Fax 1.408.541.4192

/ WEE WWW.CEPHEID.COM
Z Cepheid. AN 1.888.336.2743

April 2018

Dear Xpert® MTB/RIF Ultra* Customer,

As part of our on-going product improvement process we are introducing a change to the software (Assay Definition
File (ADF)) of the Xpert MTB/RIF Ultra (Catalog No. GXMTB/RIF-ULTRA-10 and GXMTB/RIF-ULTRA-50).

The change indicates the following:

Software

Cepheid implemented a new reflector tube which improves consistency through the manufacturing process. As a
result you will need to install a new ADF for Xpert MTB/RIF Ultra.

The new ADF won't be able to co-exist with the existing ADF on GeneXpert® software. For that reason, we would like
to encourage you to clear your existing Xpert MTB/RIF Ultra stock first before installing the new ADF to avoid
wasting unused cartridges.

For installation of the new ADF please refer to the instructions in the GeneXpert DX System and the GeneXpert Infinity
System Operator Manuals or to the letter included into the kits that you will receive.

The performance of the assay has not changed. It is the laboratory’s responsibility to assess the need for assay re-
verification/ re-validation in accordance with country and local laws.

If you are connected to a Laboratory Information System (LIS), please note that LIS result outputs must be verified to
be consistent with instrument result outputs.

* CE-IVD. In Vitro Diagnostic Medical Device. Product distribution outside the United States. Product may not be available in all countries
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For additional questions regarding this matter, please contact your local Technical Support office at or see contact
details in the table below: http://www.cepheid.com/en/support/support/technical-support-offices

Region

Telephone

Email

us

+ 1 888 838 3222

techsupport@cepheid.com

Australia and
New Zealand

+ 1800 130 821
+ 0800 001 028

techsupportANZ@cepheid.com

Brazil and Latin America

+ 55 11 3524 8373

latamsupport@cepheid.com

China + 86 021 5406 5387 techsupportchina@cepheid.com
France + 33563 825 319 support@cepheideurope.com
Germany +49 69 710 480 480 | support@cepheideurope.com

India, Bangladesh, Bhutan, Nepal, and
Sri Lanka

+91 11 48353010

techsupportindia@cepheid.com

Italy

+ 39 800 902 567

support@cepheideurope.com

South Africa

+27 86122 76 35

support@cepheideurope.com

United Kingdom

+ 44 3303 332 533

support@cepheideurope.com

Other European, Middle East,
and African countries

+ 33 563 825 319
+971 4 253 3218

support@cepheideurope.com

Other countries not listed

+ 1 408 400 8495

techsupport@cepheid.com

Thank you for your continued business with Cepheid and your patience during this transition.

Kind Regards,

lain Sharp-Paul

Director, POC & Emerging Markets
Global Marketing

Cepheid
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TEST UPDATE

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 kit.

1 Insert the CD in the computer CD-drive

R GeneXpert® Dx System
User DataManagement Reports Setup Define Assays About

[o]lo =]

User <None>

2 Click on Define Assays

0 Q@
> 7
View Resuits Define Assays

3

Click on Import

Create Test Check Status Stop Test Define Graphs Maintenance
Assay Assay Name  Xpert MTB-RIF Assay G4
Name o Version 5

Xpert HIV-1 Qual 1

Xpert MTB-RIF Assay ... 5 Assay Type In Vitro Diagnostic
Xpert HIV-1 Viral Load 1

For In Vitro Diagnostic Use Only.
Assay Disclaimer

Need Lot Specific Parameters

Last Modified Date

A7/10/11 20:71:50

Cartridge

Chambet

TS

Name
Reagent 1
Sample
Reagent 2

e i [mwort || Jroor [ revor |

| B Import Assay ==l
Lookin: |7 export o [ [ e8]
i3 Local Disk (C})
[ GeneXpert
. [ export
4 Locate the DVD RW Drive e
Removable Disk (E:)
[ Hetwork .
[ Libraries Z
1 Cepheid-Admin E
File Name: | |
Files of Type: | Assay Files (.gxa) ]
[ cancer |
" IR import Ascay ==

5

Import the file

Note: the file name will vary depending on the
assay, the extension must always be *.gxa
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Look In: ‘ 1 GeneXpertInfinity Systems

MBEI A ES|

[} Xpert MTB-RIF Assay G4_5.gxa

File Name: |Xperl MTB-RIF Assay G4_5 gxa

Files of Type: |A55ayl‘le5(.gxn)

|_tmport |} cancer




Choose Data Management and Archive Test

SAVE YOUR DATA

Choose tests for archiving

OK

Proceed

File name given

OK

automatically

E GeneXnemZ Oa Dystemn

b

Use: I}aiaﬂangenlmq Reports Setup AL
Archive Test =
Retrieve_‘ﬁa-st l@

Check Status

BB GeneXpert® Dx System
User DataManagement Reports Setup About User <None>
________am T
B Select Test(s) To Be Archived =
‘ ‘ Select All ‘ Deselect All ‘ ‘ Select | | Deselect ‘ ‘ Select New ‘ T DEIEATNES ) CloakiDs T
Highlighted Highlighted Archive
| ‘ PatientID ‘ S | Thouie ‘ User ‘ Result ‘ Assay | staws | £OT o ‘ ‘ |
/11 0100023430087 |15002623KR |43 Mikobakteriolo_ |NTB DETECTE... Xpert MTB-RIF Assay G4 [Dons 0K 27001115 095416 |~
[¥] 101000023439SF7 |150025761K A1 Mikobakteriolo... |MTB NOT DETE... Xpert MTB-RIF Assay G4 |Done OK 2710115 07:03:52 [
|| 7 |01000023439RXC |15002575KR  |Ad MikobaKieriolo... |MTB NOT DETE... Xpert MTE-RIF Assay G4 [Dene  |OK 2710115 07.03:26
|| [ 0100023430593 |15002574PK A3 Mikobakieriolo.._|NTB NOT DETE... Xpert MTB-RIF Assay G4 |[Dons  |OK 2700115 07:03.01
01000023439NA4 | 15002572AB A1 Mikobakteriolo... |MTB NOT DETE... Xpert MTB-RIF Assay G4 |Done OK 26/01/15 14:29:05
7 [ 000234390VA | 15002570AB A3 Mikobakteriolo... |MTB NOT DETE... Xpert MTB-RIF Assay G4 |Done OK 26/01/15 14:28:03
[ VIN2000234300N0 | 150026650P |82 MikobaKleriolo... |NTB NOT DETE... Xpert MTE-RIF Assay G4 [Dene  |OK 2610115 13:14:40
[ 19037814456 |15002545C1 4 Mikobakteriolo_ |NTB NOT DETE... Xpert MTB-RIF Assay G4 [Dons 0K 26001115 131356
[ |01000023439P01 |15002528KR A1 Mikobakteriolo... |MTB DETECTE... Xpert MTB-RIF Assay G4 |Done OK 26/01/15 12:28:07
[J |010000234300FS |15002408KR |83 MikobaKieriolo... |MTB NOT DETE... Xpert MTE-RIF Assay G4 [Dene  |OK 260115 12:27.39
[ |01000023430N17 |15002481KR |82 Mikobakieriolo.._|NTB NOT DETE... Xpert MTB-RIF Assay G4 |[Dons  |OK 2600115 11-17:47
[J 0100023439007 |15002496KR |4 MikobaKteriolo_ |MTB DETECTE... Xpert MTB-RIF Assay G4 [Done 0K 26001115 1117.08
[0 |010000234390J7 |15002496KR AZ Mikobakteriolo... ERROR Xpert MTB-RIF Assay G4 |Aborted Error 26/01/15 10:39:59
] [01000023430NLS |15002482KR  |a1 MikobaKleriolo... |NTB NOT DETE... Xpert MTE-RIF Assay G4 [Dene  |OK 2610115 10:30:21
[J |01000023439N17 |15002481KR  |d Mikobakieriolo_ |ERROR XpertMTB-RIF Assay G4 |Aborted  |[Emor  |26/01115 10:38.55
[0 |01000023439NH7 |15002480KR A3 Mikobakteriolo... |MTB NOT DETE... Xpert MTB-RIF Assay G4 |Done OK 26/01/15 10:38:30
[J |01000023430N28 |15002479KR |82 MikobaKieriolo... |MTB NOT DETE... Xpert MTE-RIF Assay G4 [Dene  |OK 2610115 08:55.18
[ 22085911425 |15002412KR |82 Mikobakieriolo.. |NTB DETECTE... Xpert MTB-RIF Assay G4 [Dons  |OK 2300115 1157.00
|| T oiooo023430m0K [15002410kR  |Ad Mikobakieriolo_ |ERROR XpertMTB-RIF Assay G4 |Aborted  [Emor  [23m115 118322 | | ||
A'. [ |14117010307 15002337KR Ad Mikobakteriolo... |MTB DETECTE... Xpert MTB-RIF Assay G4 |Done OK 2310115 10:07:22 || [
L i AENNQ1EAAD 4 = =]=Tal=] ot TR DIC 4 harad = 1M E 12:-4n-20 [
:j, oK || cancel
| | "

Module A3: Performing Self-Test at 29/09/15 16:12:36

Archive Test(s] =l

)ﬁ 5 test(s) selected for archive.
=Y

B save (=)
Save In: ‘Ijexporl '| @@@@E

D 806765 HBDC, Toulouse, France_2015.05.28_14.07.17.gxx
D 806765 HBDC, Toulouse, France_2015.05.28_14.08.48.0xx
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

File Name:  [806765 HBDC, Toulouse, France_2015.09.29_16.31.24.g0] |

Files of Type: | GeneXpert® Archive Files (.gxx}) w7 |

Archive Test(s) @

5 test{s) successfully archived.
Check details in C:\GeneXpert\Database_log\Archive_log_2015.09.29_16.31.46.Ixt.

@

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

Look up the archived file

»
>
GeneXpert folder C:\GeneXpert\export
w-Lj, » Computer » Local Disk (C:) » GeneXpert » export - ‘ 43 | | Search export
Organize v || Open Burn New folder B=
Y Favorites Name . Date modified Type
P Desktop 806765 HBDC, Toulouse, France_2015.05.28_14.07.17.gpoc 5/28/2015 207 PM  GXX File
g
|16 Downloads || 806765 HBDC, Toulouse, France_2015.05.28_14.08 48, gic 5/28/2015 208 PM  GXX File
#& OneDrive || 806765 HBDC, Toulouse, France_2015.06,03_08.30.02.gic 6/3/2015 8:30 AM GXX File
‘i Recent Places || 806765 HEDC, Toulouse, France_2015.08.24_08.30.02.gxc 8/24/20154:59 PM  GXX File
. . || 806765 HEDC, Toulouse, France_2015.09.22_08.30.02.gx 9/22/2015443PM  GXX File
l R| g ht C ||ck on T P> | | 806765 HBDC, Toulouse, France 201509294212+ 9/29/20154:31 PM  GXX File
. @ Documents 7=
the fl |e J Music Scan for Viruses...
|| Pictures Restore previous versions
Videos
85 Send to + | ) Bluetooth device
18 Computer Cut 1, Compressed (zipped) folder
£ Local Disk (C) Cony P Deskiop (create shortcut)
& Removable Disk (E:) @ Documents
Create shortcut 43 Fax recipient
€ Network D _J Mail recipient
Rename .
S e n d tO e : Properties < 3
. = Removable
DVD RW Drive dl - -

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

%v\@ » Computer » DVD RW Drive (D) « [ #2 ][ Search DVD AW Drive (D) )
C h 0oose.. — Organize ¥ ( Burn to dsc) Delete temporary files =~ A @
- N : Date modified T Si
B t d- 7 Faverites e ate modifie ype ize
urn to disc B Desktop 4 Files Ready to Be Written to the Disc (1)
8. Downloads &1, 806765 HBDC, Toulouse, France 201509.... 9/29/2015431PM  GKXFile 948 KB
4& OneDrive

‘% Recent Places

| Libraries

@ Documents
PR

|

@ £ Burn to Disc

Please wait...

Wa |t Performing final steps to finish this disc...

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 fles to another disc

To dlose this wizard, click Finish,

v

6]  Finish (G iens |

Keep a CD-RW (rewritable) in you institution for this purpose
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DO’S AND DON’TS

COMPUTER

Install anti-virus software provided by Cepheid or
validate your institution’s anti-virus with Cepheid

Don’t install any non-approved software:
this computer is dedicated to GeneXpert

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”

Save your data at least once a month

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

GENEXPERT

Install the GeneXpert on a stable surface

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 brush for monthly maintenance

Restart the system once a week

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

CARTRIDGE

Store cartridges at 2-28°C

Don’t store cartridges in high or low temperatures

Store cartridges away from daylight

Don't store cartridges containing samples in a fridge

Hold the cartridge by its body

Don’t hold the PCR tube when picking up the cartridge

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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