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Training Objectives

At the end of the training, users will be able to:

 Properly store and handle the Xpert® Gl Panel cartridge kit and specimen collection

Follow proper laboratory safety precautions

Collect and transport appropriate specimen

Prepare a cartridge and run the Xpert® Gl Panel

Explain the Xpert® Gl Panel control strategy

Interpret the patient results report
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Training Agenda

1 Overview

GeneXpert
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Quality Controls i

Kit Handling

Specimen Collection, Transport and Storage

Cartridge Preparation
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Results Interpretation

7 | Troubleshooting
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A better way.

Overview
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The Cepheid Solution

Qualitative detection of DNA and RNA
targets from multiple bacteria, parasites

— and/or virus directly from stool in Cary
S Blair transport media

Xpert® Gl Panel « On-board internal controls for each

-(‘%i specimen

— Probe Check Control (PCQC)

123456789012345
12345678
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— Sample Processing Control (SPC)
— Internal Control (IC)
 Results in approximately

 Closed cartridge system minimizes risk of
contamination

« On-demand results
- Random access
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Intended Use =

AGENDA

* The Xpert® Gl Panel, performed on the GeneXpert® Instrument Systems, is a
qualitative multiplexed in vitro diagnostic test that is capable of the simultaneous
detection and identification of DNA and RNA from multiple bacteria, parasites
and/or virus directly from stool samples in Cary Blair transport media obtained
from individuals with signs and symptoms of gastrointestinal infection. The test
utilizes automated, qualitative real time polymerase chain reaction (PCR).

A\
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Intended Use (Continued)
» The following bacteria (including several diarrheagenic E. coli/Shigella pathotypes),

parasites, and virus are identified using the Xpert® Gl Panel:

1=
2—
3=

AGENDA

Pathogens Detected

Pathogens Reported

Campylobacter (C. jejuni/C. coli) Campylobacter
STEC stx1
Shiga toxin-producing Escherichia coli (STEC) stx1/stx2 STEC sb2
Salmonella Salmonella
S Shigella/Enteroinvasive Escherichia coli Shigella EIEC
Yersinia enterocolitica Yersinia
Vibrio parahaemolyticus V. parahaemolyticus
Vibrio cholerae V. cholerae
Parasites Giardia (also known as G. intestinalis, G. duodenalis & G. lamblia) Giardia
Cryptosporidium Cryptosporidium
Virus Norovirus GI/GlI Norovirus

© 2026 Cepheid. All rights reserved. CE-IVD. In Vitro Diagnostic Medical Device.
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Intended Use (Continued) E

* Results are meant to be used in conjunction with other clinical, laboratory and
epidemiological data and should not be used as the sole basis for diagnosis,
treatment or other patient management decisions. Positive results do not rule out co-
infection with pathogens not included in the Xpert® Gl Panel. The pathogen detected
may not be the definite cause of the disease. Negative results in the setting of clinical
illness compatible with gastroenteritis may be due to infection by pathogens that are
not detected by this test or non-infectious causes such as ulcerative colitis, irritable
bowel syndrome, or Crohn’s disease.

Intended User/Environment

The Xpert® Gl Panel is intended to be performed by healthcare professionals trained on
the use of the test. This test is for use in a laboratory environment.
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Xpert Gl Panel Requirements

GeneXpert® Software

Specimen
Collection

Materials Required
but Not Provided

Other Materials

GeneXpert® Dx software v6.6 or higher

Cepheid OS software v2.3 or higher

Xpertise software v7.2 or higher

GeneXpert® system equipped with 10-color modules

GXGI-CE-10

Stool in Cary Blair media

Cary Blair media

Personal Protective Equipment (PPE)
1:10 dilution bleach

70% ethanol or denatured ethanol
Printer if needed

@ 9  © 2026 Cepheid. All rights reserved. CE-IVD. In Vitro Diagnostic Medical Device.
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Good Laboratory Practice Review

Personal Protective Equipment (PPE) Lab Bench Area
 Clean work surfaces routinely with:

v" 1:10 dilution of household bleach™
v 70% ethanol solution

« After cleaning, ensure work surfaces are dry
and gloves are changed

Specimen and Kit Storage A i Equipment

* Store specimens away * Follow the manufacturer’s requirements for
from kit to prevent contamination instrument maintenance

* Setup specimens away from the instrument

* Wear clean lab coats, safety glasses, and gloves

« Change gloves between processing specimens

* Use filtered pipette tips when recommended

@ *Final Active Chlorine concentration should be 0.5% regardless of the household bleach concentration / @
11 /C‘epheid@
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Xpert Gl Panel Kit Components
Catalog Number GXGI-CE-10
5 T Comy Xpert Gl Pane; =
Cartridges 10 Soan™ g -
i < sy Siaosh o
Per Kit i @ fE 5&:?&"“
....................................................................................................................................... o 5%55";&%
Disposable Transfer e DR mOERT
Swabs 10 e e
................................................................................................................................................ . 53.8", 4
CD (not pictured) contains the following: 5 |
* Assay Definition File (ADF)
CD * Instructions to import ADF into GeneXpert®
software ;
* Instructions for use d

Storage
Cartridges contain chemically hazardous substances. Please see Instructions for Use and Safety Data Sheet

for more detailed information.
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Xpert Gl Panel Storage and Handling

« Store the Xpert® Gl Panel cartridges at 2-28 “C until the expiration date provided on
the label.

* |If refrigerated, it is recommended to equilibrate the cartridge to room temperature
(15-25 °C) before use.

* Do not open a cartridge until you are ready to perform testing.
* Do not use cartridges that have passed the expiration date.
* Do not use a cartridge that has leaked.

13 © 2026 Cepheid. All rights reserved. CE-IVD. In Vitro Diagnostic Medical Device.

A\

AGENDA

Cepheid.



Warnings and Precautions

* Do not use a cartridge that:
— appears wet, has leaked or if the lid seal appears to have been broken
— appears damaged
— has been dropped after removing it from packaging
— has been dropped or shaken after adding the specimen to it
— has a damaged reaction tube
— has been used; each cartridge is single-use to process one test
— has expired
* Do not reuse transfer pipettes
« Specimens must be collected and tested before the expiration date of the Cary Blair Medium.

 Treat all biological specimens, including used cartridges, as if capable of transmitting infectious
agents. Because it is often impossible to know which might be infectious, all biological specimens
should be treated with standard precautions.
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Warnings and Precautions (Continued)

« Quidelines for specimen handling are available from the U.S. Centers for Disease Control and
Prevention ' and the Clinical and Laboratory Standards Institute.2

« Maintain proper storage conditions during specimen transport to ensure the integrity of the
specimen (see Specimen Collection, Transport, and Storage Section). Specimen stability under
shipping conditions other than those recommended has not been evaluated.

« In the event of specimens spilling, wear gloves and absorb the spill with paper towels. In the case of
known or suspected Cryptosporidium or Giardia-containing samples, cover the spill area with paper
towels and flood with 3% hydrogen peroxide. Allow a minimum of 20 minutes of contact time.
Wipe the area dry 3. If Cryptosporidium or Giardia-containing samples are not suspected,
thoroughly clean the contaminated area with a 1:10 dilution of freshly prepared household chlorine
bleach. Final active chlorine concentration should be 0.5% regardless of the household bleach
concentration in your country. Allow a minimum of five minutes of contact time. Ensure the work
area is dry before using 70% denatured ethanol to remove bleach residue. Allow surface to dry
completely before proceeding. Or, follow your institution’s standard procedures for a
contamination or spill event. For equipment, follow the manufacturer’s recommendations for
decontamination of equipment.

2. CLSI Publication M29. Protection of laboratory workers from occupationally acquired infections; Approved Guideline. (refer to latest edition).
3. https://www.cdc.gov/parasites/crypto/resources/childcare_outbreak.pdf

S A &
/C‘epheidg
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Specimen Collection

Specimens should be transferred into Cary Blair media following the Cary
Blair manufacturer’s instructions or institutional guidelines. Specimens
should be tested with the Xpert® Gl Panel as soon as possible.

A\
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Specimen Transport and Storage

AGENDA

Specimen Type Transport and Storage

15-25° C for up to 24 hours

Cary Blair medium
2-8° C up to 4 days

- |

Proper specimen collection, storage, and transport are critical to the performance of this test. Specimen stability under
shipping and storage conditions other than those listed above have not been evaluated with the Xpert® Gl Panel test.

@']8 © 2026 Cepheid. All rights reserved. CE-IVD. In Vitro Diagnostic Medical Device. /Cepheid@ @
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Cartridge Preparation
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Proper Cartridge Handling Techniques

Correct

* Do not touch the reaction tube

« Keep the cartridge upright after
seal has been broken

* Do not tilt when scanning
the cartridge

@20 © 2026 Cepheid. All rights reserved. CE-IVD. In Vitro Diagnostic Medical Device.
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Xpert Gl Panel Cartridge Preparation

Remove a cartridge : Mix specimen Open the - Remove the /
from the package : thoroughly cartridge by > transfer swab 7
(it is recommended : until fully lifting the{ : from the l
to equilibrate the homogenized. lid. \ wrapper.
cartridge to room ' Vortex can be '
temperature[15- ' used. '
25°C] before use). X :

Break the swab (at the break point) by Close the

6 Dip the transfer swab for
approximately 5 seconds
into the sample and place =
the inoculated swab into
the sample chamber
of the Xpert Gl Panel
cartridge.

snapping the shaft against the notch in cartridge lid. &
the sample chamber opening leaving

the swab tip in the sample chamber.

NOTE: There should not be any piece
of the swab sticking out of the sample
chamber.

© 2026 Cepheid. All rights reserved. c e 2797 @ In Vifra Diagnostic Medical Device. CE-marked in accordance with VDR (Regulation (EU) 2017/748). May not be available in all countries. Few. Adpri i
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Which GeneXpert System Do You Have?

AGENDA

1| GeneXpert Dx 2| GeneXpert System 3| GeneXpert Infinity
with Touchscreen

éCepheid.
Abetter way. "

S

@ For complete details on how to run a test, refer to the Instructions for Use and the system Operator Manual. / @
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Run a Test on GeneXpert Dx

1| Start a test. 2 Scan barcode for Patient 3| Scanthe cartridge.
— and/or Sampl-e ID. To Scan do not click on
@’/j Scan Sample ID Barcode x Manual Entry or Cancel.
Croate Tost Please scan sample ID barcode.
Start the test within
Manual Entry Cancel

after
adding the specimen
to the cartridge.

%&*pheid. @
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Run a Test on GeneXpert Dx (Continued)

4 | Complete the fields as required.

5 | Xpert” Gl Panel test is
selected automatically.

6 | The module is selected automatically.

7 | Click on Start Test.

8 | A green light will flash on the module.

Load the cartridge into module and close the door.

\Je_a
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ﬂ Create Test

patientiD | |
sample D | |
PatientiD2 | |
Last Name | '

Name
Select Assay ‘ Xpert Gl Panel

Select Module |A3 hd

Reagent Lot ID* Expiration Date*
Test Type ‘ Specimen v |
sample Type ‘ Other v | Other Si
Notes

Start Test ¢R| Scan Cartridge Barcol

Iy
1 l j //c:ephefd, 2



Run a Test on GeneXpert System with Touchscreen ...

1 Start a test. 2| Scan barcode for Patient 3| Scan the cartridge.
and/or Sample ID.

Start Test = = =
e—90 » ©® ®

"/ . »
Patient ID Sample ID Scan Cartridge Confirm Load Cartridge

Start the test within

after
adding the specimen
to the cartridge.

Scan or type Sample ID I

@25 © 2026 Cepheid. All rights reserved. CE-IVD. In Vitro Diagnostic Medical Device. /Ce,oheida @



Run a Test on GeneXpert System with Touchscreen

(Continued)

4 | Click Confirm.

5| Agreen light will flash
on the module. Load the
cartridge into module
and close the door.

02/23/23 15:24:30
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Patient ID

Patient ID

Patient ID 2
Last Name
First Name

2023.02.23_15.24

Sample ID

Cancel

Scan Cartridge Confirm Load Cartridge

4

4

d

251162261
05464
04/08/29

Xpert Gl Panel

AGENDA

User. genexpert
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Run a Test on GeneXpert Infinity

1| Start a test.

= .

ORDERS

Place the cartridge
on the conveyor
within

of adding the
specimen.

2| Scan barcode for Patient
and/or Sample ID.

Order Test - Assay

Scan Cartridge Barcode

Cartridge barcode is successfully scanned when you hear
the beep

@27 © 2026 Cepheid. All rights reserved. CE-IVD. In Vitro Diagnostic Medical Device.
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Run a Test on GeneXpert Infinity (Continued)

4 | Complete the fields as required.

5 | Xpert” Gl Panel test is
selected automatically.

6 | Click SUBMIT. [~

7 | Place the cartridge on the conveyor belt.

@28 © 2026 Cepheid. All rights reserved. CE-IVD. In Vitro Diagnostic Medical Device.

Patient ID
patientid
Sample ID
sampleid
Last Mame
patient

Assay”
Xpert Gl Panel

Reagent Lot ID*

12102

EXpiration Date*

2018/M11/04

Test Type

Order Test - Test Information

First Name
id

Cartridge S/N*
282760448
Priority
Mormal

‘Specimen

Sample Type

bl L

|Dther

MNotes
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Waste Disposal Warnings and Precautions

AGENDA

Biological specimens, transfer devices, and used cartridges should be
considered capable of transmitting infectious agents and require use of
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.

Please Note: Used cartridges may contain potentially infectious materials, as
well as highly amplified PCR target(s). Do not open or attempt to alter any part
of the cartridge for disposal.

If country or regional regulations do not provide clear direction on proper
disposal, biological specimens and used cartridges should be disposed per WHO
[World Health Organization] medical waste handling and disposal guidelines.

@29 © 2026 Cepheid. All rights reserved. CE-IVD. In Vitro Diagnostic Medical Device. /Cepheidg @
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Quality Controls
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Xpert’ Gl Panel Control Strategy
Xpert® Gl Panel Quality Controls

- Each Xpert® cartridge is a self-contained test device

« Cepheid designed specific molecular methods to include internal controls that
enable the system to detect specific failure modes within each cartridge:

— Probe Check Control (PCC)
— Sample Processing Control (SPC)
— Internal Control (IC)

‘ Refer to 301-4868 GeneXpert® Quality Control Features for all Cepheid Xpert® tests.
\/_J
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Internal Quality Controls
Probe Check Controls (PCC)

Before the PCR step, fluorescence signal is measured on all probes and compared with default factory settings to

monitor:
— Bead rehydration — Reaction tube filling
— Probe integrity — Dye stability

Sample Processing Controls (SPC)

The SPC is present to control for adequate processing of the specimen and to monitor for the presence of
potential inhibitor(s) in the PCR reaction.

— Verifies the lysis of hard to lyse pathogens (parasites and bacteria)

— Verifies adequate extraction and amplification of the specimen

— Detects PCR inhibition

— Ensures appropriate PCR conditions for amplification (temperature and time)
— Verifies that PCR reagents are functional

— Acts as a control for functionality of melt curve analysis

— Must be positive in a negative specimen to be a valid test

— Can be positive or negative in a positive specimen

32 ©2026 Cepheid. All rights reserved. CE-IVD. In Vitro Diagnostic Medical Device. Z Cepheid.



Internal Quality Controls (Continued)

Internal Control (IC)

The IC is an RNA controlincluded in each cartridge to verify release of RNA from the sample.

— Verifies the sample processing is adequate.
— Detects specimen-associated inhibition of the reverse transcription and PCR reactions.

— Must be positive in a negative sample Can be negative or positive in a positive sample.

S A &
/C‘epheidg
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Commercially Available External Controls

Microbiologics® Gastrointestinal Control Panel (Inactivated Swab)

Contents Part Number Total Vials/Boxes
6 individually packaged
. 8248 lyophilized positive
POSItIVB COI‘ItI‘Ol. y fontrol S\I;)V3b5

6 individually packaged

i 8248 wonhilized neqati
Negative Control yogo :] *Icfgl sr\:fftfs ive

NOTE: To minimize degradation of the control material, return unopened QC
to the manufacturer’s recommended storage conditions immediately after use.

S A &
/Cepheidg
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AGENDA

Commercially Available External Controls
(Continued)

The external quality control materials provided by the specified
vendor's [FU are an optional source. All external controls must be used
in accordance with local, state, and/or federal regulations or
accreditation requirements, as applicable.

G
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Results Interpretation
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Xpert' Gl Panel Targets and Results

Target Result
Campylobacter
Salmonella
STEC stx1
STEC stx2
Shigella EIEC

V. cholerae NEGATIVE
V. parahaemolyticus
Yersinia
Cryptosporidium
Giardia
Norovirus

The results are interpreted automatically by the GeneXpert® system software and shown in the View Results window.
The test provides test results based on the detection of respective gene targets according to the algorithms in the ADF.

%&*pheid. @
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Which GeneXpert System Do You Have?

AGENDA

1| GeneXpert Dx 2| GeneXpert System 3| GeneXpert Infinity
with Touchscreen

éCepheid.
Abetter way. "

S

@ For complete details on how to run a test, refer to the Instructions for Use and the system Operator Manual. / @
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GeneXpert Dx Gl Panel POSITIVE

GeneXpert PC

Patient ID:
Sample 1D:
Test Type
Sample Type:

Assay Information

|Assay
Xpert GI Panel

Paositive QC for Ct

Example Report

Test Report

Specimen

Assay Version

1

Test Result

Analyte Result
[Analyte Ct

Name

Salmonella  23.4
Shigella 201
EIEC

Cryptosporidi 13.2

um
Giardia 162
Norovirus 16.7

EndPt

174
328
306
425

422

477
453

[Shigella EIEC POSITIVE;
. cholerae NEGATIVE;
. parahaemolyticus NEGATIVE;
ersinia NEGATIVE;
ryptosporidium POSITIVE;
iardia POSITIVE;
[Norovirus POSITIVE

Analyte

Result

POS
POS
POS
POS

POS

POS
POS

ampylobacter NEGATIVE;
[Salmonella POSITIVE;
STEC stx1 NEGATIVE;
STEC st NEGATIVE;

Probe
Check
Result
PASS
PASS
PASS
PASS

PASS

PASS
PASS

The Salmonella, Shigella EIEC, Cryptosporidium,
Giardia, and/or Norovirus signal has a Ct within
the valid cycle range.

Except Target(s) detected, all other pathogens
are not detected.

Probe Check: PASS; all probe check results pass.

SPC — Not Applicable (NA); SPC is ignored
because Target(s) are detected.

|IC — NA; IC is ignored because Target(s) are
detected.

Because the incidence of infection with multiple (3 or more) agents are low, it is recommended that specimens
undergo repeat testing if nucleic acids from multiple analytes are detected in a single specimen. This does not apply

@ when running Quality Control.
39
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GeneXpert Dx Gl Panel POSITIVE

Example Report
« The Campylobacter, STEC stx1, STEC stx2,

GeneXpert PC GeneXpert PC

V. cholerae, V. parahaemolyticus, and/or
Yersinia signal has a melt peak above the target
e e T specific threshold setting and within the melt

ssar ssay Version ssa e Campylopacter 606 28.2 :
’ o o o temperature (Tm) valid range.
“

Test Resuit ampylobacter POSITIVE; v chol E: J: | o fu :
onella NEGATIVE; parahazmolyticus o

Frec s posTve « Except Target(s) detected, all other pathogens

are not detected.
A pa‘r?h;aqlr;#ﬁz;s POSITIVE;

* Probe Check: PASS; all probe check results pass.

« SPC - Not Applicable (NA); SPC is ignored
because Target(s) detected.

« IC-NA; ICis ignored because Target(s)
detected.

Because the incidence of infection with multiple (3 or more) agents are low, it is recommended that specimens
undergo repeat testing if nucleic acids from multiple analytes are detected in a single specimen. This does not apply
when running Quality Control.

Melt Peak data is not included on the test report when run on the GeneXpert® Dx software. If needed, the Melt Peaks data can be
added to the Dx test report by reprinting it and selecting the Melt Peaks box. The Melt Peaks can also be accessed in the Melt

@ Peaks tab in the GeneXpert® Dx software. / @
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GeneXpert Dx Gl Panel NEGATIVE

Example Report

— _— * None of the pathogens listed are detected.

Test Report Test Report

Patient 1D: ® S P C = PASS
Sample 1D: Paositive QC for Melts Melt Peaks

Test Type: Specimen Analyte Name Melt Peak Melt Peak

Sample Type: Temperature Height

sl srowsr iz * The SPC signal has a Ct within the valid cycle
XnGI Panel 55 _— Ino Diagosnc iég:z; ;:i: gi: ra nge AN D

V. cholerae 611 206
V. parahagmolyticus 66.2 209
Yersinia 61.8 215

Test Result:

* The SPC signal has a melt peak above the
target specific threshold setting and within the
melt temperature (Tm) valid range.

« IC-PASS

* The IC signal has a Ct within the valid cycle
o m o w s o range.

R * Probe Check - PASS; all probe check results pass.

@4'] © 2026 Cepheid. All rights reserved. CE-IVD. In Vitro Diagnostic Medical Device. /Cepheid@ @



GeneXpert System with Touchscreen
Gl Panel POSITIVE

Example Report

B e report i Eort e Repor i « The Salmonella, Shigella EIEC, Cryptosporidium
wiw.cepheid.com Real Time PCR Diagnostic Test Sampte 5 Positive Ct Dot wewcephaid.com Real Time PCR Diagnostic Test e oo ) ) ’

Giardia, and/or Norovirus signal has a Ct within
the valid cycle range.

Test Information
Patient ID: Test Name: Xpert Gl Panelv.1 Analyte Name PrbChk1 Prb Chk 2 ProChk3

Patient ID 2 Test Type Specimen

SPC. 212 204 02 PASS PASS
Z:“MLLTSW Ic 18 137 135 PASS PASS
e Positive Melt Data Salmenella 18 184 184 PASS PASS E T d d ll h h
T - Except Target(s) detected, all other pathogens
Test Result Analyte Results Cryptosporidium 73 2 172 PASS PASS
Giardia 138 138 137 PASS PASS
et o s e i are not detected
SpC 304 194 Qcl 1% 19 1% PASS. NA *
| 288 330 Q@ 15 i 0 PASS NA
Salmonella 234 1 SPC Melt 0 0 0 NA NA
Shigella EIEC 201 -1 Campylobacter 0 1] 0 NA NA . .
e — e m——— * Probe Check: PASS; all probe check results pass.
Giardia 162 1 STEC 562 0 o 0 NA NA
Norovirus 157 o V. cholerae 0 0 0 NA NA
V. parah: lyti 0 0 0 NA NA . . .
o e « SPC - Not Applicable (NA); SPC is ignored
’
Melt Peak:

i because Target(s) are detected.

SPC Melt 722 133

ot « IC-NA;ICisignored because Target(s) are
detected.

Because the incidence of infection with multiple (3 or more) agents are low, it is recommended that specimens
undergo repeat testing if nucleic acids from multiple analytes are detected in a single specimen. This does not apply
when running Quality Control.

S A -
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GeneXpert System with Touchscreen

Gl Panel POSITIVE

Example Report

Z. GenexpertSystem _ . « The Campylobacter, STEC stx1, STEC stx2,

' I, V. cholerae, V. parahaemolyticus, and/or
Yersinia signal has a melt peak above the target
specific threshold setting and within the melt
temperature (Tm) valid range.

==
2
{c}
\
N
Q
o X
o
'S
: BRE
I eEss
| B

Test Report v f e e
Real Time PCR Diagnostic Test oot 5 Pasitive slt Dt wew.copheid.com Real Time PCR Diagnostic Test

Test Result Analyte Results

« Except Target(s) detected, all other pathogens
are not detected.

* Probe Check: PASS; all probe check results pass.

« SPC - Not Applicable (NA); SPC is ignored
oo = = because Target(s) detected.

« IC-NA; ICis ignored because Target(s)
detected.

Because the incidence of infection with multiple (3 or more) agents are low, it is recommended that specimens
undergo repeat testing if nucleic acids from multiple analytes are detected in a single specimen. This does not apply
when running Quality Control.

S A &
/Cepheidg
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GeneXpert System with Touchscreen
Gl Panel NEGATIVE

Example Report

- GeneXpert Systemn w2 Cooppos GeneXperc Symen * None of the pathogens listed are detected.
« SPC-PASS

www.cepheid.com Real Time PCR Diagnostic Test Sampl D LIS US VD Negative www.cepheid.com Real Time PCR Diagnostic Test Sample ID: LIS_US IVD_Negative

Details

Test Information Probe Check
Patient ID: Test Name Xpert Gl Panel v.1 et el el RGeS RESHES Result i . . . M
Patient D2 Test Type: Specimen SPC 212 204 202 PASS PASS ® The SPC Slg nal. has a Ct Wlthln the Val.ld CyCl.e
Patient Name: IC 138 137 135 PASS PASS
Sample ID LIS_US IVD_Negative ;::Z::Lc ;ie ;;m ;ia E:: zﬁ ra n g e A N D
Cryptosporidium 173 172 172 PASS NA
Test Result Analyte Results Giardia 138 138 137 PASS NA
[t Analyte Name Ct EndPt Norovirus 169 169 169 PASS NA h M h k h
p—— a0 " * The SPC signal has a melt peak above the
Lan HELATIY Qc2 151 141 140 PASS NA
n ATIA Ic 288 330 £ M H M
R e z z :: " target specific threshold setting and within the
Shigella EIEC 00 -1 STEC stx1 0 0 0 NA NA .
F R e 2 ; g o o melt temperature (Tm) valid range.
GATIVE Norovirus 487 47 V. parahaemolyticus o 0 0 NA NA
Yersinia 0 0 0 NA NA
« |C-PASS
Gia Melt Peaks
Nor VE Analyte Name Melt Peak Temperature Melt Peak Height

S * The IC signal has a Ct within the valid cycle

STEC stxl

range.
* Probe Check - PASS; all probe check results pass.

/Cepheidg
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GeneXpert Infinity Gl Panel POSITIVE L

Example Report

G o rezenepon | I — crmaon [INININNNMN  « The Salmonella, Shigella EIEC, Cryptosporidium,
N Giardia, and/or Norovirus signal has a Ct within
T s oot 000w n the valid cycle range.
Tt et T S — - Except Target(s) detected, all other pathogens
. o - = are not detected.
' : e « Probe Check: PASS; all probe check results pass.
T e « SPC - Not Applicable (NA); SPC is ignored
| e because Target(s) are detected.
Details :erinia

R, « IC-NA;IC isignored because Target(s) are
sPC 212 204 202 PASS 0.0 PASS d ete Cte d .

Ic 138 137 135 PASS 0.0 PASS
Salmonella 186 184 184 PASS 0.0 PASS
Shigella EIEC 82 82 83 PASS 0.0 PASS
Cryptosporidiu 173 172 172 PASS 0.0 PASS
m

Giardia 138 138 137 PASS 0.0 PASS
Norovirus 169 169 169 PASS 0.0 PASS
QcL 196 19 196 PASS 0.0 NA
Qc2 151 141 140 PASS 0.0 NA

Because the incidence of infection with multiple (3 or more) agents are low, it is recommended that specimens
undergo repeat testing if nucleic acids from multiple analytes are detected in a single specimen. This does not apply
when running Quality Control.

G A -
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GeneXpert Infinity Gl Panel POSITIVE L

Example Report

Bogpos eyl 1 117111 e crgeress [N+ The Campylobacter, STEC stx1, STEC stx2,
ww.cepheid com Real Time PCR Diagnostic Test www.cepheid.com Real Time PCR Diagnostic Test

e et e o V. cholerae, V. parahaemolyticus, and/or

e S S o Yersinia signal has a melt peak above the target
- e - specific threshold setting and within the melt
Test Result: Analyte Results i z Z Z - Zz :: temperatu re (Tm) Val.id range.
Results Analyte Name ct V. 4] ] 0 Na 0.0 NA
‘ Campylobact I | spC 30.4 gjr:hamq "
et = T T + Except Target(s) detected, all other pathogens
T e — are not detected.
e e s o « Probe Check: PASS; all probe check results pass.

Giardia NEGATIVE

- s = « SPC - Not Applicable (NA); SPC is ignored
oetais because Target(s) detected.

Analyte Name Prb Chk1 PrbChk2 PrbChk3 Probe Check Result 2nd Deriv Peak Height Curve Fit

PC 12 204 202 PASS 0.0 PASS I C N A. I C M H d b T

: N ow e v o . — NA; IC is ignored because Target(s)
Salmonella 186 184 184 PASS 0.0 NA

Shigella EIEC 82 82 a3 PASS 0.0 NA d etected .

Cryptosporidiu 173 172 172 PASS 0.0 NA

:

Giardia 138 138 137 PASS 0.0 NA

Norovirus 189 169 169 PASS 0.0 Na

QC1 136 196 196 PASS 0.0 Na

Because the incidence of infection with multiple (3 or more) agents are low, it is recommended that specimens
undergo repeat testing if nucleic acids from multiple analytes are detected in a single specimen. This does not apply

when running Quality Control.

G A -
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GeneXpert® Infinity Gl Panel NEGATIVE

Example Report

GeneXpert® System

J/Ce heic. m mH“HH |||||‘|||HH||H” || m HH“ ‘l” |||H|H |I|”| //CG iy
Perd Test Report pritieds
W caphaid, Real Time PCR Diagnostic Test Semple ID: LIS_US IVD_Negative wiiw.Gepheid.com
Test Information SPC Melt 0 0
Patient ID: Test Type: Specimen Campylobacte 0 0
Sample ID:  LIS_US IVD_Negative ’
STEC stx1 0 0
TestName:  Xpert Gl Panel v.1 e
STEC stx2 0 0
Test Result: Analyte Results V. cholerae 0 0
V. 0 0
Analyte Name ct parahaemolyti
spC 30.4 cue
Yersinia 0 0
ic 288
Salmonella 0.0 Melt Peaks
Shigella EIEC 0.0
Analyte Name  Melt Peak Temperature
Cryptosporidium 0.0
SPC Melt 722
Glerdia 00 Campylobacter
Norevirus 487 STEC stxt
STEC stx2
V. cholerae
V.
parahaemolytic
us
Yersinia
Details
Analyte Name Prb Chk1 Prb Chk2 PrbChk3 Probe Check Result 2nd Deriv Peak Height Curve Fit
spe 212 204 202 PASS 0.0 PASS
ic 138 137 135 PASS 0.0 PASS
Salmonella 186 184 184 PASS 0.0 NA
Shigella EIEC 82 82 83 PASS 0.0 NA
Cryptosporidiu 173 172 172 PASS 0.0 NA
m
Giardia 138 138 137 PASS 0.0 NA
Norovirus 169 169 168 PASS 0.0 NA
act 196 196 196 PASS 0.0 NA
ac2 151 141 140 PASS 0.0 NA

G2
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0
0
0
0
0
0

o

NA
NA

NA
NA
NA
NA

NA

Melt Peak Height

GeneXpert® System
Test Report
Real Time PCR Diagnostic Tes!

13.3

0.0
0.0

0.0
0.0
0.0
0.0

0.0

t ‘Sample ID: LIS_US IVD_Negative

NA
NA

NA
NA
NA
NA

NA

None of the pathogens listed are detected.
SPC - PASS

* The SPC signal has a Ct within the valid cycle
range AND

* The SPC signal has a melt peak above the
target specific threshold setting and within the
melt temperature (Tm) valid range.

|IC - PASS

* The IC signal has a Ct within the valid cycle
range.

Probe Check - PASS; all probe check results pass.
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INVALID

Sample Processing Control
(SPC) and/or Internal Control
(IC) does not meet acceptance
criteria and none of the target

pathogens meet criteria for the
test result POSITIVE.

Repeat test according to the
Retest Procedure.

Probe Check: PASS:; All
probe check results pass

Reasons to Repeat the Test

ERROR

None of the target
pathogens meet criteria for
the test result POSITIVE or

NEGATIVE.
Repeat test according to the

Retest Procedure.

SPC and IC: NO RESULT

Probe Check: FAIL; All or one of the

probe check results failed.

If the probe check passes, the error is caused by
the maximum pressure limit exceeding the
acceptable range, or by a system component
failure.
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AGENDA

NO RESULT

Test result POSITIVE or
NEGATIVE of the target
pathogens cannot be
determined.

Repeat test according to
the Retest Procedure.

Targets — NO RESULT

Probe Check: NA (not
applicable)

2
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Retest Procedure

CARY BLAIR WIND

Discard used cartridge. :  If the result is . Obtain a new cartridge.

Follow your : INVALID, ERROR, NO : .

institution’s safety . RESULT or the result Process the specimen per

guidelines for disposal indicates infection with the Instructions For Use.

of cartridges. : multiple pathogens,
(3 or more) use a new
cartridge to retest the Run the test on the system.
specimen.

%s‘pheid. @
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Technical Assistance

 Before contacting Cepheid Technical Support, collect the following
information:

—Product name

— Lot number

— Serial number of the System

— Software version and, if applicable, computer service tag number
— Error messages (if any)

* Log your case online using the following link
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AGENDA
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https://my.cepheid.com/contact/technical-support
https://my.cepheid.com/contact/technical-support
https://my.cepheid.com/contact/technical-support
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