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We are an Italian multinational Group, listed on the stock exchange in the FTSE MIB. 
Owned by DiaSorin S.p.A., it consists of 24 Companies, 5 foreign branches, offices on 
the 5 Continents and 5 manufacturing facilities throughout the world. 

We are one of the leading hi-
tech players in the invitro 
diagnostic market and, in 

particular, in the 
immunodiagnostic and 
molecular diagnostic 

segments.
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Immunodiagnostics

Technology based on the detection of antibodies to highlight the presence of diseases in a 
sample of human fluids loaded on proprietary platforms based on CLIA technology 
(Chemiluminescence) and ELISA technology (Colorimetry)

ELISA SystemsCLIA Systems



LIAISON family platforms

Same cartridge for 
each test

100 test samples for 
each cartridge

Same 
raw materials

LAS

Magnetic particles Diluent
Calibrators

New in 2021



Diasorin CLIA COVID PANEL

SARS – CoV-2 Trimeric IgG (new)



ANTIGEN TEST



DIASORIN LAUNCHES THE LIAISON®
SARS-COV-2 AG:October 26, 2020 

• A high-throughput antigen test available for 
quantitative detection of SARS-CoV-2 in 
symptomatic patients through nasal and 
nasopharyngeal swabs

• The new high-throughput antigen test uses 
chemiluminescence immunoassay (CLIA) 
technology to determine the presence of 
SARS-CoV-2 Nucleocapsid protein antigen, 
quantifying the viral load of the infection 
directly from individuals suspected of 
COVID-19 by their healthcare provider

• The antigen test can be offered as an 
alternative solution in cases where 
molecular PCR testing availability is lacking, 
in geographies where PCR technology is 
too expensive and in those cases where 
traceability of clinical samples needs to be 
improved.

Press Release 
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WHO Guidelines on Ag tests September 11th

• Target  is the virus’ “nucleocapsid protein”, preferred because of its relative 
abundance. 

• Results are read by the operator within 10 to 30 minutes with or without the 
aid of a reader instrument. 

• Tests require nasal or nasopharyngeal swab samples, but companies are 
carrying out studies to assess the performance of their tests using alternative 
sample types such as saliva.

• Performance requested: 
• sensitivity ≥80% and have very high specificity (≥97-100%).

• To optimize performance, testing with Ag test should be conducted within the 
first 5-7 days following the onset of symptoms.



WHO Guidelines September 11th

USE OF Ag Test

To diagnose SARS-CoV-2 infection 
where NAAT is unavailable

Where prolonged TAT of 
Real Time PCR

can preclude clinical utility 
of the test

To support outbreak investigations 
(e.g. in closed or semi-closed 

groups including schools, care-
homes, cruise ships, prisons, work-

places and dormitories)

In case of widespread community transmission, Ag may be used 
for early detection and isolation of positive cases in health 

facilities, COVID-19 testing centres/sites, care homes, and for 
contact tracing. 



• This assay is a unique quantitative solution to detect suspected COVID-19 patients, do 
contact tracing and rapidly implement isolation procedures for those patients who have 
been infected and might be able to spread SARS-CoV-2. LIAISON® SARS-CoV-2 Ag assay 
could help to keep the COVID-19 pandemic at bay, because specimens can be tested out 
rapidly in a great numbers.

• The pre-analytic processing of the new assay requires a specific training to be aware 
about the important steps that the customer need to strictly follow to work safely and to 
obtain the best performance from the test.

in a nutshell

10  Days onset symptoms



Name LIAISON® SARS-CoV-2 Ag Assay

Intended Use CE Quantitative determination of SARS-CoV-2 Nucleocapsid protein antigen in upper respiratory specimens

Sample Type Nasal Swab (NS), Nasopharyngeal Swab (NPS) eluted in Viral Transport Media (UTM/VTM).

Platforms LIAISON® XL

Time to first result 36 min

Throughput 136 tests/h – approx. 700 tests/working shift

Clinical Sensitivity (NS) 98.6% (95% CI:92.5– 99.7%) on samples positive for Real time PCR (within 10 days onset symptoms)

Clinical Specificity (NS) 100% (95% CI: 96.5 – 100%) on samples positive for Real time PCR (within 10 days onset symptoms)

Clinical Sensitivity (NPS) 98.9% (95% CI: 90.3 – 98.8%) on samples positive for Real time PCR (within 10 days onset symptoms)

Clinical Specificity (NPS) 99.5% (95% CI: 97.3 – 99.9%) on samples positive for Real time PCR (within 10 days onset symptoms)

10  Days onset symptoms

Technical Specification



Results Interpretation

Assay range: The analyzer directly calculates SARS-CoV-2 viral concentration up to 105 TCID50/mL.
Samples containing antigen levels above the assay range may be pre-diluted by the Dilute function of the instrument and retested
(the recommended dilution factor is 1:10). The results will then be automatically multiplied by the dilution factor to obtain the
antibody levels of the neat specimens. The specimen diluent excess available in the reagent integrals allows up to 10 samples pre-
dilutions to be performed.



12 hours 
at 2-8°C

6 hours 
at 2-8°C

NPS

NS
UTM
VTM

Dry NS

VIRUS 
INACTIVATION

120min
PATIENT

CENTRIFUGATION

RUN THE TEST

Colle
cti

on Site

Biosa
fet

y Cab
inet

Lab
orat

ory

Sample Workflow 

VIRUS 
INACTIVATION

30min



16



Evaluation 1 Italy 

ROMAGNA: organization of labs

AUSL (Ravenna, Rimini, Forlì, Cesena) 4

Laboratories on site 7
Tests performed/year 21.000.000 

/1.050.000 
Micro)

Population 1.200.000

Daily Routine in Area Vasta Romagna

N° of Samples Collection Sites 93
Out patients 4500

Access Sites 400
In Patients 1500

Hospitals in Area Vasta Romagna 15

The Greater Romagna Area: 
organization of Hub and spoke laboratory model

COVID-19 7000 swabs/day



Surveillance Routine example
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üRapid diagnostic answer (36 min) in a high throughput 
platform 136 tests/h.  

üSTOP COVID-19 transmission through targeted isolation 
and cohorting of the most infectious cases and their close 
contacts.

üExpand access to testing and guarantee traceability.
üIdentification individuals suspected to have COVID-19 

by their healthcare provider within the first ten days from 
the onset of symptoms.

Our Assay VALUE Proposition



Massimo and Gian
THANK YOU!


