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COVID-19 Antigen Test achieved CE Mark for easier specimen
collection from the frontal part of the nose

· The CLINITEST Rapid COVID-19 Antigen Test, distributed by Siemens Healthineers, can

now be used with swabs from the frontal (anterior) part of the nose, in addition to the

nasopharyngeal swab method.

· The new anterior method offers 97.3% sensitivity and 100% specificity.

· This new sampling method can be used with existing test kits in the field, allowing for

simplified application and thus broader utility in professional settings.

Siemens Healthineers announced today CE mark has been achieved to use anterior nose

swab sampling for the CLINITEST Rapid COVID-19 Antigen test. This sampling method can

be less cumbersome and time consuming for both the provider and the patient. The

CLINITEST Rapid COVID-19 Antigen Test1 is a point-of-care cassette test that does not

require laboratory instruments or specialized lab personnel to administer, and it delivers

results in 15 minutes. The test first became available under CE Mark in October 2020 using

the nasopharyngeal swab method.

"The CLINITEST Rapid COVID-19 Antigen Test offers providers and patients flexibility

regarding how to test without compromising on the quality of patients' results and without

having to obtain a different test kit," said Christoph Pedain, PhD, Head of Point of Care

Diagnostics at Siemens Healthineers. "With the test values achieved, the rapid antigen test

now represents an essential pillar in the fight against Covid-19, in addition to vaccination,"

Pedain adds.

To evaluate clinical performance using the anterior nose swab sampling method, a study

was conducted in the United States with 237 subjects, 109 of which were confirmed to be

positive with a PCR test. The study results confirmed 97.3% sensitivity and 100% specificity
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when compared with the results of a U.S. FDA Emergency Use Authorized rt-PCR assay—the

latter with samples obtained from the nasopharynx.

The dataset complies with the latest requirements of most major regulatory authorities,

which mandate that the number of positive tested must exceed 100 as a minimum criterion

for clinical evidence to enable market access. As an example, the Paul-Ehrlich Institute, an

agency of the German Federal Ministry of Health has set this requirement.

The anterior nose swab sampling method can be deployed easily, and an updated

Instructions For Use document is available to download from the Siemens Healthineers

website.

In addition to the CLINITEST Rapid COVID-19 Antigen Test, Siemens Healthineers offers an

extensive diagnostics portfolio to aid in the prognosis, treatment and follow up of COVID-19

patients. The company’s broad and differentiated menu includes antibody and molecular

SARS-CoV-2 tests, and hematology, coagulation, cardiac, respiratory, inflammation and

infectious disease panels. Blood gas testing, for example the RAPIDPoint® and epoc®

systems, as well as imaging solutions from Siemens Healthineers deliver actionable results

that aid clinicians in caring for COVID-19 patients.

1 Product availability varies by country.

This press release is available at https://www.siemens-healthineers.com/press-room/press-

releases/covid-19-poc-rapid-antigentest-anterior

For further information please see www.siemens-healthineers.com/clinitest-covid-antigen

Contact for journalists

Kimberly Nissen, Siemens Healthineers
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Siemens Healthineers AG (listed in Frankfurt, Germany: SHL) is shaping the future of Healthcare. As a leading medical

technology company headquartered in Erlangen, Germany, Siemens Healthineers enables healthcare providers worldwide

through its regional companies to increase value by empowering them on their journey towards expanding precision

medicine, transforming care delivery, improving the patient experience, and digitalizing healthcare. Siemens Healthineers is

continuously developing its product and service portfolio, with AI-supported applications and digital offerings that play an

increasingly important role in the next generation of medical technology. These new applications will enhance the company’s

foundation in in-vitro diagnostics, image-guided therapy, and in-vivo diagnostics. Siemens Healthineers also provides a range

of services and solutions to enhance healthcare providers’ ability to provide high-quality, efficient care to patients. In fiscal

2020, which ended on September 30, 2020, Siemens Healthineers, which has approximately 54,000 employees worldwide,

generated revenue of €14.5 billion and adjusted EBIT of €2.2 billion. Further information is available at www.siemens-

healthineers.com.


