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For use under the Emergency Use Authorization (EUA) only.
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Proprietary Name
Xpert® Omni SARS-CoV-2

Common or Usual Name
Xpert Omni SARS-CoV-2

Intended Use

The Xpert Omni SARS-CoV-2 test is a rapid, real-time RT-PCR test intended for the
qualitative detection of nucleic acid from the SARS-CoV.Z i1 Uper respiratory specimens
(such as nasopharyngeal, oropharyngeal, anterior nasalgor mid-turlihate swab and/or nasal
wash/aspirate) collected from individuals suspected of CQWID-19 bj/ their healthcare
provider.

Testing of nasopharyngeal, oropharyngeal, antérior naéal, or mid-turbinate swab and nasal
wash/aspirate specimens using the Xpert Qinni SARS-CoV.2test run on the GeneXpert
Omni System is limited to laboratories certified urider thefClinical Laboratory
Improvement Amendments of 1988 (CLIA), 42 U.S.C(§ 2633, that meet the requirements
to perform high or moderate complexititests.

Testing of nasopharyngeal, agferioraasal, @smid-turbinate swab specimens using the
Xpert Omni SARS-CoV-2 tgst run on the GeneXpert Omni System is limited to
laboratories certified under ©LIA that meet the requirements to perform high, moderate or
waived complexity test§\Testing of theSe specimens is authorized for use at the Point of
Care (POC), i.e., in patielji care settifigs operating under a CLIA Certificate of Waiver,
Certificate of CAmpliance; or Certificate of Accreditation.

Results are#or the detectign of SARS-CoV-2 RNA. The SARS-CoV-2 RNA is generally
detectabd®’in uppér respiratory specimens during the acute phase of infection. Positive
results aréindifative of active infection with SARS-CoV-2; clinical correlation with
patiemt.histary and gifter diagnostic information is necessary to determine patient infection
glatus. Positive sgdliits do not rule out bacterial infection or co-infection with other viruses.
The agéntdetected may not be the definite cause of disease. Laboratories within the
Unifed Statesand its territories are required to report all results to the appropriate public
health authorities.

Negative results do not preclude SARS-CoV-2 infection and should not be used as the sole
basis for treatment or other patient management decisions. Negative results must be
combined with clinical observations, patient history, and epidemiological information.

Testing with the Xpert Omni SARS-CoV-2 test is intended for use by qualified
laboratory personnel specifically instructed and trained in performing tests using the
GeneXpert Omni System. The Xpert Omni SARS-CoV-2 test is only for use under
the Food and Drug Administration's Emergency Use Authorization.
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4 Summary and Explanation

An outbreak of respiratory illness of unknown etiology in Wuhan City, Hubei Province,
China was initially reported to the World Health Organization (WHO) on December 31,
2019.1 Chinese authorities identified a novel coronavirus (2019-nCoV), which has
resulted in thousands of confirmed human infections in multiple provinces throughout
China and exported cases in several Southeast Asian countries and more recently the
United States. Cases of severe illness and some deaths have beenreported. The
International Committee for Taxonomy of Viruses (ICTV) renamed the virus SARS-
CoV-2.2

The Xpert Omni SARS-CoV-2 test is a molecular in vitro dig@fmstic test that aids in the
detection of SARS-CoV-2 and is based on widely used péiCleic acithamplification
technology. The Xpert Omni SARS-CoV-2 test contaif@primers angprobes and internal
controls used in RT-PCR for the in vitro qualitativgfdetection of SARS-CoV-2 RNA in
upper respiratory specimens.

5  Principle of the Procedure

The Xpert Omni SARS-CoV-2 test is an automated #wiiro diagnostic test for
qualitative detection of nucleic acid Ttam SARS-CoV-Z. The Xpert Omni SARS-CoV-
2 testis performed on GeneXpert Omni‘Qystem.

The GeneXpert Omni Systegdy automate€s anc iptegrates sample preparation, nucleic acid
extraction, reverse transcription, and amplification, and detection of the target sequences
in simple or complex s@mplésusing real-time PCR assays. The system consists of an
instrument and mobile d€vice.“FhesyStem requires the use of single-use disposable
cartridges that hald the RT-PCR reagents and host the RT-PCR process. Because the
cartridges are@elf-Colgained, cross-contamination between samples is minimized. For a
full descrigtion of the systems, see the GeneXpert Omni System Operator Manual.

The XpethOmitr SARS-CoV-2 test includes reagents for the detection of RNA from
SARS,CoVE2 In nasd@pharyngeal, oropharyngeal, anterior nasal, or mid-turbinate swab
and/ornasal washfaspirate specimens. A Sample Processing Control (SPC)and a Probe
Checl¢ Cantrol (PCC) are also included in the cartridge utilized by the GeneXpert Omni
ilstfument. The SPC is present to control for adequate processing of the sample and to
mowitor for the presence of potential inhibitor(s) in the RT-PCR reaction. The SPC also
ensuregthat the RT-PCR reaction conditions (temperature and time) are appropriate for
the amplification reaction and that the RT-PCR reagents are functional. The PCC
verifies reagent rehydration, PCR tube filling, and confirms that all reaction
components are present in the cartridge including monitoring for probe integrity and
dye stability.

The nasopharyngeal, oropharyngeal, anterior nasal, or mid-turbinate swab specimen
and/or nasal wash/aspirate specimenis collected and placed into a viral transport tube
containing 3 mL transport medium, 3 mL of salineor 2 mL of eNAT transport media.
The specimen is briefly mixed by rapidly inverting the collection tube 5 times. Using the
supplied transfer pipette, the sample is transferred to the sample chamber of the Xpert
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Omni SARS-CoV-2 cartridge. The Xpert Omni SARS-CoV-2 cartridge is loaded onto
the GeneXpert Omni System platform, which performs hands-off, automated sample
processing, and real-time RT-PCR for detection of viral RNA.

6 Materials Provided
The Xpert Omni SARS-CoV-2 kit contains sufficient reagents to process 10 specimens or
quality control samples. The kit contains the following:

Xpert Omni SARS-CoV-2 Cartridges

with Integrated Reaction Tubes 10

Bead 1, Bead 2, and Bead 3 (freeze-dried) 1°0Bheach per cartridge
Lysis Reagent 1.5 miper cartridge
Binding Reagent 1.5 mLiper cartridge
Elution Reagent 3.0 mdper cartridge
Disposable Transfer Pipettes 10512 per kit

Quick Reference Instructions 1 per kit

Flyer 1 per kit

Directions to locate the product insert 6@
www.cepheid.com

Note Safety Data Sheets (SDS) arg available atwwww.cepheid.comor
www.cepheidinternatiahal.cogm under the SUPPORT tab.

Note The bovine serum albumif(BSA) In the beads within this product was produced
and manufactureci@gelusively from bovine plasma sourced in the United States.
No ruminagtprotein or otheranimal protein was fed to the animals; the animals
passed a#te- andghost-mortem testing. During processing, there was no mixing of
the material wilh otheranimal materials.

7 Storage and Handling

o Store theXpert Omni SARS-CoV-2 cartridges at 2-28°C.
¢ L0 notopen a cartridge lid until you are ready to perform testing.
e DOat use a cartridge that is wet or has leaked.

8  Materials Required but Not Provided

GeneXpert Omni System: Omni instrument with Omni instrument software version 1.2
or higher and mobile device with Omni Mobile Application 1.2 or higher

9 Materials Available but Not Provided

SeraCare AccuPlex™ Reference Material Kit, catalog number 0505-0126 (Order Code
CEPHEID)


http://www.cepheid.com/
http://www.cepheidinternational.com/
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10  Warnings and Precautions
10.1 General

For in vitro diagnostic use.

For emergency use only.

This product has not been FDA cleared or approved but has been authorized for
emergency use by FDA under an EUA for use by authorized laboratories.

This product has been authorized only for the detection of nucleic acid from
SARS-CoV-2, not for any other virus or pathogens.

The emergency use of this product is only authorized for the duration of the declaration
that circumstances exist justifying the authorization of g@ergehey use of in vitro
diagnostics for detection and/or diagnosis of COVID£LY under Segtion 564(b)(1) of the
Federal Food, Drug, and Cosmetic Act, 21 U.S.C_ 8§ 368bbb-3(b)(%), unless the
declaration is terminated or authorization is rev@Kked soongr.

Positive results are indicative of presence ofSARS-GBV-2-RNA.

Laboratories within the United States and its@kcifories argirequired to report all results
to the appropriate public health authorifies.

Performance characteristics of thigtest have been esiablished with nasopharyngeal swab
specimens only. The performance 0€this assayimith other specimen types or samples
has not been evaluated.

Treat all biological specinfiens, including Used cartridges, as if capable of
transmitting infectious agénts. BecauSe it is often impossible to knowwhich
might be infectious, @ll biglogical spécimens should be handled using standard
precautions. Guidelings forspeeisien handling are available from the U.S.
Centers for Disease Comtrol and Preventiond and the Clinical and Laboratory
Standardsdnstitutes

Followgdtety proceduresset by your institution for working with chemicals and
hanaling bigibgical specimens.

Capnsultyéur institétion’s environmental waste personnel on proper disposal of
used gartrid@esgwnich may contain amplified material. This material may
exhibit characteristics of federal EPA Resource Conservation and Recovery Act
(RCRA)Wazardous waste requiring specific disposal requirements. Check state
and local regulations as they may differ from federal disposal regulations.
Institutions should check the hazardous waste disposal requirements within their
respective countries.

10.2 Specimens

Maintain proper storage conditions during specimen transport to ensure the
integrity of the specimen (see Section 12 Specimen Collection, Transport, and
Storage). Specimen stability under shipping conditions other than those
recommended has not been evaluated.
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10.3 Assay/Reagent

11

Do not open the Xpert Omni SARS-CoV-2 cartridge lid except when adding specimen.
Do not use a cartridge that has been dropped after removing it from the packaging.

Do notshake the cartridge. Shaking or dropping the cartridge after opening the
cartridge lid may yield non-determinate results.

Do not place the sample ID label on the cartridge lid or on the barcode label on the
cartridge.

Do not use a cartridge with a damaged barcode label.
Do not use a cartridge that has a damaged reaction tube.

Each single-use Xpert Omni SARS-CoV-2 cartridge i§ tsed toprocess one test. Do
not reuse processed cartridges.

Each single-use disposable pipette is used to traiisfer 0fe specimen. Do not reuse
disposable pipettes.

Do not use a cartridge if it appears wet or 4§ the lig'seal appears to have been broken.

Wear clean lab coats and gloves. Charige gloves betwedi the handling of each
specimen.

In the event of a spill of specimef&or camtrals, wear gloves and absorb the spill with
paper towels. Then, thoroughly cleahthe contaminated areawith a 10% freshly
prepared household chlogifie bieagh. Allaw a minimum of two minutes of contact
time. Ensure the work @fea is dry beforetising 70% denatured ethanol to remove
bleach residue. Allaw stirface to dry completely before proceeding. Or, follow your
institution’s standar@iprocedures faia contamination or spill event. For equipment,
follow the manufactuger’s recomimendations for decontamination of equipment.

Biological spe@imens, tansfer devices, and used cartridges should be considered
capable®t transmittilg,iffectious agents requiring standard precautions. Follow your
institition’s epvironmental waste procedures for proper disposal of used cartridges and
unused reagents. These materials may exhibit characteristics of chemical hazardous
wiaste requiring specific disposal. If country or regional regulations do not provide
cleas directienon proper disposal, biological specimensand used cartridges should be
dispoased per'WHO [World Health Organization] medical waste handling and disposal
guidelines.

Cherigal Hazards®>®
« Signal Word: Warning

 UN GHS Hazard Statements

e Harmful if swallowed.
* May be harmful in contact with skin.
e Causes eye irritation.

* UN GHS Precautionary Statements

Prevention
*  Wash hands thoroughly after handling.
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. Response

* Call aPOISON CENTER or doctor/physician if you feel unwell.

» If skinirritation occurs: Get medical advice/attention.

* IFIN EYES: Rinse cautiously with water for several minutes. Remove
contact lenses, if presentand easy to do. Continue rinsing.

« If eye irritation persists: Get medical advice/attention.

12 Specimen Collection, Transport, and Storage

Proper specimen collection, storage, and transport are critical to the performance of this
test. Inadequate specimen collection, improper specimen handling and/or transport may
yield a false result. See Section 12.1 for Nasopharyngeal SWab Collection Procedure,
Section 12.2 for Oropharyngeal Swab Collection Procediire, Sectiof42.3 for Anterior
Nasal Swab Collection Procedure, Section 12.4 for Mid-ttghinate Swéb Collection
Procedure, and Section 12.5 for Nasal Wash/aspiséite Procedufe,

Nasopharyngeal, anterior nasal, and mid-turbifigte swalls and nasal wash/aspirate
specimens can be stored at room temperature (1580 °C) fafup to 8 hoursand
refrigerated (2—8 °C) up to seven days untiitesting iSperformed on the GeneXpert Omni
System. For oropharyngeal swab spéimen &ansport arid storage requirements and
additional information, refer to the CDClaterim Guidelines for Collecting, Handling,
and Testing Clinical SpecimesirormBersons Under Investigation (PUIs) for
Coronavirus Disease 2019 (€EOVID-19) usingthe link provided below:

https://www.cdc.gov/cdkonavirus/2019-ACoV/lab/quidelines-clinical-specimens.html.

12.1 NasopharyngedhSwab C@llection Procedure

1. [Insertthéswab into€lihennostril, passing it into the posterior nasopharynx (see
Figug'1).

Figure 1. Nasopharyngeal Swab Collection


https://www.cdc.gov/coronavirus/2019-nCoV/lab/guidelines-clinical-specimens.html
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2. Rotate swab by firmly brushing against the nasopharynx several times. Remove and
place the swab into the tube containing 3 mL of viral transport medium, 3 mL of
saline, or 2 mL of Copan eNAT transport medium.

3. Break swab at the indicated break line and cap the specimen collection tube tightly.

12.2 Oropharyngeal Swab Collection Procedure

1. Swab the posterior pharynx, tonsils, and other inflamed areas. Avoid touching the
tongue, cheeks, and teeth with the swab when collecting specimens.

iral transport medium, 3

2. Remove and place the swab into the tube containing 3 g
i swab at the indicated

mL of saline, or 2 mL of Copan eNAT transport med
break line and cap the specimen collection tube tig

12.3 Anterior Nasal Swab Collection Procedure
1. Insertan anteriornasalswab1to1.5cmi
inside of the nostril for 3 seconds whil

of the nostril (see Figure 2).

Rota

. e swab against the
ressu

ano
i ith a finger to the outside

ure nterior Nasal Swab Collection for First Nostril

he other nostril with the same swab, using external pressure on the outside
the other nostril (see Figure 3). To avoid specimen contamination, do not touch the
ab tip to anything other than the inside of the nostril.
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ostril

3. Remove and place the swab into the tube con transport medium, 3
mL of saline, or 2 mL of Copan eNAT tra ium.“Brédk swab at the indicated

1. Insertthe mid-turbinate swab int@ei i ing it into the mid-turbinate area
(see Figure 4).

. Mid-turbinate Swab Specimen Collection

otate swab by firmly brushing against the mid-turbinate area several times.

ove and place the swab into the tube containing 3 mL of viral transport medium, 3
mL of saline, or 2 mL of Copan eNAT transport medium.

4. Break swab at the indicated break line and cap the specimen collection tube tightly.

10
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12.5 Nasal Wash/Aspirate Procedure
Using a clean transfer pipette, transfer 600 puL of the sample into the tube containing 3 mL

of viral transport medium or 3 mL of saline and then cap the tube.
13 Procedure
13.1 Starting the Test

1. Turn onthe Omni instrument. Press in and hold the red power button on the back of the
Omni instrument for 2 seconds.

Note It takes about two minutes to start up the instrument. During this time, the instrument
performs a self-test procedure that includes opening and ' 2 cartridge door. When
the instrument is ready, the white flashing activity light

2.
4,
W =il 7% B 09:35
Om
Technical
Support
Figure 5. Omni Application
5. e Cepheid login screen, tap LOGIN.

6. Tapinthe User Name field and use the keyboard to type in your user name. Figure 6
shows an example of a user name typed into the field (e.g., my.institutionO1@gmail.com).

11
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B &= L093%W1419

& ®

. ® yinstitution01@gmail.com
i Y. (@]

Figure 6. User Name and Password Fields

7. Tapinthe Password field, type the password, and tap the,forward arrow next to the
Password field to enter login information (see Figure&). The tlame screen appears.

8. Verify that the instrument icon appears at the bottoriaf the screell as shown in
Figure 7.

P
2 ¥ %

12345 ..plelD103 ... Assay 1
Test is ready. Please select an Omni below.

J:l 1000000220 W

N

Figure 7. Example of: &n Omni struhent Connected to Mobile Device

9. Onthe Home screeftapidihe Start New Testicon (see Figure 8). The Patient ID
screen appears.

< \2 o (D

] )

Start New Test View Results

Figure 8. Start New Test Icon on Home Screen

107 Enter the Patient ID by manually entering or scanning the Patient ID.

e “Manual Entry: Tapin the Patient ID field and use the keyboard to type in the
Patient ID.

e Barcode Scan: If you havea Patient ID barcode on a paperwork test order, click
the barcode icon adjacent to the Patient ID field. Aim the rear camera of the
mobile device at the barcode on the paper to scan the barcode. When looking at
the screen, overlay the barcode with the crosshairs and hold the mobile device
still. When the mobile device recognizes the barcode, a beep sounds, and the
Barcode dialog box opens. Verify that the ID in the dialog box matches the ID
on the test order and click CONFIRM.

12
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Note Omni Mobile Application version 1.3 or higher is required to enable the scanning of the
Patient ID with the mobile device.

11. Scroll down to locate and tap the forward arrow at the bottom of the Patient ID
screen. The Sample ID screen appears.

Note You can enter additional patient information (patient date of birth, patient name, patient
gender, and patientaddress) in fields on the Patient ID screen, if pre-configured by your
institutional administrator.

12. Enter the Sample ID by manually entering or scanning or randomly generating a
Sample ID (see Figure 9):

e Manual Entry: Tap the Enter Sample ID icon, thén type théSample ID in the
Sample ID field. OR

e Barcode Scan: Tap the Scan Sample Barcafe icon=Aim theffear camera of the
mobile device at the Sample ID barcodeg# the sample ¢aptainer. When the mobile
device recognizes the barcode, a beep soinds 4¥d the Sample ID appears in the
Sample ID field. OR

o Generate ID: Tap the Generate Safple ID icAngdA random ID generator generates
the Sample ID in the Sample Ty fielththatyou can record on the sample container or
test order.

123 ] gils

Erg&r SeamSample Generate
Sampi&lD Barcode Sample ID

Eigure 9. Sample ID Icons

Note You can@nter ad@itional sample information (test type, sample type description, and notes) in
fields oridlhe Sémple 1R screen.

18.°5Croll dowm todocate and tap the forward arrow at the bottom of the Sample ID
screen.

144Jsing the'screen animation on the mobile device as a guide, put the back of the
mobile device close to the GeneXpertcartridge label to read the NFC tag embedded
in‘the cartridge label (see Figure 10). DO NOT hold the reaction tube located at the
back of the cartridge. When the mobile device reads the cartridge, it emits a single
beep.

13
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AN 9 oo (1)

15. Verify that the correct cartridge was scant at the assay name shown on the
screen matches closely with the assay fiame @ifthe cartritige.

atch exactly the assay

16. Scroll down to locate and arrow at the bottomright of the screen.

Animation on the scree to help you load the sample into the
cartridge.

to the sample preparatien instructions in

the package insert.

Caution: Run the cartridge with sample before the
sample expires.

Figure 11. Loading Sample into Cartridge

13.2 Preparing the Cartridge

Note Important: Start the test within 30 minutes of adding the sample to the cartridge.
1. Check the specimen transport tube is closed.

2. Mix specimen by rapidly inverting the specimen transport tube 5 times. Open the cap onthe

14



Xpert® Omni SARS-CoV-2

specimen transporttube.
3. Open the cartridge by lifting the front of the cartridge lid.
4. Remove the transfer pipette from the wrapper.

5. Squeezethetop bulb of the transfer pipette completely until the top bulb is fully
flat. While continuing to hold the bulb fully flat, place the pipette tip in the
specimen transport tube (see Figure 12).

Squeeze Here mje

Pipette | Cwverflow R oir Bul

6. Keeping the pipett ace of the liquid, release the top bulb of the
pipette to fill the pi 7 oving from the tube. After filling pipette,
excess sam i een in the overflow reservoir bulb of the pipette (see

pipette does not contain bubbles.
e cartridge, squeeze the top bulb of the transfer pipette

Sample Chamber
(Large Opening)

Figure 13. Xpert Omni SARS-CoV-2 Cartridge (Top View)
Note Dispense the entire volume of liquid into the sample chamber. False negative results

15
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8

may occur if insufficient sample is added to the cartridge.

. Close the cartridge lid.

13.3 External Controls

External controls described in Section 9 are available but not provided and may be used in
accordance with local, state, and federal accrediting organizations, as applicable.

To run a control using the Xpert Omni SARS-CoV-2 test, perform the following steps:

1.

5.

Mix control by rapidly inverting the external control tube 5 times.

2. Open the cap on the external control tube.
3.
4. Using a clean transfer pipette, transfer one drgw of the external®€ontrol sample (300

Open the cartridge lid.

ML) into the large opening (Sample Chamb€r) in thé Cartridge'shown in Figure 13.
Close cartridge lid.

13.4 Loading Cartridge on the GeneXpgkt Omini

1.

2.

Scroll down to locate the forward arf@w and tap the forward arrow at the bottom of the
screen.
Tap the instrument icon: The door{g the'GeneXpert Omni instrument opens.

Note Wait until the door is Tully'@pen and & moving parts have stopped before inserting the

3.

cartridge. This wait tim@allows#ig10ading mechanism to move into the correct position
to receive theastridge. Loading the cartridge prematurely can cause damage to the

loading maéhanisrit.

Withd¥ie cartgitlge label facing the operator, load the cartridge onto the cartridge
platfébm. &ently push the cartridge in place to allow the instrument to pull the
gantridge, Remoye'hands immediately from instrument after loading cartridge. The
doarwill clgsé automatically, the test starts, and the screen shows the test is starting
(sgeFigure 14). The screen changes to the test in process and the time remaining (see
Figure 15). When the test completes, the instrument door opens, and the screen
provides the test result. At the bottom of the screen, tap Print Result.

K

Figure 14. Test Starting Screen

16
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.Sample3 ..Sample 4

Figure 15. Testin Progress Screen

Note Do nottry to manually open the instrument door at any time. Damage to the door
mechanism can occur if the door is manually operated.

Note Do not move the instrument once a test has started. Invaliddest results can occur if the

instrument is moved during processing.

Note Do nottip the instrumentwhen atestis running. | ngan error and
possible invalid test results, damage to the instr fIne cartridge contents

4. Remove the cartridge and dispose of thg esaccording to your
institution’s hazardous waste policies.

Start New Test View Results

gure 16. View Results Icon

The test res rfor today are listed with the most recent test at the top (see
Fi

17
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Quality Control
Internal Controls

Each cartridge includes a Sample Processing Control (SPC) and Probe Check Control
(PCC).

Sample Processing Control (SPC) — Ensures that the sample was processed correctly.
The SPC verifies that sample processing is adequate. Additionally, this control detects
sample-associated inhibition of the real-time PCR assay, ensures that the PCR reaction
conditions (temperature and time) are appropriate for the amplification reaction, and that
the PCR reagents are functional. The SPC should be positive in a negative sample and can
be negative or positive in a positive sample. The SPC passésit itineets the validated
acceptance criteria.

Probe Check Control (PCC) — Before the start of tife PCR¥eaction; the GeneXpert Omni
System measures the fluorescence signal from thé'probes to manitérbead rehydration,
reaction tube filling, probe integrity, and dye stébility £ Fhe PCCpasses if it meets the
validated acceptance criteria.

External Controls

External controls should be used in acc@igdance withiocal, state, and federal accrediting
organizations as applicable.

Due to the COVID-19 pandémic and th@resuiting shortage of external control material,
Cepheid recommends that alhlaboratorigs perform external QC with each new lot and
shipment of reagents, at@&minipaum wiiile running the Xpert Omni SARS-CoV-2 test
under Emergency Use Authorization (EUA).

Interpretatién of Resulis

The resudis are inierpreted automatically by the GeneXpert Omni System and are clearly
shown inthe Miew Results screen. The Xpert Omni SARS-CoV-2 test provides test results
basfd@n the'detectign of two gene targets according to the algorithms shown in Table 1.

Hable 1. Xpert Omni SARS-CoV-2 Possible Results

Result Text N2 E SPC
SARS-CoV-2 POSITIVE + +/- +/-
SARS-CoV-2 POSITIVE +/- + +/-
SARS-CoV-2 NEGATIVE - - +
INVALID - - -

See Table 2 to interpret test result statements for the Xpert Omni SARS-CoV-2

test.
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Table 2. Xpert Omni SARS-CoV-2 Results and Interpretation

Result

Interpretation

SARS-CoV-2
POSITIVE?

The 2019 novel coronavirus (SARS-CoV-2) target nucleic acids are detected.

« The SARS-CoV-2 signal for the N2 nucleic acid target or signals for both
nucleic acid targets (N2 and E) have a Ct within the valid range and
endpoint above the minimum setting.

OR

« The SARS-CoV-2 signal for the E nucleic acid target has a Ct within the
valid range and endpoint above the minimum setting. Additional
confirmatory testing may be conductedgifiitiis necessary to differentiate
between SARS-CoV-2 and SARS-C@V or othi€kSarbecovirus currently
unknown to infect humans, for epidémiological purposes or clinical
management. NOTE: Specifigdarget iiformatigl can be accessed through
the C360 portal, https://c360:Cepheid.commRéler to the GeneXpert C360
user’s manual for additiofial instfictions.

« SPC: NA; SPC is ignafed begalise corgfiavirus target amplification
occurred.

« Probe Check: PASS; all probe chegk results pass.

SARS-CoV-2
NEGATIVE?

The 2019 novelcoronawirus (SARS-CoV-2) target nucleic acids are not

detected.

« The SARS-CoV-2%ignals for two nucleic acid targets (N2 and E) do not
haye a '€t within the valid range and endpoint above the minimum
setting.

« SPCIPASS;SPC has a Ct within the valid range and endpoint above the
minimum setting.

« Prae Check: PASS; all probe check results pass.

INVALTDR

SPC does not meet acceptance criteria. Presence or absence of the 2019

novghcoronavirus (SARS-CoV-2) target nucleic acids cannot be determined.

Répeat test according to the Retest Procedure (Section 17.2).

» SPC: FAIL; SPC and SARS-CoV-2 signals do not have a Ct within valid
range and endpoint below minimum setting

« Probe Check — PASS; all probe check results pass

ERRORP

Presence or absence of the 2019 novel coronavirus (SARS-CoV-2) target
nucleic acids cannot be determined. Repeat test according to the Retest
Procedure (Section 17.2).

o SARS-CoV-2:NO RESULT

o SPC: NORESULT

« Probe Check: FAIL; all or one of the probe check results fail.

Note: If the probe check passes, the error is caused by the maximum pressure
limit exceeding the acceptable range, no sample added, or by a system
component failure.
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Result Interpretation

Presence or absence of the 2019 novel coronavirus (SARS-CoV-2) target
nucleic acids cannot be determined. Repeat test according to the Retest
Procedure (Section 17.2). ANO RESULT indicates that insufficient data
NO RESULT® were collected. For example, the operator stopped a test that was in progress.
* SARS-CoV-2:NO RESULT

 SPC: NORESULT

* Probe Check: NA (notapplicable)

a. Note: Error codes may be displayed for both SARS-CoV-2 POSITIVE & SARS-CoV-2
NEGATIVE valid results as they do not disrupt the assay; if aqualid test result is provided

with error code no repeat test is required.
b. Note: Error code with INVALID, ERROR or NO RESUL},as a resultwill require the test to

be repeated.

The Xpert Omni SARS-CoV-2 test includes an Earlyt Assaydermination (EAT) function, which will
provide earlier time to results in high titer speciméns 1Tthe signal f#Om the target nucleic acid reaches
a predetermined threshold before the full 45 PCR tycles hiawe bgenh completed. When SARS-CoV-2
titers are high enough to initiate the EAT fumctiof, the SPC agiplification curve may not be seen and

its results may not be reported.

17 Retests
17.1 Reasons to Repeat the Assay

If any of the test results MientiGled beléw occur, repeat the test once according to
instructions in Section 172, RetestProcedure.

« An INVA®RID resaitindicates that the control SPC failed. The sample was not
propepddprocessed, PCRIS inhibited, or the sample was not properly collected.

« An ERROR'Tesult could be due to, but not limited to, Probe Check Control
failure,'§ystem cafriponent failure, no sample added, or the maximum pressure
limits were@xgeeded.

s AMNGIRESULT indicates that insufficient data were collected. For example,

cartridge failed integrity test, the operator stopped a test that was in progress, or
apower failure occurred.

If an External Control fails to perform as expected, repeat external control test
and/or contact Cepheid for assistance.
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17.2 Retest Procedure
To retest a non-determinate result (INVALID, NO RESULT, or ERROR), use a new
cartridge.
Use the leftover sample from the original specimen transport medium tube or new external
control tube.

1. Follow Section 13, Procedure to initiate test using the Omni instrument and
mobile device and follow the steps below to prepare aretest of the sample or
external control.

2. Putonaclean pair of gloves. Obtain a new Xpert OmnisSARS-CoV-2 cartridge
and a new transfer pipette.

3. Check the specimen transport tube or external c

4. Mix the sample by rapidly inverting the speci
external control tube 5 times.

5. Open the cap on the specimen transporf tube

6. Open the cartridge lid.

7. Using a clean transfer pipette (sup
opening (Sample Chamb

ample (onedraw) to the large
e (see Figure 13).

8. Close the cartridge lid.
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18 Limitations

Performance of the Xpert Omni SARS-CoV-2 test has only been established in
nasopharyngeal swab specimens. Use of the Xpert Omni SARS-CoV-2 test with other
specimen types has not been assessed and performance characteristics are unknown.

Anterior nasal swabs and mid-turbinate swabs (self-collected under supervision of or
collected by a healthcare provider), oropharyngeal swabs collected by a healthcare
provider, as well as nasal wash/aspirate specimens are considered acceptable specimen
types for use with the Xpert Omni SARS-CoV-2 test but performance with these
specimen types has not been established.

A false negative result may occur if a specimen is imp#operly‘@allected, transported or
handled. False negative results may also occur if in@ilequate nuiibers of organisms are
present in the specimen.

The clinical performance hasnot been estabdiShed ingall cir@udating variants but s
anticipated to be reflective of the prevaleritiarianis'in circulation at the time and
location of the clinical evaluation. Perf@rmancgat the tufe of testing may vary
depending on the variants circulating, ificluding ngwg emerging strains of SARS-CoV-
2 and their prevalence, which chdhge oVer time.

As with any molecular test,_mutatiori§Wwithin the target regions of Xpert Omni SARS-
CoV-2 could affect primgand/orprobeBinding resulting in failure to detect the
presence of virus.

As the E gene targetiof théXpert Onini SARS-CoV-2 test detects other coronaviruses
in the B lineage, BetaCoronawimms’genus, including SARS-CoV, the presence of these
viruses may@ause a false positive result for detection of SARS-CoV-2. None of these
other corghavirtsagis kKilown to currently circulate in the human population. Additional
confirpdatory testing may be conducted, if it is necessary to differentiate between
SARE-CoV-2and SARS-CoV or other Sarbecovirus currently unknown to infect
humans

Thigtest cahnattule out diseases caused by other bacterial or viral pathogens.

THeparfarmance of this device has not been assessed in a population vaccinated
against COVID-19.

23



Xpert® Omni SARS-CoV-2

19 Conditions of Authorization for the Laboratory

The Cepheid Xpert Omni SARS-CoV-2 Letter of Authorization, along with the
authorized Fact Sheet for Healthcare Providers, the authorized Fact Sheet for Patients
and authorized labeling are available on the FDA website:
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-
use-authorizations-medical-devices/vitro-diagnostics-euas

However, to assist clinical laboratories using the Xpert Omni SARS-CoV-2 (referred to
in the Letter of Authorization as “Your Product”), the relevant Conditions of
Authorization are listed below.

e Authorized laboratories? using this product must include®vitiii@st result reports, all
authorized Fact Sheets. Under exigent circumstanceg! other apprépriate methods for
disseminating these Fact Sheets may be used, which m@y include rass media.

e Authorized laboratories using this product must'use this préguct#s outlined in the
Xpert Omni SARS-CoV-2 Instructions for Mse. Deyiations T#0rm the authorized
procedures, including the authorized instrumentsgtuthorizgs extraction methods,
authorized clinical specimen types, authi@rized cantrol pdaterials, authorized other
ancillary reagents and authorized materjals required i use the Xpert Omni SARS-
CoV-2 test are not permitted.

e Authorized laboratories mustinawe.a process in place for reporting test results to
healthcare providers and#€levant public R@alth authorities, as appropriate.

e Authorized laborataries that receivethis product must notify the relevant public
health authorities ot therintent to rin this product prior to initiating testing.

e Authorized laboratorigs usingtW&Xpert Omni SARS-CoV-2 test must collect
informationd@nthe perférmance of the test and report to DMD/OHT7-
OIR/OPEL/CDRM¥¢ia €mail: CDRH-EUA Reporting@fda.hhs.gov) and
Cephgid (+1 888 838 3222 or techsupport@cepheid.com) any suspected
occUrrencedt false positive or false negative results and significant deviations
from the@stablishéd performance characteristics of the test of which they become
awdre.

e Al 0peratorsusing this product must be appropriately trained in RT-PCR
fechniquesand use appropriate personal protective equipment when handling this
kit, and use this product in accordance with the authorized labeling.

e Cepheid, authorized distributors, and authorized laboratories using this product
must ensure that any records associated with this EUA are maintained until
otherwise notified by FDA. Such recordswill be made available to FDA for
inspection upon request.

The letter of authorization refers to “authorized laboratories”as follows: “Testing of nasopharyngeal, oropharyngeal,
anteriornasal, or mid-turbinate swab or nasal wash/aspirate specimens using the Xpert Omni SARS-CoV-2testrunon the
GeneXpert Omni System is limited to laboratoriescertified under the Clinical Laboratory Improvement Amendments of
1988 (CLIA), 42 U.S.C. §263a, that meet requirements to perform high or moderate complexity tests. Testing of
nasopharyngeal, anterior nasal, or mid-turbinate swab specimensusing the Xpert Omni SARS-CoV-2test runonthe
GeneXpert Omni System s limitedto laboratories certified under CLIA that meetrequirements to perform high, moderate,
orwaived complexity tests. Testing of these specimens is authorized for use at the Pointof Care (POC), i.e., in patient
care settings operatingunder a CLIA Certificate of Waiver, Certificate of Compliance, or Certificate of Accreditation.”
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20
20.1

20.2

Performance Characteristics
Clinical Evaluation - Laboratory Setting

The performance of the Xpert Omni SARS-CoV-2 test on the GeneXpert Omni System was
evaluated using archived clinical nasopharyngeal (NP) swab specimens in universal
transport media (UTM) or viral transport medium (VTM). A total of 52 known SARS-CoV-
2 positive and 52 SARS-CoV-2 negative NP swab specimens, were tested with Xpert Omni
SARS-CoV-2 in arandomized and blinded fashion.

All 52 SARS-CoV-2 positive specimenswere collected during the COVID-19 pandemic in
the US and had previously been characterized as positive for SARS-CoV-2 by an EUA RT-
PCR test. All of the 52 SARS-CoV-2 negative NP swab spécirriefis,were collected at least
one year before the onset of the COVID-19 pandemic i the US and are expected to be
negative for SARS-CoV-2.

The Positive Percent Agreement (PPA) and Negdtive PercentAgréement (NPA) were

determined by comparing the results of the Xy&rt OmuF SARS-C0V-2 test relative to the
expected results. Results of these 104 archiled CliniCal NP sWab specimens are shown in
Table 3. The PPA was 100.0% (95% CI: 938.1% - 108%)#nd the NPA was 100.0% (95%

Cl: 93.1% - 100%).

Table 3. Xpert@mni SARS-CoV-2 Performance Results

Expected Results
Positive Negative Total
Positive 52 0 52
Xpert Omni SARS-CoV-2 )
Negative 0 52 52
Total 52 52 104
PPA 100.0% (95% Cl: 93.1% - 100%)
NPA 100.0% (95% Cl: 93.1% - 100%)

Clifiical Evaluation — Point of Care Setting

Perfofmance characteristics of the Xpert Omni SARS-CoV-2 test using the GeneXpert
Omni System in a point-of-care environment was established in a multi-site study that
compared the Xpert Omni SARS-CoV-2 test to a high sensitive FDA authorized molecular
assay. Two study sites were used; one site was a point-of-care environment and one site
was a reference laboratory. Clinical NP swab specimens, both prospectively collected and
archived, as well as contrived NP swab samples were used in this study. A total of 226
specimens (187 clinical NP swab specimens[100 prospectively collected and 87 archived
specimens] ; 39 contrived NP swab samples) were tested with the Xpert Omni SARS-
CoV-2 test. The 187 clinical NP swab specimens were tested with the Xpert Omni SARS-
CoV-2 test and the comparator on-market EUA NAAT test. The 39 contrived NP swab
samples were tested with the Xpert Omni SARS-CoV-2 test and those results were
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compared to their expected results.

For clinical NP swab specimens, the Xpert Omni SARS-CoV-2 test demonstrated a PPA
of 97.6% (95% CI: 91.5-99.3) and an NPA of 99.1% (95% CI: 94.8-99.8). Results are

shown in Table 4.

Table 4. Xpert Omni SARS-CoV-2 Performance Using Clinical NP Swab
Specimens — Prospectively Collected and Archived Combined

FDA authorized molecular assay

Positive Nepative Total
Positive 80 1 81
Xpert Omni SARS-CoV-2 .
Negative 2 104 106
Total 82 405 187
PPA 97.6%°(95% CI: 91.5-99.3)
NPA 99.1% (95% Cl: 94.8-99.8)

For the 100 prospectively collegi@ihP swab specimens, the Xpert Omni SARS-
CoV-2 testdemonstrated a PPA of 94:6% (999 Cl: 82.3-98.5) and an NPA of
98.4% (91.5-99.7). Results are shown int Table 5.

Table 5. Xpert Omni SARS-Ca\-24€rformance Using Clinical NP Swab

Specimens — Praspectively Collected

FDA authorized molecular assay

Positive Negative Total
Positive 35 1 36
XperbOmMniSARS-CoV-2 -
Negative 2 62 64
Total 37 63 100
PPA 94.6% (95%Cl: 82.3-98.5)
NPA 98.4% (95%CI: 91.5-99.7)

For the 87 archived NP swab specimens, the Xpert Omni SARS-CoV-2 test demonstrated a

PPA of

100.0% (95%CI: 92.1-100.0) and an NPA of 100.0% (95%CI: 91.6-100.0).
Results are shown in Table 6.
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Table 6. Xpert Omni SARS-CoV-2 Performance Using Clinical NP Swab

Specimens — Archived

FDA authorized molecular assay
Positive Negative Total
_ Positive 45 0 45
Xpert Omni SARS-CoV-2 Negative 0 o 1
Total 87
PPA C1492.1-100.0)
NPA 31:91.6-100.0)

Contrived positive NP swab samples near
specimens were tested on the GeneXpert
test demonstrated a PPA of 100.0%
83.9-100.0). Results are shown in

Table 7. Xpert Omni SAR ce Using Contrived NP Swab Specimens

Expected Results
Positive Negative Total
Positive 19 0 19
Negative 0 20 20
Total 19 20 39

100.0% (95% CI: 83.2-100.0)
100.0% (95% ClI: 83.9-100.0)

27



Xpert® Omni SARS-CoV-2

21

Analytical Performance

21.1 Analytical Sensitivity (Limit of Detection)

Studies were performed to determine the analytical limit of detection (LoD) of the Xpert
Omni SARS-CoV-2. The LoD was estimated with limiting dilutions of heat-inactivated
SARS-CoV-2 virus (USA WA1/2020) using two lots of reagents in viral transport
medium. The LoD of the assay was estimated using heat-inactivated SARS-CoV-2 virus

diluted in nasopharyngeal swab clinical matrix (Table 8).
Table 8. LoD Determination Usin

USA WA1/2020 Strain Using One Reagent lot

Concentration Assay Assay E E E Hit N2 N2 N2 Hit
(copies/mL) | Positives/ | Positive | Positives/ [ Mean | Rafe™Rositives/ | Mean | Rate
Replicates | HitRate | Replicates| Ct (%0) Replicates | Ct (%)
(%)
0 0/22 0 0/22 0,0 0 0/22 0 0
12.5 5/22 22.7 0/22 00 0 5/22 42.3 22.7
25 13/22 59.1 2/22 40.2 9.1 13/22 41.6 59.1
35 14/21° 66.7 1/21 42 .5 4.8 13/21 41.7 61.9
50 20/22 90.9 3/22 426 1306 19/22 41.7 86.4
100 19/22 86.4 3/21" 388 14.3 18/22 41.1 81.8
125 21/22 95.5 8/21" 39.8 38.1 21/22 40.5 95.5
150 21/21° 100 20/ 20" 404 50.0 21/21 40.8 100
350 22/22 100 19@21° 36.8 90.5 22/22 38.6 100
500 22/22 100 21/24° 35.8 100.0 22/22 38.1 100

a.Onetest gave INVALID overallresult with INWALYD for Eand N2 target.
b. Onetest gave INVALID result for E target and positive result for N2 target.

Verification of the estimated LoD claiit was performed on one reagent lot in replicates of
22 prepared in pooled NF 8wab cliriical matrix. The LoD is the lowest concentration

(reported as copiediml ) oftheat-inactivated SARS-CoV-2 virus samples that can be

reproducibl@distinguish@gifom negative samples > 95% of the time with 95% confidence.
The claipded LoDais 400 coples/mL (Table 9).

Tablgy. Limif of Detection of the Xpert Omni SARS-CoV-2

Strain Coricentration Positives/ EHitRate | EMeanCt | N2 HitRate | N2 Mean
(copies/mL) Replicates (%) (%) Ct
BAdS CoV-y 400 22/22 100 36.1 100 38.8
USAWA1/2020 0 0/22 0 ) 0 )
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21.2

213

Analytical Reactivity (Inclusivity)

The inclusivity of Xpert Omni SARS-CoV-2 was evaluated using in silico analysis of the
assay primers and probes in relation to 412,389 SARS-CoV-2 sequencesavailable (as of
February 19, 2021) in the GISAID gene database for two targets, E and N2.

For the E target, 523 matching sequences were excluded due to ambiguity codes, which
reduced the total to 411,866 sequences. Xpert Omni SARS-CoV-2 had 98.69% match to
the sequences with the exception of 5,362 sequences that had a single mismatch and 50
sequences with additional mismatches. None of these mismatches are predicted to have a
negative impact on the performance of the assay.

For the N2 target, 586 matching sequences were excludedditie tG:@mbiguity codes, which
reduced the total to 411,803 sequences. Xpert Omni SARS-CoV-21iad 96.65% match to
the sequences with the exception of 13,511 sequencgs thahhad a single mismatch and 280
sequences with two or more mismatches. None offtfiese miSthatchgé are predicted to have
a negative impact on the performance of the agéay.

Analytical Specificity (Exclusivity)

An in silico analysis for possible cross-reagtions witialithe organisms listed in Table 10
was conducted by mapping primers @pg probes.in the Xpert Omni SARS-CoV-2 test
individually to the sequences downloadesl from the"GISAID database. E primers and
probes are not specific for SAIRS-CoW:2 anelwill detect Human and Bat SARS-
coronavirus. No potential cfgss reactivity witivother organisms listed in Table 10 is
predicted based on the ip silico analysis;

Table 10. Xpert Omni SARS-COVEZ Analytical Specificity Microorganisms

Microorgdhisms fromthe Same

{Benetic Bamily High Priority Organisms

Human copdnavirus 229E Adenovirus (e.g.C1 Ad.71)

Humang@ronavitdsOC43 Human Metapneumovirus (hMPV)
Human cotopatirus HKUb Parainfluenzavirus 1-4
Hdmahcoronawirus Ni63 Influenza A

SARS-COronavirus Influenza B

MERS-camenavirus Influenza C

Bat coronavirus

Enterovirus (e.g. EV68)

Respiratory syncytial virus

Rhinovirus

Chlamydiapneumoniae

Haemophilusinfluenzae

Legionella pneumophila

Mycobacterium tuberculosis

Streptococcus pneumoniae

Streptococcus pyogenes

Bordetellapertussis

Mycoplasmapneumoniae

Pneumocystis jirovecii (PJP)

Parechovirus
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Microorganisms fromthe Same
Genetic Family

High Priority Organisms

Candidaalbicans

Corynebacteriumdiphtheriae

Legionella non-pneumophila

Bacillus anthracis (Anthrax)

Moraxellacatarrhalis

Neisseriaelongataand N. meningitidis

Pseudomonas aeruginosa

Staphylococcus epidermidis

Staphylococcus salivari

Leptospira
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Cepheid Headquarters Locations

Corporate Headquarters

Cepheid

904 Caribbean Drive
Sunnyvale, CA
94089 USA

Telephone: +1 408 541 4191
Fax:+ 14085414192
www.cepheid.com

EuropeanHeadquarters

Cepheid Europe SAS
Vira Solelh

81470 Maurens-Scopont
France

Telephone: + 33 563 825 300
Fax:+ 33563825 301
www.cepheidinternational.c

Technical Assistance

Before contacting Cepheid Te pport, collect the following information:
+ Product name
« Lot number,

ent

France

Telephone:+33563 825300

Email:
support@cepheideurope.com

Contact information for all Cepheid Technical Support offices is available on our website:
www. cepheid.com/en/support/ contact-us.
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USA
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Quick Reference Instructions for Xpert® Omni SARS-CoV-2 and
GeneXpert Omni System

For useunderthe Emergency Use Authorization (EUA) only IVD Ronly

//C‘epheid@

A better way.

The user should be trainedin the procedure. Wear the appropriate protective attire for your safety when handling patient samples. Clean testing surfaces according toyour
institution’s policy. Nasopharyngeal, oropharyngeal, anterior nasal, and mid-turbinate swab or nasal wash/aspirate specimens is limited to laboratories certified under CLIA that
meet the requirements to perform high or moderate complexity tests. Testing of nasopharyngeal, anterior nasal, or mid-turbinate swab specimens are also authorized for use at the
point of care, i.e., in patient care settings operating under a CLIA Certificate of Waiver, Certificate of Compliance, or Certificate of Accreditation.

[:[i] Readthe complete Quick Reference Instructions before performing the test. Forassistance, call Cepheid Technical Support at (888) 838-3222.

|. Storage and Handling and Warnings

Storage and Handling Warnings

e Wear gloves. Change glovesbetween processing each sample.
o Store the Xpert Omni SARS-CoV-2 cartridges at 2-28°C.

DO NOT use acartridge thatis wetor has leaked.

DO NOT use acartridge that has been dropped.

DO NOTopen acartridge lid until you areready to performtesting.
DO NOT shake or tilt the cartridge after adding the sample.

DO NOTreuse disposable pipettes or cartridges.

DO NOT turn off, unplug, move or tip the instrument while atestisin
DO NOT use a cartridge that has a missing or damaged reactiontube.

DO NOT try to manually open or close the instrument dooratany time.
DO NOT move the mobile device more than 30 meters (~100feet) from theinstrument.

progress as this will stop the test.

[:L}] Refer to the Package Insert for Warnings and Precautions, Specimen Collection and Handling, and Quality Control Testing. Refer to the GeneXpert Omni Reference Guide for a

description of instrument, mobile device, and key to commonly used icons.

[I. How to Start the Software

d.Turn on the mobile device. Swipe mobile device

d.Tap the forward arrow next to the Password
screen to unlock.

field. The Home screenappears.
e. Tapthe Omniicon
to startthe Omni mobile
application. Omni

e. Verify the instrumenticonappears atthe
bottom of the Home screen.

N\

1 Start Software. 2 Login. 3 How to Access Instructions for Use (optional).
a. Puton a pair of clean gloves. a. Tap the LOGIN icon. a. Tapthe Informationicon
. . P then select Assay Dashboard from the
b.Turn on the GeneXpert Omniinstrument by b.Tap the User Name icon d
] 7S rop down menu.

holding the power button foratleast 2 seconds. and enter username.
c.Aninstrumentself-test will run forabout 2 c.Tap Password icon

minutes. and enter password. ™

lll. How to Test a Patient Specimen
Beforeyou begin:
e Refertothe packageinsert for more information.
e Readthrough this entire Quick Reference Instructions before beginning a test.

minutes of adding the specimento the cartridge.
ommended environmental operating conditions are 15-30°C, 20-80% relative
and the allowable operating conditions are 15-40°C, 16-90% relative

1 StartaTest on the Mobile Device. 2 Choose to Manually Enter or §

a. If needed, tap Home icon attop of screento | PatientID. Enter Patient Infor etheSampleID. Enter Test Type
go to Home screen. Scrolldown to Tap Forw ple Typedescription. Scrolldown
b. Tap the Start New Test buttononthe Home 5 Forward Arrow.
screen.
mm B[2[2
123 {11} gel
Enter Scan Sample Generate
Sample ID Barcode Sample ID

eapplication1.3 or higher
the mobile device.

4 Scan Cartridge.

a. Place the back of the mobile device close to
the GeneXpertcartridge label. The cartridge
should be aimed to the center back of the
mobile device.

b. Verify the correct cartridge has been
scanned: Xpert Omni SARS-CoV-2.

© 2020-2021 Cepheid. All rights reserved. For IVD In Vitro Diagnostic Use Only

302-4647, Rev C B FebruaryApril2021




5 Mix Specimen.

a.Checkthatthe specimentransporttubecap
is closed.

b.Mix specimen by rapidly inverting the
specimen transporttube5 times. Openthe
cap on the specimen transport tube.

c. Open the cartridgelid.

6 Fill Pipette with Sample.
a. Remove the transfer pipette from wrapper.

b. Squeezethe top bulb of the pipette
completely until the topbulb is fully flat.
While continuingto hold the bulb fullyflat,
place the pipettetip in the specimen
transporttube.

c. Keepingthe pipette below the surface of
the liquid, release the top bulbof the
pipette slowly to fill the pipette with sample
before removing fromthe tube. Itis okay if
liquid goesinto the overflow reservoir.

Squeeze Here * «
Pipette Overflow Reservoir Bulb
Sample u;

7 Transfer Sample to Cartridge.

a. Squeezethe top bulb of the pipette
completely until it is fully flat to empty the
contents of the pipetteinto the large
opening (Sample Chamber). Some liquid
may remain in the overflow reservoir.
Dispose of the used pipette.

Sample Chamber
(Large Opening)

b. Close the cartridge lid.

c. Tapthe forward arrow atthe bottomright
of the screen to moveto the nextscreen.

8 Loading/UnloadingCartridge and
Viewing Results.

a. Tap the instrumenticon.

L
4

[/
I

... Assay 1

12345 ...plelD103

\ Test is ready. Please select an Omni below.

b.An instrumentself-test will run then the
instrumentdoorautomaticallyopens.

1000000220

Available for use

c.Load the cartridge on instrument as shown
below.

d. Remove handsimmediately frominstrument
after loading cartridge. The doorwill close
automatically. Whenthe testisdone, the
door will open.

e.Resultisdisplayed. Atthe bottom of the
screen, tap PrintResult.

f. Dispose of the cartridge and gloves.

[:[ﬂ NOTE: Refer to the Package Insert for information on reviewing past results.

IV. How To Start a New Test

a. Put on a new pair of cleangloves.

N

b. Tap Homeicon at top of screen. | |

c.To start a new test, follow the test procedure above, starting with Step 1.

V. How to Run External Controls — Positive and Negative Controls

It is recommended that external controls (SeraCare AccuPlex™ Reference Material Kit, catalog number0

e Eachtime a new lot or a new shipment of Xpert Omni SARS-CoV-2 is °

received.

e Eachtime a new operatoris performing the test.

ency noted below.

1 Start a Test on Mobile Device.

a. If needed,tap Home icon attop of screen
to goto Home screen.

b. Tapthe Start NewTest iconon the Home
screen.

2 Enter “NA” for Patient ID. ScrollDown
to Tap Forward Arrow.

Enter Patig

N

oymm
A

can Sample
Barcode

gils

Generate
Sample ID

[9]

sounds and the Sample ID will appear in the
Sample IDfield.

4 Scan Cartridge.

a. Place the back of the mobile device close to
the GeneXpert cartridge label. The cartridge
should be aimed to the centerback of the
mobile device.

b. Verify the correct cartridge has been
scanned: Xpert Omni SARS-CoV-2.

5 Mix External Control.
a. Checkthatthe external control tubecapis
closed.

b. Mix external control tube by rapidly

c. Openthe cartridgelid.

inverting the external control tube 5 times.
Openthe cap on the external control tube.

ill Pipette with External Control.

a. Remove the transfer pipette fromwrapper.

b.Squeezethe top bulb of the pipette
completely until the topbulb is fully flat.
While continuingto hold the bulb fullyflat,
place the pipettetip in the external control
tube.

c. Keeping the pipette below the surface of the

liquid, releasethe top bulbof the pipette
slowly to fill the pipette with the external
control beforeremoving fromthetube. Itis
okay if liquid goes into the overflow
reservoir.

Squeeze Heremmjpe| [«
Pipette —¢ Overflow Reservair Bulb
Sample u

7 Transfer External Controlto Cartridge.

a. Squeezethe top bulb of the pipette
completely until it is fully flat to empty the
contents of the pipetteinto the large
opening (Sample Chamber). Some liquid
may remain in the overflow reservoir.
Dispose of the used pipette.

Sample Chamber
(Large Opening)

b. Close the cartridge lid.

c. Tapthe forward arrow atthe bottomright
of the screen to moveto the nextscreen.

8 Loading/Unloading Cartridge and
Viewing Results.

a. Tap the instrumenticon.

[/
I

Y 2 4
12345  .plelD103
Test is ready. Please select an Omni below.

N

... Assay 1

1000000220

Available for use

b. Aninstrumentself-test will run then the
instrumentdoorautomaticallyopens.

c. Load the cartridge on instrument as shown
below.

d. Remove handsimmediately from
instrument after loading cartridge. The
door will close automatically. Whenthe test
is done, the doorwill open.

e. Resultis displayed. Atthe bottom of the

screen, tap Print Result

f. Dispose of the cartridge and gloves.

[:E] NOTE: Refer tothe Package Insert for information on reviewing past results.
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VI. Possible Results

Result Interpretation
SARS-CoV-2 NEGATIVE The 2019 novel coronavirus (SARS-CoV-2) target nucleic acids are not detected.
SARS-CoV-2 POSITIVE The 2019 novel coronavirus (SARS-CoV-2) target nucleic acids are detected.
INVALID Presence or absence of the 2019 novel coronavirus (SARS-CoV-2) target nucleic acids cannot be determined. Repeat test witha new cartridge.
ERROR Presence or absence of the 2019 novel coronavirus (SARS-CoV-2) target nucleic acids cannot be determined. Repeat test witha new cartridge.
NO RESULT Presence or absence of the 2019 novel coronavirus (SARS-CoV-2) target nucleic acids cannot be determined. Repeat test witha new cartridge.

NOTE: Ifanincorrectresultis provided forthe external control, repeat the external controlrun. If repeated control runs do not produce the expected results, contact Cepheid
Technical Support at (888) 838-3222.

Warnings

e This producthas notbeen FDAclearedor approved, but has been authorized for emergency use by FDA under an EUAfor use by authorized laboratories;

e This product has been authorized only for the detection of nucleic acid from SARS-CoV-2, not for any other viruses or pathogens;

e The emergency use of this product is only authorized for the duration of the declarationthat circumstances exist justifying the authorization of emergency use of in vitro
diagnostics for detection and/or diagnosis of COVID-19 under Section 564(b)(1) of the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the
declarationis terminated or authorizationis revoked sooner.

Cepheid Technical Support

904 Caribbean Drive 888-838-3222 option 2

Sunnyvale, CA 94089 techsupport@cepheid.com

USA http://www.cepheid.com/en/support/ contact-us

Tel: +1 408 541 4191
Fax: +1 408 541 4192
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Xpert® Omni SARS-CoV-2

Electronic Labeling Flyer
For Use Under an Emergency Use Authorization (EUA) Only

B(only

REF| OMNISARS-COV2-10
IVD

The Xpert Omni SARS-CoV-2 ADF and Package Insert should be@ownipaded as part
of the assay bundle during system setup. If the Package Insertgand/or ADRNS missing
from the Omni mobile device, please contact technical suppart.

Additional Xpert Omni SARS-CoV-2 documentation is aVailablefon thexwebsite
www.Cepheid.com/Omni. Under the Product Resources seciion on the webpage, select
the Xpert Omni SARS-CoV-2 EUA item you wish ta view. A new tals on your internet
browser will open to allow access to the Xpert Omni SARS-Ca\2 EUA item selected. A
paper version can be requested at no additionalcosi

Warnings:

. This product has not been FDA(Cleared ot approved, but been authorized for
emergency use by FDA under an EUA for use by authorized laboratories;

. This product has been auth@rizedhonly for'the detection of nucleic acid from
SARS-CoV-2, not for any other viruges orpamiogens; and

. The emergency usedaf,this pr@duct is only authorized for the duration of the
declaration that circumstéinces €Rist justifying the authorization of emergency use of in
vitro diagnostics for délection and/or dtiagnosis of COVID-19 under Section 564(b)(1) of
the Federal Food, Bfug, anfl" Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the
declaration is terminat@gfor auth@rization is revoked sooner.

Technical ASsistalice
Telephone: %1438 835°3222 Email: techsupport@cepheid.com

302-4427, Rev. D, April 2021
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