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Elecsys® Anti-SARS-CoV-2

Immunoassay for the qualitative detection of antibodies (incl. IgG) against SARS-
CoV-2
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Immunoassay to qualitatively detect antibodies (including 1gG)

against Severe Acute Respiratory Syndrome Coronavirus 2
(SARS-CoV-2)

Elecsys® Anti-SARS-CoV-2 is an immunoassay for the in vitro qualitative detection
of antibodies (including IgG) to SARS-CoV-2 in human serum and plasma. The test
is intended as an aid in the determination of the immune reaction to SARS-CoV-2.

The electrochemiluminescence immunoassay “ECLIA” is intended for use on cokas
e immunoassay analysers. The assay uses a recombinant protein representing the
nucleocapsid (N) antigen for the determination of antibodies against SARS-CoV-2.
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SARS-CoV-2: An overview of virus structure, transmission and
detection

SARS-CoV-2 is an enveloped, single-stranded RNA virus of the family Coronaviridae.
Coronaviruses share structural similarities and are composed of 16 nonstructural
proteins and 4 structural proteins: spike, envelope, membrane, and

nucleocapsid. Coronaviruses cause diseases with symptoms ranging from those of a
mild common cold to more severe ones such as Coronavirus Disease 2019 (COVID-
19) caused by SARS-CoV-2.12

SARS-CoV-2 is transmitted from person-to-person primarily via respiratory droplets,
while indirect transmission through contaminated surfaces is also possible.3® The
virus accesses host cells via the angiotensin-converting enzyme 2 (ACE2), which is
most abundant in the lungs.”™®

The incubation period for COVID-19 ranges from 2 - 14 days following exposure,
with most cases showing symptoms approximately 4 - 5 days after exposure.>'? The
spectrum of symptomatic infection ranges from mild (fever, cough, fatigue, loss of
smell, shortness of breath) to critical."'? While most symptomatic cases are not
severe, severe illness occurs predominantly in adults with advanced age or

underlying medical comorbidities and requires intensive care. Acute

respiratory distress syndrome (ARDS) is a major complication in patients with severe
disease. Critical cases are characterised, for example, by respiratory failure, shock
and/or multiple organ dysfunction, or failure.'1314

Definitive COVID-19 diagnosis entails direct SARS-CoV-2 detection by nucleic acid
amplification technology (NAAT).'®>"'7 Serological assays can contribute to

the identification of individuals exposed to the virus and assess the extent of
exposure of a population, and might thereby help to decide on application,
enforcement or relaxation of containment measures.'®

CONTACT US
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Related Instruments

cobas e 601 module (&)
cobas e 602 module ()
cobas e 411 analyzer (5)

cobas e 801 module (&)

Related information

Roche’s response to the COVID-19 pandemic (>)

Roche develops new serology test to detect COVID-19 antibodies ()
Roche’s cobas SARS-CoV-2 Test to detect novel coronavirus ()
cobas® SARS-CoV-2 Test ()

cobas® 6800 System (5)

cobas® 8800 System (%)

Structure of the Severe Acute Respiratory Syndrome
Coronavirus 2 (SARS-CoV-2)

= Nucleocapsid protein (N)

= Envelope protein (E)

= Spike protein (S)

= Membrane glycoprotein (M)

= RNA
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lllustrative course of markers in SARS-CoV-2 infection'9-27

Ongoing infection/ infectivity Recoven y Resolved infection/ potential immunity

RNA 1gG antibodies

Pathogen Presence
Immune Response

IgM an!ibodie;‘ e R

0 Days 3
4 Onsetof symptoms

Elecsys® Anti-SARS-CoV-2

O  Systems
cobas e 411 analyzer, cobas e 601 / cobas e 602 modules, cobas e 801 module

Testing time O 18 minutes
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Calibration O 2-point

Interpretation O COI* < 1.0 = non-reactive
COI 2 1.0 = reactive

O  Sample material

Serum collected using standard sampling tubes. Li-heparin, K2-EDTA and K3-EDTA
plasma.

O  Sample volume

20 pL cobas e 411 analyzer, cobas e 601 / cobas e 602 modules
12 pL cobas e 801 module

Onboard stability O 72 hours

* COI: cutoff index

CLINICAL SPECIFICITY?8

View Full Table

CLINICAL SENSITIVITY?28

View Full Table

CArAannnmuinrainn annoitivih 128
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After recovery from infection, confirmed by a negative PCR result, 26 consecutive
samples from 5 individuals were tested with the Elecsys® Anti-SARS-CoV-2 assay.

Day of negative PCR*

9 12 17 21 24
80 2
70 1.8
1.6
60 14
_ 50 1.2
g 40 1.0
30 0.8
0.6
20 0.4
10 0.2
0 0

Patient 1 Patient 2 Patient 3 Patient 4 Patient 5
m21-23 m 24-26 u27-29 m30-32 = 33-35 m36-38 m 39-40
Days after reactive PCR

* Day 0 represents initial positive PCR
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Roche’s response to the COVID-19 pandemic

Our commitment to support India's COVID-19 testing need.

Elecsys® Anti-SARS-CoV-2

See more (»)

10.

11.

12.

13.

14.

15.

References

Su, S. et al. (2016). Trends Microbiol. 24(6), 490-502
Zhu, N. et al. (2020). N Engl J Med. 382(8), 727-733
Chan, J.F. et al. (2020). Lancet. 395, 514-523

CDC. (2020). https://www.cdc.gov/coronavirus/2019-ncov/prevent-getting-sick/how-covid-
spreads.htmI?CDC_AA_refVal=https://www.cdc.gov/coronavirus/2019-ncov/prepare/transmission.html.
Accessed April 15, 2020

WHO. (2020). https://www.who.int/news-room/commentaries/detail/modes-of-transmission-of-
viruscausing-covid-19-implications-for-ipc-precaution-recommendations. Accessed April 15, 2020

Kampf, G. et al. (2020). J Hosp Infect. 104(3), 246-251
Letko, M. et al. (2020). Nat Microbiol., 1-8. doi:10.1038/s41564-020-0688-y [Epub ahead of print]

CDC. (2020). https://www.cdc.gov/coronavirus/2019-ncov/symptoms-testing/symptoms.html. Accessed
April 15, 2020

Hoffmann, M. et al. (2020). Cell. S0092-8674(20)30229-4. [Epub ahead of print]

WHO. (2020). https://www.who.int/docs/default-source/coronaviruse/situation-reports/20200403-
sitrep-74-covid-19-mp.pdf?sfvrsn=4e043d03_14. Accessed April 15, 2020

Wang, D. et al. (2020). JAMA. 10.1001/jama.2020.1585

Huang, C. et al. (2020). Lancet. 10.1016/S0140-6736(20)30183-5

Arentz, M. et al. (2020). JAMA. Mar 19: €204326. doi: 10.1001/jama.2020.4326 [Epub ahead of print]
Wu, Z., McGoogan, J.M. JAMA. doi: 10.1001/jama.2020.2648 [Epub ahead of print]

WHO. (2020). https://apps.who.int/iris/bitstream/handle/10665/331501/WHO-COVID-19-laboratory-
2020.5-eng.pdf. Accessed April 15, 2020

https://diagnostics.roche.com/in/en_gb/products/params/elecsys-anti-sars-cov-2.html 719



2020/6/12

16.

17.

18.

19.

20.

21.

22.

23.

24,

25.

26.

27.

28.

Elecsys® Anti-SARS-CoV-2

CDC. (2020). https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-criteria.html. Accessed April 15,
2020

ECDC. (2020). https://www.ecdc.europa.eu/sites/default/files/documents/Overview-rapid-test-
situationfor-COVID-19-diagnosis-EU-EEA.pdf. Accessed April 15, 2020

WHO. (2020). https://www.who.int/blueprint/priority-diseases/key-action/novel-coronavirus/en/.
Accessed April 15, 2020

Long, Q. et al. (2020). medRxiv. preprint doi: https://doi.org/10.1101/2020.03.18.20038018
Lou, B. et al. (2020). medRxiv. preprint doi: https://doi.org/10.1101/2020.03.23.20041707
Zhao, J. et al. (2020). Clin Infect Dis. pii: ciaa344. doi: 10.1093/cid/ciaa344. [Epub ahead of print]

Liu, W. et al. (2020). J Clin Microbiol. pii: JCM.00461-20. doi: 10.1128/JCM.00461-20. [Epub ahead of
print]

To K. et al. (2020). Lancet Infect Dis. pii: S1473-3099(20)30196-1. doi: 10.1016/S1473-3099(20)30196-1
[Epub ahead of print]

Xiao, D.AT. et al. (2020). J Infect., S0163-4453(20)30138-9. doi:10.1016/}.jinf.2020.03.012. [Epub ahead
of print]

Zhang, B. et al. (2020). medRxiv. preprint doi: https://doi.org/10.1101/2020.03.12.20035048
Wolfel, R. et al. (2020). Nature. Apr 1. doi: 10.1038/s41586-020-2196-x. [Epub ahead of print]
Tan, W. et al. (2020). medRkxiv. preprint doi: https://doi.org/10.1101/2020.03.24.20042382

Elecsys® Anti-SARS-CoV-2. Package Insert 2020-04, V1.0; Material Numbers 09203095190 and
09203079190

PRIVACY POLICY

: COOKIE POLICY

CONTACT US

TERMS & CONDITIONS

@ INDIA / ENGLISH
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This website contains information on products which is targeted to a wide range of audiences and
could contain product details or information otherwise not accessible or valid in your country. Please
be aware that we do not take any responsibility for accessing such information which may not
comply with any legal process, regulation, registration or usage in the country of your origin. Please
also be aware that the information in this website should not be used to diagnose, treat, cure or
prevent any disease without the advice of a qualified medical professional, and does not replace

medical advice or a medical examination.

©2020 F Hoffmann-La Roche Ltd. All trademarks used or mentioned on this
Website are protected by law.

Last Updated: 12.06.2020
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