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DIASORIN SIMPLEXA™ COVID-19 TEST RECEIVED U.S. FDA 510(K) CLEARANCE

THE SIMPLEXA™ COVID-19 DIRECT KIT IS:

- A SAMPLE-TO-ANSWER TEST FOR THE DETECTION OF SARS-COV-2 DIRECTLY FROM
NASOPHARYNGEAL OR NASAL SWABS

- DESIGNED FOR USE ON THE LIAISON® MDX PLATFORM AND IS RUN DIRECTLY THROUGH THE DIRECT
AMPLIFICATION Disc (DAD), ENABLING RAPID DETECTION IN A LITTLE OVER AN HOUR

- HIGHLY SPECIFIC FOR SARS-COV-2 AND IT TARGETS TWO REGIONS OF THE VIRAL GENOME TO MINIMIZE
THE IMPACT OF MUTATIONS ON PERFORMANCE WITH SARS-COV-2 AND POTENTIAL VARIANTS OF
CONCERN

Saluggia, Italy, September 14, 2022 - DiaSorin (FTSE MIB: DIA) announced that it has
received 510(k) clearance from the U.S. Food and Drug Administration (FDA) for their
Simplexa™ COVID-19 Direct kit.

The kit provides a sample-to-answer test for the detection of SARS-CoV-2, the virus that
causes COVID-19, directly from nasopharyngeal or nasal swab specimens. The Simplexa™
COVID-19 Direct kit is designed for use on the LIAISON® MDX system. This COVID-19
molecular assay can be utilized by hospital or commercial laboratories allowing for timely
testing and highly accurate results.

To date, the COVID-19 pandemic has caused over half a billion cases worldwide and over
six million deaths, according to the World Health Organization. It is important to ensure
COVID-19 testing capacity at hospitals and commercial facilities across the nation after the
FDA Emergency Use Authorization period has ended, to maintain vigilance post-pandemic
against SARS-CoV-2 infections. The Simplexa™ COVID-19 Direct assay will ensure a high
standard of diagnostic testing in order to help mitigate future potential impacts of this virus.

The Simplexa™ COVID-19 Direct test differs from other automated PCR assays with
extraction as it does not require sample pre-treatment, enabling a fast time-to-result,
ultimately allowing prompt decision making regarding isolation and treatment of infected
patients. The test is highly specific for SARS-CoV-2 and targets two regions of the viral
genome to minimize the impact of mutations on the kit performance with SARS-CoV-2 and
potential variants of concern. This ensures the results remain highly sensitive and specific
providing confidence in diagnostic decision making. This project has been funded in whole
or in part with Federal funds from the Department of Health and Human Services;
Administration for Strategic Preparedness and Response; Biomedical Advanced Research
and Development Authority under Contract No. 75A50121P00007.

DiaSorin remains at the forefront of the fight against the spread of SARS-CoV-2 with a suite
of COVID-19 molecular diagnostic products including the Simplexa™ SARS-CoV-2 Variants
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Direct (RUO) and has submitted to FDA for review the Simplexa™ COVID-19 & Flu A/B
Direct assay for differential diagnosis during the flu season.

“The FDA 510(k) clearance of our COVID-19 test demonstrates our commitment to
commercialize products featuring the highest standards of diagnostic testing against
COVID-19 and other respiratory pathogens,” said Angelo Rago, President of Luminex. “The
Simplexa™ COVID-19 Direct Kit will provide a higher level of confidence enabling clinicians
to make effective diagnostic decisions with rapid and accurate results.”

For additional information, please contact:

Riccardo Fava

Corporate Vice President Communication & Investor Relations
Tel: +39.0161.487988

riccardo.fava@diasorin.it

About DiaSorin

Headquartered in Italy and listed at the Italian Stock Exchange in the FTSE MIB Index, DiaSorin is a global leader in the In Vitro Diagnostic
(IvVD) field and is active since 2021 in the Life Science business. For over 50 years, the Company has been developing, producing and
marketing reagent kits used by diagnostic laboratories worldwide.

The Group operates in 5 continents through 43 companies, 4 branches, 10 manufacturing facilities and 9 research and development
centers. The extensive diagnostic testing and Life Science offer, made available through continuous investments in research, positions
DiaSorin as the player with the broadest range of specialty tests available within the diagnostic market, and identifies the Group as the
“Diagnostic Specialist”.

More info at www.diasoringroup.com
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