cobas® SARS-CoV-2 Test

For detection of SARS-CoV-2

SARS-CoV-2 is a novel respiratory coronavirus that can cause severe pneumonia and in some
cases death. The virus is most closely related to SARS viruses and bat associated viruses (Sarbecoviruses).
BENEFITS OF THE cobas® SARS-CoV-2 TEST
•

Specificity: The cobas® SARS-CoV-2 Test is a single-well dual probe assay, which specifically detects
the SARS-CoV-2 virus as well as detecting the sarbecovirus subgenus family that includes SARS-CoV-2
(pan-sarbecovirus). The assay has a full-process negative control, positive control and internal control.

•

Automation: Specifically designed and optimized for use on the cobas® 6800/8800 Systems, enabling
absolute sample to result automation with proven performance.

•

Simplicity & efficiency: Ready to use reagents and controls minimizing variability while simplifying the
workflow and reducing risk of error.

Key test features & performance
Features

Description

Kit Configuration

192 test cassette

Sample Type

Nasopharyngeal and oropharyngeal swab samples collected in Copan UTM-RT System

Minimum amount of sample required

0.6 mL

Sample processing volume

0.4 mL

Test duration

Results are available within less than 3.5 hours after loading the sample on the system

System Software

Runs with SW versions 1.2, 1.3, and 1.4

Kit stability

90 days with 40 re-uses

Ordering information
Product name

Roche Material Number

EUA and CE-IVD Test: cobas SARS-CoV-2

09175431190

EUA and CE-IVD Control Kit: cobas SARS-CoV-2 Control Kit

09175440190

cobas 6800/8800 Buffer Negative Control Kit

07002238190

®

®

®

Intended use information
FDA Emergecy Use Authorization
cobas® SARS-CoV-2 for use on the cobas® 6800/8800 Systems is a real-time RT-PCR test intended for the qualitative
detection of nucleic acids from SARS-CoV-2 in nasopharyngeal and oropharyngeal swab samples from patients who
meet COVID-19 clinical and/or epidemiological criteria. cobas® SARS-CoV-2 is for use only under Emergency Use
Authorization (EUA) in U.S. laboratories certified under the Clinical Laboratory
Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, to perform moderate complexity tests, and in U.S.
laboratories certified under CLIA to perform high complexity tests, by clinical laboratory personnel who have received
specific training on the use of the cobas® 6800/8800 Systems
Results are for the detection of SARS-CoV-2 RNA that are detectable in nasopharyngeal and oropharyngeal swab
samples during infection. 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.Laboratories within the United States and its
territories are required to report all positive 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 patient
management decisions. Negative results must be combined with clinical observations, patient history, and
epidemiological information.
cobas® SARS-CoV-2 is intended for use by trained clinical laboratory personnel specifically instructed and trained
in the techniques of real-time PCR and in vitro diagnostic procedures. cobas® SARS-CoV-2 is only for use under the
Food and Drug Administration’s Emergency Use Authorization.
CE-IVD
cobas® SARS-CoV-2 for use on the cobas® 6800/8800 Systems is a real-time RT-PCR test intended for the qualitative
detection of nucleic acids from SARS-CoV-2 in nasopharyngeal and oropharyngeal swab samples from patients with
signs and symptoms suggestive of COVID-19 (e.g., fever and/or symptoms of acute respiratory illness).
Results are for the specific detection of SARS-CoV-2 RNA that are detectable in nasopharyngeal and oropharyngeal
swab samples during infection. Positive results are indicative of SARS-CoV-2 RNA detection, but may not represent
the presence of transmissible virus.
Negative results do not preclude SARS-CoV-2 infection and should not be used as the sole basis for patient
management decisions. Negative results must be combined with clinical observations, patient history, and
epidemiological information.
In the United States:
•• This test has not been FDA cleared or approved;
•• This test has been authorized by FDA under an EUA for use by authorized laboratories;
•• This test has been authorized only for the detection of nucleic acid from SARS-CoV-2, not for any other viruses or pathogens; and
•• This test is only authorized for the duration of the declaration that circumstances exist justifying the authorization
of the emergency use of in vitro diagnostic tests for detection and/or diagnosis of COVID-19 under section 564(b)(1) of the Act, 21 U.S.C. §
360bbb- 3(b)(1), unless the authorization is terminated or revoked sooner
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