
1 © Cepheid1 © Cepheid For use under an Emergency Use Authorization (EUA) only

Assay Training: 
Xpert® Xpress SARS-CoV-2
For Use Under an Emergency Use Authorization (EUA) Only

302-3759 Rev. C  April 2020



2 © Cepheid For use under an Emergency Use Authorization (EUA) only

Training Agenda

ÅXpert® Xpress SARS-CoV-2

Reagents

Sample collection

Kit storage and handling

Preparing the cartridge

Quality Controls

Results analysis

ÅDiscussion
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Training Objectives

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

Properly store and handle the Xpert® Xpress SARS-CoV-2 kit

Follow proper laboratory safety precautions

Collect and store appropriate specimen(s)

Prepare a cartridge and run the Xpert® Xpress SARS-CoV-2 test

Report the various software generated results

Understand the Xpert ® Xpress SARS-CoV-2 control strategy
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The Cepheid Solution

ÅDetection of SARS-CoV-2

ÅOn-board internal controls for each sample

Probe Check Control (PCC)

Sample Processing Control (SPC)

ÅClosed cartridge system minimizes risk of 
contamination

ÅOn-demand results

ÅRandom access
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Intended Use

ÅThe Xpert Xpress SARS-CoV-2 test is a rapid, real-time RT-PCR test intended for the 

qualitative detection of nucleic acid from the SARS-CoV-2 in upper respiratory 

specimens (such as nasopharyngeal, oropharyngeal, nasal, or mid-turbinate swab 

and/or nasal wash/ aspirate) collected from individuals suspected of COVID-19 by their 

healthcare provider.

ÅTesting of nasopharyngeal, oropharyngeal, nasal, or mid-turbinate swab and nasal 

wash/aspirate specimens using the Xpert Xpress SARS-CoV-2 test run on the 

GeneXpert Dx and GeneXpert Infinity systems is limited to laboratories certified under 

the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. § 263a, to 

perform high and moderate complexity tests. 

ÅTesting of nasopharyngeal, nasal, or mid-turbinate swab specimens using the Xpert

Xpress SARS-CoV-2 test run on the GeneXpert Xpress System (Tablet and Hub 

Configurations) is authorized to be distributed and used in patient care settings outside 

of the clinical laboratory environment.
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Intended Use (continued)

ÅResults are for the detection of SARS-CoV-2 RNA. The SARS-CoV-2 RNA is generally 
detectable in upper respiratory specimens during the acute phase of infection. Positive 
results are indicative of active infection with SARS-CoV-2; 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. Laboratories within the United States and its territories are required to report 
all positive results to the appropriate public health authorities.

ÅNegative 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.

ÅTesting with the Xpert Xpress SARS-CoV-2 test is intended for use by trained 
operators who are proficient in performing tests using either GeneXpert Dx, GeneXpert 
Infinity and/or GeneXpert Xpress systems. The Xpert Xpress SARS-CoV-2 test is only 
for use under the Food and Drug Administrationôs Emergency Use Authorization.
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GeneXpert® Systems

ÅGeneXpert® Dx software version 4.7b or higher

ÅXpertise software version 6.4b or higher

Test Kits                                       

ÅXPRSARS-COV2-10

Materials Required but not Provided

Å3mL viral transport media or 3mL of saline

ÅPersonal Protective Equipment (PPE)

Å1:10 Bleach

Å70% ethanol or denatured ethanol

Optional

ÅUninterruptible Power Supply /Surge Protector

ÅPrinter

Xpert® Xpress SARS-CoV-2 Requirements
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Personal Protective 
Equipment (PPE)

Specimens, Samples,                
and Kits Storage 

Lab Bench area

Good Laboratory Practice

Equipment

ÅWear clean lab coats, safety glasses, and gloves

ÅChange gloves between processing samples

ÅClean work surfaces routinely with:

V1:10 dilution of household bleach*

V70% Ethanol Solution
* Final Active Chlorine concentration should be 0.5% regardless of the 
household bleach concentration in your country

ÅAfter cleaning, ensure work surfaces are dry

ÅStore specimens and sample away from kit to 
prevent contamination

ÅUse filtered pipette tips when recommended

ÅFollow the manufacturerôs requirements for 
calibration and maintenance of equipment
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Kit Handling



10 © Cepheid For use under an Emergency Use Authorization (EUA) only

Xpert® SARS-CoV-2 Kit Contents

Cartridges contain chemically hazardous substances-please see Instructions For Use and Safety Data Sheet for more detailed information. 

Kit of 10 cartridges

Kit of 50 cartridges

Xpert® Xpress SARS-CoV-2

Catalog Number XPRSARS-COV2-10

Tests Per Kit 10

Kit CD
Assay Definition File (ADF)

Assay Import Instructions

Flyer
Instructions to access on-line reference 

materials including Instructions For Use

Disposable Transfer 

Pipettes
10

Storage 2- 28 °C
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Xpert ® Xpress SARS-CoV-2 Kit Storage and Handling

Å Store the Xpert ® Xpress SARS-CoV-2 cartridges and reagents at 2ï28°C

Å Follow your institutionôssafety procedures for working with chemicals and handling

biological samples

Å Do not use collection devices that have not been validated by Cepheid

Å Open the cartridge lid only when adding the sample, close the lid and proceed with

processing

Å Start the test within 30 minutes of adding the sample to the cartridge.
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Warnings and Precautions

Å Do not shake the cartridge

Å Do not use a cartridgeé :

if it appears wet, has leaked, or if the lid seal appears to have been broken

if it appears damaged

that has been dropped after removing it from packaging

that has been dropped or shaken after you have added the sample

that has a damaged reaction tube

that has been used; each cartridge is single-use to process one test

that is expired

Å Do not reuse pipettes

Dispose of cartridges and reagents according to your institutionôs and country's guidelines for disposal of hazardous materials.
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Warnings and Precautions

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

Å Follow your institutionôsenvironmental waste procedures for proper disposal of used
cartridges and unused reagents. These materials may exhibit characteristics of chemical
hazardous waste requiring specific national or regional disposal procedures.

Å If national 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.
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Limitations

ÅPerformance of the Xpert Xpress SARS-CoV-2 test has only been established in 
nasopharyngeal swab and nasal wash/aspirate specimens.  Use of the Xpert Xpress SARS-
CoV-2 test with other specimen types has not been assessed and performance characteristics 
are unknown.

ÅOropharyngeal, nasal swabs and mid-turbinate swabs are considered acceptable specimen 
types for use with the Xpert Xpress SARS-CoV-2 test but performance with these specimen 
types has not been established. Testing of nasal and mid-turbinate nasal swabs (self-collected 
under supervision of or collected by a healthcare provider) is limited to patients with symptoms 
of COVID-19. Please refer to FDAôs FAQs on Diagnostic testing for SARS-CoV-2 for additional 
information.

ÅA 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.

ÅAs 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.  

ÅThis test cannot rule out diseases caused by other bacterial or viral pathogens.
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Specimen Collection, 
Storage and Transport
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Specimen Collection

Specimen Type:

nasopharyngeal swab, oropharyngeal swab, nasal swab, mid-turbinate swab, 

nasal wash/ aspirate specimens

Place specimen into 3mL transport medium 

or 3mL of saline
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Nasopharyngeal swab

Refer to the CDC Interim Guidelines for Collecting, Handling, and Testing Clinical Specimens from Persons 

Under Investigation (PUIs) for Coronavirus Disease 2019 (COVID-19) 

https://www.cdc.gov/coronavirus/2019-nCoV/lab/guidelines-clinical-specimens.html 
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Specimen Collection- Nasopharyngeal Swab 
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1. Insert the swab into either nostril, passing 
it into the posterior nasopharynx.

2. Rotate swab by firmly brushing against 
the nasopharynx several times. 

3. Remove and place the swab into the tube 
containing 3mL of viral transport medium 
or 3mL of saline.  

4. Break swab at the indicated break line 
and cap the specimen collection tube 
tightly.
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Specimen Collection- Nasopharyngeal Swab 
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