GeneXpert®Infinity System
Training on Xpertise 6.8
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Agenda:

Brief LIS Overview

« Infinity Overview

- Xpertise Software Features Troubleshooting

Shut Down Protocol

« Infinity Files

Maintenance

« Infinity Workflow
- Viewing Test Results

- Data Management
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Infinity Overview S
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GeneXpert®Infinity Real-time PCR System

System Components
« GeneXpert Infinity
o Conveyor, Gantry, Accumulator
o Modules
 Thermal and Optical system
* Precision Fluidics
- Extraction and Reaction Cartridges
« Reagents
- Dry and wet Reagents
« Computer System

o Software, barcode scanner,
LIS interface and LINK
connectivity

4  ©Cepheid 302-4032 Rev A July 2020 CE-IVD. For in vitro diagnostic use. //Cepheld,




GeneXpert®Infinity Components

1 - Monitor with touch screen 13- Waste container (hidden)

2 - Kiosk barcode scanner 14 — Robotic Gantry System

3 - Keyboard (wireless) 15 - Gripper

4 —Mouse (wireless) 16 — Gantry Barcode Scanner

5 - Kiosk computer (in the main cabinet) 17 — Emergency STOP button
6 — Embedded Computer (in the main cabinet) 18 — Left and Right Door handles
7 - Conveyor 19 — UPS (hidden)

8 - Lobby 20 — AC Power Switch

9 — Accumulator Shelves

10 — GeneXpert Modules
11 — Shuttle

12 — Waste disposal shelf

N\
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View from the back

Nameplate Label

Infinity-48s

© Cepheid 302-4032 Rev A July 2020

Serial Number Label

Biological
Risk Label

High Voltage
Labels

Biological
Risk Label

High Voltage
Labels

CE-IVD. For in vitro diagnostic use.

Nameplate Label

Infinity-80
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Kiosk View

Touchscreen Monitor
Kiosk Barcode

/ Scanner
/ Sempries

~ Kiosk Table Top

Wireless Mouse
Load Zone

Wireless Keyboard

N
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Kiosk View - 2

Shuttle Loading
Drawer (Open)

N
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USB and Ethernet ports

USB Port 1

USB Port 2 with Wireless
Keyboard and Mouse Receiver

LIS/LAN Port (Ethemet 1)

User Mode Dongle
(Cepheid P/N 700-3572)

Remote Diagnostics LAN
Port (Ethernet 2)

//Cepheid.
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Kiosk Barcode Scanner

1 — Cartridge

2 — Barcodereader (built —in)
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Waste Container

Waste Container
Cepheid P/N 300-9520
(10-Pack Kit)

Waste Access Door
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Lobby View

Shelf
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Filled shuttle

Site 1

Shuttle Loading

Drawer (Closed) & —

Site 2 Site 3 Site 4




Shuttle

Function of the shuttle:
- Submit cartridges of STAT orders

- Remove retrieved or rejected cartridges

Shuttle Loading
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Robotic Gantry

Gantry II
i

EMERGENCY|
STOP Button

Gripper

Gantry Barcode
Scanner

Module Door
Mechanism

.l

Robotic gantry consists of a gripper,
a gantry barcode scanner and a

module door mechanism /
/Cepheid,
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Modules — Eight-pack panel
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Door mechanism

Gripper

Gantry Barcode
Scanner

Module Door
Mechanism

Reflecting squares that indicate
whether door is open or closed

//Cepheid,
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Accumulator

Accumulator shelf — 8 positions >

N
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Kiosk and Embedded Computer (in the main cabinet)

Embedded Computer

N
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Xpertise Software Features S

19 ©Cepheid 302-4032 Rev A July 2020



Home Screen
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View Outstanding Orders View Another Test Modules Available Status

Load or Retrieve Cartridges

Manage Host Orders |

Module Status

[ P

TERTIE R

smevs

Waste Capacity / Contents

| / / Database Alert

Exit Program
Change Password
Logout
Login
= " Current User Name
»”  Pause
-
e Program Icons
-
Tests Since Launch =
S Tl e T e | = eet==1
P e
Test lcons i
{ !
-

Administration Icons — =

Maintenance lcon — g

|- i
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Menu Panel Menu Map (Quick Finder)

k0 |§@[§&n+ geg@hgp |z§[. galg.
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Available workspaces

Tests Since Launch

Tast RasuE Assay Srant Estnatsy  Status |
Type Date Miries
| TOReny

Test Icons

Administration lcons ———»

Maintenance Icon

N
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Message Log

& Xpertise Software

Module Status Message Log
- ey :
Module Status l Type Time Subsystem Message
Name 1 [0} L 08/04/11 17.31 53 System Software Intialzation Database integnty Check started

Al Avadable = 1 ® I 08/04/11 17.31 63 System ISoftware Intialzation Database integnity Cneck completed l

A2 Avadabie ¥ Leowis 172330 E——— [Reminger 7202 Emergency Stop de-actvated |

A3 Avadable : T loaoars 173350 s Dooes [Reminder 7223 Giass Doors are closed

At Avadadie | "opp—— g DoOR Reminder 7223 Glass Doors are closed | - .
SR b Voo s ecomns o 5 Ve s o i | Ability to print the Message
82 Avadable - ¥ osoar1t 173353 i Oocen Reminder 7221 Glass Doors are latched | L (0] g as a PD F f| |e for
83 Avaliable i [} 11 1733 56 Measte Cootainer [Reminder 7322 Waste access door s locked | TI’O u b | eS h o Otl n
81 Avatable I TN | g
c1 Avadatie

c2 Avadable

ca Avadable

C4 Avadable

1] Avasabie

02 Avadable

>3 Avadable

¥ Avadable

£1 Avadable
£2 Avadable
€3 Avallable
E4 Avadable

F1 Avasable ] =" 0804111 1733 31 Waste Container Reminder 7323 Waste access 000r s unlocked

F2 Avadable g | L | §oenent 173953 |Giass Doors Reminder 7221 Glass Doors are latched

F3 Avadable L o1 1 AT-3%:80 Waste Container Remncer 7322 Waste access 00or 15 locked

N
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Verifying Proper Installation and Setup

24 ©Cepheid 302-4032 Rev A July 2020

GeneXpert PC 03/05/18 17:18:13

GeneXpert® Infinity System
Installation Qualification Report

This report provides documented evidence of the installation of this GeneXpert® Infinity System.

Systemn Information
Software ersion Status

Xpertisa™ Software 6.8 Pass

Java Rurtime Enwvironment 1.80 131 Pass
GX_Lhnils, OLL 0.84.0 Pass
S0l Database 2012 (SP3) (KB3072779) - 11.0.6020 Pass
Database gx_db 3.1.9.0 Pass
Operaling System Windows 7 6.1 Service Pack 1 Pass
CIT Plug-In 1 Pass

Instrument Information
Instrumeant S/N 805034

S ] Version Status
Infinity Server 2172.004 Pass
10Sarver 1007 Pass

Gateway Name Gateway S/N Gateway Firmware
A 712374 2018
B 712375 2018
[ 712378 2018,

CE-IVD. For in vitro diagnostic use.
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Infinity Scheduler

Priorities:
- STAT*: loads first, unless there is a cartridge that will expire

- Assay Stability: if there are 2 cartridges with similar expiration times, the one with
the higher assay priority will go first

- Assay Priority: user defined in Manage Assays Menu

* STAT - latin for statim = immediately

N

Cepheid.
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Assay Priority
&,

Automation
‘ t ‘ [ Auto Submit Order
o || Enable Assay Priority

[¥] Enable Audible Alarm

STAT Modules Reserved

o |

1
@] mm) Select Assay to Prioritize wp |2

MANAGE

ASSAYS l
Manage Assays é
Assay | werson | Meed Lot Speciic Pa IMPORT
Xpert NG 1 . =
:xpen c1 3_' = 3
xper GBS G - - -
pert CT_NG 4 =
.)tpen BCR-ABL Monibar 1S 1' = %
ftpert Fiis A Panel * l 4 = ‘ i
Xpert EV Assay s - =
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Monitoring Tests in Progress

Module Status

Module Status

A1

[z78

B1

Tests Since Launch

Patient ID Sample Mod User Test Result Assay Start | Estmated|  Status
D Name Type Date | minutes
e i : | [ _ |ToResun|
738743170... (738743170147 A4 Detail User  [Specimen  NORESULT [XpertEVAssay (030513 17:5921 6 Running
H73874317.._|SD0385762929. A3 Detail User  [Specimen  NORESULT |Xpert EVAssay (0305113175931 3 Running

B2

View Another Test

Sampl!l) (Use _'as a singfe lelter wildcard, %' as mulliple lefter wildcard )

[xpert m 03051
Patient ID Sampie Mod |  User Test Result Assay Start Estmated]  Status
D Name Type Date Minutes
To Result
ki 15480453874538 'C1 |Administratio|Specimen  NEGATIVE  Xpert SA Nasal Co.. |03/04/1317 5551 Done
D205145 |Xpert M 03051 A1 |administratio. [Specimen  NO RESULT Xpert MRSA Assa. |03/04/13 16:23:45 \Aborted
;Xpen M 03051 'Dd ;Adnimslraho Specimen 'PSGAHVE 'Xpen MRSA_SAB. '03104/1 9162324 | Done
hpertGoaost Da  |aaministato |specimen ERROR  Xpert GBS 3519 162250 |
D205145 Xpertv 030518 01 |administratio Specimen NEGATIVE  Xpert vanA 03/104/1191622.34
D205145 }(peq M 03051 'm TA{lmmlslrallo Specimen -PEGATIVE -Xpeﬂ MRSA Assa '03!D5119 1622.08 [
prcn M 03051 ‘C‘I Mn|slr&xo Specimen -P\EGATWE .xpcn MRSA_SAB .'03105119 1621:23 .
D205145 [Xpert M 03051 183 iAdministratio . [Specimen  NEGATIVE xben MRm_sKETBQ/B&T? 161002 |
txpeﬂ Mos051 o1 {administratio  [Specimen  NEGATIVE ~ Xpert MRSA Assa._ |03/05/1916:17:38
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Exclude Modules From Test

Any modules that have been
disabled will be highlighted
in yellow in the module
status section.
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EXCLUDE - _£

MODULES
FROM TEST

Exclude Modules From Test

Module Status Module SIN Estimated Minutes
Name To Result

=] A1 Available 642969

=) . Invatatie 642000

=] ja3 Available 843030

i:/ a4 avaiotie 642845

« B1 Availatie é43o1 5

® b2 Avaiiabie 642512

=] 83 Available 642706

=} B4 Available 643243

=] c1 Invatiatie 602699

=] c2 avetatie 12818

= c3 Avaiiable er2685

=] c4 Availabie 612816

i 1 Avatiatie

a D2 AAvailable 612665

= D3 Availabie 612004

=] D4 vatatie 620358

SELECT
’ oot ‘ | et I

DESELECT
HGHUIGHTED

CE-IVD. For in vitro diagnostic use.
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Cartridge Retention

.IHI. Cartridge Retention
‘ M ‘ ‘ - #Enable Cartriage Retention
CARTRIDGE o Retain bw Assay o
NG -
RETENTION ; e &

o2}

=]

™} Xpert GBS G3

j Xpert CT_NG. -

& \Xpert BCR-ABL Monitor IS

] XpertFu A Panei

a [Xpert EV Assay |
Ability to retain used = 2o e s =
cartridges after the run; if . I , I
chosen, cartridges will be e — =
placed on accumulator after NN\ 5
completion and can be 7\‘ s S
retrieved by shuttle. . T B

I SELECT ALL ‘ | DESELECT ALL ‘

View Results
N . . . . ml:]n lem:::. Patlent ID 2 P3S4857854343

Ability to retain an individual T Versor® 3

cartridge while test is in- S , , .
}mmm[bmmun b Detat bmam|bm|lnmm|bm

progress nesut
Sample Type 5 Other Sample Type
::u user \: Retain Gartridgs Anier Test Completion /
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Removal of retrieved cartridges
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Cartridge 1/0
Cartridge { Priority ’ Sampie Assay Order Time Cartrigge
Status | D i |- 1L SN N
Normal [127856789 Xpert C diff-Epi 0305191446 [10015808

CE-IVD. For in vitro diagnostic use.
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Infinity Files Ly
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File types used by the Infinity

Assay Definition (.gxa)
— File contains the sample preparation command sequence, thermal cycling
protocol and analysis settings.
— Assay definition must be imported into the system software prior to scanning
the cartridge.
Lot Specific Parameter (.gxr)
— If the assay requires LSP, it is embedded in the barcode of the cartridge.
Barcode must be scanned for the software to recognize LSPs.

Run File (.gxx)
— Archived files used for back up and send to Technical Support for review.

//Cepheid.
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Connect the external DVD drive to the Infinity
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Import ADFs

=--

New assay will apear here

after import.

Mapdge Assays
[ m" Version | Need Lot Specific Parameters.
IJ\pnrt BCR-ABL Monitor IS 1 v]
HIV-1 Quant CE 1 3
Xpert GBS 3 =]
Xpert Fiu A Panel 3 =]
Xpert EV Assay 3 ¥l
Xpert MRSA_SA Nasal 1 ¥
¥pert CDIFFICILE 3 )
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/ Import Assay

[ Desktop
3 Computer
Eo0s(Cy
[ GeneXpert

(2 Removable Disk [E)
= embeddedpe (V10.11.14.130) [Z)

!

Import Assay

Look fn: E infinity Systems
03 xpert Assayaxal

"

fletame: |

Files of Type: [Assay Fies (gxa)

e
[ aEoEE e
X
5
7 Cepheid.




Infinity Workflow .

35 ©Cepheid  302-4032 Rev A July 2020




System Start Up

Wait for 2 minutes

(system will boot up), R
kiosk computer and ‘
embedded computer Cepheid-Admin

will start communication s

AC main power switch After the waiting time (mandatory!),
Turned to ,,on* log in with your Windows password

36 ©Cepheid 302-4032 Rev A July 2020 CE-IVD. For in vitro diagnostic use. /Cephe/d.




Start-Up and Desktop icons

:;X Xpertise Software

et (double click to start)
Software

K

Cepheid-Admin

GeneXpert Folder

Enter password, usually ,,cphd*

Shutdown

Infinity ...
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Remote DB
Backup

Cepheid Remote
Diagnostics
Access shortcut

GX support
Database
backup

//Cepheid.



Log on to Xpertise software (optional)

Module Status Login v
ik St oM
Hame

ExIT

If admin users and basic users
have been defined, log on by
your user name and your
password

geai

/

Faswword

sz 1T a4z [Cr— SaraiEnn® ninily Kpafss SoMwmee. varsion 0.5 fard G053 17 2843

RS 1T S5 43 Syen peare nlaision Dalanase nlegrity Check compieted

N

Cepheid.
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Database Management Screen (optional)

(periiza Sofhware Dt Usey

Module Status Database Management o
viodue Stabs | VES

If not opted out in the system
- B configuration, Database
Do you want to perform Database Management tasks? Management will be performed

(appears at software start and
software exit)

kamanz 1 snaz [E— SarmipanS ninly Kparls Softwiee, varsion 6.7 slas) DO04NE 17 5542

MRS S 1T S5 43 e
MG 3 1T 5708 =] ey [Cetall Uses] login

Eoware: nilaknion Dalabase nlegrity Check compieted

N

Cepheid.
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est Archive Reminder (optional)

esmue o @ @ [

Module Status Test Archive Reminder ‘ v
o S s
Mame
fat Ansdae
— X
™ [—
" P—— Archive is overdue. Do you want to archive now?
o = -
bz Anudaze Detsr Uver .z x. : *
B3 Anadank
na Amdabl
c1 Anpdane
= [
e - Module Status Archive Test v
(=3 ._- - -
o1 ! Mosuse S Jcioak IDs oK
T Hame
b | cnd ™ r— LiPurge Selected Tests from List Atter Archiving (Recommended Monthiy)
o Anpdunly ! x
m Tassass A2 Avadare - . .
- t Fatent ID Sample Wod User Resut Assay Status Ermer St caca.
A3 Aundsbi 1 o Name 1 Stanus Dae
Al Assdanie ( HIS1B272003 . [UHES0S31  C3 <Nooe» PECGATIVE  Mpert COFF._Dene 10K [PETEERT N PN
B1 Axadari i WINTANST | ISD1EZYT Oeal User  MEGATIVE  pwt COFF [Done o ormowsrs |
Joarmy isdte 1263 Rcovaned junty 10 sale icaton 2 Asstaze c HI128748067 . [SD12231 A1 Detal tser  ERROR Hpert BCR-. ‘Aborted Envox 01/30/16 15
yaen ul Aulomabion Operating Node . - 4 4 4 . . 4 -
oymen ecome 10 Genespert ity Sysiem B3 Asalam o Vm:.umm: .nr.-u',:;rm. 'szs IOeead Uiner }'\' 1007 Am' 1 Quant _ Done <‘« 00 ] R L
) Avadsbie ( HI51B00366 . [FTSA9556 2 Detad User V-1 DETE . HV-1 Cuant[Done 0K DLOB/E 15
Anate = TIBS0M2E . HGEIETOE A2 {rammisyati . bOV1 DETE. . 1V-1 Gusnt_Done 0K DRUIG 14
Sa[ ne ap pl les to th e Test c2 Asatazi HIG10003008 .. [FT340567 a3 {sdminissrati - Hv-1 DETE .. HV-1 Guant.. Done oK 08081 14
A h 1 R m 1 d c3 Aninie [w HILIBTINN2G . [TTES0E00 199 jask User  ERROR VA Gumnl._Abeed  Esror ———
rcnive e inaer c4 Asstare [ KISTBO0SA26 . (TGATBSED  j2 {aaminkarati | HV-1 NOT .. HV-1 Guant. |Done oK DOIENE 14
Dt Asrime = FOSIDS03456 .. [CREIDTED B4 (ndmmtstratt VB MOT D Xpert MTS- .. [Done oK DIEE6 13
o2 Asstadie i FORSOOGE6S . KWE3M6T 183 MRSANEG. Hpert SANa . [Dooe oK DWE 13
o3 Asaisrie = JIS1BTIME . (GHAATIES (A3 {aminerall  MREANEG. Xpert SANa_ Done o D68 43
o Avedeze ! FOS18S6 7828 A2 AGIEYALL  MIRSAPOS e SANa | Dooe oK 1009 513
— s L - S SARSAMES  Noedt QAN Done T SOLRIAR AR,
sy eesucy SLLCT W
SELECTALL DESELECT ALL ‘ s | vt |

If yes was chosen... / ]
40 © Cepheid 302-4032 Rev A July 2020 /Cephe/d.
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Dashboard icons

View Outstanding Orders View Another Test Modules Available Status
Load or Retrieve Cartridges Waste Capacity / Contents
Manage Host Orders Database Alert

« Xpertise Soitware

Dashboard

N

Cepheid.
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Additional Important Icons

e Error is present

Silence alarm

nIEE Shuttle is open

Analysis Mode

Glass door is unlatched

Replace waste container/ .
close waste Door Manual Mode Operation

N

Cepheid.
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Available workflows

Two operation modes are possible:

- Automation Mode (Regular workflow)

- Manual Mode (useable if the automated system is not fully functional)

N

Cepheid.
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Order a test in Automation Mode

Order Test - Sample ID
Scan or type in Sample ID

» 5 [5D038576292932
E I£ Sample ID is successfully scanned when you hear the

O beep.

—I ORDERS -| ORDER TEST

Py

FIVFII Iy A

Pationt D
WI38743170147
Patient ID 2
HGL0585720395
Last Name
e ko
Dorait User .: z. ‘ !oJ = ﬁ :
19950314
Gencer
e susMIT
Order Test - Patient Information o
Scan or type in Patient ID conTmE
[H738743170147 s
o8 CALENOAR
Patient ID is successfully scanned when you hear the x Order Test - Assay
beep.
b S0 000eR Scan Cartridge Barcode
Cartridge barcode is successfully scanned when you hear
PatientID 2 the beep. ~
[Hoass86720095 .
Last Name First Name
[namet Patent B
Date of Birth. Postal Code
[vyyymmoo
Gender Ethnicity Patient ID
[cwone> T+] <None> b 736743170147 =
Sample 1D -
SDOSEST6292932
Optional f—ne
Last Name First Name
Name1 Patient 3
Date of Birth Postal Code
19950314 98765
Gencer Ethnicity
Femaie White
Prionty /
44 © Cepheid 302-4032 Rev A July 2020 CE-IVD. For T VI0 (Tagnosuc use: Z Cepheid.




Order a test in Manual Mode

."u"ﬁé"
1

Order Test - Patient Information

Scan or type in Patient ID CONTRRE
O —
ORDERS -| ORDER TEST H203948050934 Bl
DOB CALENDAR

Patient ID is successfully scanned when you hear the
beep.

PatientiD2
HG49586720305

| set Mama Eiret Mama

Order Test - Sample ID OrderTest - Askay
> Scan Cartridge Barcode
Scan or type in Sample ID
Cartridge barcode is successfully scanned when you hear —
SD948375028 the beep. 8=

Sample ID is successfully scanned when you hear the

% beep.

Patient ID
H203948050934
Sample ID
Patient ID SD048375028
H203948050934 Patient ID 2
HG49585720305
Patient ID 2

HG49586720395

N
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Order a test in Manual Mode

Order Test - Module Selection
Order Test - Test Information Use this module or select another
Patient ID

H203948050934

Sample ID
SD948375028
Patient ID 2
HG49586720395

Last Name
Name1

Select the module to run the test

First Name
Patent

Manual Load - Remove Used Cartridge Manual Load - Module Preparation and Self-Test

Confirm Module A3 is empty and leave the door open. tandby while Module A3 is being prepared.

Press CONTINUE to proceed.

Manual Load - Load Cartridge

Test Start Successful - Ready For Next Test
oad the cartridge in Module A3 with the flashing GREEN light, and

close the module door. Successfully started the test.

- Press ORDER NEXT TEST to order another test.

Press END ORDER TEST when you are done.
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Clear Test Orders —in Automation Mode

Order Test - Assay

Scan Cartridge Barcode

Cartridge barcode is successfully scanned when you hear
the beep.

4

Order Test - Assay

g\

g X

YES to cancel this test order. All input will be cleared and restart

from Patient ID entry.
NO to continue with this test order.

N

Cepheid.
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Clear Test Orders — in Automation Mode

Or (in case of outstanding orders):

- =)

48 © Cepheid 302-4032 Rev A July 2020

&

VIEW
OUTSTANDING
ORDERS

=

View Order
Patient ID
H430506840405065
Sample IO
SDI4B5ETS
Assay
Npert CT_NG
Reagent Lot ID" Cartridge SIN"
05821 A2T2T1437
Expiration Date* Priority
0T/10M8 Normal

4

Varsion®

View Outstanding Orders

YES to cancel this test order with sample ID [].
NO to continue with this test order.

CE-IVD. For in vitro diagnostic use.
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Clear Test Orders —in Manual Mode

Order Test - Test Information

>
Fatient ID SUBMIT
H24 8050934

Sample ID

SOOdA3THOZE 0
FPatient ID 2 CLEAR ORDE
HGA9586T 20305

Last Mame First Name

Feame Fatenl

Date of Birth Posial Code

18050313 SETES

Gender Ethinicity

Female While

Assay” Version®
Xpert CT_NG 3
Reagent Lot ID" Cartridge S/N'

07105 443432184

Expiration Date Prigrity

202001115 Normal

Test

—

Sample Type Other Sample Type

|0|her |v| [ |
Hotes

N

Cepheid.
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Viewing Test Results S
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Viewing Test Results

s View Another Test
M D Sample Mod User Test Result Assay ~ Start Estimated  Status
D Name Type Date Minutes
. = To Result
| 35185508 |usG0762 |83 IDetai User ;pe< imen  |FIl HETERO.. Xpert Fi & FV Co... |03/05/1317:20:35 lbone

H35189059 . |UJ787933 A3 .Dctall User :saectmcn Fll NORMA .xpcn FEI&FVCo.. |03/05/1317:28.47 .Donc
H35188538... |HN237945 a2 Detail User  [Specimen  |FIl HOMOZ . Xpert Fil & FV Co... 03/05/1317:27:55 Done
H20405860...|SD43058674 B4 Detai User ‘Speclmen NEGATIVE .Xperl EVAssay  [09/13/18 11:43.32 Ipone
H35189038. . |SD4958104883 (B3 Detail User  [Specimen  [NO RESULT XpertEVAssay  (09/01/18 154926 Stopped
H73874492. . |HG3958203956 (B2 Detall User  [Specimen INEGATIVE  Xpert EV Assay 109/01/18 12:52.35 Done
H73474347...|HD3049586721 |B1 Basic user ’soeumen NEGATIVE 'xpen EVAssay  [09/01/18 12:33:35 Ioone

T | | [raerasiro_|rssrasiiorar e Detanuser specimen  [necaTvE penEvassay  [oowotis 121643 Done
H73874317..|SD038576292.. A3 .Dﬂall User TSpe(lmcn INEGATIVE .chn EV Assay 106/01/18 12.13.32 .Donc
H35180055. _|RL430664 B2 Detail User  [Specimen  |CT DETEC... Xpert CT_NG 06/15/18 17:15.06 Done
H351800565.{TZ637890 Al IDetai User .Negalwe C.. |CTNOT DE -Xpen CT_NG I06/03/18 17-41:03 Ibone
H05688905. . |HA233987 la3 Detail User  [Specimen  |CT DETEC... Xpert CT_NG l06/03/18 17:39:54 Done

Alternatively:
> =
L —
VIEW RESULTS
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Test Result View

View Results
PatientID®  HT38743170147 PatlentID2 HG43586720396

Sample ID  5D038576292932

: | Assay"  Xpert EV Assay Version® 3

)vmm—nl D:m(} Support

Disclaimer

‘or SW demonstration use only.

Sample Type Other Sample Type
[omer =

user
Detail User

Status
Done

Notes

View for Basic Users (3 tabs)

You can switch between previous and next test or choose from the list (view another test).

Applies to all user types!
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o —
View Results !
FatientID  P36T54321 EDT
——
Sample ID 534078
Assay'  MpertFll & FV Version® 1 D
REPORT
F ﬂ"'l
b mtn.ut[ b Anmﬂuul![ b Deisil | b Amnﬁi'l:uﬁwtumr » e-rurs[ b Moy | b Sepport &)
UPLOAD
Result | RESULT
p
[F HORMAL E
PREVIOUS TEST
Disclaimer
For In \Vitro Diagnostic Use Only. m
| MEXT TEST
Sample Other Sample Type
o )
Otner -] =
User mﬁ“'ﬂu IR
m”usgr e
Status Upload Status ’l‘
Done Upipaded CLOSE
Notes
-

View for Admin Users (all tabs)

CE-IVD. For in vitro diagnostic use.
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Result tabs — available for all user types

View Results

PatientID'  D205145 Patient ID 2 EDiT
sample Xpert M 03081
Assay" EV Assay Version® 3 D
REPORT
')rmn-ulbsm|)sm CJQ
PREVIOUS TEST
Reagent Lot ID* . Assay Type
00254 In Vitro Diagnostic EE>
Cartridge SIN* Expiration Date’ NEXT TEST
7508105378 12121125
Test i 2
-]
Specimen | J =
VIEW ANOTHER
Priority I
Normai
start Time End Time }k
03/05/19 16:22.08 0310519 17:39 54 i
Error Status
oK
S Xecsion Instrument /N PatientID*  H738743170147
68 805034
Module Name Module SIN Sample ID  SD038576202932
A3 643030

53 ©Cepheid 302-4032 Rev A July 2020

View Results

PatientiD2 HG49586720396

y*  Xpert EV Assay Version® 2
P Errors i » support
Description i Detail Time
1 [Post-run analysis ermror Efror 5007 [SPC] probe check failed. Probe check value of 20.8 for reading [03/05/19 18:40:28
l pumber 2 was below the minimum of 26.0
CE-IVD. For in vitro diagnostic use. /Cephe/d’




Result tabs —available only for admin

USErS

View Results View Results
PatientID  H351890559682R PatientiD2  HD340828374 PatientiD  H351890569682R PatientiD2 HD340828374
ID  RL439664 Sample ID
say"  Xpert CT_NG Version® 3 Assay* XpertC Version* 3
7 7 / -
) TestResutt )mml)m bmmc-m[b(m]bmm }  Sepport ) TestResukt )nmmn[pw[}mam[bem[)m[)m
Analyte ct EndPt Analyte Result Probe Anatyte Prb Pib Prb Probe 2nd Deriv Curve
Name Check Name Chk 1 Chk2 chk 3 Check Peak Ft
_ Result Result Height

Sy b 912 OS5 PAsS cT1 1230 260 230 PASS 00 PASS

NG2 o0 4 NEG PASS NG2 1220 273 1220 PASS 0.0 NA

NG4 oo 1 NEG PASS NG4A a1 52 a1 PASS 0.0 NA

SAC s 1 NA PASS SAC 1108 86 103 PASS 0.0 NA

is"c R al vt pAss sPC {357 300 1355 PASS 00 NA

View Results
Patlent|D  H361890669682R PatlentiD2 HD340928374
Sample 1D RL439664
Assay' Xpert CT_NG Version* 3
[I»me(bmumn{bw }wam()=m[>m[}m
Fiedd Name WAS: 3 LUser Time
Patient ID Patient Name 4 H351800550682R Mane= 03/05/1310:51 54
Patient ID 2 HD340928374 Detail User 03/051316:01:27
54 ©Cepheid 302-4032 Rev A July 2020 CE-IVD. For in vitro diagnostic use. //Cephe/d.




Amplification Curve View (only admin users)

View Results !
PatientID  H351890669682R PatientiD2  HD340928374 DT
sample D  RL439684
Assay* Xpert CT_NG Version* 3 D
REPORT
')Tulm[‘)mmull)Dﬂﬂ")mml..}tm[)lbbry P Sepport &g
D Vol I _Lagend PREVIOUS TEST
Prmary Curve [t 400 ¥ [Z] c14; Primary =
i @ [ wezprmay N | >
| @ [Z] w6; primary NEXT TEST
300 SR e
] [ Sac; Primary
| — *
o i W e ratry |=
! § 200 EXPORT CURVE
E 0 —
i=
VIEW ANOTHER
100 TEST
g 10 0 30 40 CLose
Cytles bl
O e ) v

N

Cepheid.
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Export Amplification Curve

GeneXpert PC 03/05/19 18:59:50
Graph Report
Sample ID: RL439664
Test Type: Specimen
Assay Name: Xpert CT_NG
Assay Type: In Vitroe Diagnostic
Assay Version: 3
Reagent Lot ID: 05814
iew Results - Export Curve E Status: Done
et Error Status: OK
GENERATE Notes:
e Order Time: 03/05/19 17:14:14
Started At: 03/05/19 17:15:06
Graph With Legena Ended At: 03/05/19 18:43:13
) Graph Only GENERATE User: Detail User
REPORT FILE S/W Version: 6.8
Graph Name: Primary Curve
PREVIEW — — |
REPORT Lo ) CTY: Peimaey &
ey 2 1) W Premery |
’l‘ 2 2] wos; ey
<o ¥l ] sAcPemany
CLOSE 2 =1 2] ey
| E————— g P

W\

Cepheid.
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Test Report

Test Report
Patient D | Sample Mod User Test Resull | Assay+ | Staws Efmor start
1D Name Type Status Date
O [H351827299. |UH4s9831 [C3 <fone>  |Specimen  [NEGATIVE [Xpert COIF . [Done OK 0714181 | &
a RLag0sst B2 Detall User Vspeclnen CT DETE &ﬂer{cr_ Done oK oonsie 1 ||
H351800550. {TZ637800 (A4 Detail User |Negative C.[CT NOT D... Xpen CT_.. (Done oK 0321119 1
056889055 [1A233087 A3 DetailUser [Specimen [CT DETE _ Xpert CT__[Done oK oaing 1
2 a1 Detail User [Specimen  (CT NOT D.. [Xpert CT_... [Done OK 08/21/18 1
H350395485.{SD034854 . B1 Detall User |Specimen (NEGATIVE [Xpert EVA_|Done oK 0513118 1.
H351890382.. |SD425810... |83 Detail User |Specimen  NO RESULT Xpert EV A Stopped (0K 0501118 1
H736744925. . [HG395620.. B2 Detall User [Specmen  [NEGATIVE Xpert EVA..[Done oK 0501118 1
734743470, |1D304058.. 1 lBasic User |Specmen |NEGATVE DpenEVA [Done oK os1r8 1.
738743170147(73874317... A4 Detail User |Spacimen [NEGATIVE |Xpert EVA . |Done oK 0501181} |
H738743170.. |SD038576... A3 Detail User ‘svecmen NEGATIVE |Xpert EVA._|Done oK 0501118 1
H351855082...[UJ600762 B3 Detall User [Specimen  [FIIHETER . Xpert Fil & ..|Done OK 00115118 1..
[ |H351800596. [Us787033 A3 Detail User |Specimen  (FIl NORMA__Xpert Fil & _|Done OK 0015118 1
0 [H351885382. [HN237945 A2 Detail User [Specimen  [FIl HOMOZ. . [Xpert Fil & __|Done oK 0915118 1
o Xpert F 01.. A1 Detall User |Specmen  NEGATIVE Xpert Flu A._[Done oK 01730119 1
a H351800345. |CR538763 B4 |Administra ?specmen MTB NOT . Xpert MTB. . |Done OK '031161191
[ |H351877782..|GKS63805 B1 Detail User |Specimen |[ERROR  Xpert MTB.. Aboted  [Error 0321119 1|
O |Hase12032. [TF2776% B4 Detail User [Specimen |MTB NOT .. Xpev{MTB..EDmc oK -0312|/191.:,4
[u] 7 183 p MRSANE.. [Xpert SAN...[Done OK 0321191 | V|
Basic Users
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Content of the Report File differs between Basic

and Admin Users

GENERATE
REPORT FILE
kﬁ Test Report
Include Amplification Curve
Patient 1D Sample Mod User Test Result Assay ~ Status Error Start
1D Name Type Stalus Dale
(=] {HIV-IVD HIV-Factor... A6 Detadl User  [Positive Co. |HIV DETE... [HIV-Factor... [Done oK 01171181 -~
T Mvp | Mvracor. s DetailUser [Positive Co. |HV DETE.. [HV-Factor [Done  |ok  jotr7ie 1. | |
| HIV-IVD In Range a1 Bask User |Positive Co.. |HIV DETE... [HIV-Factor... [Done 0K 101/16/18 1
= HIV-IVD HIV-Factor.. A1 Bask User |Positive Co. |HIV DETE... [HIV-Factor... [Done OK 102/18118 0.
=] HIV-IVD HIV-Factor... AS Detall User |Positive Co. |HIV DETE... [HIV-Factor... [Done OK 031718 1
=] HIV-IVD HIV-Factor... A1 Detall User |Positive Co... HIV DETE... [HIV-Factor... [Done 0K 0711718 1...
=] H11287480 [SD142231 A1 Detail User [Specimen |[ERROR Xpert BCR- |Aborted Error 107/30/18 1
=] H11287489. |SD142231 A1 Detadl User [Specimen NEGATIVE ([Xpert CDIF..|Done oK 107/30/18 1
=} H351627290... [UH480831 |C3 Detail User 5;)e:inen NEGATIVE Xped CDIF... Done oK ] 106/05/18 1. =
N m] 7 4 a1 Detail User |Specimen |ERROR  [Xpert CDIF..|Done Error 108/20/18 1.
o ] HO5688905. . |HA233087 |A3 Detall User |Specimen |CT DETEC. [Xpert CT_.. [Done OK 09/03/18 1
[ ‘ ]
] H35180055. [RL430664 |B2 Detail User [Specimen |CT DETEC. [Xpert CT_.. [Done j09/15/18 1
m] H351800565 |TZ637800 |A4 Detail User |Negative C..[CTNOT D.. [Xpert CT_ . [Done 102/15013 1
=] [T38743170... 73874317 A4 Detall User [Specimen |NEGATIVE |Xpert EVA . [Done j03/05/13 1
&l H73474347... HD304958... 51 ) Basic User [Specimen |NEGATIVE [Xpert EVA.. Done I 103/05/19 1....
] H73874317. |SD038576.. A3 Detail User [Specimen |NEGATIVE [Xpert EVA _ [Done 103/05/19 1 el
a H73874492. [HG395820. . B2 Detall User [Specimen |NEGATIVE [Xpet EV A . [Done 03/05/191..| ¥
d

CE-IVD. For in vitro diagnostic use.
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Other Reports
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Fena)(p et PC 03/05/19 17:54:33
Control Trend Report

- Selection Criteria -

Date Range: All

Assay: Xpent-C. difficile G2
Assay Version: 2

Reagent Lot Number: All

Test Type(s): Negative Control 1
Analyte(s): SPC, Toxin B

Data Type: Cycle Threshold, EndPt

-4 Test(s) Found -
Trend Log Information

Date Range: 01/20/19 - 01728119
Number Tests Graphed: 4
Number Tests Not Graphed(): 0

Note("): Tests with errors, aborted, or stopped with insufficient data are excluded from the
trend graph.

Test Type: Negative Control 1
Test Result: Number of Test Results
Mumber of Test Results For [Toxigenic C.diff 4

MEGATIVE]:

CE-IVD. For in vitro diagnostic use.

GeneXper PC 030519 110454 AM
Control Trend Report

- Sedecton Crilera -

Date Range: Al

Assay. HIV-1 Wiral Load

Azzay Viersion: 1

Reageni Lol Number: Al

Test Type{s): Posive Conted 1

LaL 96 (log 1.08) copiesiml

waL 991 (lag 3.00) copiesiml

-7 Test{s) Found -

Trend Log Infosmation

Date Range: OV 16 - OIS
Nurriber Tests Graphed: &

Nurriber Tests Nol Graphed('): 1

Node{"): Tesl resulls hal have ERROR, INVALID, NO RESULT or no quantlafive value as excuded from e
rend graph.

Tt Type: Posifve Contrd 1

Targed: 200 (log 2.30) cqpiesimlL
Lewer Limil: 96 (log 1.98) copiesmL
Upgper Limil: GeneXpert PC 991 (log 3.00) cepiesimL

Uppsr Lk
240 1 Target

Leauer Limi =

1.80
1.20

copiesfmbL(ag 10]

S AAE  Jubi48  Jandd7  MHAT7 Jandd8  Jul48
Date

W InLaLand JGLRange # Qutof LGL and UGL Rangs

//Cepheid.




Data Management S
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Data Management Tasks

Archiving/Retrieving Tests
— Creating or retrieving a copy of the data
— Automatic Archive available

Database Backup/Restore

— Create copy of all user profiles, system configuration, ADFs and data (available
at start-up and at shutdown)

Compact Database
— Available at Start-up and Shutdown only

Check Database Integrity
— Integrity check is performed at launch

External Remote DB Backup utility (to be found on the Windows Desktop)
— Back up data with encrypted patient information

//Cepheid.
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Brief LIS Overview e
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Host Status

Host Test Order Table

[
O

Host Status

L) (white if not connected)
Module Status Manage Oroers e
LT T Tl e 0 | Pl 1D T P M e M _Fl!.lir i Tl H_THJ 1
L] B s i PRl RN RTCRUMS Bpen GRS OIS CLBATTE e —
.“ .‘".-' E .nruu.u .llum'u..l .n,--J Podar .n\;ruu;;.wn..l. .ln_.-..u.o'\.mnl Ji A
a2 atiids - - AL R
;_'E: : 5] e %
= 4
cmnin
':L"JE Host connection lost é 1
L -1 r
S S e T =| u——
e LI L F2) “- |= ] m d
] jamaTs 13T e LUl §i | ] B ‘ £
i _u.lm"-l.lr'.‘l.l) o L [ L -
'] _\'.\.li!-'!-l!l!i'-' Sywan Linar [Covinil Linar{

Host Download Status

//Cepheid.
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Enable Host Communication

Module Status
was e
e

Pa——
s
po—.
pra—
s
Py
o
pa——"
jra—
[,
pra.
soatrm
e
pr—
-
jr—
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CE-IVD. For in vitro diagnostic use.

THUHHSHHNOH L

o W o 1 3

Host Communication Settings &
>4
+ Arave noe Comrurecasen -
Use Ceptwsd Lk 10wy ¥yve heve [ A uhen e sampie veceweiy) X
Most © SH,
b e gt ey
Artmeanc ot Dascy ANer Sampe 10 ST
© Automen: Teat Order Drwrised
* Ao Bavat Unteed
Une inwrummne Soecimes O
PFrofecol
-
“s™m
* secver
Server @ Acoress pecrs
581 111
Laeet

N
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B S

Cepheid recommends to always confirm that LIS uploaded results match GeneXpert results after
any changes to the GeneXpert or host system, including, but not limited to, changes to the following:
» GeneXpert software version

» GeneXpert assay definition files and version

» GeneXpert host communication settings

» Host middleware software or configuration changes

« LIS software or configuration changes

Caution

N\

Cepheid.

64 © Cepheid 302-4032 Rev A July 2020 CE-IVD. For in vitro diagnostic use.




Troubleshooting L.
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Pause Mode

- The Pause mode should be used only when manually adjusting or removing a
cartridge.

- Do not remove a cartridge without following the “remove cartridge” protocol!

« When Pause is activated:
— Cartridge order processing STOPS
— Cartridges in modules continue to RUN
— Gantry at the end of its current move STOPS
— Conveyor Belt STOPS
— Glass doors UNLATCH

-« When normal operation is resumed, all processing continues.

N

Cepheid.
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Emergency Stop Function

Emergency Stop should only be used for situations where immediate
termination of moving parts is required to prevent user injury or
instrument damage.

g_EGEd,
{‘4‘

‘

During emergency stop, the following actions occur:
eAll cartridge transfer functions are suspended.

oAll user interface features are suspended.

eThe cartridges in the modules will continue to run.

To resume from emergency stop, you must:

eRemove all cartridges from the Conveyor. They can be reprocessed.

eDo not move or add cartridges to other areas of the system under any
circumstances.

Note: If stopped for too long, cartridges may expire.

N

Cepheid.
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Emergency Stop

&,

Emergency Stop

Press UNLATCH GLASS DOORS to open the Glass Doors to access the system.
Warning: You must be trained to access the instrument.

If a cartridge is stuck or fallen, remove it from the system.

Remove all cartridges from the conveyor.

Do not move or add cartridges to other areas in the system under any circumstances.
To resume normal operation, untwist the Emergency button.

Press RESUME to return to normal operation.

@
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Emergency Stop

After completing your operation, untwist the Emergency button.
Press RESUME to return to normal operation.

Emergency Stop

Close all glass doors.
And then press LATCH GLASS DOORS.

CE-IVD. For in vitro diagnostic use.

@ Do not forget to untwist the
Emergency Stop button by
turning it clockwise!

o

w
Y

CLOSE

N
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Retrieving Cartridges from Accumulator

ONLY AVAILABLE IN AUTOMATION MODE!!!

Outstanding order needs attention icon (shown on dashboard)

View Outstanding Orders
Needs Cartridge - Priority|  Patient ID Sampie Assay Location Qrder Time Estmaled
Altention Status D Minutes
To Resuit

lormal (123486780 127686760  |Xpert CAI-Epi  |ACC1 0310513 14:45
STAT |122456778 129786780  |Xpert Cafft-Epi  Kiosk 03/05/19 14:58

N

Cepheid.
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Retrieving cartridges from Accumulator

Cartridge 1/0
|.llll g Accsmelator

Mcumuatorl Cannoge ‘ Priority Sampie Assay Order Time Cartrigge
e menuon Status D | s\
- \@ h | Normal 127855780 Xpert C.diff-Ept 0305119 14:45 10015808

\ Cartridge 1/0
11T}
l | nEN Shuttie [ yayg Accomaiator | ’I‘
Shuttie Needs Cartridge Priority Sample Assay Order Time Cartridge cLose
Site Attention Status Ly SN
1 HNormal 127856TED Xpert C.diff-Epi OV05M B 14:45 TE08105376

N

Cepheid.
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Clearing an Automation failed location

Module Status

Module Status
Hame

A Availabls

A2 Avaiishs

.ﬁa ..Mm

Ad Availabla

IB‘I .M

B2 Avisilabbe

B3 Available

-Bd ..lm

C1 Availabls

.I:.'E .Mm

C3 Availabls

ICd .M

D2 Available
D3 Available
D4 Available

71 ©Cepheid 302-4032 Rev A July 2020

Clear Site Panel

Failed Site Panel

Administration User ’l zo l :0

Module Status

Automation Failed LoXation

Modute Status » ]bmm[)m]#ml.mu
Name 1
A1 avaitabie Clear Site Failed Ste
A2 Invailabie e
A2
- A3 nvailabse w
{ l 4
™ tued 81
81 lavailabie B2
a3
82 lavallabss 84 >
c1
P essad <2
= =i o

Check which location has a failed site:

- Open failed location: accumulator, shuttle or lobby
- Closed failed location: module

CE-IVD. For in vitro diagnostic use.

//Cepheid.




Open failed location (accumulator, shuttle or lobby)

Automation Failed Location
b Module | B Accumulator | b Sheise i }  Other Locations
Clear Site Failed SHe
1 12

O

O,
g \;*

@ @ @ Clear Falled Location
-, 2] —- S =

SAVE If ACC 12 is empty, press EMPTY.
If ACC 12 has a cartridge, press HAS CARTRIDGE.
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Open failed location (accumulator, shuttle, lobby)

@ Clear Failed Location

=

Unable to clear the failed location ACC 12 because it still has a
cartridge.

Pause the system and remove the cartridge, then go back to Clear
Failed Location workspace to clear the location.

@ Clear Failed Location

- To complete clearing failed location(s),
Press CONTINUE and then Pause the system to remove
cartridge(s) at: ACC 12

- Repeat steps 1-5 - @

73 ©Cepheid 302-4032 Rev A July 2020 CE-IVD. For in vitro diagnostic use.
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Closed failed location (module)

Module Status Automation Failed Location
Module Status | P Modie | B Accume tator | P Shattie [ P Other Locations |
HName
{Avaliabie -~ | Failed Site:
n2 |nvaitanie B A [a]
a3 Available -
m Availanto - Q
B1 |Available £
™ (avaiiacte \Uu s
B3 Available 3 :
B4 |nvaitatie
c1 |Availanie
c2 |Available
= vailable
ca |avauanie |
o [
D2 Availablo
D3 valable
o4 (Availabto
PR it

U

Clear Failed Location

Switch to Manual Operation Mode to clear the following failed
modules: D1

After failed locations are cleared, switch back to Automation
Operation Mode.

N

Cepheid.
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Closed failed location (module): change of Operation
Mode

The system must be in Manual Mode to clear a failed module location!

Change Operation Mode: L3
= ‘
) — - CHANGE
SETUP OPERATION
v MODE |

Change Operation Mode

Current Operating Mode

‘ Automation Mode

Operation Mode Gonfiguration

EX | g 0w H

Z Avtomation Mode
Manual Mode|
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Closed failed location (module)

Leaving Automation Mode - Remove Cartridges

lu;l_smn- !mAcm-m' m ufnm

Remove all cartridges from the Accumulator, Shuttle, Conveyor and Modules and then

press CARTRIDGE(S) REMOVED.
v =)
o nun

[ shmle | Neecs l Cartidge | Prionty | sample | Assay [ order Tame
Site | Afention |

y [ cartriage

Any tests that are currently running in the GeneXpert modules will continue to run after the system

switches to Manual mode. These cartridges will need to be removed manually from the GeneXpert
modules after they have finished.

Any tests that have been ordered but have not yet started (outstanding orders) will be cancelled
after the change to Manual mode. These tests can be ordered again in Manual mode or they can be
ordered again in Automation mode if they have not expired. If there are outstanding tests that will be
cancelled, the Leaving Automation Mode - Remove Cartridges workspace shown in Figure 5-95 will
be modified to indicate that there are outstanding tests that will be cancelled.

CE-IVD. For in vitro diagnostic use.
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Closed failed location (module)

m- -
=

Leaving Automation Mode - Remove Cartridges

0

Press OK to confirm all cartridges are removed.

Clear Failed Location

HAS =) Remove cartridge at D1.
CARTRIDGE Then press CONTINUE.

Z

Cepheid.
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Closed failed location (module)

Automation Failed Location

[ » m[ 3 luumnhw‘ 3 !uw[ 3 Olh-fl.o:aﬁo“‘

Tz

Module Status

Modute Status

Name
A1 |Availabie -~ Clear Site
o [ m iR
A3 Available:
vl Available -
81 (Avaiiaie ::-_
82 |Availabie s
83 (Availablo T ‘
B4 (Avanatee c3
o et oz
c3 nvailabie. o
c4 |ivatabic: | o
b |||
D2 vailabio. -
03 | A
D4 IAvallablo: -

- £ -
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M¢

cLOsE

‘ Pick failed
site

) a |

Automation Failed Location

b Module }auumnuIbn—m[ b Other Locations

Clear Sita
]
Ad
B1
B2
Bl
B4
1

C4
01
D2
03
04

Failed Site

CE-IVD. For in vitro diagnostic use.
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Change Operation Mode: Manual to Automation Mode

Check that all runs have finished and all modules are empty!

o i:ﬂ Change Operation Mode
— - CHANGE - V4 ‘ Current Operating Mode
SETUP OPERATION EDIT Manual Mode
MODE | ration Mode Configuration

Automation Mode
2 Manual Mode

Change Operation Mode

= = =
Press OK to change to Automation Mode, close the Glass Doors
and shut down immediately.

Press CONTINUE to save the new operation mode and close the
Glass Doors. Automation Mode will be effective after exit and
software is restarted.
Press CANCEL to remain in editing. /
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Shutdown Protocol S
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Infinity Shutdown Protocol

Before you exit, ensure that there are no tests in process. There will be a warning if tests are still running!
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Archiving and Database Management
Reminders may appear. Follow the

Instructions that appear.

You are about to shutdown the Infinity system.
Are you sure you want to do this?
Reminder:

Wait 2 minutes for the Infinity system to shut down before turning the AC power
switch to the OFF position.

Wait another 2 mi before turning the AC power switch back to the ON
S

The system may not boot up correctly if it is turned off and/or turned back on in
less than 2 minutes.

CE-IVD. For in vitro diagnostic use.
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Maintenance 15
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GX Maintenance Menu
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Main Menu
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GX Maintenance Menu

[

Generates Module
Report

Opens Plunger
Maintenance
Workspace

Opens Perform Self-|
Test Workspace

Excludes Modules
from Being Used
for Tests

Maintenance Menu ey
E@( i | MAINTENANCE
| wercuc:
¢ B Y
SYSTEM LOG I.
k3 MOOUES
EXPORT LOG FROM TEST
o |
. o=
BACK
el | Le—

Creates System Log
Report

FAILED

Exports System Log File

Exports Host Settings File

Opens Automation Failed
Location Work

(Admin. User Only)

Opens Clean Conveyor -
Confirmation Workspace

F,m

O §@E§U+§

Displays Information
About the Xpertise
Software
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Service and Maintenance

GeneXpert® Infinity Maintenance Log

Infinity Serial Number:

Name of Institution

Instructions: 1. Enter the name of your institution, GeneXpert Infinity Serial Mumber. Annual Maintenance Performed Date, Quartery Maintenance Performed

Date, and the curment Month and Year in the fields above.

[}

initials (2 characters maximum) in the bottom row.
3. Save the file after entering the data. We recommend saving cne file each menth for a complete record of activities.

Menth and Year:

Quuarterly Maintenance Performed:

Annual Maintenamce Performed:

. For each maintenance activity listed below check the box(es) under the day of the month that the activities wers performed and enter your

(Weekly Maintenance 1123

d(5|&|7|8[2]|10

1|1z|1314)15(16

17

18|19 (20021 |22(23| 24|25

W/ 7|28 29 (20

Claam kiock kbl top, kayboasd and mcaitor !

Qreick Cluas Comvayer balt !

Purtiorm Systam Shusdews

Monthly Maintenance

Vaceum rear fan filiees !

| A=chive | Purgs Tasts 2

(Quarterly Maintenance

Cloax Kiosk Scannar

Closm Comvayor Bal: !

Cloan Careridgs Bays and Planger Rods |

Claan Instromset Serfaces |

[Replace ar Clsam Fan Filtars ©

Yearly Maintenance

Check Inssrement Calibeation * | |

A5 Necessary

[Priat Systac Log 2ad Moduls Reports !

Exxpy  Raplaca Waste Contaier *

Back up Dambase *

Cloam Invoremeat Serfaces !

Chock keyboard a=d mouss batiery. Raplace 2 rqeimed. !

Tachmician Initials (Two Lattar)

1. Rafir to Chapter © (Servics 2=d Maintunance) in the Operater Mamual for detailed procedure. 3. Froquesscy of data managemment and dam stomags Jocation can b determmined by individual ikoratary.

2. Rafir to Chapter 5 (Oparating Instructions) & the Orpsrator Mamal fox d

WOTE: Thews are minizmm recemmendations for cleaning. Your ins

precsdms. 4 Calibration check ¢
ire that zma e

o be pardorzmad by Cephsid Fisld Service Exginesr or castorser.

4 o2 2 mmars Srequant basis.

Rafarsnce: GunaXpart Infinity Oparator Mamual (PN 302-0785, Rav. A)
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Disinfect the Kiosk table
top, Monitor, Mouse,
Keyboard

Clean the Rear Fan Filters

Clean Instrument
Surfaces

Disinfect the Cartridge
Bay interior

Disinfect the Syringe
Plunger Rod

Clean Conveyor Belt

Empty Waste Container

Check Instrument
Calibration

Weekly

Monthly

Quarterly

Quarterly & on demand
Quarterly & on demand
Weekly (quick clean) &
Quarterly (extensive)

On demand

Annually

//Cephe/dy




Materials needed for Maintenance (not provided)

» Bleach solution (0.5% final active chlorine concentration or a 1:10 dilution
factor of a household chlorine bleach)

« 70% ethanol

« Deionized water

 Lint-free wipes or paper towels
» Disposable gloves

« Eye protection

N

Cepheid.
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Cleaning the Kiosk Table Top, Monitor, Mouse &
Keyboard

Materials required:

- Bleach solution (0.5% final active chlorine concentration
or a 1:10 dilution factor of household chlorine bleach
prepared within one day of use

- 70% ethanol or denatured ethanol (70% ethanol
containing 5% isopropanol and 5% methanol)

- Deionized water

- Lint-free wipes or paper towels

- Disposable gloves

- Eye protection

@ Eemove the monse and all other items from the kiosk table top. Thercughly modsten a lint-free wipe or paper towel with the 70% ethanol solution.
Thoroughly moisten a lint-free wipe or paper towel with the bleach solution. Wipe the table top. keyboard. mouse and monitor thoroughly with the lint-free wipe
. ) . or paper towel. Use additional lint-free wipes or paper towels, as needed.
Wipe the table top surface thoroughly with the lint-free wipe or paper towel. Use _ ) _ )
additional lint-free wipes or paper towels, as needed, to ensure adequate coverage. Discard the used lint-free wipes or paper towels according to your standard
Allow the bleach solution to remain on the surface a mininmm of two mimies. laboratory procedure.

Discard the used Lint-free wipe according to vowr standard laboratory procedure.
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Cleaning of the Rear Fan Filters

Eventually the Fan filters need to be replaced.
For more information, please refer to the Operator
Manual!

Fan/Filter

Vacuum

Attachment

Fan Filter NOT to be Replaced by Fan Filter to be Replaced by Customer
Customer

Not Enough Space
to Remove Filter
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Clean the Instrument Surfaces (quarterly maintenance)

Before you start, ensure that all test have finished and that no cartridges are left in the modules! The initiate
The shutdown protocol!

For the quarterly cleaning procedure, do not use a bleach solution. A bleach solution is to be

Important used only in the event of a spill.

Materials required:

- 70% ethanol or denatured ethanol (70% ethanol
containing 5% isopropanol and 5% methanol)

- Lint-free wipes or paper towels

- Disposable gloves

- Eye protection

Clean Gantry Rail Covers - Clean Door Rail

Clean Instrument Floor

88 © Cepheid 302-4032 Rev A July 2020 CE-IVD. For in vitro diagnostic use. /Ce,ohe/d.
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Clean the Instrument Surfaces — in case of spill

A\

surfaces.

The GeneXpert Infinity system must be completely shut down when cleaning the instrument

mportant

Materials required:

89

Bleach solution (0.5% final active chlorine concentration
or a 1:10 dilution factor of household chlorine bleach
prepared within one day of use

70% ethanol or denatured ethanol (70% ethanol
containing 5% isopropanol and 5% methanol)

Lint-free wipes or paper towels

Disposable gloves

Eye protection

© Cepheid 302-4032 Rev A July 2020

CE-IVD. For in vitro diagnostic use.

Thoroughly meisten a lint-free wipe or paper towel with the bleach solution.

Wipe affected surfaces inside the instroment. Change lint-free wipes ot paper towels
frequently while wiping.

Allow the bleach solution to remain on the surfaces at least two minutes but no
longer than five minutes.

Bepeat Step 1 through Step 4 two more times for a total of three times.
Theoroughly moisten a lint-free wipe or paper towel with the 70% ethanol solution.

Wipe affected surfaces inside the instrument. Change lint-free wipes or paper towels
frequently while wiping.

Discard the used lint-free wipe or paper towel according to your standard laboratory
procedure.

//Cepheid.




Clean the Conveyor Belt (quick clean, weekly)

& Do not use alcohol or ethanol to clean the conveyor belt. Alcohol or ethanol can damage the
conveyor belt material.

Materials required for weekly quick clean: to remove particulate debris

- Deionized water

- Lint-free wipes or paper towels -

- Disposable gloves
- Eye protection

Theroughly meisten a lint-free wipe or paper towel with deiomized water.

Hold the lint-free wipe or paper towel tightly (to avoid it being pulled from your
hand) against the exposed suface of the conveyor belt for two rotations of the belt
(approximately two mimites).

Dy the belt using a new lint-free wipe or paper towel. Hold the lnt-free wipe or
paper towel ightly (to avoid it being pulled from your hand) against the exposed
swrface of the conveyor belt for tero rofations of the belt {(approxmmately taro
nunutes).

Z

Cepheid.
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Clean the Conveyor Belt (quarterly or in case of spill)

conveyor belt material.

/'\ Do not use alcohol or ethanol to clean the conveyor belt. Alcohol or ethanol can damage the

Materials required:

91 ©Cepheid 302-4032 Rev A July 2020 CE-IVD. For in vitro diagnostic use.

Bleach solution (0.5% final active chlorine concentration

or a 1:10 dilution factor of household chlorine bleach - to clean and disinfect or in the event of spill
prepared within one day of use

Deionized water

Lint-free wipes or paper towels

Disposable gloves

Eye protection

N
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Clean the Conveyor Belt (quarterly or in case of spill)

bt = L] = =] = (]

Clean Conveyor

The kiosk top should be removed.

‘ 1. Select ON to start the conveyor.
2. Clean the conveyaor.
3. Select OFF to stop the conveyor.
4. Put kiosk top back in place.
5. Select COMPLETE to close the workspace.

N
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Clean the Conveyor Belt (quarterly or in case of spill)

Itis possible to pinch your fingers when installing the kiosk table top. To avoid pinching your
fingers, perform the following steps exactly as instructed.
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Cleaning the Cartridge Bays & the Plunger Rods

Ensure that no tests are running and that no cartridges are left in
the modules before you start!

— : Biological Risks Wear disposable gloves, eye protection and other personal protective equipment mandated
Cartridge Bay 5 r _ by your institution’s safety policies while performing this cleaning procedure. Wearing
LV o /& personal protective equipment prevents exposure te chemical and biclogically hazardous
materials.

The materials required for this procedure are:

. A final concentration of 1:10 dilution of household chlorine bleach (used within 1
day of preparation)

Perform the bleach wipe-down three separate times on the interior surfaces of the cartridge
bay, allowing the bleach to remain on the surfaces for two minutes after each wipe. After the
final two minutes, remove the bleach residue by thoroughly wiping the cartridge bay and
plunger rod with ethanol.

Important

Instrument Module Door (Opened)

. 70% ethanol or denatured ethanol (70% ethanol contaming 5% isopropanol and 5%
methanol)

. Soft lint-free wipes

Prevent entrance of any liquid into the slit
of the I-Core Module! Caution
: Do not use 70% isopropanol alcohol for cleaning the cartridge bay and plunger rod.

Isopropanol alcohol can degrade plastics.
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GX Maintenance Workspace

Plunger Rod (Lowered)

Slit for I-CORE Module

Instrument Module Door (Opened)

95 © Cepheid 302-4032 Rev A July 2020
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Plunger Rod Maintenance

Select one or more modules and press CLEAN.

CE-IVD. For in vitro diagnostic use.
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GX Maintenance Workspace — cont’

Plunger Rod Maintenance m Plunger Rod Maintenance

1. Clean the plunger rods and module bays.
2. Close all module doors.

3. Close the glass doors.

4. Press COMPLETED.

1. Open the glass doors.

2. Open the selected module doors.

3. Remove cartridges from the modules.
4. Press CONTINUE.

Salected Modules
Selected Modules M
A1 Ad
‘ A2 A3
i w =
| u ‘
Plunger Rod Maintenance l

Please wait while plunger rods are being lowered.

g 4

Keep hands clear of modules until plunger rods are lowered.

N
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Empty Waste Container
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Biological Risks
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Biological Risks
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Warning
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Remoye the waste container bag carefully to avoid puncturing of the bag by the cartnidges. If
the bag punctures, liquid from the cartridges may leak.

Biological specimens, fransfer devices, and used cartridges should be considered capable
of transmitting infectious agents requiring standard precautions. Follow your institution’s
environmental waste procedures for proper disposal of used cartridges and unused
reagents. These materials may exhibit characteristics of chemical hazardous waste requiring
specific disposal. If country or regional regulations do not provide clear direction on proper
disposal, biolegical specimens and used cartridges should be disposed per WHO [World
Health Organization] medical waste handling and disposal guidelines.

A bag filled with cartridges is very heavy (approximately 1T kg (38 Ibs.)). Use proper lifting
techniques when lifting the waste container and bags with cartridges.

Bie careful not to damage the metal latch that protrudes from the door while removing the
waste container. See Figure 3-46.

CE-IVD. For in vitro diagnostic use.
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Check waste container icon on dashboard! Click on icon and follow the instructions on the screen!
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Empty Waste Container

Waste Container

c D

- i - | e

X
Is the waste container empty?
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