD. Go to the ‘Upload Calibration from CD’ screen.
<O
&

View Calibration Certificate PDF. Launches the Adobe Reader to view the calibration
certificate.

Read Calibration Code. Open a file to read the calibration code.

Q Scan. Turn the barcode scanner on, and accept the next scanned input.

- View and Print. Launch the Adobe Reader so you can view and then print a PDF file.
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Xpert® Calibration (English)

System Preparation

Note: Prepare the system for calibration by following one of the three procedures listed in this section for the GeneXpert Dx, the

Infinity-48, Infinity 48s or the Infinity-80.

GeneXpert Dx Preparation

1.

Create an Admin level User Name and Password in the GeneXpert software if one does not exist. Xpert Calibration requires this
logon credential to be established prior to starting.

2. Have your authorized Service Provider (ASP) ID code available before continuing to the next steps.
3. Exit the GeneXpert Dx software. &
4. Go to Data Collection Procedure - Dx and Infinity on the next page of this document. Q

Infinity-48 Preparation C o

1.

equires this

Create an Admin level User Name and Password in the GeneXpert software if one does not exist. Xpert Calibra
logon credential to be established prior to starting.

2. Have your authorized Service Provider (ASP) ID code available before continuing to the next steps, \0

3. Perform the steps in Appendix A in this document to put an Infinity-48 into Manual mode fromo\nation mode.
4. Go to Data Collection Procedure - Dx and Infinity on the next page of this document. &

Infinity-48s or Infinity-80 Preparation o

1.

LA I A

Create an Admin level User Name and Password in the GeneXpert software if ony th exist. Xpert Calibration requires this
logon credential to be established prior to starting.

Have your authorized Service Provider (ASP) ID code available before conﬁn@ to the next steps.
Exit the Infinity System software.
Open the glass doors following the instructions in the Infinity O anual.

Go to Data Collection Procedure - Dx and Infinity on the next page of this document.
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Data Collection Procedure - Dx and Infinity

Data Collection Procedure - Dx and Infinity

Important: Before collecting data, be sure to prepare the system for calibration as described in the preceding section.

Internet-connected users should verify their system’s connectivity status prior to beginning the Xpert calibration
process.

Note: Use care in inserting CD1 into the CDROM drive. Be sure the CD is fully seated in the tray before closing the drive door.
Note: All screens displayed and reports generated in this program are in English only.

1. Place the Xpert Calibration Software CD 1 in the computer connected to the GeneXpert Dx instrument, or in the kiosk computer

for the Infinity. A
2. This step varies with the operating system installed on your computer: Q

*  Windows XP: On the computer desktop, right-click the My Computer icon and a drop-down menu wi QClick Explore,
then right-click on the applicable drive letter for your CD drive.

Select Explore from the drop-down menu, and the files located on the CD will then be display@

Find and right-click the XpertCalibration.exe application, and when the drop-down me \\ears, click Open to launch the
software. b

*  Windows 7: On the computer desktop, right-click the Computer icon and a drop; menu will appear. Click Open, then
right-click on the applicable drive letter for your CD drive.
Ql be displayed.

Find and right-click the XpertCalibration.exe application, and when@drop—down menu appears, click Open to launch the
software.

Note: The software may take some time to load from the CD. o

=

Select Open from the drop-down menu, and the files located on the C

3. The Terms of Service screen appears. Use the scroll bar to readithrough the entire document. You will be asked click the check box
(below the screen) to verify that you have read and agree togthe Terms of Service before continuing. See Figure 1.

o APSI SanUIGUUn eIy

Cepheid

Scroll down to read the
Terms of Service entire document.

/

[Cepheid Genexpert System Calibration Sofiware License Agre‘\en

{Cepheid s the exclusive owner of the Cepheid GeneXpert ration Software program (the "Software”), related documentation and physical media, and
10' all copyright, trade secret, patent, trademark and other i | oMndustrial property rights except as otherwise provided therein or in accordance with the
fterms of this agreement or notices. Physical media an oMBE Software, whether in diskelte, tape, paper or other form, shall remain the property of
{Cepheid, and such copies are deemed o be on loan (%r during the term of the License granted hereby. Purchaser expressly acknowledges that no titie
fto or ownership of the Software, or any copy or poi| s transferred to Purchaser. The ideas and expressions thereof contained in the Software are
(confidential, proprietary information and trade pheid that are provided to Purchaser. Purchaser shall not cause or permit decompilation,

} or reverse ofthe copying, display, loan, publication, transfer of possession (whether by sales, exchange, gift Note: A copy of these Terms of
)

loperation of law o otherwise) or other di jon'of the Software and related documentation, in whole or part, to any third party without the prior written . .
consent of Cepheid Service is located on CD1.

License Grant Cepheid gv non-exclusive, non-transferable license (the "License") to use only one (1) copy of the Software on the computer
N
0l

provided by Cepheid with al or Infinity )and tothe and to make only one (1) copy solely for back-up

purposes. Purchaser shaj wise copy and shall not modify, duplicate, translate, disassemble, or decompile the Software without Cepheid's prior written

consent Ifthe Software computer other than the one provided by Cepheid for the GeneXpert or Infinity Instrument, Cepheid will not guarantee

performance anx rovig® technical support for problems arising therefrom. Purchaser may not use this single-user product on a network. This License
S/ fr

fentities Purchase; free telephone support as provided by Cepheid. This License is effective until terminated. Cepheid may terminate this License if
‘Purchaseraco with any of the terms or conditions of this License or of the original purchase agreement. If this License is terminated, Purchaser must

(destroy all gdfffes of the Software and its related documentation
rimo urchasers, the Software is commercial computer software subject to restricted rights under FAR 52.227-19 (C) (1, 2).

[J1 have read and agree to the Terms of Service.

Figure 1. Terms of Service Screen

4. After agreeing to the Terms of Service, the Login screen will appear. Log in with your GeneXpert Dx or Infinity designated USER
NAME and PASSWORD (previously assigned to you by your system administrator). After entering your login information, click
the forward arrow button at the bottom of the screen to advance to the next screen (the Xpert Home screen). See Figure 2.

Note: The user name and password are the same ones you used for the GeneXpert Dx or Xpertise software.
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Xpert® Calibration (English)

Bl X pert Calibration

Cepheid
£ Login
PASSWORD O-m |
\Enter your designated USER NAME
and PASSWORD as assigned by A
your system administrator.
This buttén, | d at the
bottom o t screens, is
— use! dvance to the
né n.
Figure 2. Xpert Calibration Login Screen o :
In case of a login error, the following screen will appear. See Figure 3. 0

Bl X pert Calibration

Cepheid

USERNAME @ | \|§
00

L/

>

&

Figure3. L rror Screen

5 If aﬁ\ or occurs, recheck the USER NAME and PASSWORD entries for errors. If necessary, reenter the information and
retry. After entering your login information, click the forward arrow button at the bottom of the screen to advance to the next
screen (the Xpert Home screen).

6. Obtain a sufficient number of cartridges for the number of module to be tested.

Important: Do not open cartridge packages until you are ready to scan the cartridge barcodes (in step 15).

Note: Only an Administrator can exclude (deselect) individual modules from this calibration test. When determining the number of
cartridges that will be needed for this test, the user should be aware of the number of modules that they will be calibrating.
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Data Collection Procedure - Dx and Infinity

7. Click the Collect Calibration Data icon on the Home screen (See Figure 4). After a few seconds, the first Contact Information
screen (Figure 5) will appear.

B Xpert Calibration

Cepheid

& Home

Icon Indicates Internet
Access Status

User Nam *

Start Calibration -

Collect Calibration Data Upload Calibration Data CDr

QH#

Enter Activation Code

I I
I I
I I
I I
I I
I I 0
| | \\
| Upload Calibration DataFile |
i \‘ R
For Use only by an

Authorized Service
Provider (ASP)

Figure 4. Home Screen

8. When the first of two Contact Information screens appear (see Flgu ; Figure 6), fill out the fields in the two screens. Use the
large navigation arrows at the bottom of the screens to move b twet € two screens.

Note that fields marked with “+“are mandatory fields.

Bl X pert Calibration

Cepheid

John Smith

Contact Information

Instrument Narme : |My GeneXpert

-

-

A

City Eﬁ@ |Ger|er|c Town

éelprovmce [ca
\ Postal Code [95000

4

4

Country K)B [usa

Figure 5. Contact Information Screen - Page 1
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Xpert® Calibration (English)

B Xpert Calibration

Cepheid
Contact Information In this mandatory field,
enter your Authorized
Email | | Service Provider’s ID
Phone ./ 123456 |- code. The ID code is

Clicking on this icon Ext | = ;OUI’ characters. as

will take the user back Mobile ﬁ/ escribed in the

to the first Contact Service Provider 1:} Cepheid Service | note below. %

Information screen This code SQ
pr(&@ r ASP.

icking on this icon
| take the user
to the Open Module
Doors screen

Figure 6. Contact Information Screen - Page 2 0

Note: The ASP-provided ID code for the Service Provider on the Contact Informatiomscieen consists of four characters. (As examples
for the United States, use US, followed by two digits, such as US01, US28 ).

9. When all information has been entered, click the forward arrow button afjghe bottom of page 2 of the Contact Information screen.

The Open Module Doors screen will appear. See Figure 7. Manual (e module doors to enable cartridge loading.

B Xpert Calibration

Cepheid

John Smith

B Open Module Doors

Clicking on this icon
will take the user

to the Module
Preparation screen

Open all module door<

<

Figure 7. Open Module Doors Screen

10. After opening all the module doors, click the forward arrow button at the bottom of the screen. The Module Preparation screen
will appear briefly, showing the message, “Please, wait. Modules are being prepared.” See Figure 8.

Important: Note that the Module Preparation screen may appear only briefly, with its length of visibility determined by the
number of modules being calibrated. The next screen you see will be the screen shown in Figure 9, the Select
Modules screen.
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Data Collection Procedure - Dx and Infinity

| £ | Xpert Calibration | = =] ﬁ

Cepheid

B Module Preparation

Q)

Please, wait. Modules are being prepared.

<&

Figure 8. Modules Preparation screen
11. Follow the on-screen software instructions. By default, all detected modules b rked as selected for calibration.

Note: A Basic User cannot deselect modules to exclude them from this calibratio Only an Admin can click on individual modules
to exclude them from calibration, if required. For excluded modules (@lected for calibration), the door position (open or
closed) does not matter.

In Figure 9, two screens are displayed. The screen on the left s \Oe screen an Administrator would see in which individual
modules can be deselected from calibration. The screen on t t shows the screen a Basic User would see where no deselection
can be done. To move to the next screen, click the arrow at jle ottom of the screen.

B Xpert Calibration = [ Xpert Calibration

Cepheid Cepheid

A& Select modules for data collection A Modules selected for data collection

Administrator screen Basic User screen
A Only: To exclude a module Click this arrow to proceed
from& st cl‘i,ck on the mark to the next screen Note: Three modules have been selected for

calibration testing in these two examples
for each module to be excluded. 9 P

Figure 9. Select Modules Screen - Administrator and Basic User Screens

Important: GX-XVI and Infinity systems only: When selecting modules on screen, note which module lights are blinking on the
system as you select each bank.

12. After selecting the modules, click the arrow button at the bottom of the screen. If you are logged on as an Administrator, the
Confirm module selection screen appears. See Figure 10. If you are logged on as a Basic User, this screen will not appear (Skip to
step 13).
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Xpert® Calibration (English)

Cepheid

H Select modules for Aata ~allantinn Module selection is
shown here. In this
example, one
module is selected
| __for calibration.

I@Jle selection
is ect, click here

) proceed to the
If the module selection next screen to scan

is incorrect, click here \\ cartridges.

Confirm module selection

to return to the
previous screen to
make changes.

Figure 10. Confirm Module Selection Screen - Administrator Use Only 0

13, If all modules have been excluded in the above step by mistake, the following screemfll appear (Figure 11), advising you to start
over by returning to the Home screen or exiting the program. 0

P& Xpert Calibration

Cepheid

o Click this icon to
return to the
0 Home screen

Click this icon to Exit

the program \ You h at selected any modules for Calibration. You may wish
tart over by going to the '"Home' screen or exit now.

N

Figure 11 EG reen - No Modules Selected

14. Afteréonfirming your module selection, you will advance to the Scan cartridge screen, where you will be prompted to scan the
barcode on the Xpert Calibration cartridge.

Note: Verify you have enough cartridges on hand to perform the calibration procedure for the desired number of modules.
15. Remove the test kit cartridge from the package for the module you've previously selected, opening only one cartridge at a time.

16. Scan the cartridge barcode. Figure 12 shows a cartridge barcode being scanned. Do not substitute a cartridge with another after it’s
been scanned.

Note: If the barcode cannot be scanned, skip the cartridge and contact your ASP for a replacement cartridge, if necessary. If the
barcode scanner is damaged, missing or incorrectly configured, contact your ASP for guidance.
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Data Collection Procedure - Dx and Infinity

B8 Xpert Calibration

Scanning the
cartridge barcode Cepheid

¥ Scan cartridge

Note: To avoid inserting a wrong
cartridge into a module, do not set
the cartridge aside after it has been
scanned. In one operation, scan
the cartridge barcode, vent the
cartridge and insert it into the

next available (lighted) module.

SKIP icon
Click this icon to skip the
cartridge just scanned.

Figure 12. Scanning the Cartridge Barcode Screen

a. After scanning the barcode of the cartridge, ensure you open (vent) the c@e lid and then close it for each cartridge as
directed by the software in step b through step e below.
Important: Do Not add a sample or reagent to the cartridge. Use ON&th@rtridges in the calibration kit provided.

Note: After a cartridge barcode is scanned a green light will blink on @
loaded.

tem above the module door where the cartridge will be

Note: If, for some reason, you want to skip the cartridge just scanned, click the SKIP button at the bottom of the screen. An overlay,
shown in Figure 13, will appear, asking for confirmagion on skipping the cartridge. To SKIP the cartridge, click the forward
arrow at the bottom of the screen. To proceed skipping the cartridge, click the “X” icon at the left bottom corner of the
screen. You are urged to rescan a cartridge (o tute a new cartridge if necessary) to ensure a module is not skipped.

B Xpert Calibration

Cepheid O Bl

B Scan cartridge

Confirm skip

| You have just scanned a
[] cartridge. Are you sure you
want to skip it?

Click to confirm you want
to skip the cartridge
| just scanned.

Click to “undo” the SKIP ‘

selection and proceed wi
opening, venting an g
the cartridge i(@ le.

—
=

Figure 13. Confirm skip Screen

b. Venting the cartridge (shown in Figure 14), for two seconds is sufficient. This screen is animated, showing the cartridge lid
being opened and closed. After venting, click the forward arrow at the bottom of the screen to continue.

301-1520, Rev. C December 2013 13



Xpert® Calibration (English)

Cepheid Q 00:00 j Opening the cartridge

: Spenilidiandicioseilid : Closing the cartridge
B Xpert Calibr=:ion

Cepheid

¥ Open lid and close lid

Important: If a cartridge is not vented \
before testing, the test will
be unsuccessful.

Figure 14. Venting the Cartridge by Opening and Closing the Cartridge Lid ; Animated Screen
c. Close the cartridge lid and ensure the module door is fully open @elve the cartridge.

d. Load the cartridge into the module (with the cartridge reactio facing away from you), as directed by the software screens.
See Figure 15. P

Note: Be sure to load scanned cartridges in sequence in the nexflavailable module. This will avoid loading cartridges in the wrong
location or leaving modules empty.

B Xpert Calibration

The blinking green light above
the module door indicates the
Cepheid correct module loading location

B Load cartridge

Loading the cartridge into the
module after closing the lid

/

Figure 15. Loading the Cartridge into the Module
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Data Collection Procedure - Dx and Infinity

B X pert Calibration MEES

Press firmly on the module door after loading the

cartridge, ensuring the door is fully latched.
Cepheid

If a module door will not close and latch, click 3 !

the SKIP button at the bottom of the screen to B ioad cartridge

abort testing that module and move on to the

next module and continue testing.

Important: Be sure to remove the cartridge from
a module whose door will not latch before
proceeding. Notify your ASP of the malfunctioning
module door latch so it can be serviced.

Note that the door on a module without a
cartridge loaded will not latch. That door can
be left in the open position when running
the other loaded modules.

Figure 16. Loading the Cartridge into the Module - Animated Screen

the next selected open module, pressing the module door securely closed ntillit latches. As each module door is closed and
latched, data collection will automatically start on that specific mod blinking green light above the module will then
become steady green, indicating that calibration testing has start

e. Ifyou are calibrating additional modules, continue by scanning the next c@i(@l’laee each individual scanned cartridge into

Important: If a module door is not closed completely (until it Iatch rloading a cartridge, the screen will continue to display
a message to insert a cartridge, and the calibration % not run.

If you are unable to close and latch a module do r several tries, press the skip button at the bottom of the screen
to skip the module with the faulty door and mo ahead Notify your ASP so the module can be serviced.

17. Calibration will take approximately 20 minutes to e after the final module has been loaded for testing. When the calibration
test begins, the Data collection in progress scree, ars, as shown in Figure 17.

module may be started without waiting for the present module to complete its
18d.

Important: If necessary, a retest of a previou
test, as described in steps 18b

B Xpert Calibration EEX
=

Cepheid

Idike Drews

1l Data collection in progress

Countdown clock, showing
estimated time to test

‘ é completion (20 minutes)

Note: In this example, one

QO module is being tested.

Do not exit the software program

_ iesnedledione progreSS!

Figure 17. Data Collection Screen
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Xpert® Calibration (English)

18. After test completion, the module door will open and the light above the module will turn off. Screens similar to those shown in
Figure 18 or Figure 19 will appear. Press the right arrow to continue.

a. Figure 18 shows the completion of a successful calibration data collection.

When the test is complete, click the forward button at the bottom of the screen to begin uploading calibration test results to the
Xpert Connectivity Center.

5 Xpert Calibration

Cepheid . R

Press arrow to continue OQ s

O
0\\0
= é&& continue to next screen.
O

Note: In this example, one
module is being tested.

Figure 18. Test Completion screen - Successful

b. For all users: If the test was unsuccessful, the screen sho in'Figure 19 will appear, showing module status. A test retry must be
performed. Click the Retry icon in the lower left—h%ner of the screen.

B Xpert Calibration

Module test unsuccessful. Test must O 00:00 =

. . - o 3
be rerun using either the same _epheid Prm—
or a new cartridge, as instructed

by the on-screen display. & Fress Arrow to Continue

Note: In this exa ke,Xur
modules E:e ested.
Retry Icon

Click to retest the module.
TiFs) - i?

Figure 19. Test Completion Screen - Unsuccessful Module Calibration Example

c. If the arrow at the bottom of the screen is pressed when there is an unsuccessful module test displayed (as shown in Figure 19),
the Confirm continue screen will appear. See Figure 20.
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Cepheid ‘ ek

Press retry or ~ontinua

Confirm continue

To return to the Press retry or continue
Screen to retest the flagged module,
click the “X” icon.

You have 1 or more modules
flagged for retry. Are you sure
you want to continue? Those

modules will not be calibrated.

To continue without retesting the flagged
module, click on the right arrow at the
bottom of the Confirm continue screen.

Figure 20. Confirm continue Screen Overlay 9
You have the option of continuing by pressing the right arrow on the Confirm continue Screen overlay. Choosing this option
will result in the flagged module not being retested, and you will be loading calibration data as described in step 19.

Another option is to return to the Press retry or continue Scre: etry (retest) the flagged module by clicking on the red “X”
icon at the bottom left of the Confirm continue screen. T procedure is described in step d which follows.

d. If the Retry icon (shown above in Figure 19 at the bottom ®f the screen) appears, click the Retry icon and you will return to the
Scan Barcode screen (Figure 12) to complete the retestgdn the affected module(s).

Note that the retest can be of two possible 'cyp\11
i Retry with the same cartridge: For exarr@

ssage may appear telling you to vent the cartridge, rescan it, and put it

ning the barcode on a new car , venting it, and loading it into the module.

back in the module. Q
ii Retry with a new cartridge: If tl‘ig cartridge was defective, or had already been used, you will be asked to replace it by scan-

modules may need to be skipped if the user runs out of Xpert Calibration cartridges. Please
pert Calibration cartridges. Rerun Xpert Calibration on any modules that were skipped.

Note: During the course of running %
contact your ASP for addit

Note: At the completion of
locked to further u
requiring servic

&
o

19. er successful test completion and calibration data collection, click the forward arrow to display the screen shown in Figure 21, if
you have an active internet connection. However, if you have never been internet connected, or have lost your functioning internet
connection sometime during the calibration test, a Download activation code error screen (Figure 22) will appear instead,

instructing you to write calibration data to data CD2 to send to your ASP. In this case, continue to step d (under step 25) of this
procedure to continue as a user without an internet connection.

rt Calibration data collection process modules determined to require service will be flagged as
se contact your local ASP for further assistance in replacing modules requiring service. A module
be identified by this module icon:

301-1520, Rev. C December 2013 17
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Note: With a functioning internet connection, the system should proceed normally (with step 20), and the activation certificate should
begin downloading, as shown in Figure 23.

B Xpert Calibration

Cepheid @

g Uploading calibration data

Figure 21. Uploading calibration data Screen o

- Xpert Calibration

Cepheid

0 Error Code 5017, Cepheid
o System ID 600001:

\ Unable to download
\' / activation code. Proceed to
@ Z Cepheid

write calibration data to the
data CD to send to your
! Authorized Service Provider.

~

Click this icon to move to
Write Calibration Da;
CD screen. See Fig .

<

Figure 22. Download activation code error Screen
20. When the calibration data has finished uploading, a Quality Assurance check will be performed on the data. If the check is

acceptable, the activation code certificate will automatically download. See Figure 23.

If the test is not acceptable, the affected module(s) will require service and will be locked to further use. Please contact Cepheid or
your local ASP for further assistance.
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= Xpert Calibration |- ﬁ

Cepheid @ 5

John Smith

& Downloading activation certificate

Z.

epheid

Figure 23. Downloading activation certificate Screen

21. After the Activation Code Certificate has downloaded, the Activ:
those modules will then be identified with a “+” symbol. See Fi

a%&vﬂl be applied to each successfully tested module, and

| & ¥pert Calibration

BN X

As the activation code is applied
to each module, a plus (+) symbol

is added to the green module ) (‘—.
image. CephE'!d - /’J

@S Appliny Activation Code

Note: If the Service Required icon

(see below) appears instead of the
“+" sign on the green module, you
must call your ASP for service.

You willno | ng&oe able to use

that moduleito run Xpert assays
un% le is serviced.
Note:In this example, eight

modules are being calibrated.

Figure 24. Applying Activation Code screen
Note: In the screen shown in Figure 24, some modules may display the service required icon or may be grayed out if they were skipped.

22. After all the activation codes have been applied to the successfully-tested modules (those green modules which appear with the plus
symbols applied), the Activation complete screen will appear. See Figure 25. This screen shows the location of the Calibration Data
report, which is available for review, if desired.

301-1520, Rev. C December 2013 19
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H Xpert Calibration

Cepheid

Jeanne

+Activation complete

Review Activation Status button

Date 5/8/12
I Review Activation Status | @5 | Review Certification button
Certificate PDE /

CigeneXpetiiperCalireports I ‘
Calibration Data Directory \ o
Your results have been saved. Make a note of the folder \\ . Q
Location of cali

name should you want to review your results later. on reports

Figure 25. Activation complete screen

23. Remove and discard all calibration cartridges. Do not save partial kits (all unu%artridges must be discarded).When complete,
click the Exit icon at the bottom of the screen to exit the program. See Figure 26.

B2 Xpert Calibration (= E

= &

John Smith

Cepheid

Exiting

Exit Program \&

QO

Figure 26. Exiting Screen

24, Note that in certain situations, the following screen may appear, asking for exit confirmation.
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= B el

(B}
Cepheid

<1,°QA
\\°6

Are you sure you want to exit? o

Click to abort the exit command / \Q to confirm and exit the program

Figure 27. Confirm Exit screen
This completes the Xpert Calibration Test for an internet- connecs

Note: Contact your Authorized Service Provider concerning mo s requiring service.
e 25 which shows the file path and location of calibration results and the

Note: To view your calibration results, see step 22 and Fi
certification PDF and the Calibration Summar

s@‘&
O

<

21
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25, For Non-internet Connected Users:
For Non-internet connected users, you should have completed step 1 through step 16 to collect data before starting this section.
Note: See step 19 of this procedure section for internet-connected users.

a. This section begins with the Data collection in progress screen, which is similar to the screen shown in Figure 17 for internet-
connected users,

Bl X pert Calibration

Cepheid @ L2 Mi.ke Drews A

ata collection in progress

Internet Connection

O
<
A\
\ c«ﬁagm clock, showing

Icon Indicates There@O

ted time to test

&pletion (13 minutes)

Figure 28. Data collection in progress Screen

b. After test completion, the module door will open and the ligft above the module will turn off. A screen similar to that shown in
Figure 29 will appear. Press the right arrow at the bettemof the screen to advance to the next screen.

B&1 Xpert Calibration

Cepheid

Mike Drews

Press Arrow to Continue

Press to continue to next screen

0 o i)?

Figure 29. Test Completion screen - Successful

c. When the Write calibration data to CD screen appears (Figure 30), you will be prompted to press the Eject button to remove
the existing Xpert Calibration Software CD 1 so you can insert the blank Data CD 2.
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Note: In the following step, use care in inserting the blank CD into the CDROM drive. Be sure the CD is fully seated in the tray
before closing the drive door.

Important: If you have been running this test as an internet-connected user and then lost your internet connection and received
an error screen (Figure 22, resume your procedure beginning with the following step d., continuing through step 31.

d. Insert the blank Data CD 2 into the computer and close the CD tray fully to ensure the CD will be recognized.

7 Xpert Calibration e

Cepheid

Write calibration data to CD QA
Remove the existing CD, and then 00

insert the blank CD.

Figure 30. Write calibration data to CD screen - Step 1

26. After inserting the blank Data CD 2, the screen will chan@brliﬂy, indicating the CD has been recognized. See Figure 31. This
screen will remain displayed until the CD writing prc@is complete.

Note: It is not necessary for the user to locate the filegoSyrite because that process is automatic.

Bl Xpert Calibration

Cepheid

Write calibration data to <0

John Smith

Figure 31. Write calibration data to CD screen - Step 2

301-1520, Rev. C December 2013 23



Xpert® Calibration (English)

a. The CD Writing Wizard or Burn to Disc screen (Figure 32) will then appear as an overlay of the screen shown above, in
Figure 31.

The next screens (Figure 32 though Figure 35) show the CD writing program screens as you progress through the writing
process.

- Windows® XP users: Follow the screens on the left side of the page.

- Windows® 7 users: Follow the screens on the right side of the page.

b. On the first screen, after successful recognition of the blank CD, you will be asked to provide a name for the CD that you will be
writing. DO NOT simply click the Next button (as suggested on the screen) to continue the writing process with the default

name that appears. Instead, type in your facility’s name, such as “XYZ Hospital,” in the space provided and click Next. S
Figure 32.

£ D Writing Wizard

" DO NOT
Welcome to the CD Writing /click N
Wizard click Next
to use the Prepare this disc
This wizard helps you write, or record, vour files to a CD
recording drive. default name

XYZ Hospital
to use the name below, |

Type the name you wank to give to this 0, or just click Mext \
CD name: /BE(urding speed: &

[reroma |

Mewy Files being writken to the CD will replace any Files Type in your
-

already on the CO i they have the same name. . New files bei urE disc will replace any files already on the disc if they have the
facility name same nam

for the
[[] Close the wizard after the Files have been writken CD name/ [ Gse th after the fies have been bured
Disc title @
Opening Screen - Windows XP Opening Screen - Windows 7
Figure 32. CD Writing Program - Opening Screen o
c. Ifthe CD is not recognized, the screen shown in Fi may appear, instead of the screen in Figure 34, asking you to insert a
writable disc to continue. Writable discs, in this ¢ Ds on which you can store files. Writable discs can only be written
to once, meaning that once any files are copi e'disc, they are there permanently.

A disc that has data on it is not consid

e@) e a writable disc and will result in an error screen, as shown in Figure 38.

Note: If you are unsuccessful with any part

D writing process, you may contact your ASP for assistance. It is safe for you to
close the calibration software no

the calibration files have been saved to the hard drive and you will not lose data.

& (D Writing Wizard

Insert a writable disc to continue,

There is no disc in the drive, &
2

Please insert: a writable @

& Please insert a writable discinto drive D:.
Naote: IQa compact disc that can be converted to a

conyel v audio CD by a CO recording drive (CD-R or CO-RAW), After
being rec; d, the CDis capable of being used in any computer CO-ROM
drive or audieCD player.

Insert a disc

There is no disc in the CD or DVD burner,

[ <Back |i Hext> J[ Cancel ]

Insert a Disc Screen - Windows XP Insert a Disc Screen - Windows 7

Figure 33. CD Writing program - Insert Writable Disk to Continue screen - Example
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d. After successful recognition and naming of the CD, click the Next button to continue. The writing process will begin

automatically.

e. During the writing/burning process, a progress bar will appear on the screen. See Figure 34.

& CD Writing Wizard

Please wait...

‘Writing the data Files to the 0. ..
[

Estimated time left: 5 seconds

(X

Cancel

File Writing Progress Screen - Windows XP

Figure 34. CD Writing/Burning Progress screen
f. When the writing of the CD is complete,

writing program.

& (D Writing Wizard

Completing the CD Writing
Wizard

ou have successfully writken your files o the D,

O

CD software developed undés i

To close this wizard, ch%

ram Rowio, Inc,

Q
Completi‘ en - Windows XP

Figure 35. CD Wri mpletion screen

g. Ona

m

Q (zipped) Folders

Please’insert the last disk of the Multi-Volume set and
click OK to continue,

et

times as necessary for it to disappear before continuing.

Figure 36. Final Screen from Windows 7 After CD Writing is Completed

Please wait...

Burning the data files to the disc...

Estimated time left: 30 seconds

the screen shown in Figure 35 @ppear. Click the Finish button to exit the CD

- .

N 4 Burnto Disc

You have successfully burned your files to the disc

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

[Cites, burn these files to another disc

To dose this wizard, dick Finish.

T

Completion Screen - Windows 7

ws 7 machine, you may see the screen displayed in Figure 36 after a successful CD write. Click the OK button as

h. After clicking the Finish button on the CD writing screen, the Send the CD to your Authorized Service Provider Screen will
appear (see Figure 37). Remove the completed calibration Data CD 2 from the disk drive and prepare the label, as described in

step 29.

301-1520, Rev. C December 2013
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& Xpert Calibration

Cepheid .

Send the CD to your Authorized Service Provider

//Cepheid

Figure 37. Send the CD to your Authorized Service Provider Screen \
27. If a problem has occurred anytime during the CD writing process, an error code scree ppear. (See Figure 38).
* Ifa CD you have inserted already contains data as shown in the error screen below 8t the left, remove the CD and insert a blank

CD, and then press the Retry button. @
al

* In the case of a read or write error, the screen shown at the right may w nd you must exit the program. Contact your ASP

for assistance, if necessary. o

Disc is not Writable (Already Contains Data) General Write Failure

[ Xpert Calibration B Xpe; . Calibration

Cepheid Cepheid

Error writing calibration data CD

Q\ Error Code 7008, Cepheid System ID 600001:

. P . File read or write error of
The CD In your drlve alr tains data. calibration_info_600001_2012-07-05_11-29-17.cloak.
Insert a blank CD and

e retry button. Contact your Authorized Service Provider

Figure 38. writing calibration data CD screens - Two Examples

Retry Button Exit the Program

28. After test completion, the Exiting screen will appear with the message to Remove and discard all calibration cartridges (see
Figure 39).
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&1 Xpert Calibration

Cepheid

Mike Drews

I
I
e &

Remove and discard all calibration cartridges. 6

<
»
’60

Figure 39. Exiting screen

Exiting

29. Use a felt-tip pen to write on the label of the calibration Data CD 2 you've just cr y writing the date, instrument
identification and facility/location of the calibration test performed. See a labfel example in Figure 40.

0 Note: It is the responsibility of the user
to properly enter the date, instrument
identification, facility name and location

L on the Data CD label.

Failure to properly label your Data CD 2
may result in lost data and a delay in
obtaining your module calibration test
certificate.

Date-Instrument Identification

Facility, Location

2.
“0s,
66,
" R,
3% 4

A
Cepheid, 904, Caribbean DVe" o
Figure 40. Data CD 2 Labeling Example

30. You have the option to copy the calibration_info.gxc data file (located on the calibration CD just written) and E-mail the data file
directly to your ASP instead of mailing the CD. If E-mail is not an option, place the calibration CD2 into the provided CD
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shipping envelope and mail it to your local Authorized Service Provider (ASP) for data quality assurance checking and the issuing
of your activation code. For US customer only, use the address at the end of this package insert: Attention Service Provider.

31. Your ASP will perform the quality assurance review and, if successful, send back your calibration activation code either by E-mail or
regular mail, depending on what method you have previously set up with them.

Note: Discard all remaining materials from the kit. DO NOT save unopened kit pouches for later use. DO NOT discard your Xpert
Calibration Software CD 1. For users who E-mailed their file and have not shipped their Data CD 2: DO NOT discard your
Data CD 2.

32, Restart your GeneXpert Dx or Infinity system and computer.
Note: You can continue to use your system and GeneXpert DX software while awaiting your activation code :A

Activation of Calibration for Non-internet Connected Users:

Note: Ensure the system is in the same configuration as when the calibration was run (i.e., no software updates or dhanges have been
made and no new GX systems have been moved to or from this computer). In the case of any module se%’cin d/or

replacement that may occur between data collection and application of the Activation Code, new or mo modules will be

ignored for the purposes of the Xpert Calibration activation process. \
Note: In the following step, use care in inserting the CD into the CDROM drive. Be sure the CD is &ated in the tray before
closing the drive door. &

1. Exit the Gx Dx software.

2. To finish the calibration process, place Xpert Calibration Software CD 1 in the com u@o nected to the GeneXpert Dx

instrument or in the kiosk computer for the Infinity.

3. Click on My Computer, then double-click on the applicable drive letter for yo D drive. The files located on the CD will then be
displayed. Find and double-click the XpertCalibration.exe application to@ e software.

4. Log in with your GeneXpert Dx or Infinity designated USER Ng@ ’ASSWORD (previously assigned to you by your

system administrator). See Figure 2 for the Login screen.

After entering your login information, click the forward arrow biftton at the bottom of the screen to advance to the next screen (the
Xpert Home screen).

Note: The user name and password are the same ones yo, \f the GeneXpert Dx or Xpertise software.
5. Click on the Enter Activation Code button. See@e 41. The Enter activation code screen will appear. See Figure 42.

’ Xpert Calibration

Cepheid

@A Home

JEanne

&\ Calibrate Modules Upload Calibration Data CD

o#

Enter Activation Code Upload Calibration Data File

Figure 41. Home Screen, showing Enter Activation Code Button
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n Xpert Calibration

Cepheid

Enter activation code

Activation Code String
| Entry Area

I>K4><nYFp?x:szﬁguxwmrcmnnpwLYxmxwxyz-# I

cPQA

O
\\0

Figure 42. Enter activation code screen 0

6. Enter your activation code as described below. 0
In this step, there are various ways to enter the activation code. Yo options are listed below, beginning with the simplest
(recommended) method.

r,7
+
a. Use your scanner to input the barcode as follows: First, clicgn the icon located in the bottom center of the screen
The Calibration Activation Code File (Figure 43)

Activation Certificate, using care to avoid any
an example of a Calibration Activation Code

ill d@ppear on your screen. Position your scanner to scan the barcode on the
n on the monitor that may interfere with your scanner. See Figure 43 for

b. Print a copy of the Calibration Activati
barcode on the printed page. See Figur

c. Copy and paste the activation code?g
string is visible on either Figyre@
d. Type in the activation code §tsi

File and place the copy on a flat surface, facing up. Use your scanner to scan the
or an example of a Calibration Activation Code File.

rig into the Enter activation code screen from the screen’s display. The activation code
d Figure 43.

manually using the information on your screen or printed page.

When you have succe: %ntered the activation code, click the forward arrow at the bottom of the screen to continue. The
applying activatio creen will appear. See Figure 44.

o)
Q\&
QO
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//Ce,oheim

Xpert Calibration Activation Code File

Here is the activation code for the recent calibration data collection of your modules for the system identified below.

Calibration data collection performed on May 09 2012 08:20:31 PDT :
GX Instrument Name: GX-333 Q

GX Instrument Serial Number: 12345 o
Software Version: 1.0.293Demo1_1.1
Data Collected By: user1

Institution Name: cepheid
Laboratory Name: lab-333

Street Address: 333 main street, suite 333 Q
City: sunnyvale
State/Province: ca e_

Postal Code: 95333
Email:
Facility Phone Number: 408-400-3333

Extension: _e
Cell Phone Number: €

Scan or enter the activation code to update the calibration in thrument.

IVLxS-YnuY-KEH 4B&N-Krbm-pnp&-j@yP-wwxy-z#

Activation Code String o

°

>

GeneXpert® ibration Version: 1.0.293Demo1_1.1 Page 1 of 1
Figure 43. Calibr@ivation Code File - Example
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H Xpert Calibration

Cepheid

Applying Activation Code

e

Admin Name

Figure 44. Applying Activation Code Screen Example

e. After the activation code has been applied, the Calibration Com,
Report displayed in the Results Directory area. Write down t

See Figure 45. E

te@en will appear with the location of the Calibration

ath and location of the Calibration Report file, as shown.

= Xpert Calibration

Cepheid
+ Calibration Complete

neXpeInXpenCalepors

later

Your results have been saved Yw:m
of the folder name should you wish to review your results

|

Review Activation Status button

Location of Calibration Report

Figure 45. Calibration Complete Screen

f. Click the Review Activation Status button (see Figure 45).

g. The Activation status screen will appear. See Figure 46. In the Activation status screen, the successfully calibrated modules are

« »

+” sign on a green module.

indicated by a

301-1520, Rev. C December 2013

31



Xpert® Calibration (English)

H Xpert Calibration

-

Cepheid

John Smith

Activation status

| Module Successfully Calibrated

cPQA
>

o
>

Figure 46. Activation Status Screen

Note: If the calibration certification has been lost or the copy on the comput@l@cleted, contact your ASP for assistance.
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7. Identify the generated Calibration Report file in the directory C:\GeneXpert\Xpertcal\Reports. Print, sign, and date the Calibration

Certificate and for your records.

a. See Figure 47 for an example of a Calibration Certification.

//Cepheid@

GeneXpert® System
Calibration Certification (Demo)

Congratulations! The following modules in your GeneXpert System have completed calibration:

c,°QA

Cepheid System ID: 12345

Calibration Date: May 09 2012 Q
Print Date and Time: May 09 2012 08:22:03 PDT \\
Institution Name: cepheid

Laboratory Name: lab-333 o
Calibration Performed By: user1 \&
Calibration Expiration: May 09 2013 e

Module Serial Numbers

&2

610942 [610964 [
>
X
O
A
00\*\
OO

Each module Iis@ve has undergone a multi-functional test of mechanical and electrical components, thermal
f

verification a

ptical calibration using current manufacturing specifications. Cepheid requires that the

ecalibrated after one year of use or at 2000 tests per instrument module, whichever comes first.

instru
Refer? erator Manual for instructions.

&ustomer Name and Approver:

Q Customer Signature:

Function:

Date:

GeneXpert® Xpert Calibration Version: 1.1

Figure 47. Calibration Certificate Example

Cepheid
301-0776 Rev A

Page 1 of 1
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8. Identify the generated Calibration Summary Report file in the directory C:\GeneXpert\Xpertcal\Reports.

a. See Figure 48 for an example of a Calibration Summary Report.

The Calibration Summary Report lists the modules that had an unsuccessful calibration test and require service. The listed
modules will no longer be available to use until they have been replaced or repaired.

The modules requiring service are listed by serial number at the bottom of the form in Table 1. When requesting service, provide
these listed serial numbers to your ASP.

//Ce,oheim

Xpert Calibration Summary Report

No modifications were made to GeneXpert system.

Please Note:
Calibration data collection performed on 24 August 2012 12:46:16 CAT

All modules that DID NOT pass calibration are listed in Table 1: Modules Requirim%*ce.
Complete test results for each module are listed in Table 2: Detailed Test Resu@ odule.

GX Instrument Name: RD2 o

Cepheid System ID: 467027 6

Data Collected By: XXXX %

Institution Name: University

Laboratory Name: Laboratory \

Street Address: 997 York Blvd e

City: Sunnyvale e

State/Province: California 4

Postal Code: 94089

Country: USA

Email: |l.<§)m

Facility Phone Number:

Extension:

Mobile: 05550145510

O

Table 1: Modules Requi ice

Module Serial r Requiring Service
60, Requiring Service

GeneXpert® Xpert Calibration Version: 1.0 Page 1 of 2

Figure 48. Calibration Summary Report Example - Page 1
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Return System to Normal Operation

Note: Return the system to normal operation by following one of the three procedures listed in this section for the GeneXpert Dx, the
Infinity-48, the Infinity 48s, or the Infinity-80.

GeneXpert Dx
1. Ensure all calibration cartridges and calibration CDs have been removed from the GeneXpert Dx.
2. Restart your GeneXpert system and computer. Follow the instructions in the GeneXpert Dx System Operator Manual.

3. The system will be ready for full operation.

Infinity-48 A
1. Ensure all calibration cartridges and calibration CDs have been removed from the Infinity-48.

2. Restart the Expertise software and switch the system from Manual mode back to Automation mode. Follo@gtructions in the
GeneXpert Infinity System Operator Manual for the Infinity-48.

3. The system will be ready for full operation. 6
Infinity-48s or Infinity-80 \0
1. Ensure all calibration cartridges and calibration CDs have been removed from the Infinity- @\nﬁnity—SO.
2. Restart the Xpertise software. Follow the instructions in the GeneXpert Infinity System or Manual.

3. The system will be in Automation mode, ready for full operation.
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Information Key Screen:

Cepheid

Information key

cannot be calibrated

,60

= N
00
tb

Data collection in Data collection Module calibration \ Retry suggested Service required
proaress complete activated

No module present Selected Not selected 4-color modules \ Module unavailable.

Figure 49. Information Key Screen \
Reasons to Repeat the Calibration with a new CQQ

If the onscreen instructions direct you to retest, ééat e test according to the instructions in step b. under step 18.

Reasons to Repeat the Calibration with t
*
Software reports that the cartridge film s not broken. Remove original cartridge, rescan the cartridge barcode, open lid, close,

and reinsert the cartridge. Restart the £8lib¥ation for the affected module.

e cartridge

Application of Calibration Actﬁ&n Code

A Calibration is not complete the Cepheid-supplied activation code is applied to the system being recalibrated. Upon receipt of the
Quality Assurance Activéti ode from Cepheid, apply the activation code to your system using the Xpert Calibration Software to
complete the calibrati cess and receive an updated calibration certificate.

N\
\3
QO
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Appendix A
Infinity-48 Preparation

Perform the following steps to put an Infinity-48 into Manual mode from Automation mode:
Note: For the following steps, the user should log in as one who has privileges to change the instrument’s operation mode.

1. In the Xpertise Software Home workspace (Figure 50), press the Setup button.

Xpertise Software

Message Log

Time Subsystem Message
07M4/00 10:17-42 Systerm Madule H4: Perfarming Self-Test

o

071409 10:12:42 Systemn Module A3 Performing Sel-Test

07M4/00 10:17-42 Systerm Madule Ad: Performing Self-Test

0711409 10:12:42 Systern Module K1: Performing Self-Test

07/14/08 101243 System Module K2: Performing SelrTest

071400 10:12:43 Systam Madule K3: Performing Selt-Test

0711 4/09 101243 Systemn hodule k4: Performing Sel-Test

Madule G1: Performing Sel-Test

07/14/0910:12:45 Systern Data Management

0711 4/09 101245 Systemn Module G2: Performing Self-Test

Madule G3: Performing Sel-Test

®
®
®
®
®
®
®
®
®
®

0711 4/0910:12:45 System

Reminder 7202 Emergenc: clivated.

07 4/0910:13:21 Emergency Stop

Reminder 7223: Glass Dobgg are closed.

Figure 50. Xpertise Softwa

2,

07/14/0910:13:21

Glass Doors

ovn 409101321

Glass Doors

Reminder 7221: GIas’oors are latched.

07/14/0910:13:28

Systemn

07409101331

Systemn

ett Infinity System

The Setup menu appears?

&
o

Maintenance
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iy, : 4] o] 0
Message Log
Type Time Subsystem Message | ﬂ
@ 070009 160427 Systam Module E1: Parforming SelfTest a (| User Administration
@ 07M0/00 16:04-27 Systern mMaodule B1: Perfarming Self-Test 'Ei
@ 0710/00 160427 Systern Maodule C1: Performing Self-Test Usl:l‘arT
® |omons1soazr System Module E2; Performing SelFTest Confl
@ 07M0/00 16:04-28 Systarn Maodule B2: Perfarming Self-Test =
@ 07110/09 160428 Systern hodule E3: Performing SelfTest S
@ |omons 1s04s System Module C2: Perfarming Self-Test Configuration
@ 07110/09 160428 Systern mMaodule E4: Performing Self-Test
@ 07410009 160428 Systern Module B3: Perfarming SelfTest N
@ 07M0/00 16:04-28 Systern Maodule C3: Performing Self-Test
@ 071 0/09 160428 Systern Module B4: Performing Selt-Test
® |omons1s04as System Module C4: Perfarming Self-Test (';Lsat?';:stai:i':n
@ 07M0/00 16:04-29 Systarn Madule I1: Performing Self-Test i:}
@ 07110609 160430 Systern Module 12: Performing SelfTest 0 ‘
®  |orons 150430 System Module 13; Performing Selt-Test - Chang:ﬂg::ratinn
Preview PDF Q <:|
Back
Figure 51. Setup Menu - Change Operation Mode Hi d
3. Press the Change Operation Mode button (Figé.

The Change Operation Mode workspace a@s (Figure 52).
®

o)
>
&
5\0
O
o&
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Xpertise Software

Dwidlones @ @ @ E-

Stalled Ganiry Z-axis has bheen cleared by the system.

Change Operation Mode

Current Operating Mode I Automation Mode I

~Operation Mode Configuration
{®) Automation Mode \
) Basic Manual Mode

() Analysis Mode \

Figure 52. Change Operation Mode Workspazgo

The Change Operation Mode workspace you to change the operation mode.

Three radio buttons are displayed wi current operation mode saved in the database (Figure 52).
* Automation Mode (Defa \
¢ Basic Manual Mode

*  Analysis Mode (D , user cannot select this setting.)
4. Press the Edit but igure 52).

The Change tion Mode workspace is activated.

5. In the @ Operation Mode workspace, select Basic Manual Mode (Figure 53).

QO
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Xpertise Software

David Jones »'! 1 !.’ E-

‘Welcome to Genexpert Infinity System

Change Operation Mode

Current Operating Mode ‘automation Mode

~Operation Mode Configuration

) Rutomation Mode

© Basic Manual Mode |

3 Analysis Mode \

Figure 53. Change Operation Mode workspace —6@ Basic Manual Mode

6. Press the Save button.

When there are outstanding orders pend'@ e Change Operation Mode dialog box will appear as shown in Figure 54; otherwise,
it will appear as shown in Figure 55 &\
()

Confirmation Dialog Box for Charging to Manual Mode Appears (Figure 54).
Change Operation Mode .

You currently have 1 ) orders that will be cancelled.
Press [OK] to switch Manual Mode.
Press [Cancel] t: editing.

Cancel

Figure 54. ge Operation mode dialog box - when outstanding orders are pending

Change Operation Mode

Press [OK] to switch to Basic Manual Mode.

Figure 55. Change Operation dialog box——when no outstanding orders pending
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7. For the dialog box for outstanding orders pending, click OK to go to the Leaving Automation mode workspace (Figure 54).

or
Click Cancel to continue editing.

(Figure 56).

8. For the dialog box for no outstanding orders pending, Click OK. Figure 55. The Leaving Automation Mode workspace appears

Xpertise Software

Shuttle Cartridge

David Jones D*’! ‘!. !‘ E-

/\ Reminder 722

ss Doors are unlatched.”

Site Status

Sample
D

Order Time

Cartridge 51

Remove all cartridges from the Accumulator, Shuttle 3 n Ci

Figure 56. Leaving Automati e workspace

9. As stated at the botto

onveyor and then press [Cartridge(s) Removed].

Cartridge(s)
Removed

¢ Leaving Automation Mode (Figure 56), open the glass doors, remove all cartridges from the

Accumulator, Shu Conveyor and then press the Cartridge(s) Removed button. The Leaving Automation Mode dialog box
appears (Figurx

Leaving Automation iMode

SJOK] to confirm all cartridges are removed.

Figure 57. Leaving Automation Mode dialog box

301-1520, Rev. C December 2013
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10. Click the OK button (Figure 57).

The Change Operation Mode workspace appears (Figure 58) with the Current Operation Mode changed to Basic Manual Mode,
and Basic Manual Mode icon present in the dashboard panel.

Xpertise Software SR T & g @» %J
David Jones - ] ﬂg

=F] anual ( ting Mode

Change Operation Mode

Current Operating Mode IBasic Manual Mode I ‘

Operation Mode Configuration l =

2 Automation Mode \

{® Basic Manual Mode

3 Analysis Mode

Figure 58. Change Operation Mode wo?@ indicating Basic Manual Mode
11. Press the Close button (Figure 58 \

12, The Setup Menu appears (F&%.
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Xpertise Software Bt Jaies ’z ! z. Iﬂ

ng Mode

Message Log
Subsystem Message
09/231007:5458  |System AT 20 Z 2T TR

=

0912310 0756117 System Module A1: Perfarming SelfTest

0923110 075517 System Module A2: Performing Selt-Test

0812310 075518 Systam Madule A3 Performing Self-Test

092310 075518 System Module A4 Performing Sel-Test

09231007:55:25  Waste Container arils Cwiifiney el

092310 07:55:25 Ernergency Stop Reminder ¥202: Emergency Stop de-activated. Configuration

082310075528 |Air Pressure Air Compressor Ok,

092310 07:55:28 Glass Doors Reminder 7223 Glass Doors are closed.

Manage Assays

09/2310 07:556:28 Glass Doars Reminder ¥221: Glass Doorg are latched.

09/23110 07-55:36 System Full Automation Operating Mode

08730 0755 36 Systam elcame to GeneXpert Infinity System Installation
Qualification

092310 07:56:08 mir Pressure Error 6241: Alr pressure helow threshold.

09/2310 075608 Glass Doars Reminder ¥222: Glass Doars are unlatched.

© P 0ooPPoPoOooooo

09/23/10 07:56:37 Syster Basic Manual Operating Mode Change Operation

Mode
Preview PDF (@

Figure 59. Setup menu showing Manual Operat'o@e con in dashboard

Important: After the system is changed tadWlanual Mode, ensure all available GX module doors are open and that all cartridges
dule doors and glass doors open.

have been removed. Keep
13. At this point, ensure the glass Q open, and exit the Infinity software.
14. Go to Data Collection Proc@ - Dx and Infinity on page 7 of this document.

&
©
O
&
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Cepheid Headquarters Locations

Corporate Headquarters

European Headquarters

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089-1189
USA

Cepheid Europe S.A.S.
Vira Solelh

81470 Maurens-Scopont
France

Telephone: +1 408.541.4191

Telephone: +33.563.82.53.00

Fax: +1 408.541.4192

Fax: +33.563.82.53.01

www.cepheid.com

www.cepheidinternational.com/

Q)

Technical Assistance

Before contacting Cepheid Technical Support, collect the following information:

company/contact-us/.

Product name
Serial number of the instrument

Error messages (if any)

Software version and, if applicable, Computer Service Tag num

¢
L

\
O

N

>

Region Telephone \ Email

us +1888.838.3222 0 TechSupport@cepheid.com
France +33 563 82 53 gl Support@cepheideurope.com
Germany +49 69 50 50 6@64 Support@cepheideurope.com

United Kingdom

Support@cepheideurope.com

South Africa

+44 330%33
+27 1 6

Support@cepheideurope.com

Other European, Middle East and
African countries

+@2 53 19

Support@cepheideurope.com

Australia, New Zealand

11800 107 884

Support@cepheideurope.com

Other countries not listed a

+1 408.400.8495

TechSupport@cepheid.com

Contact information for otlle&@heid offices is available on our website at http://www.cepheid.com/

&
&\

QO
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Table of Symbols

Meaning

Catalog number

Batch code

(o]

Do not reuse

Caution

Consult instructions for use

Manufacturer

Contains sufficient for <n> tests

m@‘_@[}@ﬂﬁg

Expiration date

CONTROL Control
Jqf Temperature limitation
T Biological risks
Cepheid \
904 Caribbean Drive o
Sunnyvale, CA 94089-1189
USA 4

Phone: +1.408.541.4191 \A
Fax:  +1.408.541.4192

301-1520, Rev. C December 2013
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