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Xpert® Xpress SARS-CoV-2

1 Proprietary Name
Xpert® Xpress SARS-CoV-2

2 Common or Usual Name
Xpert Xpress SARS-CoV-2

3 Intended Use

The Xpert Xpress SARS-CoV-2 test is a real-time RT-PCR test intended for the qualitative detection of nucleic acid from the
SARS-CoV-2 in nasopharyngeal swab, nasal swab, or nasal wash/aspirate specimen collected from individuals who are
suspected of COVID-19 infection.

Results are for the identification of SARS-CoV-2 RNA. Positive results are indicative of the presence of SARS-CoV-2 RNA;
clinical correlation with patient history and other diagnostic information is necessary to determine patient infection status.
Positive results do not rule out bacterial infection or co-infection with other viruses. The agent detected may not be the definite
cause of disease.

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.

The Xpert Xpress SARS-CoV-2 test is intended to be performed by trained users in both laboratory and near patient testing
settings.

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.! Chinese authorities identified a novel coronavirus (2019-nCoV)
which was later renamed SARS-CoV-2 by the International Committee for Taxonomy of Viruses (ICTV).2 The WHO declared
the outbreak a global health emergency on January 30, 2020. SARS-CoV-2 has been responsible for over a million reported
cases of Coronavirus infectious disease 2019 (COVID-19) worldwide. The morbidity and mortality of COVID-19 varies by
patient age and risk factors, with the elderly and those with co-morbidities such as hypertension, diabetes, and respiratory
disease at most risk.

The Xpert Xpress SARS-CoV-2 test is a molecular in vitro diagnostic test that aids in the detection and diagnosis of SARS-CoV-
2 and is based on widely used nucleic acid amplification technology. The Xpert Xpress SARS-CoV-2 test contains primers and

probes and internal controls used in RT-PCR for the in vitro qualitative detection of SARS-CoV-2 RNA in nasopharyngeal (NP)

swab, nasal swab, or nasal wash/aspirate specimens.

Xpert® Xpress SARS-CoV-2 1
302-3787, Rev. A May 2020



Xpert® Xpress SARS-CoV-2

[=}]

Note

Note

7
A

Principle of the Procedure

The Xpert Xpress SARS-CoV-2 test is an automated in vitro diagnostic test for qualitative detection of nucleic acid from SARS-
CoV-2. The Xpert Xpress SARS-CoV-2 test is performed on GeneXpert Instrument Systems.

The GeneXpert Instrument Systems automate and integrate sample preparation, nucleic acid extraction and amplification, and
detection of the target sequences in simple or complex samples using real-time PCR assays. The systems consist of an
instrument, computer, and preloaded software for running tests and viewing the results. The systems require the use of single-
use disposable cartridges that hold the RT-PCR reagents and host the RT-PCR process. Because the cartridges are self-
contained, cross-contamination between samples is minimized. For a full description of the systems, see the GeneXpert Dx
System Operator Manual or the GeneXpert Infinity System Operator Manual.

The Xpert Xpress SARS-CoV-2 test includes reagents for the detection of RNA from SARS-CoV-2 in NP swab, nasal swab, or
nasal wash/aspirate specimen. A Sample Processing Control (SPC) and a Probe Check Control (PCC) are also included in the
cartridge utilized by the GeneXpert instrument. The SPC is present to control for adequate processing of the sample and to
monitor for the presence of potential inhibitor(s) in the RT-PCR reaction. The SPC also ensures that 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 NP swab, nasal swab, or nasal wash/aspirate specimen is collected and placed into a transport tube containing 3 mL of viral
transport medium or 3 mL of saline. 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 Xpress SARS-CoV-2 cartridge. The
GeneXpert cartridge is loaded onto the GeneXpert Instrument System platform, which performs hands-off, automated sample
processing, and real-time RT-PCR for detection of viral RNA.

Reagents and Instruments

Materials Provided

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

Xpert Xpress SARS-CoV-2 Cartridges with Integrated Reaction Tubes 10

+ Bead 1, Bead 2, and Bead 3 (freeze-dried) 1 of each per cartridge
* Lysis Reagent 1.5 mL per cartridge

+ Binding Reagent 1.5 mL per cartridge

* Elution Reagent 3.0 mL per cartridge
Disposable Transfer Pipettes 10-12 per kit

CD 1 per kit

» Assay Definition Files (ADF)

* Instructions to import ADF into GeneXpert software

Flyer 1 per kit
» Directions to locate the Product Insert on www.cepheid.com

Safety Data Sheets (SDS) are available at www.cepheidinternational.com under the SUPPORT tab.

The bovine serum albumin (BSA) in the beads within this product was produced and manufactured exclusively from bovine plasma
sourced in the United States. No ruminant protein or other animal protein was fed to the animals; the animals passed ante- and
postmortem testing. During processing, there was no mixing of the material with other animal materials.

Storage and Handling
. Store the Xpert Xpress SARS-CoV-2 cartridges at 2-28°C.
. Do not open a cartridge lid until you are ready to perform testing.

. Do not use a cartridge that is wet or has leaked.

Xpert® Xpress SARS-CoV-2
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8 Materials Required but Not Provided
. Nylon flocked swab (Copan P/N 502CS01, 503CS01) or equivalent
. Viral transport medium, 3 mL (Copan P/N 330C) or equivalent
. 0.85% (w/v) saline, 3 mL
. Sample Collection Kit for Viruses (Cepheid P/N SWAB/B-100, SWAB/F-100)

. GeneXpert Dx or GeneXpert Infinity systems (catalog number varies by configuration): GeneXpert instrument, computer,
barcode scanner, operator manual.

For GeneXpert Dx System: GeneXpert Dx software version 4.7b or higher
For GeneXpert Infinity-80 and Infinity-48s systems: Xpertise software version 6.4b or higher

9 Materials Available but Not Provided
SeraCare AccuPlex™ Reference Material Kit, catalog number 0505-0126 (Order Code CEPHEID)

10 Warnings and Precautions

10.1  General
. For in vitro diagnostic use.

. Positive results are indicative of presence of SARS-CoV-2 RNA.
. Report all positive results to the appropriate health authorities as required.

@ . 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 handled using standard precautions.
Guidelines for specimen handling are available from the U.S. Centers for Disease Control and Prevention® and the Clinical
and Laboratory Standards Institute.*
. Follow safety procedures set by your institution for working with chemicals and handling biological specimens.

. Consult your institution's environmental waste personnel on proper disposal of used cartridges, which may contain amplified
material. This material may exhibit characteristics of federal EPA Resource Conservation and Recovery Act (RCRA)
hazardous 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.

10.3 Assay/Reagent
. Do not open the Xpert Xpress 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 not shake 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 Xpress SARS-CoV-2 cartridge is used to process one test. Do not reuse processed cartridges.

¥ ®

Each single-use disposable pipette is used to transfer one specimen. Do not reuse disposable pipettes

. Do not use a cartridge if it appears wet or if the lid seal appears to have been broken.
. Wear clean lab coats and gloves. Change gloves between the handling of each specimen.
Xpert® Xpress SARS-CoV-2 3
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. In the event of a spill of specimens or controls, wear gloves and absorb the spill with paper towels. Then, thoroughly clean
the contaminated area with a 10% freshly prepared household chlorine bleach. Allow a minimum of two 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.

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

Chemical Hazards®®
. Signal Word: WARNING
o UN GHS Hazard Statements

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

o UN GHS Precautionary Statements
. Prevention
. Wash hands thoroughly after handling.
. Response
. Call a POISON CENTER or doctor/physician if you feel unwell.
. If skin irritation occurs: Get medical advice/attention.

. IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and easy to do.
Continue rinsing.

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

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 and Section 12.2 for nasal swab collection procedure, and Section 12.3 for nasal wash/aspirate procedure.
Nasopharyngeal swab, nasal swab and nasal wash/aspirate specimens can be stored in viral transport medium or saline, at room
temperature (15-30 °C) for up to 8 hours and refrigerated (2-8 °C) up to 7 days until testing is performed on the GeneXpert
Instrument Systems.

Refer to the WHO Laboratory Biosafety Guidance Related to the Coronavirus Disease 2019 (COVID-19).
https://www.who.int/publications-detail/laboratory-biosafety-guidance-related-to-coronavirus-disease-2019-(covid-19)
Nasopharyngeal Swab Collection Procedure

Insert the swab into either nostril, passing it into the posterior nasopharynx (see Figure 1). Rotate swab by firmly brushing

against the nasopharynx several times. Remove and place the swab into the tube containing 3mL of viral transport medium or 3
mL of saline. Break swab at the indicated break line and cap the specimen collection tube tightly.

Xpert® Xpress SARS-CoV-2
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Figure 1. Nasopharyngeal Swab Collection

12.2 Nasal Swab Collection Procedure
1. Insert a nasal swab 1 to 1.5 cm into a nostril. Rotate the swab against the inside of the nostril for 3 seconds while applying
pressure with a finger to the outside of the nostril (see Figure 2).

\ /
- N

Figure 2. Nasal Swab Collection for First Nostril

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

Xpert® Xpress SARS-CoV-2 5
302-3787, Rev. A May 2020



Xpert® Xpress SARS-CoV-2

3.

/

i::
\s

L

%

Figure 3. Nasal Swab Collection for Second Nostril

Remove and place the swab into the tube containing 3 mL of viral transport medium or 3 mL of saline. Break swab at the
indicated break line and cap the specimen collection tube tightly.

12.3 Nasal Wash/Aspirate Procedure

1.

Nasal wash/aspirate specimens can be collected following the user institution standard procedure. Also, refer to the WHO
guidelines for the collection of human nasal wash/aspirate specimens.

https://www.who.int/influenza/human_animal_interface/virology laboratories_and_vaccines/
guidelines_collection_hSn1_humans/en/

Using a transfer pipette, transfer 600 uL of the undiluted nasal wash/aspirate specimen into the tube containing 3 mL of viral
transport medium or 3 mL of saline and then cap the tube.

13 Procedure
13.1  Preparing the Cartridge

Important Start the test within 30 minutes of adding the sample to the cartridge.

A e

Remove a cartridge from the package.

Check the specimen transport tube is closed.

Mix specimen by rapidly inverting the specimen transport tube 5 times. Open cap on the specimen transport tube.
Open the cartridge lid.

Remove the transfer pipette from the wrapper.

Squeeze the top bulb of the transfer pipette completely and then place the pipette tip in the specimen transport tube (see
Figure 4).

Xpert® Xpress SARS-CoV-2
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Figure 4. Transfer Pipette

Release the top bulb of the pipette to fill the pipette before removing from the tube. After filling pipette, excess sample will
be seen in the overflow reservoir bulb of the pipette (see Figure 4). Check that the pipette does not contain bubbles.

To transfer the sample to the cartridge, squeeze the top bulb of the transfer pipette completely again to empty the contents of
the pipette (300 pL) into the large opening (Sample Chamber) in the cartridge shown in Figure 5. Dispose of the used
pipette.

Sample Chamber
(Large Opening)

Figure 5. Xpert Xpress SARS-CoV-2 Cartridge (Top View)

Note Take care to dispense the entire volume of liquid into the Sample Chamber. False negative results may occur if insufficient sample is
added to the cartridge.

9.

Close the cartridge lid.

13.2 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 Xpress SARS-CoV-2 test, perform the following steps:

1.

Mix control by rapidly inverting the external control tube 5 times. Open cap on external control tube.

2. Open the cartridge lid.
3. Using a clean transfer pipette, transfer one draw of the external control sample (300 pL) into the large opening (Sample
Chamber) in the cartridge shown in Figure 5.
4. Close cartridge lid.
Xpert® Xpress SARS-CoV-2 7
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13.3  Starting the Test
Before you start the test, make sure that the system contains modules with GeneXpert Dx software version 4.7b or higher or Infinity
Xpertise software 6.4b or higher, and that the Xpert Xpress SARS-CoV-2 Assay Definition File is imported into the software.
Note
This section lists the default steps to operate the GeneXpert Instrument System. For detailed instructions, see the GeneXpert Dx
System Operator Manual or the GeneXpert Infinity System Operator Manual, depending on the model that is being used.
Note The steps you follow may be different if the system administrator has changed the default workflow of the system.
1. Turn on the GeneXpert Instrument System:
. GeneXpert Dx:
If using the GeneXpert Dx instrument, first turn on the instrument and then turn on the computer. Log into the
Windows operating system. The GeneXpert software may launch automatically or may require double- clicking on the
GeneXpert Dx shortcut icon on the Windows® desktop.
or
. GeneXpert Infinity System:
If using the GeneXpert Infinity instrument, power up the instrument by turning the power switch clockwise to the ON
position. On the Windows desktop, double-click the Xpertise Software shortcut icon to launch the software.
2. Log on to the System software. The login screen appears. Type your user name and password.
3. Inthe GeneXpert System window, click Create Test (GeneXpert Dx) or Orders followed by Order Test (Infinity).
4. Scan or type in the Patient ID (optional). If typing the Patient ID, make sure the Patient ID is typed correctly. The Patient ID
is shown on the left side of the View Results window and is associated with the test result.
5. Scan or type in the Sample ID. If typing the Sample ID, make sure the Sample ID is typed correctly. The Sample ID is shown
on the left side of the View Results window and is associated with the test result.
6.  Scan the barcode on the Xpert Xpress SARS-CoV-2 cartridge. Using the barcode information, the software automatically
fills the boxes for the following fields: Reagent Lot ID, Cartridge SN, Expiration Date and Selected Assay.
Note If the barcode on the Xpert Xpress SARS-CoV-2 cartridge does not scan, then repeat the test with a new cartridge.
7. Click Start Test (GeneXpert Dx) or Submit (Infinity) if Auto-Submit is not enabled. In the dialog box that appears, type your
password, if required.
For the GeneXpert Dx Instrument
A.  Locate the module with the blinking green light, open the instrument module door and load the cartridge.
B.  Close the door. The test starts and the green light stops blinking. When the test is finished, the light turns off and the
door will unlock. Remove the cartridge.
C. Dispose of used cartridges in the appropriate sample waste containers according to your institution's standard
practices.
or
For the GeneXpert Infinity System
A.  After clicking Submit, you will be asked to place the cartridge on the conveyor belt. After placing the cartridge, click
OK to continue. The cartridge will be automatically loaded, the test will run and the used cartridge will be placed onto
the waste shelf for disposal.
B.  When all samples are loaded, click on the End Order Test icon.
Note Do not turn off or unplug the instruments while a test is in progress. Turning off or unplugging the GeneXpert instrument or computer
will stop the test.
14 Viewing and Printing Results
For detailed instructions on how to view and print the results, see the GeneXpert Dx System Operator Manual or the GeneXpert
Infinity System Operator Manual.
8 Xpert® Xpress SARS-CoV-2
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15.2

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
passes if it meets the validated acceptance criteria.

Probe Check Control (PCC) - Before the start of the PCR reaction, the GeneXpert System measures the fluorescence signal
from the probes to monitor bead rehydration, reaction tube filling, probe integrity, and dye stability. The PCC passes if it meets
the validated acceptance criteria.

External Controls
External controls should be used in accordance with local, state, and federal accrediting organizations as applicable.

Xpert® Xpress SARS-CoV-2
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16 Interpretation of Results

The results are interpreted automatically by the GeneXpert System and are clearly shown in the View Results window. The
Xpert Xpress SARS-CoV-2 test provides test results based on the detection of two gene targets according to the algorithms

shown in Table 1.

Table 1. Xpert Xpress SARS-CoV-2 Possible Results

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

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

Table 2. Xpert Xpress 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

SPC: NA; SPC is ignored because coronavirus target
amplification occurred

Probe Check: PASS; all probe check results pass

SARS-CoV-2 PRESUMPTIVE POS

The 2019 novel coronavirus (SARS-CoV-2) nucleic acids may be
present. Sample should be retested according to the Retest
Procedure in Section 17.2. For samples with a repeated
presumptive positive result, additional confirmatory testing may be
conducted, if it is necessary to differentiate between SARS-CoV-2
and SARS-CoV-1 or other Sarbecovirus currently unknown to infect
humans, for epidemiological purposes or clinical management.

The SARS-CoV-2 signal for only the E nucleic acid target has a
Ct within the valid range and endpoint above the minimum setting

SPC: NA; SPC is ignored because a target amplification has
occurred.

Probe Check: PASS; all probe check results pass

SARS-CoV-2 NEGATIVE

The 2019 novel coronavirus (SARS-CoV-2) target nucleic acids are
not detected.

The SARS-CoV-2 signals for two nucleic acid targets (N2 and E)
do not have a Ct within the valid range and endpoint above the
minimum setting

SPC: PASS; SPC has a Ct within the valid range and endpoint
above the minimum setting

Probe Check: PASS; all probe check results pass

10
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Table 2.

Xpert Xpress SARS-CoV-2 Results and Interpretation (Continued)

Result

Interpretation

INVALID

SPC does not meet acceptance criteria. Presence or absence of the
2019 novel coronavirus (SARS-CoV-2) nucleic acids cannot be
determined. Repeat test according to the Retest Procedure in
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

ERROR

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

* SARS-CoV-2: NO RESULT

* SPC: NO RESULT

¢ Probe Check: FAIL1; all or one of the probe check results fail

TIf 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.

NO RESULT

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

* SARS-CoV-2: NO RESULT

* SPC: NO RESULT

* Probe Check: NA (not applicable)

The Xpert Xpress SARS-CoV-2 test includes an Early Assay Termination (EAT) function which will provide earlier time to
results in high titer specimens. When SARS-CoV-2 titers are high enough to initiate the EAT function, the SPC amplification
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 mentioned below occur, repeat the test once according to instructions in Section 17.2, Retest Procedure.

. A PRESUMPTIVE POS result indicates the 2019 novel coronavirus (SARS-CoV-2) nucleic acids may be present. Only one of
the SARS-CoV-2 nucleic acid target was detected (E gene) while the other SARS-CoV-2 nucleic acid target (N2 gene) was

not detected.

. An INVALID result indicates that the control SPC failed. The sample was not properly processed, PCR is inhibited, or the

sample was not properly collected.

. An ERROR result could be due to, but not limited to, Probe Check Control failure, system component failure, no sample
added, or the maximum pressure limits were exceeded.

. A NO RESULT indicates that insufficient data were collected. For example, cartridge failed integrity test, the operator
stopped a test that was in progress, or a power failure occurred.

If an External Control fails to perform as expected, repeat external control test and/or contact Cepheid for assistance.

17.2 Retest Procedure

To retest a non-determinate result (INVALID, NO RESULT, or ERROR) or a PRESUMPTIVE POS result, use a new cartridge.

Use the leftover sample from the original specimen transport medium tube or new external control tube.

1. Puton a clean pair of gloves. Obtain a new Xpert Xpress SARS-CoV-2 cartridge and a new transfer pipette.

2. Check the specimen transport tube or external control tube is closed.

Xpert® Xpress SARS-CoV-2
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19
19.1

3. Mix the sample by rapidly invert the specimen transport medium tube or external control tube 5 times. Open the cap on the
specimen transport tube or external control tube.

4. Open the cartridge lid.

Using a clean transfer pipette (supplied), transfer sample (one draw) to the sample chamber with the large opening in the
cartridge.

6.  Close the cartridge lid.
Limitations

. Performance characteristics of this test have been established with the specimen types listed in the Intended Use Section
only. The performance of this assay with other specimen types or samples has not been evaluated.

. A false negative result may occur if a specimen is improperly collected, transported or handled. False negative results may
also occur if inadequate numbers of organisms are present in the specimen.

. As with any molecular test, mutations within the target regions of Xpert Xpress SARS-CoV-2 could affect primer and/or
probe binding resulting in failure to detect the presence of virus.

. This test cannot rule out diseases caused by other bacterial or viral pathogens.

Performance Characteristics

Clinical Evaluation

The performance of the Xpert Xpress SARS-CoV-2 test was evaluated using contrived clinical NP swab specimens in viral
transport medium obtained from US patients with signs and symptoms of respiratory infection. The samples were prepared by
spiking each individual negative clinical NP swab sample with live SARS-CoV-2 virus (USA_WA1/2020) at 2x LoD, 3x LoD
and 5x LoD levels. The NP swab samples were determined to be negative for SARS-CoV-2 prior to spiking. Individual negative
NP swab samples were also tested in the study. All positive and negative samples in the study were tested in a randomized and
blinded fashion.

Table 3 shows the number of concordant results out of the total number of samples tested for each target concentration of live
SARS-CoV-2 virus, the mean Ct values for each of the E and N2 nucleic acid targets as well as the percent agreement with the
95% confidence interval (95% CI), where appropriate. At each target concentration, the results show 100% agreement with the
expected results in the live SARS-CoV-2 virus spiked samples and 100% agreement with the expected results in the negative
samples. The overall performance of Xpert Xpress SARS-CoV-2 for all 30 samples combined shows a positive percent
agreement (PPA) of 100% (95% CI: 88.7% - 100%) and a negative percent agreement (NPA) of 100% (95% CI: 88.7% - 100%).

Table 3. Xpert SARS-CoV-2 Test Agreement with the Expected Results by Sample Concentration

Target Number Concordant/
Concentration Number Tested E Mean Ct N2 Mean Ct % Agreement [95% Cl]

2x LoD 20/20 35.4 38.4 100% [83.9% - 100%]

3x LoD 5/5 34.2 37.2 100% [NA*]

5x LoD 5/5 33.9 37.0 100% [NA*]

Negative 30/30 NA NA 100% [88.7% - 100%]

*95% CI not computed for sample concentrations with sample size of 5 or less.
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20.3

Analytical Performance

Analytical Sensitivity (Limit of Detection)

Studies were performed to determine the analytical limit of detection (LoD) of the Xpert Xpress SARS-CoV-2. The LoD of
Xpert Xpress SARS-CoV-2 was established using one lot of reagent and limiting dilutions of live SARS-CoV-2 virus
(USA_WA1/2020) prepared in viral transport medium and NP swab clinical matrix. Verification of the estimated LoD claim was
performed on one reagent lot in replicates of 22 prepared in NP swab clinical matrix. The LoD is the lowest concentration
(reported as PFU/mL) of live SARS-CoV-2 virus samples that can be reproducibly distinguished from negative samples > 95%
of the time with 95% confidence. The claimed LoD for the assay is 0.0100 PFU/mL (Table 4).

Table 4. Limit of Detection of the Xpert Xpress SARS-CoV-2

Claimed LoD Positives/
Strain (PFU/mL) Replicates

SARS-CoV-2 virus 0.0100 22/22
(USA_WA1/2020)

Analytical Reactivity (Inclusivity)

The inclusivity of Xpert Xpress SARS-CoV-2 was evaluated using in silico analysis of the assay primers and probes in relation
to 324 SARS-CoV-2 sequences available in the GISAID gene database for two targets, E and N2.

For the E target, Xpert Xpress SARS-CoV-2 had 100% match to all sequences with the exception of 4 sequences that had a
single mismatch. For the N2 target, Xpert Xpress SARS-CoV-2 had 100% match to all sequences with the exception of 2
sequences that had a single mismatch. None of these mismatches found for both targets are predicted to have a negative impact
on the performance of the assay, given the location of the mutations in the primer and probe regions respectively for the two
variants. These mutations are not predicted to adversely affect the probe and primer binding to the sequences or reduce assay
efficiency.

Analytical Specificity (Exclusivity)

An in silico analysis for possible cross-reactions with all the organisms listed in Table 5 was conducted by mapping primers and
probes in the Xpert Xpress SARS-CoV-2 test individually to the sequences downloaded from the GISAID database. E primers
and probes are not specific for SARS-CoV-2 and will detect Human and Bat SARS-coronavirus. No potential unintended cross
reactivity with other organisms listed in Table 5 is expected based on the in silico analysis.

Table 5. Xpert Xpress SARS-CoV-2 Analytical Specificity Microorganisms

Microorganisms from the

Same Genetic Family High Priority Organisms
Adenovirus (e.g. C1 Ad. 71)

Human Metapneumovirus (hMPV)

Human coronavirus 229E

Human coronavirus OC43

Human coronavirus HKU1

Parainfluenza virus 1-4

Human coronavirus NL63 Influenza A
SARS-coronavirus Influenza B
MERS-coronavirus Influenza C

Bat coronavirus

Enterovirus (e.g. EV68)

Respiratory syncytial virus

Rhinovirus

Chlamydia pneumoniae

Haemophilus influenzae

Legionella pneumophila

Mycobacterium tuberculosis

Streptococcus pneumoniae

Streptococcus pyogenes

Xpert® Xpress SARS-CoV-2
302-3787, Rev. A May 2020
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Table 5. Xpert Xpress SARS-CoV-2 Analytical Specificity Microorganisms

Microorganisms from the
Same Genetic Family High Priority Organisms

Bordetella pertussis

Mycoplasma pneumoniae

Pneumocystis jirovecii (PJP)

Parechovirus

Candida albicans

Corynebacterium diphtheriae

Legionella non-pneumophila

Bacillus anthracis (Anthrax)

Moraxella catarrhalis

Neisseria elongate and meningitidis

Pseudomonas aeruginosa

Staphylococcus epidermidis

Staphylococcus salivarius

Leptospira

Chlamydia psittaci

Coxiella burnetii (Q-Fever)

Staphylococcus aureus

Interfering Substances

Potentially interfering substances studies have been conducted for previous Xpert Flu/RSV tests developed for the GeneXpert
system, including Xpert Xpress Flu/RSV and Xpert Flu/RSV XC tests and assay interference was not observed in these studies.
Further testing evaluating potentially interfering substances was not conducted with the Xpert Xpress SARS-CoV-2 test. The
Xpert Xpress SARS-CoV-2 test uses conventional well-established nucleic acid extraction methods that are utilized with the
Xpert Xpress Flu/RSV and Xpert Flu/RSV XC tests. In addition, the Xpert FIu/RSV tests are validated for use with the same
specimen types, nasopharyngeal swabs and/or nasal wash/aspirates specimens, as the Xpert Xpress SARS-CoV-2 test. Therefore,
assay interference from these substances is not expected for the Xpert Xpress SARS-CoV-2 test.

Carry-over Contamination Study

Carry-over studies have been conducted for previous Xpert tests developed for the GeneXpert system, including Xpert Xpress
FIu/RSV, and no contamination due to carry-over was observed. Further testing for carry-over contamination was not conducted
for Xpert Xpress SARS-CoV-2. To minimize test-to-test contamination, specimen and fluids including amplicons are contained
within the single-use, disposable cartridge. The self-contained cartridge design prevents the GeneXpert instrument coming into
contact with any fluids within the cartridge. Precise fluidic handling within the enclosed cartridge is driven by the syringe and
valve, commanded by the assay definition file (ADF) and automated by the GeneXpert instrument. No manual pipetting step is
required other than the addition of the specimen to the cartridge by the user prior to the cartridge being placed on the instrument.
Once the specimen is added to the cartridge the lid is closed. Thus the instrument and cartridge design are a closed system which
minimizes the potential for carry-over.

Reproducibility

The reproducibility of the Xpert Xpress SARS-CoV-2 test was established at three sites using a 5S-member panel including one
negative sample, two low positive (~1.5x LoD) and two moderate positive (~3x LoD) samples. The negative sample consisted of
simulated matrix without target microorganism or target RNA. The positive samples were contrived samples in a simulated

matrix using either AccuPlex™ SARS-CoV-2 reference material (targeting the N2 and E genes) or inactivated SARS-CoV
Urbani strain (targeting the E gene).

Testing was conducted over six (6) days, using three (3) lots of Xpert Xpress SARS-CoV-2 cartridges at three (3) participating
sites each with two (2) operators to yield a total of 144 observations per panel member (3 Sites x 2 Operators x 3 Lots x 2 Days/
Lot x 2 Runs x 2 Reps = 144 observations/panel member). The results from the study are summarized in Table 6.
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Table 6. Summary of Reproducibility Results - % Agreement by Study Site/Operator

Site 1 Site 2 Site 3 % Total
Sample . : . Agreement?
Op1 Op2 Site Op1 Op2 Site Op1 Op2 Site by Sample
Negative 100% | 100% 100% 100% 100% | 100% 100% 100% 100% 100%
(24/24) | (24/24) | (48/48) | (24/24) | (24/24) | (48/48) | (24/24) (24/24) | (48/48) | (144/144)
SARS-CoV-2 | 100% | 100% 100% 100% 95.8% | 97.9% 95.8% 100% 97.9% 98.6%
Low Pos (24/24) | (24/24) | (48/48) | (24/24) | (23/24) | (47/48) | (23/24) (24/24) | (47/48) | (142/144)
SARS-CoV-2 | 100% | 100% 100% 100% 100% | 100% 100% 100% 100% 100%
Mod Pos (24/24) | (24/24) | (48/48) | (24/24) | (24/24) | (48/48) | (24/24) (24/24) | (48/48) | (144/144)
SARS-CoV-2 | 100% | 100% 100% 100% 100% | 100% 100% 100% 100% 100%
Low Pos (24/24) | (24/24) | (48/48) | (24/24) | (24/24) | (48/48) | (24/24) (24/24) | (48/48) | (144/144)
SARS-CoV-2 | 100% | 100% 100% 100% 100% | 100% 100% 100% 100% 100%
Mod Pos (24/24) | (24/24) | (48/48) | (24/24) | (24/24) | (48/48) | (24/24) (24/24) | (48/48) | (144/144)
a. Agreement was calculated as the percentage of observed results that were in agreement with the expected results.
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23 Cepheid Headquarters Locations

Corporate Headquarters

European Headquarters

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089
USA

Cepheid Europe SAS
Vira Solelh

81470 Maurens-Scopont
France

Telephone: +1 408 541 4191

Telephone: +33 563 825 300

Fax: +1 408 541 4192

Fax: +33 563 825 301

www.cepheid.com

www.cepheidinternational.com

24 Technical Assistance

Before contacting Cepheid Technical Support, collect the following information:

. Product name

. Lot number

. Serial number of the instrument

. Error messages (if any)

. Software version and, if applicable, Computer Service Tag number
Region Telephone Email
us +1 888.838.3222 techsupport@cepheid.com
France +33 563 825 319 support@cepheideurope.com

Contact information for all Cepheid Technical Support offices is available on our website:

www.cepheid.com/en/CustomerSupport.
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Fax: +1 408 541 4192 Fax: +33 563 825 301

C€ivp

Xpert® Xpress SARS-CoV-2

302-3787, Rev. A May 2020

17



Xpert® Xpress SARS-CoV-2

18 Xpert® Xpress SARS-CoV-2
302-3787, Rev. A May 2020



®

GeneXpert.

Xpert~ Xpress SARS-CoV-2

Naudojimo instrukcijos

REF| XPRSARS-COV2-10

Skirta naudoti su GeneXpert Dx ar GeneXpert Infinity sistema

/ = In Vitro diagnostiné medicinos priemoné c €
/Cepheldg 9 P

IVD

Powered By CEPHEID INNOVATION

302-3787, Red. A 2020 m. geguzé



Prekybinis zenklas, patentai ir autorinés teisés

Cepheid®, Cepheid logotipas, GeneXpert® ir Xpert® yra prekybiniai zenklai, priklausantys Cepheid.
AccuPlex™ yra prekybinis zenklas, priklausantis SeraCare Life Sciences.

Windows® yra prekybinis Zenklas, priklausantis Microsoft Corporation.

PIRKDAMAS S] PRODUKTA PIRKEJAS YRA INFORMUOJAMAS APIE NEPERLEIDZIAMAS TEISES DEL PRODUKTO
NAUDOJIMO LAIKANTIS PAKUOTES APRASYME PATEIKIAMY NURODYMU. JOKIOS KITOS TEISES NERA AISKIAI
ISREIKSTOS NEI AISKIAI, NEI NUMANOMAI. BE TO, NERA SUTEIKIAMA TEISE DEL SIO PRODUKTO PERPARDAVIMO.
Copyright © Cepheid 2020. Visos teisés saugomos

‘ EC |REP

Cepheid Cepheid Europe SAS
904 Caribbean Drive Vira Solelh

Sunnyvale, CA 94089 81470 Maurens-Scopont
JAV Prancizija

Tel. +1 408 541 4191 Tel. +33 563 825 300

Faks. +1 408 541 4192 Faks. +33 563 825 301



Xpert® Xpress SARS-CoV-2

1 Patentuotas pavadinimas

Xpert® Xpress SARS-CoV-2
2 Bendrinis / jprastinis pavadinimas
Xpert Xpress SARS-CoV-2

3 Paskirtis

Xpert Xpress SARS-CoV-2 tyrimas yra tikro laiko AT-PGR tyrimas, skirtas kokybiniam SARS-CoV-2 nukleino riigsciy
aptikimui nosiaryklés tepinéliuose, nosies tepinéliuose ar nosies nuoplovy / aspirato méginiuose, paimtuose i§ asmeny,
kuriems yra jtariama COVID-19 infekcija.

Rezultatai yra SARS-CoV-2 RNR identifikacija. Teigiami rezultatai indikuoja apie SARS-CoV-2 RNR buvima; klinikiné
koreliacija su paciento medicinos istorija ir kita diagnostine informacija yra biitina paciento infekcijos blisenos nustatymui.
Teigiamas rezultatas neatmeta bakterinés infekcijos ir kity gretutiniy virusy buvimo. Nustatytas agentas nebiitinai yra pagrindiné
susirgimo prieZastis.
Neigiami rezultatai neatmeta SARS-CoV-2 infekcijos galimybés ir vien juo negalima remtis skiriant gydyma ar paciento
bei epidemiologine informacija.
Xpert Xpress SARS-CoV-2 tyrimg atlikti gali apmokyti naudotojai laboratorijoje.

4 Santrauka ir paaiSkinimas

Apie nezinomos etiologijos kveépavimo taky susirgimo protriikj Uhano mieste, Kinijos Hubei provincijoje Pasaulio sveikatos
organizacijai (PSO) pirmg kartg buvo pranesta 2019 m. gruodzio 31 d.! Kompetentingos Kinijos institucijos identifikavo naujg
koronavirusg (2019-nCoV), kurj véliau Tarptautinis virusy taksonomijos komitetas pavadino SARS-CoV-2.2 Apie pasaulinio
lugio protriikj PSO paskelbé 2020 m. sausio 30 d. SARS-CoV-2 sukélé daugiau kaip milijong uzfiksuoty koronaviruso infekcijy
atvejy visame pasaulyje. COVID-19 sergamumas ir mir§tamumas skiriasi, priklausomai nuo pacienty amziaus ir rizikos
faktoriy, vyresnio amziaus asmenims ir sergantiesiems gretutinémis ligomis, tokiomis kaip hipertenzija, diabetas bei kvépavimo
taky ligos.

Xpert Xpress SARS- CoV- 2 tyrimas yra molekulinis in vitro diagnostinis tyrimas, naudojamas kaip papildoma priemoné
atliekant SARS-CoV-2 aptikimg ir diagnozavimg ir yra paremtas pla¢iai naudojama nukleino riigs§¢iy amplifikacijos technologija.
Xpert Xpress SARS-CoV-2 tyrime yra pradmeny ir zondy bei vidiniy kontroliy, naudojamy AT-PGR, atliekant in vitro kokybinj
SARS-CoV-2 RNR aptikimg nosiaryklés tepinéliuose, nosies tepinéliuose ar nosies nuoplovy / aspirato méginiuose.

Xpert® Xpress SARS-CoV-2 1
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5 Procediiros principas

The Xpert Xpress SARS-CoV-2 tyrimas yra automatizuotas in vitro diagnostinis testas, skirtas kokybiniam SARS-CoV-2
nukleino rtigs¢iy aptikimui. Xpert Xpress SARS-CoV-2 tyrimas yra atliekamas su GeneXpert instrumenty sistemomis.

GeneXpert instrumenty sistemos integruoja ir automatizuoja meginio paruo§ima, nukleino riig§c¢iy ekstrakceija ir amplifikacija
bei taikinio eiliy aptikimg atskiruose ar sudétiniuose méginiuose, naudojant tikro laiko PGR tyrima. sistema sudaro
instrumentas, asmeninis kompiuteris ir jdiegta programiné jranga, skirta méginiy tyrimy paleidimui ir rezultaty perzitirai.
Kiekvienam tyrimui yra reikalingos vienkartinio naudojimo AT-PGR kasetés, kuriose yra AT-PGR reagentai ir kuriose vyksta
AT-PGR procesas. Kadangi kasetés yra individualios, kryzminio méginiy uZterStumo rizika yra minimali. I§samy sistemos
apraSyma rasite GeneXpert Dx System ar GeneXpert Infinity System naudotojo vadove.

Xpert Xpress SARS-CoV-2 tyrimo sudétyje yra reagenty, skirty SARS-CoV-2 RNR aptikimui nosiaryklés, nosies tepinéliuose
ar nosies nuoplovy / aspirato méginiuose. Kasetéje yra méginio apdorojimo kontrolé (SPC) ir tyrimo patikros kontrolé (PCC).
Meéginio apdorojimo kontrolé (SPC) yra skirta adekvataus méginio apdorojimui ir potencialiy inhibitoriy stebéjimui AT-PGR
reakcijoje. SPC taip pat uztikrina AT-PGR reakcijos salygas (temperatiirg ir laika), tinkamas amplifikacijos reakcijai bei
patikrina AT-PGR reagenty veiksminguma. Tyrimo tikrinimo kontrolé (PCC) patikrina reagento rehidracijg, PGR mégintuvélio
uzpildyma, patikrina, ar kasetéje yra visi reakcijai reikalingi komponentai, jskaitant zondo integralumo ir dazy stabilumo
stebéjima.

Po paémimo, nosiaryklés, nosies tepinéliai ar nosies nuoplovy / aspirato méginiai yra dedami j transportavimo mégintuvélj,
kuriame yra 3 mL viruso transportavimo terpés arba 3 mL druskos tirpalo. Méginys yra trumpai pamaiSomas pavartant
mégintuvélj 5 kartus. Tiekiama perkélimo pipete méginys yra perkeliamas j Xpert Xpress SARS-CoV-2 kasetés méginio kamera.
GeneXpert kaseté yra dedama j GeneXpert instrumento sistemos platforma, kurioje yra atlickamas automatinis méginio
apdorojimas ir tikro laiko AT-PGR viruso RNR aptikimui.

Reagentai ir instrumentai

6.1 Tiekiamos medziagos
Xpert Xpress SARS-CoV-2 rinkinio reagenty pakanka 10 méginiy ar kokybés kontrolés méginiy apdorojimui.
Rinkinio sudétis:

Xpert Xpress SARS-CoV-2 ksetés su integruotais reakcijos

mégintuvéliais 10

* Rutuliukas 1, rutuliukas 2 ir rutuliukas 3 (uzSaldyti, sausi) Po 1 kasetéje

* Lizés reagentas 1.5 mL kasetéje
» SuriS§imo reagentas 1.5 mL kasetéje
» Eliucijos reagentas 3.0 mL kasetéje
Vienkartinés perkélimo pipetés 10-12 rinkinyje
CcDh 1 rinkinyje

» Tyrimo aprasymo failai (ADF)
» ADF importavimo j GeneXpert programine jrangg instrukcijos
Lankstinukas 1 rinkinyje

* Nuoroda j produkto pakuotés apraSymga tinklapyje on www.cepheid.com

Pastaba Medziagos saugos duomeny lapai (MSDL) yra pateikiami www.cepheidinternational.com skirtuke SUPPORT.

Pastaba Siame produkte esantis jaugio serumo albuminas (BSA) buvo pagamintas i$skirtinai i$ jaugio plazmos Jungtinése Amerikos
Valstijose. Gyviinai nebuvo Seriami ruminantiniais ar kitais gyvulinés kilmés baltymais; gyviinams buvo atlikti prieSmirtiniai ir
pomirtiniai tyrimai. Proceso metu medziaga nebuvo sumaiSoma su kitomis gyvininés kilmés medziagomis.

7 Laikymas ir naudojimas
:}%rm . Xpert Xpress SARS-CoV-2 kasetes laikykite 2-28°C temperatiiroje.
c

. Neatidarykite kasetés dangtelio tol, kol nebiisite pasiruose¢ atlikti tyrimo.

. Nenaudokite kasetés, kurios turinys yra pratekéjes.

2 Xpert® Xpress SARS-CoV-2
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8 Reikalingos, ta¢iau neteikiamos medziagos

Suspausto nailono pluosto tamponéliai (Copan P/N 502CS01, 503CS01) ar ekvivalentas.
Viruso transportavimo terpé, 3 mL (Copan P/N 330C) ar ekvivalentas.

0.85% (w/v) druskos tirpalas, 3 mL

Meéginio paémimo rinkinys, skirtas virusams (Cepheid P/N SWAB/B-100, SWAB/F-100)

GeneXpert Dx ar GeneXpert Infinity sistema (katalogo numeris skiriasi priklausomai nuo konfigliracijos): GeneXpert
instrumentas, kompiuteris, briksniniy kody skaitytuvas ir naudotojo vadovas.
GeneXpert Dx sistema: GeneXpert Dx programinés jrangos versija 4.7b ar vélesné.

GeneXpert Infinity-80 ir Infinity-48s sistemos: Xpertise programinés jrangos versija 6.4b ar vélesné.

9 Galimos, tadiau neteikiamos medziagos

SeraCare AccuPlex™ referentinés medziagos rinkinys, katalogo nr. 0505-0126 (uzsakymo kodas CEPHEID).

10 |spéjimai ir atsargumo priemonés

10.1 Bendra informacija

Tik in vitro diagnostiniam naudojimui.
Teigiamas rezultatas indikuoja apie SARS-CoV-2 RNR buvima.

Apie visus teigiamus rezultatus praneskite atitinkamoms sveikatos priezifiros institucijoms.

Su visais biologiniais méginiais, jskaitant panaudotas kasetes, elkités kaip su galin¢iais pernesti infekcinius agentus.
Kadangi néra zinoma, kuris méginys yra infekcinis, su visais biologiniais méginiais reikia dirbti laikantis universaliyjy
atsargumo priemoniy. Méginiy naudojimo rekomendacijas teikia JAV Ligy kontrolés ir prevencijos centrai’ ir
Laboratorijos standarty institutas®.

Laikykités savo jstaigoje taikomy saugos procediiry dél darbo su chemikalais ir biologiniy méginiy tvarkymo.

Dél tinkamo panaudoty kaseciy, kurioje gali buti amplifikuotos medziagos, iSmetimo pasitarkite su savo jstaigos atlieky
utilizavimo skyriumi. Si medziaga gali turéti valstybinio EPA istekliy saugojimo ir atstatymo akto (RCRA) charakteristikg
dél pavojingy atlieky, kurioms yra taikomi specifiniai utilizavimo reikalavimai. Laikykités valstybiniy ir vietos taisykliy,
kadangi jos gali skirtis nuo federalinio i$metimo reglamento. [staigos turi laikytis pavojingy atlieky iSmetimo reikalavimy,
taikomy atitinkamoje Salyje.

10.2 Meéginiai

Meéginio transportavimo metu uZztikrinkite tinkamas laikymo salygas, jog biity uZtikrintas méginio integralumas (zr. 12
skyriy). Méginio stabilumas jj laikant kitomis nei rekomenduojama salygomis, nebuvo vertinamas.

10.3 Tyrimas/reagentas

R

Xpert Xpress SARS-CoV-2 tyrimo kasetés dangtelj atidarykite tik méginio dé¢jimo metu.

Nenaudokite kasetés, kuri buvo iSmesta po i§émimo i§ pakuotés.

Nepurtykite kasetés. Kasetés purtymas ar iSmetimas po dangtelio atidarymo gali i$8aukti negaliojancius rezultatus.
Neklijuokite méginio ID etiketés ant kasetés dangtelio ar briik$nio kodo.

Nenaudokite kasetés, kurios briik$ninio kodo etiketé yra paZeista.

Nenaudokite kasetés, kurios reakcijos mégintuvélis yra pazeistas.

Vienkartinio naudojimo Xpert Xpress SARS-CoV-2 tyrimo kaseté yra skirta vieno tyrimo atlikimui. Nenaudokite
pakartotinai.

Vienkartinio naudojimo dozatoriai yra skirti vieno méginio perkélimui. Panaudoty dozatoriy nenaudokite pakartotinai.
Nenaudokite kasetés, kuri yra drégna ar jos dangtelis yra pazeistas.

Dévékite Svarius laboratorinius chalatus ir pirstines. Prie$ kiekvieno méginio apdorojimag keiskite pirstines.

Xpert® Xpress SARS-CoV-2
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. Ivykus méginio ar kontrolés issiliejimui, dévédami pirstines iSsiliejimag surinkite popieriniu ranksluos¢iu. Tuomet
kruops¢iai i§valykite uztersta vieta 10% $vieziai paruostu buitiniu chloro valikliu. Salytis su balikliu turi trukti maziausiai
dvi minutes. Palaukite, kol pavirsius i§dzius ir baliklio liku¢ius nuvalykite naudodami 70% denatiiruota etanolj. Palaukite,
kol pavirsius visiskai i§dZius. Arba laikykités savo jstaigos standartiniy procediiry dél uzterStumo ar issiliejimo atvejy. Jei
buvo paveikta jranga, laikykités gamintojo rekomendacijy dél jrangos nukenksminimo.

. Biologiniai méginiai, perkélimo priemonés ir panaudotos kasetés turi biiti laikomos galin¢iomis pernesti infekcinius
agentus ir kurioms reikia taikyti standartines atsargumo priemones. Laikykités savo jstaigos atlieky Salinimo procediiry dél
tinkamo panaudoty kasegiy ir nepanaudoty reagenty ismetimo. Sios medziagos gali pasizyméti pavojingy cheminiy atlieky
charakteristika, kuriai reikia specifiniy iSmetimo procediiry. Jei $alies ar regiono reglamentas nepateikia tiksliy tinkamo
iSmetimo nurodymuy, biologiniai méginiai ir panaudotos kasetés turi biti iSmetamos vadovaujantis PSO (Pasaulio sveikatos
organizacijos) gairiy dél medicinos atlieky tvarkymo.

Cheminis pavojus®®
. Signalinis Zodis: JSPEJIMAS

. UN GHS pavojaus frazés

. Zalingas prarijus
. Gali biiti Zalingas jvykus saly¢iui su oda
. Dirgina akis
. UN GHS atsargumo priemoniy frazés
. Prevencija
. Po naudojimo kruopsciai nusiplaukite rankas.

. Reagavimas
. Pasijutus blogai, skambinkite apsinuodijimy kontrolés centrui arba gydytojui.
. Atsiradus odos sudirgimui: kreipkités medicininés pagalbos.

. PATEKUS | AKIS: kruops¢iai plaukite vandeniu kelias minutes. Jei turite, iSimkite kontaktinius lgsius, jei
galite tai padaryti. Plaukite toliau.

. Jei akiy sudirgimas iSlieka, kreipkités medicininés pagalbos.
Méginiy paémimas, transportavimas ir laikymas
Tinkamas méginio surinkimas, laikymas ir transportavimas — labai svarbiis teisingy rezultaty gavima lemiantys veiksniai.
Neadekvatus méginio paémimas, netinkamas méginio apdorojimas ir (ar) transportavimas gali i§Saukti klaidingus rezultatus.
Nosiaryklés tepinélio paémimo procediira apraSoma 12.1 skyriuje. 12.2 skyriuje pateikiama nosies tepinélio paémimo
procediira, 12.3 skyriuje — nosies nuoplovy/aspirato méginio paémimo procediira. Nosiaryklés tepinéliai, nosies tepinéliai ir
nosies nuoplovy/aspirato méginiai viruso transportingje terpéje ar druskos tirpale, kambario temperatiiroje (15-30 °C) gali buti
laikomi iki 8 valandy, o Saldytuve (2-8 °C) — iki 7 dieny iki tyrimo, atlieckamo su GeneXpert instrumento sistema.
Platesn¢ informacija apie koronaviruso (COVID-19) infekcija rasite PSO laboratorinés saugos gide dél koronaviruso.
https://www.who.int/publications-detail/laboratory-biosafety-guidance-related-to-coronavirus-disease-2019-(covid-19)
Nosiaryklés tepinélio paémimo procedira
Tamponélj kiskite i kiekvieng $nerve iki nosiaryklés galo (pav.1). Kelis kartus Svelniai pasukiokite tampon¢lj i nosiaryklés
sieneles. Tamponélj iStraukite ir jdékite  mégintuvelj su 3mL viruso transportinés terpés ar 3 mL druskos tirpalo. Tamponélj
nulauzkite ties nurodyta Zyma ir mégintuvélj sandariai uzkimskite.
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Pav. 1. Nosiaryklés tepinélio paémimas
12.2 Nosies tepinélio paémimo procedira

1. Tamponélj i kiekviena Snerve jkiskite 1 — 1,5 cm. 3 sekundes Svelniai sukiokite tamponélj i Snervés sieneles, tuo pat metu
pirstu spausdami iSoring Snervés puse (pav. 2).

Pav. 2. Nosies tepinélio paémimas i$ pirmos Snervés

2. Procediirg pakartokite su kita $nerve, naudodami tg patj tamponélj, pir§tu spausdami iSoring $nervés puse (pav. 3). Norint
iSvengti méginio uZterSimo, tamponelio galiuku nelieskite kity pavirsiy, tik $nervés vidy.

Xpert® Xpress SARS-CoV-2 5
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Pav. 3. Nosies tepinélio paémimas i$ antros Snervés
3. Tamponél;j istraukite ir jdékite j mégintuvélj su 3mL viruso transportinés terpés ar 3 mL druskos tirpalo. Tamponélj
nulauZzkite ties nurodyta Zyma ir mégintuvélj sandariai uzkimskite.
12.3 Nosies nuoplovy / aspirato paémimo procediira
1. Nosies nuoplovy / aspirato méginius paimkite laikydamiesi standartiniy savo jstaigos procediiry. Taip pat, galite
vadovautis PSO gairémis dél zmogaus nosies nuoplovy / aspirato méginiy paémimo.

https://www.who.int/influenza/human_animal_interface/virology laboratories and vaccines/
guidelines_collection h5n1_humans/en/
2. Naudodami perkélimo pipete, perkelkite 600 uL neskiesto nosies nuoplovy / aspirato méginio j mégintuvelj su 3mL viruso
transportinés terpés ar 3 mL druskos tirpalo ir uzkimskite mégintuveél;.
13 Procediira

13.1 kasetés paruosSimas

Svarbu  Tyrimg batina pradéti per 30 minuciy nuo reagenty jdéjimo j kasete momento.

1. I8 pakuotés iSimkite kasete..

2. Patikrinkite, ar méginio transportavimo mégintuvélis yra sandariai uzkimstas.
Meéginj iSmaiSykite Xpert virusy transportavimo mégintuvelj pavartydami 5 kartus. Atkimskite méginio transportavimo
megintuvelj.

4.  Atidarykite kasetés dangtelj.

5. Perkélimo pipete iSimkite i$ jpakavimo.

6.  Pilnai suspauskite pipetés burbulg ir jkiskite pipetés galg j méginio transportavimo mégintuvélj (pav. 4).

6 Xpert® Xpress SARS-CoV-2
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Suspauskite ¢ia EE

Pertekliaus
rezervuaras

Pipeté

Meéginys C
Pav. 4. Perkélimo pipeté
Atleiskite pipetés burbulg ir uzpildykite pipete méginiu pries iSimant ja i§ mégintuvélio. Jtrauktas méginio perteklius bus
matomas pipetes pertekliaus rezervuare (pav.4). Patikrinkite, ar pipetéje néra burbuliuky.
Kad perpiltuméte méginj i kasete, stipriai suspauskite pipetés burbula ir iSpilkite visa vamzdelyje esantj méginio turj (300

pL) 1 didele kasetés anga (méginio kamera), kaip pavaizduota pav. 5. Panaudota pipete iSmeskite  infekuoty atlieky
konteinerj

Méginio kamera
(didelé anga)

Pav. 5. Xpert Xpress SARS-CoV-2 kaseté (vaizdas i$ virSaus)

Pastaba
Isitikinkite, kad i kasete perpyléte visa reikiama méginio tlirj, nes nepakankamas meéginio turis gali biiti
klaidingai neigiamo rezultato prieZastis.

9.

Uzdarykite kasetés dangtelj.

13.2 ISorinés kontrolés

9 skyriuje apraSytos iSorinés kontrolés néra tickiamos, taciau jas galima jsigyti ir jas naudoti laikantis vietiniy, valstybiniy ir
federaliniy akreditavimo tarnyby rekomendacijy.

Norédami tirti Xpert Xpress SARS-CoV-2 tyrimo kontrole, atlikite Siuos veiksmus:

1. Kontrolg iSmaisykite iSorinés kontrolés mégintuvélj pavartydami 5 kartus. Atkimskite iSorinés kontrolés mégintuvélj.
2. Atidarykite kasetés dangtel;.
3. Naudodami $varia perkelimo pipete, perkelkite viena iSorinés pipetés jtraukima (300 pL)  didele kasetés anga
(méginio kamera), kaip pavaizduota pav. 5.
4. Uzdarykite kasetés dangtelj.
Xpert® Xpress SARS-CoV-2 7
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13.3  Tyrimo paleidimas

Prie$ tyrima, jsitikinkite, kad sistema palaiko modulj su GeneXpert Dx programinés jrangos 4.7b ar vélesne versija, o Infinity
Xpertise programinés jrangos versija yra 6.4b ar vélesné ir, kad Xpert Xpress SARS-CoV-2 tyrimo apraSymo byla yra importuota j
programing jranga.

Pastaba
Siame skyriuje yra pateikiami pagrindiniai tyrimo atlikimo etapai. Dél detalesniy instrukcijy prasome skaityti GeneXpert Dx
sistemos naudojimosi vadova ar GeneXpert Infinity sistemos naudotojo vadovg, priklausomai nuo naudojamo modelio.

Pastaba
atliekami veiksmai gali skirtis, jei administratorius pakeité pirminius sistemos darbo eigos nustatymus.

1. Jjunkite GeneXpert instrumento sistema:

. GeneXpert Dx:
Jei naudojate GeneXpert Dx instrumenta, pirmiausia jjunkite instrumenta ir tik tada - kompiuterj. Prisijunkite prie
Windows operacinés sistemos. GeneXpert programiné jranga jsijungs automatiskai arba reikés dukart paspausti
GeneXpert Dx programinés jrangos piktograma, esancia Windows® darbalaukyje.
arba
. GeneXpert Infinity sistema:
Jei naudojate GeneXpert Infinity instrumenta, jjunkite instrumentg. Dukart paspauskite Xpertise programinés
irangos piktograma, esan¢ia Windows darbalaukyje — jsijungs programiné jranga.
2. Prisijunkite prie sistemos programinés jrangos. Atsidariusiame prisijungimo lange jrasykite savo naudotojo vardg ir
slaptazodj.
3. GeneXpert Dx sistemos lange paspauskite elementg Create Test (GeneXpert Dx) (sukurti tyrimg) arba spustelékite Orders
(uzsakymai) ir Order Test (uZsakyti tyrima) (Infinity).
4.  Nuskenuokite paciento ID (pasirinktinai). Jei paciento ID jvedate rankiniu biidu, jsitikinkite, jog paciento ID jvedéte
teisingai. Paciento ID yra susiejamas su tyrimo rezultatais, rodomais rezultaty perziiiros lange.
5. Sample ID (méginio ID) lenteléje nuskenuokite arba jveskite méginio ID. Isitikinkite, kad paciento ID jvedéte teisingai.
Meéginio ID bus susietas su tyrimo rezultatais ir bus rodomas “View Results” (rezultaty perzitiros) lange.
6. Nuskenuokite Xpert Xpress SARS-CoV-2 kasetés briik$ninj koda. Naudojantis briik$ninio kodo informacija,
programiné jranga uzpildys $iy laukeliy informacija: ,,Reagent Lot ID* (reagento serijos ID), ,,Cartridge SN* (kasetés
SN), ,,Expiration Date* (galiojimo data) ir ,,Selected Assay* (pasirinktas tyrimas).

Pastaba Jei Xpert Xpress SARS-CoV-2 kasetés briksninis kodas nenusiskenuoja, tyrimg pakartokite naudodami naujg kasete.

7.  Paspauskite Start Test (pradéti tyrima) (GeneXpert Dx) arba Submit (pateikti) (Infinity). Atsiradusioje lenteléje jveskite
savo slaptazodi.
GeneXpert Dx instrumentas
A. Atidarykite instrumento modulio dureles su Zybsincia zalia lempute ir jdékite kasete.
B.  Uzdarykite dureles. Tyrimas prasidés, o zalia leputé nustos blykséti. Pasibaigus tyrimui, lemputé uzges, o durelés
atsirakins. ISimkite kasetg.

C.  Panaudotas kasetes iSmeskite j atitinkamg méginiy konteinerj laikydamiesi savo jstaigos praktikuojamy
standarty.
arba

GeneXpert Infinity sistema

A. Paspaudus Submit (pateikti), sistema paprasys kasete padéti ant konvejerio juostos. Padéjus kasete, paspauskite OK.
Kaset¢ | instrumenta bus jkelta automatiSkai, tyrimas prasidés, o panaudota kaseté bus patalpinta j atlieky talpykla.
B.  Po visy méginiy jkélimo, paspauskite piktograma End Order Test (baigti tyrimy uzsakyma).

Pastaba Tyrimo metu nei§junkite instrumento. GeneXpert instrumento ar kompiuterio i§jungimas sustabdys tyrimo procesg.

14 Rezultaty perziira ir spausdinimas

I§samios rezultaty perzitiros ir spausdinimo instrukcijos pateikiamos GeneXpert Dx sistemos ar GeneXpert Infinity sistemos
Naudotojo vadove.
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15.1

Kokybés kontrolé

Vidinés kontrolés

Kiekviename tyrime yra méginio apdorojimo kontrolé (SPC) ir mégintuvélio patikrinimo kontrolé (PCC).

Méginio apdorojimo kontrolé (SPC) uztikrina teisingag méginio apdorojima. SPC tikrina, ar méginio apdorojimas yra
adekvatus. Be to, §i kontrolé aptinka su méginiu susijusig tikro laiko PGR tyrimo inhibicijg, uztikrina PGR reakcijos salygas
(temperatiirg ir laikg), kurios yra biitinos amplifikacijos reakcijai bei patikrina PGR reagenty veiksminguma. turi biiti teigiama
neigiamame méginyje ir gali buti neigiama arba teigiama teigiamame méginyje. SPC pavyksta, jei atitinka patvirtintus
priimtinumo kriterijus.

Mégintuvélio patikrinimo kontrolé (PCC) - prie$ pradedant PGR reakcija, GeneXpert sistema matuoja fluorescencijos signalg
i§ zondy, kad biity stebima rutuliuky rehidracija, reakcijos mégintuvélio uzpildymas, zondo integralumas ir dazy stabilumas.
Meégintuvélio patikra yra sékminga, jei atitinka patvirtintus priimtinumo kriterijus.

15.2 ISorinés kontrolés
ISorinés kontrolés gali biiti naudojamos laikantis vietiniy, valstybiniy ir federaliniy akreditavimo tarnyby rekomendacijy.
Xpert® Xpress SARS-CoV-2
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16 Rezultaty interpretavimas
GeneXpert sistema automatiSkai interpretuoja rezultatus ir juos pateikia View Results (rezultaty perziliros) lange. Xpert
Xpress SARS-CoV-2 tyrimo rezultatai yra paremti dviejy taikiniy geny aptikimu pagal 1 lenteléje pateiktg algoritma.

1 lentelé. Xpert Xpress SARS-CoV-2 galimi rezultatai

Rezultato tekstas N2 E SPC
SARS-CoV-2 POSITIVE + +- +/-
SARS-CoV-2 PRESUMPTIVE POS - + +/-
SARS-CoV-2 NEGATIVE - - +
INVALID - - -

Xpert Xpress SARS-CoV-2 tyrimo rezultaty interpretacija pateikta 2 lenteléje.

2 lentelé. Xpert Xpress SARS-CoV-2 rezultatai ir interpretavimas

Rezultatas Interpretavimas
SARS-CoV-2 POSITIVE 2019 naujojo koronaviruso (SARS-CoV-2) nukleino ragsciy taikiniai
aptikti.

» SARS-CoV-2 signalo N2 nukleino ragsties taikiniui ar abu signalai
nukleino ragstims (N2 ir E) Ct yra tinkamose ribose, o galutinis
taskas yra vir§ nustatytos minimalios vertés.

» SPC: netaikoma; SPC yra ignoruojama, nes jvyko koronaviruso
taikinio amplifikacija.

* Mégintuvélio patikra: s€kminga; mégintuvélio patikrinimas atliktas
sékmingai.

SARS-CoV-2 PRESUMPTIVE POS

2019 naujojo koronaviruso (SARS-CoV-2) nukleino riagsc¢iy taikiniai

gali bdti méginyje. Méginys turi bati tiiamas pakartotinai (17.2

skyrius) Jei po pakartotinio tyrimo rezultatas yra toks pat, gali bati

atliekami papildomi patvirtinantys tyrimai, SARS-CoV-2 ir SARS-

CoV-1 ar kity sarbekoviry diferenciacijai epidemiologiniais ar

klinikiniais tikslais.

» SARS-CoV-2 signalo E nukleino ragsties taikiniui Ct yra tinkamose
ribose, o galutinis taskas yra vir§ nustatytos minimalios vertés.

* SPC netaikoma; SPC yra ignoruojama, nes jvyko taikinio
amplifikacija.

* Mégintuvélio patikra: s€ékminga; mégintuvélio patikrinimas atliktas
sékmingai.

SARS-CoV-2 NEGATIVE 2019 naujojo koronaviruso (SARS-CoV-2) nukleino rigaéiy taikiniai

neaptikti.

* SARS-CoV-2 signaly dviem nukleino rigs¢iy taikiniams (N2 ir E)
Ct nepatenka j priimtinas ribas, o galutinis taskas yra vir$
nustatytos minimalios vertés.

» SPC: sékminga; SPC Ct yra tinkamose ribose, o galutinis taskas

yra vir§ nustatytos slenkstinés vertés.

* Mégintuvelio patikra: s€ékminga; megintuvélio patikrinimas atliktas

sékmingai.
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2 lentelé. Xpert Xpress SARS-CoV-2 rezultatai ir interpretavimas (tesinys)

Rezultatas Interpretavimas

INVALID SPC neatitinka priimtiny kriterijy. 2019 naujojo koronaviruso (SARS-
CoV-2) nukleino ragsciy buvimas ar nebuvimas negali bati
nustatytas. Pakartokite tyrimg (17.2 skyrius).

» SPC: nepavyko; SPC ir SARS-CoV-2 signaly Ct nepatenka j
tinkamas ribas, o galutinis tadkas yra Zemiau nustatytos minimalios

vertes
* Meégintuvelio patikra: s€ékminga; megintuvélio patikrinimas atliktas
sékmingai.

ERROR 2019 naujojo koronaviruso (SARS-CoV-2) nukleino ragsciy buvimas
ar nebuvimas negali biti nustatytas. Pakartokite tyrimg (17.2
skyrius).

+ SARS-CoV-2: NERA REZULTATO

+ SPC: NERA REZULTATO

+ Mégintuvélio patikra: NESEKMINGA?; vieno ar visy zondy
rezultatai néra sékmingi.

Jei mégintuvélio patikrinimas yra sékmingas, klaida jvyko dél
maksimalios slégio ribos virsijimo arba dél sistemos komponento
klaidos.

NO RESULT

2019 naujojo koronaviruso (SARS-CoV-2) nukleino ragsciy buvimas
ar nebuvimas negali bati nustatytas. Pakartokite tyrimg (17.2
skyrius). NO RESULT (néra rezultato) reiSkia, jog nebuvo surinkta
pakankamai duomeny. Pvz., operatorius sustabdé tyrimg jo eigoje.
+ SARS-CoV-2: NERA REZULTATO

+ SPC: NERA REZULTATO

Mégintuvélio patikra: netaikoma

Xpert Xpress SARS-CoV-2 tyrime yra integruota ankstyvo tyrimo nutraukimo (angl. EAT) funkcija, kuri ankséiau pateikia
didelio titro méginiy rezultatus. Kuomet SARS-CoV-2 titras yra pakankamas EAT funkcijos jsijungimui, SPC amplifikacijos
kreivé gali biiti nerodoma, o rezultatai - nepateikiami.

17 Pakartotinis tyrimas
17.1  Tyrimo kartojimo priezastys
Tyrima kartokite laikydamiesi 17.2 skyriuje pateikty instrukcijy, jei gavote viena $iy tyrimy rezultaty:
. PRESUMPTIVE POS rezultatas reiskia, kad méginyje gali bati 2019 naujojo koronaviruso (SARS-CoV-2) nukleino ragséiy.
Buvo aptiktas tik vienas SARS-CoV-2 nukleino riigsties taikinys (E genas), o kitas SARS-CoV-2 nukleino riigsties
taikinys (N2 genas) nebuvo aptiktas.
. INVALID rezultatas reiskia, kad SPC kontrolé nepavyko. Méginys nebuvo tinkamai apdorotas, PGR buvo inhibuota arba

méginys buvo paimtas netinkamai.

. ERROR rezultatas gali baiti gautas dél, ta¢iau neapsiribojant tuo, kad mégintuvélio patikros kontrolé nebuvo
veiksminga, jvyko sistemos komponento gedimas, méginys nebuvo pridétas, arba buvo vir§ytos maksimalaus slégio
ribos.

. NO RESULT rezultatas reiskia, kad surinkti duomenys yra nepakankami. Pvz., kasetés integralumo testas buvo

nesékmingas, operatorius sustabdé tyrima jo proceso metu arba nutruko elektros tiekimas.
Jei iSorines kontrolés rezultatai yra kitokie nei tiketasi, pakartokite iSorinés kontrolés tyrima ir (ar) susisiekite su Cepheid atstovu.

17.2  Pakartotinio tyrimo procediira
Norédami atlikti pakartotinj tyrimg negave rezultato (INVALID, NO RESULT, ERROR) ar gave abejoting rezultata (PRESUMPTIVE
POS), naudokite naujg kasete.

Naudokite transportinés terpés mégintuvélyje likusj originaly méginj arba nauja iSoring kontrole.
1. Uzsidékite naujas pirstines. Paimkite nauja Xpert Xpress SARS-CoV-2 kasetg ir nauja perkélimo pipete.

2. Patikrinkite, ar méginio transportavimo mégintuvélis arba iSorinés kontrolés mégintuveélis yra sandariai uzkimstas.
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19.1

3. Transportavimo meégintuvélj ar iSorinés kontrolés meégintuvelj greitai pavartykite 5 kartus. Atkimskite méginio
transportavimo mégintuvélj ar iSorinés kontrolés mégintuvélj.

4.  Atidarykite kasetés dangtelj.

5. Svaria perkélimo pipete (tickiama), perklekite méginj (vienas jtraukimas) j méginio kamera (didele kasetés anga).

6.  Uzdarykite kasetés dangtelj.

Apribojimai

. Sio tyrimo veiksmingumo charakteristika buvo nustatoma naudojant méginiy tipus, i§vardintus skyriuje ,,Paskirtis“.
Tyrimo veiksmingumas su kitais méginiy tipais ar kitais méginiais nebuvo vertinamas.

. Klaidingai neigiamo rezultato gavimo priezastis gali biiti netinkamas méginio paémimas, transportavimas ar tvarkymas.
Klaidingai neigiamas rezultatas taip pat gali bliti gautas, jei méginyje yra nepakankamas organizmy skaicius.

. Kaip ir kituose molekuliniuose tyrimuose, Xpert Xpress SARS-CoV-2 taikinio regiony mutacijos gali jtakoti
pradmens ir (ar) zondo susiri§ima ir dél to virusas gali biiti neaptiktas.

. Tyrimas neatmeta susirgimy, sukelty kity bakteriniy ar virusiniy patogeny, galimybés.

Veiksmingumo charakteristika

Klinikinis jvertinimas

Xpert Xpress SARS-CoV-2 tyrimo veiksmingumas buvo vertinamas naudojant klinikinius nosiaryklés tepineliy meginius
transportinéje terpéje, paimtus i§ JAV pacienty, kuriems pasireiské kvépavimo taky infekcijos simptomai. | kiekvieng neigiamg
klinikinj méginj buvo pridéta aktyvaus SARS-CoV-2 viruso (USA_WA1/2020) 2x LoD (aptikimo riba), 3x LoD ir 5x LoD
lygiais. Prie$ tai, nosiaryklés tepinéliai buvo nustatyti kaip neigiami dél SARS-CoV-2. Studijos metu taipogi buvo tirti
individualiis nosiaryklés tepinéliai. Studijos metu visi teigiami ir neigiami méginiai buvo tiriami atsitiktinio pasirinkimo metu,
nezinant apie jy statusa.

3 lentel¢je yra pateikiami atitinkantys rezultatai i§ bendro tirty méginiy skaiciaus, kurie buvo tirti dél kiekvieno SARS-CoV-2
viruso taikinio koncentracijos, kuomet E ir N2 nukleino riig§¢iy taikinio Ct verté ir atitikimas procentais prie 95% pasikliovimo
intervalo (95% CI) buvo tinkami. Kiekvieno taikinio koncentracijai gautas 100% atitikimas su tikétinais rezultatais méginiuose, j
kuriuos buvo pridéta aktyvaus SARS-CoV-2 viruso ir 100% atitikimas su tikétinais rezultatais neigiamuose méginiuose. Bendras
Xpert Xpress SARS-CoV-2 veiksmingumas visiems 30 méginiy demonstruoja 100% (95% CI: 88.7% - 100%) teigiamy méginiy
procentinj atitikima ir 100% (95% CI: 88.7% - 100%) neigiamy méginiy procentinj atitikima.

3 lentelé. Xpert SARS-CoV-2 tyrimo atitikimas tikétiniems rezultatams pagal méginio koncentracija

Taikinio AtitikCiy skaicius/
koncentracija | Tirty méginiy skaicius E Vidut. Ct N2 Vidut. Ct % Atitikimas [95% CI]

2x LoD 20/20 35.4 38.4 100% [83.9% - 100%]

3x LoD 5/5 34.2 37.2 100% [NA*]

5x LoD 5/5 33.9 37.0 100% [NA*]

Neigiamas 30/30 Netaikoma Netaikoma 100% [88.7% - 100%]

*95% CI neapskaiciuota méginiy koncentracijoms, kuomet meéginio dydis yra 5 ar maziau.
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20 Analitinis veiksmingumas

20.1 Analitinis jautrumas (aptikimo riba, LoD)
Xpert Xpress SARS-CoV-2 analitinés aptikimo ribos (LoD) nustatymui buvo atlikta studija. Xpert Xpress SARS-CoV-2
aptikimo riba buvo nustatoma naudojant viena reagenty partijg ir skiedziant aktyvy SARS-CoV-2 virusa (USA_WA1/2020),
paruostg transportinéje terpéje bei nosiaryklés méginiy kliniking matricg. Nustatytos aptikimo ribos patvirtinimas buvo
atliekamas naudojant vieng reagenty partijg, su 22 kartotiniais, paruostais klinikinéje nosiaryklés méginiy matricoje. Aptikimo
riba yra maziausia (pateikiama PFU/mL) aktyvaus SARS-CoV-2 koncentracija, kuri gali biiti pakartotinai skiriama nuo neigiamy
meéginiy > 95% atvejy, prie 95% pasikliovimo intervalo. Nustatyta tyrimo aptikimo riba yra 0,0100 PFU/mL (4 lentelé).

4 lentelé. Xpert Xpress SARS-CoV-2 aptikimo riba

Aptikimo riba Teigiami/
Padermé (PFU/mL) Kartotiniai
SARS-CoV-2 virus 0.0100 22/22
(USA_WA1/2020)

20.2 Analitinis reaktingumas
Xpert Xpress SARS-CoV-2 analitinis reaktingumas buvo vertintas atliekant tyrimo pradmeny ir zondy bei 324 SARS-CoV-2
seky, gauty i§ GISAID geny duomeny bazés in silico analiz¢ dviem taikiniams - E ir N2.
E taikiniui Xpert Xpress SARS-CoV-2 demonstravo 100% atitikimg visoms sekoms, i§skyrus 4 sekas, kuriose buvo vienas
neatitikimas. N2 taikiniui Xpert Xpress SARS-CoV-2 demonstravo 100% atitikima visoms sekoms, i§skyrus 2 kuriose buvo
vienas neatitikimas. Né vienas $iy abiejy taikiniy neatitikimy neturi neigiamo poveikio tyrimo veiksmingumui dél mutacijy
pradmenyse ar zondo regionuose. Sios mutacijos nedaro neigiamo poveikio zondo ir pradmens susiri§imui prie seky ir
nesilpnina tyrimo veiksmingumo.

20.3 Analitinis specifiSkumas
5 lenteléje pateikiama galimos kryzminés reakcijos su i§vardintais organizmais in silico analizeé, kuri buvo atlikta individualiai
tiriant Xpert Xpress SARS-CoV-2 tyrimo zondus ir pradmenis su GISAID duomeny bazés sekomis. E pradmenys ir zondai néra
specifiSki SARS-CoV-2 ir aptinka Zmogaus ir SikSnosparniy SARS koronavirusa. Remiantis in silico analize, kryzminis
reaktingumas su i§vardintais organizmais néra tikétinas.

5 lentelé. Xpert Xpress SARS-CoV-2 Analitinio specifiSkumo mikroorganizmai

Tos pacios genetinés Seimos
mikroorganizmai Auksto prioriteto organizmai

Zmogaus koronavirusas 229E Adenovirusas (pvz. C1 Ad. 71)

Zmogaus koronavirusas OC43 | Zmogaus metapneumovirusas (hMPV)

Zmogaus koronavirusas HKU1 Parainfluenza virusas 1-4
Zmogaus koronavirusas NL63 Influenza A
SARS- koronavirusas Influenza B
MERS- koronavirusas Influenza C

Sik$nosparniy koronavirusas Enterovirusas (pvz. EV68)

Respiratorinis sincitinis virusas

Rinovirusas

Chlamydia pneumoniae

Haemophilus influenzae

Legionella pneumophila

Mycobacterium tuberculosis

Streptococcus pneumoniae

Streptococcus pyogenes

Xpert® Xpress SARS-CoV-2 13
302-3787, Red. A 2020 m. geguzé



Xpert® Xpress SARS-CoV-2

20.4

20.5

21

5 lentelé. Xpert Xpress SARS-CoV-2 Analitinio specifiSkumo mikroorganizmai

Tos pacios genetinés Seimos
mikroorganizmai Auksto prioriteto organizmai

Bordetella pertussis

Mycoplasma pneumoniae

Pneumocystis jirovecii (PJP)

Parechovirus

Candida albicans

Corynebacterium diphtheriae

Legionella non-pneumophila

Bacillus anthracis (Anthrax)

Moraxella catarrhalis

Neisseria elongate and meningitidis

Pseudomonas aeruginosa

Staphylococcus epidermidis

Staphylococcus salivarius

Leptospira

Chlamydia psittaci

Coxiella burnetii (Q-Fever)

Staphylococcus aureus

Interferuojancios substancijos

Studija dél potencialiai interferuojanc¢iy substancijy buvo anksciau atlikta su Xpert Flu/RSV tyrimais, skirtais GeneXpert
sistemai, jskaitant Xpert Xpress Flu/RSV ir Xpert Flu/RSV XC tyrimus. Siy studijy metu tyrimo interferencija nebuvo pastebéta.
Potencialiai interferuojanciy substancijy vertinimas nebuvo atliekamas su Xpert Xpress SARS-CoV-2 tyrimu. Xpert Xpress
SARS-CoV-2 tyrime yra naudojami jprastiniai patvirtinti nukleino riig§¢iy i§skyrimo metodai, kurie yra naudojami ir Xpert
Xpress Flu/RSV ir Xpert Flu/RSV XC tyrimuose. Be to, Xpert FIu/RSV tyrimai yra patvirtinti dél naudojimo su tais paciais
méginiy tipais — nosiaryklés tepinéliais ir (ar) nosies nuoplovy / aspirato méginiais, kaip ir Xpert Xpress SARS-CoV-2 tyrimas.
Todél $iy substancijy interferencija Xpert Xpress SARS-CoV-2 tyrimui néra tikétina.

KryZzminio uzterStumo studija

KryZminio uzter§tumo studija buvo atlikta ankstesniems Xpert tyrimams, skirtiems naudoti su GeneXpert sistema, iskaitant
Xpert Xpress Flu/RSV. KryZminis uzterStumas nebuvo pastebétas. Kryzminio uzterStumo vertinimas nebuvo atlieckamas su
Xpert Xpress SARS-CoV-2. Norint sumazinti uzter§tumo rizikg, méginiai ir skys¢iai, jskaitant amplikonus, yra talpinami
vienkartinio naudojimo kasetéje. Kasetés dizainas uztikrina, kad GeneXpert instrumentas neturéty salycio su kasetéje esanciais
skysciais. Tikslus skyséiy tvarkymas uzdaroje kasetéje yra atlieckamas $virksto ir voztuvo, kurie veikia pagal tyrimo apraSymo
failg (ADF) ir kuriuos kontroliuoja GeneXpert instrumentas. Rankinio dozavimo nereikia, i§skyrus méginio dozavimo | kasete
metu, prie§ kasetés jkélimg | instruments. Po méginio jdé¢jimo, kasetés dangtelis yra uzdaromas. Instrumentas ir kaseté yra
uzdaros sistemos, kurios zenkliai sumazina kryZminio uZter§tumo galimybe.

Atkuriamumas

SARS-CoV-2 tyrimo atkuriamumas buvo vertinamas trijose vietose, naudojant 5 nariy panelj, jskaitant vieng neigiamg méginj,

su silpnai teigiamus (~1.5x LoD) méginius ir du vidutiniskai teigiamus (~3x LoD) méginius. Neigiamas méginys buvo sudarytas
1§ simuliuotos matricos be taikinio mikroorganizmo ar taikinio RNR. Teigiami méginiai buvo simuliuotoje matricoje, naudojant
AccuPlex™ SARS-CoV-2 referenting medziagg (N2ir E geny taikiniai) arba inaktyvuotg SARS-CoV Urbani padermg (E geno
taikinys).

Tyrimas buvo atliekamas $eSias (6) dienas, naudojant tris (3) Xpert Xpress SARS-CoV-2 kaseciy partijas, trijose (3) skirtingose
vietose, kuriy kiekvienoje dirbo po du (2) operatorius ir buvo atlikti 144 stebéjimai vienam panelio nariui (3 vietos x 2 operatoriai
x 3 partijos x 2 dienos / partijos x 2 paleidimai x 2 pakartojimai = 144 stebé&jimai/panelio nariui). Studijos rezultaty santrauka
pateikta 6 lenteléje.
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6 lentelé. Atkartojamumo rezultaty santrauka - % atitikimas pagal studijos atlikimo vieta / operatoriy

Vieta 1 Vieta 2 Vieta 3 % Bendras
Méginys atitikimas®
Op1 Op2 Vieta Op1 Op2 Vieta Op1 Op2 Vieta Pagal méginj
Neigiamas 100% 100% 100% 100% 100% 100% 100% 100% 100% 100%
(24/24) | (24/24) | (48/48) (24/24) (24/24) | (48/48) (24/24) (24/24) (48/48) (144/144)
SARS-CoV-2 100% 100% 100% 100% 95.8% 97.9% 95.8% 100% 97.9% 98.6%
Silpnai teig. (24/24) | (24/24) | (48/48) (24/24) (23/24) | (47/48) (23/24) (24/24) (47/48) (142/144)
SARS-CoV-2 100% 100% 100% 100% 100% 100% 100% 100% 100% 100%
Vidutiniskai teig.| (24/24) | (24/24) | (48/48) (24/24) (24/24) | (48/48) (24/24) (24/24) (48/48) (144/144)
SARS-CoV-2 100% 100% 100% 100% 100% 100% 100% 100% 100% 100%
Silpnai teig. (24/24) | (24/24) | (48/48) (24/24) (24/24) | (48/48) (24/24) (24/24) (48/48) (144/144)
SARS-CoV-2 100% 100% 100% 100% 100% 100% 100% 100% 100% 100%
Vidutiniskai teig.| (24/24) | (24/24) | (48/48) (24/24) (24/24) | (48/48) (24/24) (24/24) (48/48) (144/144)

a. Atitikimas buvo apskaiCiuotas kaip stebéty rezultaty, kurie atitiko tikétinus rezultatus, procentas.
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23 Cepheid bustinés

Korporacijos bustiné

Bustiné Europoje

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089
JAV

Cepheid Europe SAS
Vira Solelh

81470 Maurens-Scopont
Prancizija

Tel.: +1 408.541.4191

Tel.: +33 563 825 300

Faks.: +1 408.541.4192

Faks.: +33 563 825 301

www.cepheid.com

www.cepheidinternational.com

24 Techniné pagalba

Susisiekiant su Cepheid techninés pagalbos skyriumi, turékite Sig informacija:

Produkto pavadinimas

Partijos numeris

Serijinis instrumento numeris

Klaidy pranesimai (jei yra)

Programinés jrangos versija ir, jei taikoma, kompiuterio serverio Zymos numeris

Regionas Telefono nr. E. pastas
JAV +1 888.838.3222 techsupport@cepheid.com
Prancizija +33 563 825 319 support@cepheideurope.com

Informacijg apie kitus Cepheid techninés pagalbos skyrius rasite miisy tinklapyje:
www.cepheid.com/en/CustomerSupport.
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25 Simboliy lentelé
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904 Caribbean Drive Vira Solelh

Sunnyvale, CA 94089 81470 Maurens-Scopont
JAV Prancizija

Tel. +1 408 541 4191 Tel. +33 563 825 300

Faks. +1 408 541 4192 Faks. +33 563 825 301
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