
1

COVID-19 In Vitro Diagnostic 
Devices and Test Methods 
Database
https://covid-19-diagnostics.jrc.ec.europa.eu

JRC, Dir F – Health Consumers and

Reference Materials

28/05/2020



2 #coronavirus

Control material for WHO recommended RT-PCR protocols
•Timely and accurate laboratory testing is an 

essential part of the management of COVID-19

•Lack of positive control material as a top 

challenge

•Release of the control material on 1 April

•3000 vials produced, dispatch ongoing
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• Working document of Commission services “Current performance of COVID-19 test 

methods and devices and proposed performance criteria” (16 April 2020)

• 467 devices revised and 120 scientific papers analysed [NA based approaches (RT-PCR); Immunological 

(antigen, antibody)]

• Communication from the Commission “Guidelines on in vitro diagnostic tests and their 

performance” (15 April 2020)

• ... centralised overview of available information on test performance …

• Commission services roadmap for follow-up actions to implement the Communication

1. Publicly available information on commercial devices from manufacturers

2. Scientific literature (peer-reviewed articles, pre-prints)

3. Validation studies

4. Publications by health technology assessment bodies

The context
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How the content of the DB is generated

Publicly available 

information
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Listing of existing In Vitro 

Diagnostic Medical Devices for 

COVID-19

Publicly available information on 

performance (as retrieved from 

manufacturers web pages) for 

commercially available CE-IVD 

marked devices

The database contains 

• 803 devices 

• 347 CE-IVD marked (~ 43%)

Numbers refer to status on 20/05/2020
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The database contains 

• 803 devices 

• 347 CE-IVD marked (~ 43%)

Publicly available information on 

performance (as retrieved from 

manufacturers web pages) for 

commercially available CE-IVD 

marked devices

Detection_Principle Listed 
Information on 

Performance

NucleicAcid-PCR based 143 45

ImmunoAssay-Antibody 181 92

ImmunoAssay-Antigen 17 9

Immunochromatography

Antibody
4 4

Immunochromatography

Antigen
2 2

CE-IVD total 347 152

Numbers refer to status on 20/05/2020



8



9



10



11

Performance of test methods and devices for COVID-19 diagnostics as 

retrieved from selected scientific literature. 

Screened and selected more than 400 (preprint and peer reviewed) 

articles

The database contains 

Link/association 

between sc. articles and (WHO) test 

methods (38)

between sc. Articles and reported 

devices 

Numbers refer to status on 20/05/2020
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Possibility / invitation to 

• Submit information on new (CE-IVD 

marked) devices

• Provide performance data not included 

in the database (not available/found)

The database contains 
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Studies of effectiveness of available 

serological tests

High-speed development of reference 

materials for serological testing

Digital PCR characterisation of the virus 

load of swab samples

Implementation of serological testing at 

Geel site and RNA (PCR) testing also at 

Ispra site

Support/promotion of standardisation

and harmonisation (networking, 

reference materials, proficiency testing)

Parallel ongoing activities
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Genomics analysis of SARS-CoV-2: 

Virus movement and spread tracing through analysis of (temporal) 

virus variation

In silico analysis to verify whether the variations found in new 

genomic viral sequences can affect the efficiency of WHO proposed 

detection methods

Parallel ongoing activities
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A new module to be added to the database that will contain amplicons 

collected by screening viral shared genomic sequences of SARS-CoV-2 

by in silico determination of PCR-based molecular assays to diagnose 

COVID-19. 

In elaboration, coming soon

hCoV-19 NAAT Amplicons

The database contains amplicons collected by screening

viral shared genomic sequences of hCoV-19 by in silico

determination of PCR-based molecular assays to

diagnose COVID-19
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https://covid-19-diagnostics.jrc.ec.europa.eu/

Thank you

https://covid-19-diagnostics.jrc.ec.europa.eu/

