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Roma, 29 Marzo 2021 

Al Signor Presidente della Repubblica 
Sergio MATTARELLA 

c/o Palazzo del Quirinale 
protocollo.centrale@pec.quirinale.it 

Prot. FLM – 10/GIU.PERS. 
Allegati: tre (3). 
Annessi:// 
A:  
(via posta elettronica certificata) 

e, per conoscenza 
(via posta elettronica certificata) 

ELENCO INDIRIZZI IN ALLEGATO “A” 

Oggetto: Presa di posizione a tutela della salute fisica e psicologica delle proli militari. 

^^^^^^^^^^^^ 

Egregio Sig. Presidente della Repubblica italiana, 

da notizie apprese dai quotidiani del 26 marzo 2021, quella dell’idea che per riaprire le 

scuole bisogna sottoporre gli studenti a tamponi settimanali, la STAMPA riporta: “è la mano di 

Agostino Miozzo dietro l’ipotesi di effettuare i tamponi nelle scuole. Lo screening periodico della 

popolazione studentesca è un vecchio pallino dell’ex coordinatore del Cts, ora consulente di 

Patrizio Bianchi. Il ministro dell’Istruzione ha messo la proposta sul tavolo nell’ultimo incontro 

con il commissario per l’emergenza Covid, Francesco Figliuolo. Oggi ne discuteranno anche gli 

esperti del Comitato tecnico-scientifico.”1.  

Sono tantissimi gli iscritti della Federazione Lavoratori Militari – FLM, che hanno 

sollecitato la scrivente O.S. di prendere una chiara opposizione a quanto paventato. 

1 https://www.lastampa.it/topnews/primo-piano/2021/03/26/news/tamponi-settimanali-agli-studenti-1.40072666 

info@flm-militari.com 
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La prima e dirimente obiezione a suddetto protocollo riguarda l’attendibilità dello 

strumento diagnostico, molte AUSSL del territorio nazionale hanno dato riscontro a richieste di 

informazioni sui cicli di amplificazione per la ricerca di virus, bene i dati che emergono indicano 

che i tamponi per la ricerca del virus Sars-Cov.2 sono “inferiori a 40”. 

È dato notorio che cicli superiori a 35/38 equivalgono, sostanzialmente, a dei falsi 

positivi, come confermato dal Direttore dell’Istituto Mario Negri, Prof. Giuseppe REMUZZI che a 

proposito di questi risultati ha dichiarato: «la positività di questi tamponi emerge solo con cicli di 

amplificazione molto alti, tra 34 e 38 cicli, che corrispondono a 35.000-38.000 copie di Rna virale 

(---) sono casi di positività con una carica virale molto bassa, non contagiosa. Li chiamiamo 

contagi, ma sono persone positive al tampone.»2. 

La questione dei cicli (runs) della RT-PCR un altro grave problema dei tamponi, che 

utilizzano la metodica della RT-PCR, è che l’affidabilità di tale metodica dipende dal numero di 

cicli (replicazioni) che vengono usati per trovare il virus SARS-Cov2. Prof. Stephen BUSTIN, una 

delle autorità mondiali di PCR, ha scritto in un recente articolo relativamente alla identificazione 

della presenza di SARS-Cov.2: “the most widely used method is quantitative fluorescence-based 

reverse transcription polymerase chain reaction (RT-qPCR). Despite its ubiquity, there is a 

significant amount of uncertainty about how this test works, potential throughput and reliability.”3 

- “…il metodo più utilizzato è la Reazione a catena delle polimerasi quantitativa a trascrizione 

inversa basata sulla fluorescenza (RT-qPCR). Nonostante la sua ubiquità, c’è un significativo 

livello di incertezza su come funziona questo test, sulla sua potenziale produzione e affidabilità.”.  

Probabilmente questo è dovuto anche e soprattutto alla questione dei cicli di PCR che 

vengono normalmente effettuati coi tamponi. In una intervista al compianto David Crow, prezioso 

ricercatore canadese, BUSTIN afferma: “…the cycle number per se is not a good measure…most 

instruments, when you get above a cycle number of 35, then you start worrying about the reliability 

of your result…so, you want to be sure that your results are within the 20 to 30 cycles…” - “…il 

numero di cicli di per sé non è una buona misura…la maggioranza degli strumenti, quando sali 

oltre il numero di 35 cicli, cominci a preoccuparti sull’affidabilità dei tuoi risultati…quindi, vuoi 

assicurarti che i tuoi risultati siano prodotti dai 20 a un massimo di 30 cicli…”. 

 
2 https://www.corriere.it/cronache/20_giugno_19/coronavirus-remuzzi-nuovi-positivi-non-sono-contagiosi-stop-paura-
bf24c59c-b199-11ea-842e-6a88f68d3e0a.shtml  
3 Bustin S.A, Nolan T., RT-qPCR Testing of SARS-CoV-2: A Primer, Int. J. Mol. Sci. 2020, 21, 3004; 8 
doi:10.3390/ijms21083004, p. 1  

https://www.corriere.it/cronache/20_giugno_19/coronavirus-remuzzi-nuovi-positivi-non-sono-contagiosi-stop-paura-bf24c59c-b199-11ea-842e-6a88f68d3e0a.shtml
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Emerge ictu oculi la abnormità di un protocollo che subordini il rientro in classe, e 

conseguentemente la vita di famiglie e di lavoratori militari, a riscontri che appaiono con altissima 

probabilità del tutto inattendibili, con il risultato di segregare in casa persone e per giunta non 

contagiose. 

Va inoltre evidenziato come la frequenza della scuola non possa in alcun modo essere 

subordinata alla effettuazione di trattamenti o atti sanitari e qualunque discriminazione che 

impedisce l’accesso agli studenti che non dovessero accettare di sottoporsi a uno screening sanitario 

sarebbe illegittima e contraria alla Costituzione. 

Va precisato che non vi sono, ad oggi, protocolli che scongiurano danni alla salute di 

uno screening di questa intensità, non potendosi dimenticare che il tampone non è una pratica 

priva di rischi e, tanto più, un simile frequenza di esecuzione può evidentemente comportare 

conseguenze pregiudizievoli per la salute, fisica ma anche psicologica, dei minori. 

Non va dimenticato poi che tale monitoraggio indiscriminato andrebbe solo ad 

aggiungersi alle già pesantissime condizioni previste per la scuola in presenza: mascherine per 

sei/otto ore, distanziamento, obbligo di continua igienizzazione delle mani, divieto di scambiarsi 

materiale, obbligo di ricreazione seduti e così via, è ciò a più di un anno dall’esordio 

dell’emergenza, periodo che doveva servire alle Istituzioni preposte per ideare strategie di 

alleggerimento, e non di aggravamento, della pressione sulle categorie più fragili. 

È evidente, inoltre come lo svolgimento settimanale di tamponi comporti il rischio 

concreto che sempre più ampio numero di persone asintomatiche – ben oltre il limite dei cosiddetti 

“contatti stretti” – sia sottoposto a reiterate quarantene, con la duplice conseguenza di una continua 

chiusura e riapertura delle scuole, e del ricorso parossistico alla didattica a distanza. 

Ciò equivale a deporre una pietra tombale sull’attività educativa e didattica che si degna 

di questo nome, con conseguenze devastanti per la popolazione pediatrica, tra le più duramente 

colpite dalla gestione dell’emergenza pur essendo la categoria meno colpita dal Sars-Cov.2. 

Risale infatti a otto (8) giorni fa la pubblicazione di uno studio condotto dalla IEO di 

Milano secondo cui le scuole sono il luogo più sicuro e meno interessato dai contagi4.  

L’estensione indiscriminata del monitoraggio presenta inoltre palmari incongruenze: ad 

esempio non viene considerato il caso dei minori già colpiti dal virus e già guariti, per i quali (e per 
 

4 https://www.corriere.it/politica/21_marzo_22/scuola-ricerca-dati-73-milioni-studenti-stare-classe-non-spinge-curva-
pandemia-6d57776e-8a9c-11eb-82d5-215578033673.shtml 
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le famiglie dei quali) non ha alcun senso l’imposizione di ulteriori screening, con il rischio di subire 

ulteriori quarantene senza alcuna motivazione sanitaria. 

Si evidenziano a tal proposito le dichiarazioni del 3 marzo scorso del Dott. Andrea 

CAMPANA, primario del reparto di Pediatria Multispecialistica dell’Ospedale Pediatrico Bambino 

Gesù, a domanda “I bambini si riammalano di Covid facilmente?” il Dott. Campana rispondeva 

«Assolutamente NO!. Ad oggi non abbiamo avuto nessun caso, da inizio emergenza pandemica, 

di un bambino che abbia preso il Covid due volte.»5 Questo la dice lunga sulla difficoltà dei 

bambini sia di infettarsi una prima volta (sono meno sensibili rispetto agli adulti), sia di prenderlo 

una seconda volta. 

Questa parte di popolazione verrebbe quindi inutilmente vessata da pratiche sanitarie 

che non stentiamo a definire persecutorie, senza che ciò determini, per la popolazione scolastica, 

alcun reale beneficio. 

A ulteriore conferma della pericolosità di un siffatto protocollo richiamiamo 

all’attenzione delle Istituzioni il verbale del Comitato tecnico scientifico del 24-02-2020 nel quale si 

precisava che l’effettuazione di tamponi, in assenza di sintomi “non è giustificata in quanto non 

fornisce indicativa ai fini clinici ai sensi delle definizioni di caso”. 

È evidente quindi che adottare simili misure costituirebbe un enorme dispendio per la 

sanità ed un potenziale danno alla salute psicofisica dei bambini e delle loro famiglie, senza che 

ciò corrisponda alcun apprezzabile beneficio per la collettività. 

La Federazione Lavoratori Militari si oppone fermamente all’adozione di simili 

protocolli, inficiati da svariati profili di illegittimità e forieri di gravi abusi, ed anticipa azioni legali, 

anche a verifica del danno erariale, nei confronti di tutte le Istituzioni che dovessero approvarli e/o 

farli proporli. 

 
 

FEDERAZIONE LAVORATORI MILITARI - FLM 
Vice Segretario Generale Nazionale - FLM 

Serg. Magg. g.(gua.) par. Ciro SCOGNAMIGLIO 
 
 
 
 
 
 
 

 
5 https://www.interris.it/copertina/varianti-bambini-covid-fake/ 

https://www.interris.it/copertina/varianti-bambini-covid-fake/
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All. A  
Lett. Prot. n.  

FLM – 10/GIU.PERS./  
in data 29/03/2021  

ELENCO DEGLI INDIRIZZI 
 

PRESIDENTE DEL CONSIGLIO DEI MINISTRI  
On. Prof. Cav. Mario DRAGHI  
presidente@pec.governo.it  
 
MINISTRO PER LA PUBBLICA AMMINISTRAZIONE  
On. Prof. Cav. Renato BRUNETTA  
protocollo_dfp@mailbox.governo.it  
 
MINISTRO DELLA SALUTE  
On. Roberto SPERANZA  
gab@postacert.sanita.it  
 
MINISTRO DELLE DIFESA  
On. Lorenzo GUERINI  
udc@postacert.difesa.it  
 
MINISTRO DELL’ECONOMIA E DELLE FINANZE  
On. Cav. Comm. Daniele FRANCO  
mef@pec.mef.gov.it  
 
MINISTRO DELLE INFRASTRUTTURE E DEI TRASPORTI  
On. Prof. Enrico GIOVANNINI  
m_inf@pec.mit.gov.it 
 
 
e, per conoscenza:  

 
STATO MAGGIORE DELLA DIFESA  

Capo di Stato Maggiore  
Gen. S.A. Enzo VECCIARELLI  
stamadifesa@postacert.difesa.it 

  
SEGRETARIATO GENERALE DELLA DIFESA/DNA  

DIREZIONE GENERALE PER IL PERSONALE MILITARE  
Direttore Generale  

Amm. Sq. Pietro Luciano RICCA  
persomil@postacert.difesa.it 

  
STATO MAGGIORE DELL’ESERCITO  

Capo di Stato Maggiore  
Gen. C.A. Pietro SERINO  

statesercito@postacert.difesa.it 
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All. A 
Lett. Prot. n. 

FLM – 10/GIU.PERS./ 
in data 29/03/2021 

STATO MAGGIORE DELL’AERONAUTICA 
Capo di Stato Maggiore 

Gen. S.A. Alberto ROSSO 
stataereo@postacert.difesa.it 

STATO MAGGIORE DELLA MARINA MILITARE 
Capo di Stato Maggiore 

Amm. Sq. Giuseppe CAVO DRAGONE 
maristat@postacert.difesa.it 

COMANDO GENERALE 
DELL’ARMA DEI CARABINIERI 

Comandante Generale 
Gen. C.A. Teo LUZI 
cgcte@carabinieri.it 

COMANDO GENERALE 
DELLA GUARDIA DI FINANZA 

Comandante Generale 
Gen. C.A. Giuseppe ZAFARANA 

comando.generale@pec.gdf.it 

COMANDO GENERALE 
CAPITANERIE DI PORTO GUARDIA COSTIERA 

Comandante Generale 
Amm. Isp. Capo Giovanni PETTORINO 

cgcp@pec.mit.gov.it 

mailto:stataereo@postacert.difesa.it
mailto:maristat@postacert.difesa.it
mailto:cgcte@carabinieri.it
mailto:comando.generale@pec.gdf.it
mailto:cgcp@pec.mit.gov.it


• Where can I go for updates and more information?  The most up-to-date information on
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You are being given this Fact Sheet because your 
sample(s) was tested for the Coronavirus Disease 2019 
(COVID-19) using the Centers for Disease Control and 
Prevention’s (CDC) 2019-nCoV Real-Time RT-PCR 
Diagnostic Panel. 

This Fact Sheet contains information to help you 
understand the risks and benefits of using this test for 
the diagnosis of COVID-19. After reading this Fact 
Sheet, if you have questions or would like to discuss the 
information provided, please talk to your healthcare 
provider. 

What is COVID-19? 
COVID-19 is caused by the SARS-CoV-2 virus which is 
a new virus in humans causing a contagious respiratory 
illness. COVID-19 can present with a mild to severe 
illness, although some people infected with COVID-19 
may have no symptoms at all. Older adults and people 
of any age who have underlying medical conditions have 
a higher risk of severe illness from COVID-19. Serious 
outcomes of COVID-19 include hospitalization and 
death. The SARS-CoV-2 virus can be spread to others 
not just while one is sick, but even before a person 
shows signs or symptoms of being sick (e.g., fever, 
coughing, difficulty breathing, etc.). A full list of 
symptoms of COVID-19 can be found at the following 
link: https://www.cdc.gov/coronavirus/2019-
ncov/symptoms-testing/symptoms.html. 

What is the CDC 2019-nCoV Real-Time RT-PCR 
Diagnostic Panel? 
The test is designed to detect the virus that causes 
COVID-19 in respiratory specimens, for example nasal 
or oral swabs. 

Why was my sample tested? 
You were tested because your healthcare provider 
believes you may have been exposed to the virus that 
causes COVID-19 based on your signs and symptoms 
(e.g., fever, cough, difficulty breathing), and/or because: 

• You live in or have recently traveled to a place
where transmission of COVID-19 is known to occur,
and/or

• You have been in close contact with an individual
suspected of or confirmed to have COVID-19.

Testing of the samples will help find out if you may have 
COVID-19. 

What are the known and potential risks and benefits 
of the test? 

Potential risks include: 

• Possible discomfort or other complications that can
happen during sample collection.

• Possible incorrect test result (see below for more
information).

Potential benefits include: 

• The results, along with other information, can help
your healthcare provider make informed
recommendations about your care.

• The results of this test may help limit the spread of
COVID-19 to your family and those you come in
contact with.

For the most up to date information on COVID-19 
please visit the CDC Coronavirus Disease 2019 
(COVID-19) webpage: 
https://www.cdc.gov/COVID19 
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What does it mean if I have a positive test result? 
If you have a positive test result, it is very likely that you 
have COVID-19. Therefore, it is also likely that you may 
be placed in isolation to avoid spreading the virus to 
others. You should follow CDC guidance to reduce the 
potential transmission of disease.  

There is a smaller possibility that this test can give a 
positive result that is wrong (a false positive result) 
particularly when used in a population without many 
cases of COVID-19 infection. Your healthcare provider 
will work with you to determine how best to care for you 
based on the test results along with medical history, and 
your symptoms 

What does it mean if I have a negative test result? 
A negative test result means that the virus that causes 
COVID-19 was not found in your sample. 

However, it is possible for this test to give a negative 
result that is incorrect (false negative) in some people 
with COVID-19. You might test negative if the sample 
was collected early during your infection.  You could also 
be exposed to COVID-19 after your sample was 
collected and then have become infected.  This means 
that you could possibly still have COVID-19 even though 
the test result is negative. If your test is negative, your 
healthcare provider will consider the test result together 
with all other aspects of your medical history (such as 
symptoms, possible exposures, and geographical 
location of places you have recently traveled) in deciding 
how to care for you.  

Laboratories may use pooling when testing your 
specimen, which means they combine your sample with 
other individuals samples prior to testing. If your test 
result indicates your specimen was pooled and you have 
a negative test result there a small chance that your 
result is incorrect. You should talk with your healthcare 
provider if you are concerned. 

It is important that you work with your healthcare 
provider to help you understand the next steps you 
should take.  

Is this test FDA-approved or cleared? 
No. This test is not yet approved or cleared by the 
United States FDA. When there are no FDA-approved or 
cleared tests available, and other criteria are met, FDA 
can make tests available under an emergency access 
mechanism called an Emergency Use Authorization 
(EUA). The EUA for this test is supported by the 
Secretary of Health and Human Service’s (HHS’s) 
declaration that circumstances exist to justify the 
emergency use of in vitro diagnostics for the detection 
and/or diagnosis of the virus that causes COVID-19. 
This EUA will remain in effect (meaning this test can be 
used) for the duration of the COVID-19 declaration 
justifying emergency of IVDs, unless it is terminated or 
revoked by FDA (after which the test may no longer be 
used).  

What are the approved alternatives? 
There are no approved available alternative tests. FDA 
has issued EUAs for other tests that can be found at:  
https://www.fda.gov/emergency-preparedness-and-
response/mcm-legal-regulatory-and-policy-
framework/emergency-use-authorization.   

https://www.cdc.gov/nCoV
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization


Suggested citation: European Centre for Disease Prevention and Control. Options for the use of rapid antigen tests for COVID-19 
in the EU/EEA and the UK. 19 November 2020. ECDC: Stockholm; 2020. 
©European Centre for Disease Prevention and Control. Stockholm, 2020. 

TECHNICAL REPORT 

Options for the use of rapid antigen tests 
for COVID-19 in the EU/EEA and the UK  
19 November 2020 

Key messages 
• Rapid antigen tests can contribute to overall COVID-19 testing capacity, offering advantages in terms of

shorter turnaround times and reduced costs, especially in situations in which RT-PCR testing capacity is
limited.

• Test sensitivity for rapid antigen tests is generally lower than for RT-PCR.
• Rapid antigen tests perform best in cases with high viral load, in pre-symptomatic and early symptomatic

cases up to five days from symptom onset.
• ECDC agrees with the minimum performance requirements set by WHO at ≥80% sensitivity and ≥97%

specificity.
• ECDC recommends that EU Member States perform independent and setting-specific validations of rapid

antigen tests before their implementation.
• The use of rapid antigen tests is appropriate in high prevalence settings when a positive result is likely to

indicate true infection, as well as in low prevalence settings to rapidly identify highly infectious cases.
• Rapid antigen tests can help reduce further transmission through early detection of highly infectious

cases, enabling a rapid start of contact tracing.

Scope of this document 
On 28 October 2020, a European Commission Recommendation on COVID-19 testing strategies, including the 
use of rapid antigen tests was published [1]. That recommendation calls for European Union/European 
Economic Area (EU/EEA) Member States and the United Kingdom (UK) to agree on criteria to be used for the 
selection of rapid antigen tests, and to share and discuss information regarding the results of validation studies. 
This ECDC document is intended to facilitate further discussions between Member States with the aim of 
reaching agreement on the criteria to be used for the selection of rapid antigen tests, as well as scenarios and 
settings during which it is appropriate to use rapid antigen tests. This document is also intended to support 
clinical validations of rapid antigen tests.  

Summary 
To date, testing for SARS-CoV-2 infection mostly relies on reverse transcription polymerase chain reaction  
(RT-PCR) performed on a nasopharyngeal specimen. This testing method remains the gold standard for detecting 
SARS-CoV-2 and is characterised by both high sensitivity and specificity in detecting viral ribonucleic acid (RNA). 

The high volume of samples reaching the laboratories could, however, lead to a shortage of reagents and 
disposables and to a further increase in the turn-around time for RT-PCR tests. 
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Rapid antigen tests are easy to use and offer rapid results at low cost, but show lower sensitivity. 

Rapid antigen tests offer multiple benefits in comparison to RT-PCR tests for the detection of SARS-CoV-2. They 
have been developed as both laboratory-based tests and for near-patient use (point-of-care), and results are 
normally generated in 10 to 30 minutes after the start of the analysis, and at low cost. Most currently available 
rapid antigen tests show a lower sensitivity compared to the standard RT-PCR test, while their specificity is 
generally reported to be high. It is important to note that rapid antigen tests may be sensitive enough to detect 
cases with a high viral load, i.e. pre-symptomatic and early symptomatic cases (up to five days from symptom 
onset; or low RT-PCR cycle threshold (Ct) value <25), which likely account for a significant proportion of 
transmissions.  

WHO recommends rapid antigen tests that meet the minimum performance requirements of ≥80% sensitivity and 
≥97% specificity, while ECDC suggests aiming to use tests with a performance closer to RT-PCR, i.e. ≥90% 
sensitivity and ≥97% specificity. 

Rapid antigen tests should be applied in a way that compensates for the lower performance compared to RT-PCR, 
i.e. by including repeat testing for screening purposes and confirming test results by RT-PCR. 

Besides the performance of the test, other practical and strategic aspects play a significant role in deciding if a test 
can be used and with which indications. Examples of these considerations are the timeliness of test results, the 
scalability, the simplicity of use, instrumentation availability, human and material resources, and overall logistical 
arrangements for sampling and testing and costs. The epidemiological situation per setting, local area, region and 
nationwide also affect the testing strategy. 

Rapid antigen tests can be used for the early detection of cases when RT-PCR testing capacities are not available 
and receiving timely results is critical, e.g. for contact tracing purposes. Rapid antigen tests can offer a significant 
advantage over RT-PCR in terms of the timeliness of results.  

Due to the timeliness of results, rapid antigen tests can provide added value e.g. in the patient triage process in 
healthcare settings at admission. In the context of contact tracing, rapid antigen tests can allow for a faster 
identification of infectious contacts. 

When considering whether to use rapid antigen tests, a careful analysis of the expected sample volumes, 
availability of resources, equipment and supplies and logistical arrangements, including the expected need for 
confirmatory testing and supplies for those, needs to be carried out. 
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Background 
Timely and accurate COVID-19 testing is an essential part of surveillance, contact tracing, infection prevention and 
control, and clinical management of COVID-19. ECDC has proposed an objective-driven testing strategy for the EU 
with specific recommendations by level of virus circulation in the community, taking into account available public 
health resources and testing capacities [2].  

To date, testing for SARS-CoV-2 infection mostly relies on reverse transcription polymerase chain reaction (RT-
PCR) performed on a nasopharyngeal specimen. This testing method remains the gold standard for detecting 
SARS-CoV-2 and is characterised by both high sensitivity and specificity to detect viral ribonucleic acid (RNA). The 
current EU-level case definition of a confirmed COVID-19 case relies on detection of SARS-CoV-2 RNA in a clinical 
specimen by RT-PCR [3], however, there are intentions to update the case definition shortly.  

Diagnostic laboratories routinely perform RT-PCR tests, which require extraction of viral RNA as well as stationary 
instrumentation for nucleic acid amplification and detection. Theoretically, the time required to perform the RT-PCR 
test is a few hours, but in practice specimens often need to be transported from the place of sampling to the 
laboratory, and additional time then elapses until the specimen is processed. Limited internal laboratory capacity, 
including trained staff, and high sample volumes, may also contribute to the delayed processing of samples. As a 
result, the turnaround time can easily increase to several days. Early in the pandemic, most of the testing capacity 
was reserved to identifying cases in hospitals and high risk-settings. Since then, laboratory capacity has increased, 
and testing has been extended to comprehensively identify symptomatic cases and contacts of cases, and to 
perform screening programmes. The current upsurge of COVID-19 cases in Europe, coupled with the usual rise of 
other respiratory infections during autumn, has led to a dramatic increase in the demand for SARS-CoV-2 tests. 
The high volume of samples reaching the laboratories could lead to a shortage of reagents and disposables as 
already reported by some countries, and to a further increase in the turnaround time for RT-PCR tests.  

To complement RT-PCR testing, several countries have already started clinical validation of rapid antigen tests’ 
performance and some have integrated rapid antigen tests use in their national testing strategies [4-10]. WHO 
[11], Health Canada [12] and the US Centers for Disease Control and Prevention (CDC) have recently issued 
guidelines for the use of rapid antigen tests [13]. 

Benefits and challenges of the use of rapid antigen tests 
Rapid antigen tests offer multiple operational benefits in comparison to RT-PCR tests for detection of SARS-CoV-2. 
Rapid antigen tests have been developed as both laboratory-based tests and for near-patient use (point-of-care), 
and results are usually generated in 10 to 30 minutes after the start of the analysis. Some rapid antigen tests 
require a laboratory instrument for the analysis, but others do not as the analysis is performed on a handheld 
cartridge with visual readout (Annex 1). Rapid antigen tests generally offer low-cost testing and relatively simple 
handling. Due to the timeliness of results, rapid antigen tests can provide added value e.g. in the patient triage 
process in healthcare settings at admission. In the context of contact tracing, rapid antigen tests can allow for a 
more rapid identification of infectious contacts.  

There are also some operational drawbacks associated with the use of rapid antigen tests. Sampling for detection 
of SARS-CoV-2 by rapid antigen test relies mostly on nasopharyngeal specimens, as indicated by the 
manufacturers. As of today, these specimens require professional sampling and the use of personal protective 
equipment during sampling and processing. Self-sampling is not currently clinically validated for rapid antigen 
tests. Unlike RT-PCR, rapid antigen tests lack controls for confirmation of appropriate sampling. As many of the 
rapid antigen tests are processed individually, analysis of large volumes of specimens simultaneously is difficult and 
multiplex analysis of other respiratory pathogens is, as of today, not possible. An additional drawback with the 
rapid antigen tests is that the specimens are not necessarily shipped to public health laboratories for further 
characterisation, such as sequencing.  

In contrast to RT-PCR, which amplifies the virus target sequences, rapid antigen tests detect the presence of a 
viral antigen in the patient’s specimen without amplification. As a result, most currently available rapid antigen 
tests show a lower sensitivity compared to the standard RT-PCR test (Annex 1). However, their specificity is 
generally reported to be high (Annex 1) [14,15]. Furthermore, rapid antigen tests may be sensitive enough to 
detect cases with high viral load, i.e. pre-symptomatic and early symptomatic cases (up to five days from symptom 
onset; or low RT-PCR cycle threshold (Ct) value <25), which likely account for a significant proportion of 
transmission (Annex 1). Several countries that started to use rapid antigen tests target early detection of COVID-
19 cases, i.e. testing individuals with COVID-19-compatible symptoms early after disease onset. 
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The EU regulatory framework for diagnostic tests  
Reagents, control materials, testing kits, and instruments intended for medical use are referred to as in vitro 
diagnostic medical devices (IVDs)1. The currently applicable legislative framework for these devices at EU level is 
Directive 98/79/EC2. To place a device on the EU market, the manufacturer must demonstrate compliance with the 
applicable legal requirements in the Directive. This includes carrying out a performance evaluation of the device. 
For any devices intended for lay users, the manufacturer must also apply to a third-party body (called a notified 
body), which will examine the design aspects of the device and issue a corresponding certificate. For COVID-19 
devices intended by the manufacturer for professional use, there is no requirement to apply to a notified body. 
Once the manufacturer has declared conformity of the device with the legal requirements, they may affix the CE-
marking to the device and place it on the market.   

Thus, the CE-marking is mostly based on a self-assessment and a self-declaration by the test manufacturer, 
including the claims on test performance, for which the manufacturer needs to have appropriate technical 
documentation and studies to back up the claims. Independent information on the clinical performance of these 
tests in terms of sensitivity and specificity is often limited, and yet this is critical for proper interpretation of results. 
This is especially challenging in the context of the evolving pandemic. In its Communication of 15 April3 as well as 
in is most recent recommendation of 18 November [16], the Commission recommended that Member States carry 
out validation studies before introducing devices into clinical practice. 

The choice of tests to be used in national health systems is up to the individual Member States, as part of their 
national competences for organising and delivering health services and medical care4.  

From 26 May 2022, the Directive will be replaced by Regulation (EU) 2017/7465. The Regulation will strengthen the 
requirements for the evidence on performance of the device and introduce a thorough assessment of COVID-19 
tests, including rapid antigen tests, by notified bodies. 

Current data on rapid antigen test performance and use 
The WHO initiative FIND (Foundation for Innovative New Diagnostics) gives an overview of SARS-CoV-2 tests that 
are commercially available or in development for diagnosis of COVID-19, including an indication if they have CE-
markings [17]. As of 11 November 2020, there are 56 antigen tests with a CE-marking listed on the FIND 
database.  

Both WHO and the United States Food and Drug Administration (FDA) have provided emergency use listings or 
authorisations, respectively, for rapid antigen tests. WHO has listed two [18] and FDA seven rapid antigen tests 
[12,19].  

ECDC has performed a meta-analysis of the clinical performance of commercial SARS-CoV-2 tests, including four 
rapid antigen tests, up until 22 August 2020 [14]. Searching literature (pre-prints and peer-reviewed articles and 
including personal information from the European COVID-19 laboratory network partners) for rapid antigen tests 
with a CE-marking, we could retrieve additional results of clinical evaluation studies for nine rapid antigen tests 
from eight companies by 23 October 2020. Independent evaluations were performed in several countries, 
predominantly in symptomatic populations. The sensitivities and specificities were calculated against RT-PCR tests 
and ranged between 29% (95%CI 15.7-42.3) and 93.9% (95% CI 86.5-97.4) for test sensitivity and between 
80.2% (95% CI 71.1-86.7) and 100% (95% CI 98.8-100) for test specificity. The substantial differences in 
performance noted between the tests and between the studies can be partially explained by different populations 
and time of testing (proportion of persons that were tested early versus late in the course of the disease), and may 
also be affected by different RT-PCR assays used as gold-standard comparators, extraction methods or type of 
samples.  

Some studies confirmed that the sensitivity of tests was higher in specimens obtained within seven days following 
the onset of symptoms and for samples with lower Ct value at RT-PCR testing indicating higher viral load. The data 
collected from validations of tests with CE-marking presented in Annex 1 contains available information on time 
point of sampling and stratification by Ct values if those were reported.  

Infectiousness is likely associated with high viral loads resulting in RT-PCR Ct values below 25-30 [20]. RT-PCR-
positives cases with higher Ct values have been considered non-infectious in one study [13]. Since positive rapid 
 
 

 

 
1 See the complete definition of in vitro diagnostic medical device in Article 1 (2) (b) of Directive 98/79/EC. 
2 Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in vitro diagnostic medical devices, OJ L 331, 7.12.1998, 
p. 1–37. 
3 Communication from the Commission Guidelines on COVID-19 in vitro diagnostic tests and their performance 2020/C 122 I/01, C/2020/2391, OJ C 
122I, 15.4.2020, p. 1–7. 
4 See Article 168 of the Treaty on Functioning of the European Union, OJ C 115, 9.5.2008, p. 122–124. 
5 Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro diagnostic medical devices and repealing 
Directive 98/79/EC and Commission Decision 2010/227/EU (Text with EEA relevance.) OJ L 117, 5.5.2017, p. 176–332. 
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antigen test results are generally found in samples with high viral load, identification of potentially infectious cases 
is a possible use for rapid antigen tests. False negative rapid antigen test results have been identified in samples 
with a low viral load, consistent with low number of viable virus and likely low infectiousness.  

As a result, most rapid antigen tests available on the market are developed for testing in symptomatic persons and 
are not currently recommended for use in asymptomatic persons.  

The use of rapid antigen tests in EU/EEA Member States and 
the UK 

A survey, conducted by the European Commission Health Security Committee in September 2020, investigated the 
Member States’ practices in using rapid antigen tests. Overall, of the 15 EU Member States that responded to the 
survey, five EU Member States are using rapid antigen tests for some aspect of the response to the COVID-19 
pandemic. Nine of the 15 countries are currently carrying out clinical validation studies or pilots to assess the 
clinical/diagnostic performance and potential use of rapid antigen tests, and two Member States are not 
considering the use of rapid antigen tests [personal communication6]. According to this survey, some countries use 
the tests as part of their testing strategy for early identification of cases, conducting contact tracing, and/or 
implementing rapid isolation and quarantine of detected cases and their contacts. Other countries use rapid 
antigen tests specifically to ensure laboratory testing in remote areas where the gold standard RT-PCR is not 
available or timely enough. One country uses them for testing incoming travellers from other countries and in 
schools. 

Options for the use of rapid antigen tests 
Apart from the performance of the test, other practical and strategic aspects play a significant role in deciding 
whether a test can be used, and with which indications. Practical aspects that can influence the choice of rapid 
antigen test are the intended timeliness of test results, the scalability in case of increased demand, the simplicity of 
use, the availability of instrumentation and of human and material resources, the possibility to set-up all logistical 
arrangements for sampling and testing, and last but no least the associated cost. Furthermore, the epidemiological 
situation in specific settings or in an area/region/country will influence the choice of the most appropriate testing 
strategy and test selection. In this section, we outline some situations that countries may encounter and provide 
corresponding options for the use of rapid antigen test. 

Minimum performance requirements  
WHO recommends that rapid antigen tests that meet the minimum performance requirements of ≥80% sensitivity 
and ≥97% specificity can be used to diagnose SARS-CoV-2 infections in a range of settings where RT-PCR is 
unavailable or where an excessive turnaround time would preclude clinical and public health utility of results [20]. 
ECDC agrees with the WHO minimal criteria and acknowledges that the tests need to be validated for the intended 
setting and situation. It is important to note that rapid antigen tests perform best in the symptomatic population 
and soon after onset of symptoms. 

Rapid antigen tests should be applied in a manner that compensates for their lower performance as compared to  
RT-PCR, i.e. by including confirmatory or repeat testing in certain situations (see Figure 1). As the positive (PPV) 
and negative (NPV) predictive values of all tests are dependent on the epidemiological situation in combination 
with test performance, ECDC would suggest, especially in situations of low COVID-19 prevalence, to aim for use of 
tests with performance closer to RT-PCR, i.e. ≥90% sensitivity and ≥97% specificity [21].  

However, rapid antigen tests that only meet the minimum performance criteria can be successfully used in certain 
testing scenarios. A risk analysis should be performed that includes the probability of incorrect results, and the 
potential impact of these on the individuals tested and on the intended public health goals. Sub-optimal 
performance of tests can be mitigated by confirmatory testing by RT-PCR (see below for examples of settings and 
needs for confirmatory testing and figure 1), or by using a scheme of repeated rapid antigen test testing that 
maximises the chances to test individuals when viral loads are within the sensitivity range of the tests.  

Considerations for test validations 
The clinical performance of a test should be evaluated for the intended use and conditions, including the target 
population (symptomatic or asymptomatic), type of specimen, sampling method, RNA extraction and RT-PCR 
method, as well as pre-analytical factors. A test intended for early detection of cases needs to be validated using 
samples from cases in this phase of infection, i.e. within the first seven days after onset of symptoms. A validation 
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exercise using a sample collection covering the full spectrum of infected individuals in different stages of infection 
would lead to an underestimation of the performance of the test. In addition, the manufacturer’s instructions 
should be carefully followed for validation and the practical use of the test [22,23]. Preferably, such validation 
studies would be complemented with virus cultivation data from patient samples.  

ECDC concurs with the validation model for rapid antigen tests presented by FIND [23]. In the validation study, the 
performance of the new test should be compared to the current gold standard RT-PCR. Prospective clinical 
comparison using fresh respiratory swabs is the preferred study model, however, a retrospective approach using 
frozen respiratory specimens from confirmed cases in the adapted medium might be used. Clinical performance 
established on frozen specimens may be different compared to fresh clinical specimens. Manufacturer’s instructions 
for specimen handling need to be followed. 

In the prospective study design, two respiratory swabs are collected per participant at the same time point: one for 
RT-PCR testing and diagnosis, and one for rapid antigen testing. If the same buffer/transport medium proves to be 
suitable for both RT-PCR and rapid antigen testing, one swab can be used for both tests. For clinical validation, 
data collection should continue until a minimum of 100 COVID-19 RT-PCR positives and 100 COVID-19 RT-PCR 
negatives are included in the study. Preferably, a total of 300 negative samples should be included.  

For retrospective study design, remnant swab specimens, which have been collected from individuals suspected to 
have COVID-19 are used, following the manufacturer’s instructions on sample handling and storage procedures. A 
sample set should include samples representing the target population and setting for the intended use. Different 
validation studies could include specimens from different time points after onset of symptom and preferably span 
specimens from pre- or asymptomatic individuals to severe infections. A minimum of 100 COVID-19 RT-PCR 
positive and 100 PCR negative samples should be included in the study. Preferably, a total of 300 negative samples 
should be included. For a full description of study design, please see FIND’s webpage [23]. 

Depending on the target population or situation the test is validated for, the laboratories need to ensure the 
correct stratification of specimens and that they correspond to the intended use. Examples of stratification can be 
by days post-onset of symptoms or viral load characterised by Ct values or viral copy number.  

Target population and epidemiological situation  
PPV and NPV of a test depend on disease prevalence in the target population and the test performance and both 
should be considered when choosing to use a rapid antigen test with suboptimal sensitivity and specificity.  

Table 1 shows examples of the expected prevalence of COVID-19 in different target populations in different 
situations. Table 2 shows the corresponding NPV and PPV when applying hypothetical rapid antigen test and RT-
PCR tests with a sensitivity/specificity of 80/98% and 98/99.9% respectively, to these populations.  

Table 1. Estimated prevalence ranges in different target populations in different settings  
Target population Example prevalence range 
Community with high prevalence, outbreak setting, 
symptomatic healthcare workers 

High to very high (10-≥30%) 

Asymptomatic healthcare workers with significant 
exposure, community with high prevalence 

High (10%) 

Contacts of confirmed cases Low to very high (2-30%) 
Symptomatic persons in community when 
transmission is low 

Low to high (2-10%) 

Asymptomatic general population Very low to low (≤2%) 
Modified from FIND [17] 

Use of rapid antigen tests by public health objectives  
The public health objectives, based on the ECDC COVID-19 testing strategy [2], for which the use of rapid antigen 
tests may be beneficial, are the following:  

• prompt clinical management of cases with COVID-19-compatible symptoms at admission; 
• control transmission: early detection of cases, contact tracing, population-wide testing; 
• mitigate the impact of COVID-19 in healthcare and social-care settings: triage at admission, early detection 

and isolation; 
• identify clusters or outbreaks in specific settings: early detection and isolation.  

In the situations described above, rapid antigen tests can offer a significant advantage over RT-PCR in terms of 
bringing testing closer to persons to test and timeliness of results.  
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Use of rapid antigen tests by settings  
Considerations for the use of rapid antigen tests in settings of low 
and high infection prevalence and the need for confirmatory testing 
In a high prevalence setting, rapid antigen tests will have a high PPV (Table 2). In such a situation, a positive 
result from a rapid antigen test (even with a lower specificity than in RT-PCR tests and thus a higher probability of 
false positivity) is likely to indicate a true infection and may not require confirmation by RT-PCR. On the other 
hand, any negative test result should be confirmed by RT-PCR immediately or, in case of unavailability of RT-PCR, 
with another rapid antigen test a few days later (to allow the viral load to increase in previously false negative 
result). This is particularly true for asymptomatic cases with a known history of exposure. In any high-risk settings 
with vulnerable populations only RT-PCR should be used, unless RT-PCR capacity is limited. In vulnerable 
populations with symptoms, multiplex RT-PCR would be best suited for confirmation to exclude symptoms caused 
by other respiratory pathogens.  

In a low prevalence setting, rapid antigen tests will have a high NPV but a low PPV (Table 2). Therefore, if used 
correctly, rapid antigen tests should be able to rule out a highly infectious case in such a setting. A negative test 
result may not require confirmation by RT-PCR, whereas a positive test will need immediate sampling for a 
confirmation by RT-PCR. Recurring testing by rapid antigen test every 2-3 days with the aim to identify infectious 
cases in a population can partly mitigate the lower sensitivity of the test and can be used in certain settings such 
as in staff of health care settings. 

In low prevalence settings, sufficient RT-PCR and logistics capacity will probably be in place to ensure a rapid 
turnaround of results. However, there could still be an added value to the use of rapid antigen tests because of the 
low cost and rapid turnaround time of analysis. Here, a careful cost-benefit calculation has to be made in order not 
to exhaust the overall testing capacity in settings which have low impact on the course of the epidemic and the 
resources should rather be reserved for settings where highly infectious persons need to be detected.  

Table 2. NPV and PPV at 0.5, 1.0, 10 and 20% Covid-19 prevalence using a test with two different 
sensitivities and specificities, for comparison of typical performance of rapid antigen and RT-PCR 
tests (conceptual example) 

Example 
prevalence 

Sensitivity Specificity NPV PPV True 
positive 

False 
positive 

True 
negative 

False 
negative 

Nr with 
disease 

Nr of positive 
tests in total 

50/100 000 0.8 0.98 1.000 0.020 40 1 999 97 951 10 50 2 039 

50/100 000 0.98 0.999 1.000 0.329 49 100 99 850 1 50 149 

100/100 000 0.8 0.98 1.000 0.038 80 1 998 97 902 20 100 2 078 

100/100 000 0.98 0.999 1.000 0.495 98 100 99 800 2 100 198 

500/100 000 0.8 0.98 0.999 0.167 400 1 990 97 510 100 500 2 390 

500/100 000 0.98 0.999 1.000 0.831 490 100 99 401 10 500 590 

1 000/100 000 0.8 0.98 0.998 0.288 800 1 980 97 020 200 1 000 2 780 

1 000/100 000 0.98 0.999 1.000 0.908 980 99 98 901 20 1 000 1 079 

5 000/100 000 0.8 0.98 0.989 0.678 4 000 1 900 93 100 1 000 5 000 5 900 

5 000/100 000 0.98 0.999 0.999 0.981 4 900 95 94 905 100 5 000 4 995 

10 000/100 000 0.8 0.98 0.978 0.816 8 000 1800 88 200 2 000 10 000 9 800 

10 000/100 000 0.98 0.999 0.998 0.991 9 800 90 89 910 200 10 000 9 890 

20 000/100 000 0.8 0.98 0.951 0.909 16 000 1600 78 400 4 000 20 000 17 600 

20 000/100 000 0.98 0.999 0.995 0.996 19 600 80 79 920 400 20 000 19 680 

50 000/100 000 0.8 0.98 0.831 0.976 40 000 1000 49 000 10 000 50 000 41 000 

50 000/100 000 0.98 0.999 0.980 0.999 49 000 50 49 950 1 000 50 000 49 050 

Use of rapid antigen tests for symptomatic and asymptomatic cases 
Figure 1 gives a simple overview to guide the use of rapid antigen tests for symptomatic and asymptomatic 
persons in a high or low prevalence situation. 
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Figure 1. Flowchart describing objectives and settings when to use rapid antigen tests 

 

Using rapid antigen tests to test people with symptoms 
When the availability of RT-PCR tests is temporarily limited, the use of rapid antigen tests can be considered for 
individuals with COVID-19-compatible symptoms in settings and situations where the proportion of test positivity is 
high or very high, e.g. ≥10%. In most settings with low prevalence ECDC still recommends the use of RT-PCR for 
testing to increase the PPV. In the situations and settings listed below, rapid antigen tests should only be 
considered when sampling can be performed within five days of symptom onset. Negative rapid antigen test 
results should be confirmed with RT-PCR, or in the absence of RT-PCR with another rapid antigen test 2-4 days 
later. 

• In high prevalence situations, rapid antigen tests can be applied for testing possible and probable COVID-19 
cases presenting to healthcare.  

• In RT-PCR-confirmed outbreaks, rapid antigen tests can be used for testing symptomatic contacts to 
facilitate early detection of further cases as part of contact tracing and outbreak investigation.  

• In closed settings, e.g. prisons, migrant detention and reception centres, rapid antigen tests can be used to 
test symptomatic persons when a case has already been confirmed by RT-PCR in the setting. 

• To mitigate the impact of COVID-19 in healthcare and social-care settings, rapid antigen tests can be used 
for the triage of symptomatic patients or residents at admission and to test symptomatic patients or staff 
for early detection of cases. Results of testing can guide timely isolation and type of personal protective 
equipment required.  

• ILI/ARI/SARI samples for sentinel surveillance can be tested with rapid antigen tests, although RT-PCR should 
be the preferred option. Sentinel samples need to be tested for influenza and other respiratory viruses in 
parallel [24]. 

Rapid antigen tests can also be considered in specific situations in which prevalence is not high but where there is 
no availability of RT-PCR at all, for example migrant detention centres or occupational settings located in remote 
areas. 
 
Before using rapid antigen tests, a risk assessment is needed to evaluate the probability and impact of incorrect 
results. Capacity for confirmatory testing by RT-PCR should be in place, see section below on considerations for 
use of rapid antigen tests in settings of low and high infection prevalence and the need for confirmatory testing. 
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Using rapid antigen tests to test people without symptoms 
The use of rapid antigen tests can be recommended for testing individuals regardless of symptoms in settings in 
which the proportion of test positivity is expected to be ≥10%. In situations in which the time of exposure to a 
confirmed COVID-19 is known, testing using rapid antigen tests should be performed as soon as possible after the 
contacts have been identified. If more than seven days have passed since the exposure, it is recommended that 
negative rapid antigen tests are confirmed by RT-PCR. 

• To control transmission, rapid antigen tests can be used for testing asymptomatic high-risk exposure 
contacts as part of contact tracing. Negative test results need to be followed up with a secondary RT-PCR 
test. 

• In closed settings (like long term care facilities, LTCFs), asymptomatic low risk exposure contacts can be 
tested using a rapid antigen test. A negative result can be followed up by RT-PCR or another rapid antigen 
test two to four days later if RT-PCR capacities are limited. This is to ensure effective further contact 
tracing. Early release from quarantine based on a negative rapid antigen test or RT-PCR needs to be 
assessed on a case-by-case basis, especially for contacts working with vulnerable populations or contacts in 
high risk settings such as long-term care facilities or prisons.  

• In a high prevalence situation, in the context of circuit breaker strategies to detect individuals with high 
transmission potential in the community and to lower the pressure on health-care settings and laboratories, 
rapid antigen tests’ use can be considered for a targeted population-wide testing approach, e.g. in a local 
community. In such situation, the risk of not detecting all cases or risk of false negative results is balanced 
out by the timeliness of results and the possibility of serial testing of individuals.  

• Rapid antigen tests can be used for screening and serial testing (every two to three days) of residents and 
staff in healthcare, home care, long-term care facilities, closed settings (e.g. prisons, migrant detention and 
reception centres) and occupational settings in areas in which there is ongoing community transmission 
[25]. When a first case is confirmed in a resident or staff member of a closed setting, for example a long-
term care facility, or in the event of widespread community transmission in the area (high prevalence 
situation), a comprehensive testing strategy of all residents and staff should be considered.  

Rapid antigen tests are not suited for screening incoming travellers to prevent virus (re-) introduction in 
regions/countries that have achieved zero or very low levels of transmission. In these situations, i.e. in a low 
prevalence population, only RT-PCR should be used to reduce the risk of false negative results. Air travellers 
belong mostly to a non-symptomatic subpopulation, with variable but lower probability of COVID-19 compared to 
the general population (estimated prevalence of COVID-19 at <1%). When considering the adoption of rapid 
antigen tests for screening travellers, several considerations require attention. Please refer to the guidance 
developed jointly by ECDC and EASA on travel related measures for air travel.  

Further settings in which RT-PCR should be the preferred test option are diagnostic testing of patients with COVID-
19-compatible symptoms in hospitals, long-term care facilities or other social care settings to avoid the 
consequences of false negative results. If rapid antigen tests are used in these settings, negative tests need to be 
confirmed with RT-PCR.  

Time of sampling 
Based on the available evidence, replicating virus can be isolated from the nasopharyngeal specimens of individuals 
with mild to moderate symptoms from six days before to nine days after symptom onset [26]. The highest viral 
load has been observed in respiratory samples collected three days before to three days after the symptom onset 
[27].  

As mentioned above, rapid antigen tests have been shown to be more efficient in detecting cases in the days 
around the onset of symptoms, when the viral load is highest. A rapid antigen test should therefore be used within 
five days after the onset of symptoms. For asymptomatic contacts of cases, tests should be performed as soon as 
possible after the contact has been traced. If more than seven days have passed since a known exposure, there 
may be an increased risk of a false negative due to a reduction at the viral load, depending on the actual 
incubation period of the virus. In these cases, the test needs to be repeated by RT-PCR. Although the 
recommendation is to test as soon as possible after contacts have been traced, performing a test too early (i.e. 
immediately or within the first two days after a known exposure) increases the possibility of a false negative result. 
For those contacts (especially high-risk exposure contacts), it is advised that the test is repeated two to four days 
later. 

Testing capacities and availability of resources 
The processing time for a sample analysed with a rapid antigen test is less than half an hour, making it 
considerably shorter than that of RT-PCR. However, rapid antigen tests are run individually, and some require an 
instrument for the read-out of the result. For some handheld rapid antigen test devices with visual readout, a small 
number of specimens (up to 10) can be analysed in parallel. As a result, completing a large number of tests might 
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be prohibitively time-consuming. In contrast, diagnostic laboratories are able to conduct RT-PCR testing on 
multiple samples simultaneously, and the turnaround time, when managing a very large number of samples, might 
be shorter.  

When considering the use of rapid antigen tests, a careful analysis of the expected sample volumes, availability of 
resources, equipment and supplies, logistical arrangements including the expected need for confirmatory testing 
and supplies for those, needs to be carried out. 

Biosafety considerations 
At the time of writing, there is not enough evidence that buffers in the rapid antigen test testing systems are 
reliably inactivating SARS-CoV-2 within the short processing time. Appropriate biosafety measures must therefore 
be in place, and a risk assessment performed when sampling, handling and processing specimens and tests. Such 
additional protective measures may include primary containment devices or the use of a biological safety cabinet 
combined with appropriate personal protective equipment. 

Manufacturer instructions for sample collection, safe handling, proper waste management and use need to be 
followed precisely, including specimen type. 

User considerations 
For rapid antigen tests intended for use in point-of-care settings, trained healthcare or laboratory staff, or trained 
operators, are needed to carry out sampling, testing, test analysis and reporting of test results to clinical staff and 
public health authorities at local, regional, national and international level. Professional sampling is particularly 
important in the context of testing with rapid antigen tests as the test lacks a control showing successful sampling. 
Member States need to ensure sufficient capacities and resources for sampling, testing and reporting. To ensure 
these capacities, it is likely that additional healthcare personnel will need to be trained [28]. 

External quality assessment 
As noted in the ECDC strategy for the external quality assessment (EQA) of public health microbiology laboratories 
[29], EQAs improve and maintain high quality and comparability of key laboratory surveillance data reported at the 
European level. One of the aims with EQAs is also to foster capabilities to detect emerging and epidemic diseases 
across the EU/EEA Member States and the UK. To establish high quality and comparability of rapid antigen test 
results for SARS-CoV-2, EQAs suitable for rapid antigen tests should be used in the diagnostic laboratories in 
regular intervals.  

Interpretation of test results and implications for surveillance 
The interpretation of rapid antigen test results and the need for confirmatory testing of results need to be agreed 
upon for clinical decision-making, surveillance and acceptance between regions and countries. At the moment, the 
EU/EEA COVID-19 case definition only includes cases with RT-PCR confirmation. The EU/EEA case definition will be 
updated in the near future [30]. 

ECDC proposes that a positive antigen test in a symptomatic person and/or a person with a clear exposure history 
and/or X-ray characteristic for COVID-19 should be considered as a laboratory-confirmed case. Rapid antigen test 
should then also be included when computing testing rates and test positivity rates. Positive confirmatory PCR or 
recurring rapid antigen test investigations in the same individual should not be included in these counts. If 
confirmatory RT-PCR remains negative, those results should be reported negative even if the rapid antigen test 
result would be positive. If a rapid antigen test is used for SARS-CoV-2 detection during the influenza season, 
parallel testing for influenza viruses as well as subtyping and lineage determination, and testing for other 
respiratory viruses, should be performed. 

The countries applying rapid antigen tests would need to ensure that at the minimum a representative sample of 
specimens are shipped to national reference laboratories to ensure characterisation of circulating viruses for 
surveillance purposes.  
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Conclusions 
Rapid antigen tests can contribute to the overall COVID-19 testing capacity offering an advantage in terms of 
shorter turnaround time and reduced cost, especially in situations where RT-PCR testing capacity is reduced. 
Together, these benefits of rapid antigen tests can contribute to more efficient interruption of transmission through 
more timely identification of cases and faster contact tracing. The currently available data show that rapid antigen 
tests can best be used in settings where the time of symptom onset is known and is up to five days after symptom 
onset. After that, it becomes increasingly unlikely that rapid antigen tests will perform well.  

There are currently several rapid antigen tests on the EU/EEA market, but data on their clinical performance are 
limited and many of those data are based on a limited number of mainly symptomatic individuals. In addition, 
many of the reports are still preprints, and the data should therefore be interpreted cautiously.  

The validation studies conducted to date show variable performance between tests. ECDC recommends Member 
States perform independent validations of the rapid antigen tests against RT-PCR on specimens collected from 
patients around the onset of disease or within seven days after exposure and to conduct setting-specific validation 
of tests before deciding on any rapid test to be used. From such validation studies, ECDC suggests the use of tests 
that have a sensitivity of 90% or above and minimum specificity of 97%. 

If testing by rapid antigen test is considered, test performance and prevalence in the target population need to be 
taken into consideration, as there continues to be a considerable risk of false negative and positive results with 
rapid antigen tests, depending on the prevalence. This risk needs to be taken into account when considering the 
use of rapid antigen tests in specific settings. The use of rapid antigen tests also changes the logistical 
arrangements for testing, including resources and procedures needed for confirmatory testing, thus posing a 
possible challenge for Member States.  

A test that is able to detect the majority of infectious cases whether symptomatic or not, and that is sufficiently rapid 
to maximise the effectiveness of case isolation and contact tracing, would significantly improve COVID-19 prevention 
and control strategies. Further clinical validation studies, especially in asymptomatic persons and with different 
specimen types and comparing head-to-head with quantitative RT-PCR test, need to be conducted urgently. 

Contributing ECDC experts (in alphabetical order) 
Eeva Broberg, Bruno Ciancio, Csaba Ködmön, Annette Kraus, Katrin Leitmeyer, Angeliki Melidou, Daniel Palm, 
Senia Rosales-Klintz and Gianfranco Spiteri. 

Disclaimer 
All data published in this document are correct to the best of our knowledge at the time of publication.   
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Annex 1. Overview of available clinical validation results by antigen 
test by 06 November 2020 

Antigen test Manufacturer Type of 
interpretatio
n 

Authorization/
certification 

Country 
tested 

Type of 
specimen 

Population Stratified analysis Sensitivity %a 
(95%CI) 

Specificity % 
(95%CI) 

Ref 

BD Veritor™ System 
for Rapid Detection 
of SARS-CoV-2  

Becton, Dickinson 
and Company, BD 
Life Sciences—
Integrated 
Diagnostics 
Solutions, Sparks, 
MD, USA [31]  

NR CE-IVD  
 
Brazil ANVISA 
 
FDA-USA  

United 
States 

Nasopharyngeal 
or oropharyngeal 
swabs 

Symptomatic 
(n= 251) 

 
By symptoms onset 

1 dpo 
2 dpo 
3 dpo 
4 dpo 
5 dpo 
6 dpo 

≤ 7 dpo 

76.3 (60.8-87.0) 
 

87.5 (52.9 – 97.8) 
85.0 (64.0 – 94.8) 
81.8 (61.5 – 92.7) 
85.2 (67.5 – 94.1) 
83.9 (67.4 – 92.9) 
82.4 (66.5 – 91.7) 
76.3 (60.8 – 87.0) 

99.5 (97.7-99.9) 
 

100 (88.6 – 100) 
100 (95.1 – 100) 
100 (97.1 – 100) 
100 (97.7 – 100) 
100 (98.1 – 100) 
99.5 (97.4 – 99.9) 
99.5 (97.4 – 99.9)  

[32] 

  
  

The 
Netherlands 

Nasal swabs Symptomatic 
adults (n=352) 

 
 

By symptoms onset 
< 7 dpo 
≥ 7 dpo 

 
By symptoms onset 

and Ct values 
< 7 dpo, Ct < 20 
< 7 dpo, Ct 20-25 
< 7 dpo, Ct 25-30 
< 7 dpo, Ct ≥ 30 
< 7 dpo, Ct < 30 

 
≥ 7 dpo, Ct < 20 
≥ 7 dpo, Ct 20-25 
≥ 7 dpo, Ct 25-30 
≥ 7 dpo, Ct ≥ 30 
< 7 dpo, Ct < 30 

 

80.7 (73.2-86.9) 
 
 

91.0 (82.4-96.3) 
67.2 (53.7 -  79.0) 

 
 
 

100 (85.2-100) 
100 (89.7- 100) 

92.3 (64.0 – 99.8) 
25.0 (3.2 – 65.1) 
98.6 (92.3 -100) 

 
100 (29.2 -100) 
81.3 (54.4- 96.0) 
87.0 (66.4- 97.2) 
18.8 (4.1 – 45.7) 
85.7 (71.5 – 94.6)  

100(98.9-100) 
 
 

NR 
NR 

 
 
 

NR 
NR 
NR 
NR 
NR 

 
NR 
NR 
NR 
NR 
NR 

[33] 

RapiGen Biocredit 
COVID-19 Ag One 90 
Step SARS-CoV-2  

RapiGEN Inc., 
Anyang-si, Gyeonggi-
do, Republic of Korea 
[34] 

Visual  CE-IVD 
 
Brazil 
 
Philippines   

Chile Nasopharyngeal 
or oropharyngeal 
swabs 

Symptomatic 
(n=111) 

 
By Ct values 

Ct < 25 
Ct > 25 

 

62.0 (51.0-71.9) 
 

84.9 (72 - 92) 
15.4 (6 - 34) 

100 (88.7-100) 
 

NR 
NR 

[35] 

https://www.bd.com/en-us/offerings/capabilities/microbiology-solutions/point-of-care-testing/bd-veritor-plus-system-for-rapid-covid-19-sars-cov-2-testing
https://www.bd.com/en-us/offerings/capabilities/microbiology-solutions/point-of-care-testing/bd-veritor-plus-system-for-rapid-covid-19-sars-cov-2-testing
https://www.bd.com/en-us/offerings/capabilities/microbiology-solutions/point-of-care-testing/bd-veritor-plus-system-for-rapid-covid-19-sars-cov-2-testing
https://www.bd.com/en-us/offerings/capabilities/microbiology-solutions/point-of-care-testing/bd-veritor-plus-system-for-rapid-covid-19-sars-cov-2-testing
https://www.bd.com/en-us/offerings/capabilities/microbiology-solutions/point-of-care-testing/bd-veritor-plus-system-for-rapid-covid-19-sars-cov-2-testing
https://www.bd.com/en-us/offerings/capabilities/microbiology-solutions/point-of-care-testing/bd-veritor-plus-system-for-rapid-covid-19-sars-cov-2-testing
https://www.bd.com/en-us/offerings/capabilities/microbiology-solutions/point-of-care-testing/bd-veritor-plus-system-for-rapid-covid-19-sars-cov-2-testing
https://www.biovendor.com/file/13419/1-2%20IFU_Covid-19_Ag_Antigen_Multi%20Language%20SEP2020Watermarked.pdf?version=202009300841
https://www.biovendor.com/file/13419/1-2%20IFU_Covid-19_Ag_Antigen_Multi%20Language%20SEP2020Watermarked.pdf?version=202009300841
https://www.biovendor.com/file/13419/1-2%20IFU_Covid-19_Ag_Antigen_Multi%20Language%20SEP2020Watermarked.pdf?version=202009300841


 

 
 

Antigen test Manufacturer Type of 
interpretatio
n 

Authorization/
certification 

Country 
tested 

Type of 
specimen 

Population Stratified analysis Sensitivity %a 
(95%CI) 

Specificity % 
(95%CI) 

Ref 

    Hong Kong Respiratory 
samples 

NR (n= 336) 
 
NPA-TS (n=81) 
NPS-TS (n=103) 
Sputum(n= 62) 
Saliva(n= 122)  

By type of samples 
NPA-TS 
NPS-TS 
Sputum 
Saliva 
 
By type of samples 
and Ct values b 

NPA-TS, Ct < 18.57 
NPS-TS, Ct < 18.57 
Sputum, Ct < 18.57 
Saliva, Ct < 18.57 
 
NPA-TS, Ct >18.57 
NPS-TS, Ct > 18.57 
Sputum, Ct > 18.57 
Saliva, Ct > 18.57 

 

 
34.3 (NR) 
45.7 (NR) 
11.1 (NR) 
40.0 (NR) 

 
 
 

81.8 (NR) 
80.0 (NR) 
28.6 (NR) 
53.8 (NR) 

 
12.5 (NR) 

0 c 
7.9 (NR) 
21.1 (NR)  

 
NR 
NR 
NR 
NR 

 
 
 

NR 
NR 
NR 
NR 

 
NR 
NR 
NR 
NR 

[36] 

    Brazil Nasopharyngeal 
swabs 

Symptomatic 
(n=476) 

 
By symptoms onset 

< 7 dpo 
 

By Ct values 
Ct < 25  
Ct < 33  

 

74.4 (65.8-81.4) 
 

77.6 (68.3-84.7)  
 
 

90.9 (80.5-96.1)  
82.5 (73.7-88.8) 

 

98.9 (97.2-99.6) 
 

NR 
 
 

NR 
NR 

[37] 

Bioeasy 2019-nCoV 
Ag Fluorescence 
Rapid Test Kit 
  

Shenzhen Bioeasy 
Biotechnology Co. Lt. 
Guangdong Province, 
China [38] 
  

Reader CE-IVD 
  

Germany 
and the UK 

Nasopharyngeal 
or oropharyngeal 
swabs 

Symptomatic  
(n=727) 

 
By Ct values 

Ct < 25  
Ct ≥ 25  

 

66.7 (41.7-84.8) 
 

88.9 (56.5 -99.4) 
33.3 (9.7-70.0) 

93.1 (91.0-94.8) 
 

NR 
NR 

[39] 

Chile Nasopharyngeal 
or oropharyngeal 
swabs 

Symptomatic 
(n=127) 

 
By symptoms onset 

0 - 7 dpo 
8 - 12 dpo 

 
By Ct values d 

Ct < 25.1 
Ct ≥ 25.1 

 

93.9 (86.5-97.4) 
 

94.7 (87.2 -97.9) 
80.0 (37.6 – 96.4) 

 
 

100 (89.8-100) 
49.1 – 87.5  

100 (92.1-100) 
 

100 (NR) 
100 (NR) 

 
 

NR 
NR 

[40] 

Chile Nasopharyngeal 
or oropharyngeal 
swabs 

Symptomatic 
(n=111) 

 
By Ct values 

Ct < 25 
Ct > 25 

 

85.0 (75.6-91.2) 
 

100 (94 -100) 
54 (35 - 71) 

100 (89.0-100) 
 

NR 
NR  

[35] 

Coris COVID-19 Ag 
Respi-Strip 

Coris Bioconcept, 
Gembloux, Belgium 
[41] 

Visual  
 
  

CE-IVD 
 
  

Belgium Nasopharyngeal 
swabs 

Symptomatic  
(n= 328) 
 
HCW (n=53) 

 
By Ct values 

Ct < 25 

57.6 (NR) 
 

73.9 (NR) 
 

99.5 (NR) 
 

NR 
 

[42] 

http://en.bioeasy.com/?page_id=1002
http://en.bioeasy.com/?page_id=1002
http://en.bioeasy.com/?page_id=1002
http://en.bioeasy.com/?page_id=1002
https://www.corisbio.com/Products/Human-Field/Covid-19.php
https://www.corisbio.com/Products/Human-Field/Covid-19.php


 

 
 

Antigen test Manufacturer Type of 
interpretatio
n 

Authorization/
certification 

Country 
tested 

Type of 
specimen 

Population Stratified analysis Sensitivity %a 
(95%CI) 

Specificity % 
(95%CI) 

Ref 

By sub-population 
and Ct values 
HCW, Ct < 25 

 
 

92.9 (NR) 

 
NR 

France Nasopharyngeal 
swabs 

NR 
(n= 138) 

 
By Ct values 

Ct < 25 
 

50.0 (39.5-60.5) 
 

82.2 (NR) 

100 (91.8-100) 
 

NR 

[43] 

Belgium Nasopharyngeal 
swabs 

NR 
(n= 56) 

 30 (16.7–47.9)  100 (NR) [44] 
 

France Nasopharyngeal 
swabs 

Symptomatic 
(n=45) 

 
 

By Ct values 
Ct ≤ 25 
Ct 25-34 
Ct ≥ 35 

 
By symptoms onset 

≤ 7 dpo 
7 - 14 dpo 
> 14 dpo 

 

29.0 (15.7-42.3) 
 
 

87 (70-100) 
0 
0 
 
 

41.0 (20.4 – 61.6) 
29.0 (5.2 – 52.8) 

0 

100 (NR) 
 
 

100 (NR) 
100 (NR) 
100 (NR) 

 
 

100 (NR) 
100 (NR) 
100 (NR) 

[45] 

Belgium Nasopharyngeal 
swabs 

NR 
(n=148) 

 
By Ct values 

Ct < 25 
Ct < 30 
Ct < 35 

 

30.2 (21.7-39.9) 
 

100 (NR) 
70.6 (NR) 
46.9 (NR)  

100 (NR) 
 

NR 
NR 
NR 

[46] 

Germany 
and the UK 

Nasopharyngeal 
or combined 
nasopharyngeal 
and 
oropharyngeal 
swabs 

Symptomatic  
(n=425) 

 
 

By symptoms onset 
< 7 dpo 

 
 

50 (21.5-78.5) 
 
 

42.9 (15.8-75.0) 
 
  

95.8 (93.4-97.4) 
 
 

NR 
 
  

[47]  

LUMIPULSE SARS-
CoV-2 Ag kit 

Fujirebio, Japan [48] NR CE--IVD Japan Nasopharyngeal 
swabs 

NR  
(n= 313) 

 
 

By viral load 
> 100 copies 

10 - 100 copies 
1 – 10 copies 

< 1 copy 

55.2 (41.5-68.2) 
 
 

100 (NR) 
60 (NR) 
33 (NR) 
26 (NR) 

99.6 (97.8-99.9) 
 
 

NR 
NR 
NR 
NR 

[49] 

https://www.fujirebio.com/en/products-solutions/lumipulse-g-sars-cov2-ag
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n 

Authorization/
certification 

Country 
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Type of 
specimen 
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(95%CI) 

Specificity % 
(95%CI) 

Ref 

Abbott Panbio™ 
COVID-19 Ag Rapid 
Test 
  

Abbott Rapid 
Diagnostics, Chicago, 
US [50] 
  

Visual  CE-IVD  
WHO EUL  
  

Spain Nasopharyngeal 
swabs 

Symptomatic 
(n= 412) 
 
Adults (n= 387) 
Children (n=85)  

 
By sub-population 

Adults  
Children 

 
By symptoms onset 

< 5 dpo 
 

By Ct values 
Ct < 25  

 

79.6 (67.0-88.8) 
 

82.6 (69.3 -90.9) 
62.5 (30.6-86.3) 

 
 

80.4 (66.8-89.3) 
 
 

100 (NR) 

100 (98.7-100) 
 

NR 
NR 

 
 

NR 
 
 

NR 

[51] 

    The 
Netherlands 

Nasopharyngeal 
swabs 

Symptomatic 
(n= 1367) 

 
By Ct value  

Ct < 32  
 

72.6 (64.5-79.9) 
 
95.2 (89.3-98.5) 

100 (99.7-100) 
 

NR 

[52] 

    Aruba Nasopharyngeal 
swabs 

Symptomatic 
(n= 208) 

 
By Ct value  

Ct < 32  
 

81.0 (69.0 -89.8) 
 

98.0 (89.2–99.95) 

100 (97.5-100) 
 

NR 

[52] 

    Chile Nasopharyngeal 
swabs 

Symptomatic 
(n= 185) 
Asymptomatic 
(n= 55) 
Total  
(n= 240) 

 
By symptoms onset 

< 7 dpo 
 

By Ct values 
Ct < 25 
Ct < 30 
Ct < 35 

73.3 (62.2-83.8) 
 

86.5 (75.0 – 97.0) 
  
 

100 (NR) 
87.5 (NR) 
25.0 (NR)  

100 (NR) 
 

NR 
 
 

NR 
NR 
NR 

[53] 

SD Biosensor 
Standard F COVID-19 
Ag FIA 

SD Biosensor, Inc. 
Gyeonggi-doo, Korea  
 
F. Hoffmann-La 
Roche LTD, Basel, 
Switzerland 

Reader CE-IVD Brazil  Nasopharyngeal 
swabs 

Symptomatic   
(n= 421)  
Asymptomatic 
(n=29) 
Total (n= 453)  

 
By symptoms onset 

≤ 7 dpo 
 
 

By Ct value  
Ct ≤ 5  

 
Ct ≤ 33 

77.5 (69.2-84.1) 
 

80.2% (71.1, 86.7) 
 
 

87.9% (77.9, 93.7) 
80.9% (72.6, 87.2) 

80.2 (71.1-86.7) 
 
 

NR 
NR 
NR  

[17] 

SD Biosensor 
Standard Q COVID-
19 Ag Test 
  

SD Biosensor, Inc. 
Gyeonggi-doo, Korea  
[54] 
 
F. Hoffmann-La 
Roche LTD, Basel, 
Switzerland [55] 
  

Visual 
 
With F2400 
device  

CE-IVD 
 
Brazil 
 
WHO  
 
 
FDA USA - EUA 

Germany 
and the UK 

Nasopharyngeal 
or oropharyngeal 
swabs 

Symptomatic  
(n=2417) 

 
By type of specimen 

NPS 
OPS 

NPS/OPS (Berlin) 
NPS/OPS (Liverpool) 

 
By symptoms onset 

0 - 7 dpo 
8 - 14 dpo 
> 14 dpo 

 
By disease severity 

76.6 (62.8-86.4) 
 

57.1(25.0-84.1) 
NAe 

79.5 (64.5 -89.2) 
NA 

 
 

80.0 (64.1 -90.0) 
100 (51.0- 100) 

NA 
 
 

99.3 (98.6-99.6) 
 

97.9 (95.6 -99.1) 
100 (90.1 -100) 
99.7 (99.0-99.9) 
100 (83.2 -100) 

 
 

99.2 (98.4 -99.6) 
100 (93.0 – 100) 
100 (74.1 -100)  

 
 

[39] 

https://www.globalpointofcare.abbott/en/product-details/panbio-covid-19-ag-antigen-test.html
https://www.globalpointofcare.abbott/en/product-details/panbio-covid-19-ag-antigen-test.html
https://www.globalpointofcare.abbott/en/product-details/panbio-covid-19-ag-antigen-test.html
http://www.sdbiosensor.com/xe/
http://www.sdbiosensor.com/xe/
https://www.roche.com/media/releases/med-cor-2020-09-01b.htm
https://www.roche.com/media/releases/med-cor-2020-09-01b.htm
https://www.roche.com/media/releases/med-cor-2020-09-01b.htm
http://www.sdbiosensor.com/xe/
http://www.sdbiosensor.com/xe/
https://www.roche.com/media/releases/med-cor-2020-09-01b.htm
https://www.roche.com/media/releases/med-cor-2020-09-01b.htm
https://www.roche.com/media/releases/med-cor-2020-09-01b.htm
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Category 1 f 
Category 2 g 

Category 3 h 
 

By Ct values 
Ct < 25  
Ct ≥ 25  

 

58.8 (36.0 -78.4) 
85.7 (65.4 -95.0) 
100 (51.0-100) 

 
 

100 (82.4 -100) 
62.1 (44.0 -77.3) 

99.2 (97.9 -99.7) 
99.2 (98.2 – 99.7) 
100 (84.5 – 100) 

 
 

NR 
NR  

  
  

Italy Nasopharyngeal 
swabs 

Symptomatic 
(n= 185) 
Travellers (n= 
145) 
Total  
(n= 330) 

 
By Ct value  

Ct < 28  
Ct < 28-30  
Ct < 31-34  

Ct > 34  

70.6 (NR) 
 

100 (NR) 
38.5 (NR) 
26.7 (NR) 
9.1 (NR) 

100 (NR) 
 

NR 
NR 
NR 
NR  

[56] 

  
  

Italy Nasopharyngeal 
swabs 

NR 
(n= 359) 

 47.1 (37.1-57.1) 98.4 (96.0-99.6) [57] 

    The 
Netherlands  

Nasopharyngeal 
swabs 

Mild 
symptomatic 
(n=521) 

 
 

By Ct value  
Ct < 20  
Ct < 25  
Ct < 30  

 

87.14 (77-93.95) 
 
 

100 (NR) 
95.0 (NR) 
67.0 (NR) 

100 (99.2- 100)  
 
 

NR 
NR 
NR 

Pc7  

    The 
Netherlands   

Nasopharyngeal 
swabs  

Mild 
symptomatic 
(n=798)  

 
 

By Ct value  
Ct < 30  

83.6  (NR) 
 
 

93.7 (NR) 

99.5 
 
 

NR 

Pc8  

    The 
Netherlands 

Nasopharyngeal 
swabs 

Total (n= 977) 
Symptomatic 
92% 

 
 

By symptoms onset 
and Ct values 

 
≤3 dpo, Overall 
≤3 dpo; Ct < 25 
≤3 dpo; Ct < 30  

 
 
 

≤7 dpo; Overall; 
≤7 dpo; Ct < 25; 

84.0 (78.1-88.6) 
 
 
 
 

99.3 (84.1-97.4) 
100 (92.1-100) 

96.5 (88.1-99.0) 
 
 
 

89.9 (83.5-94.0) 
98.8 (93.7-99.9) 

99.5 (98.7-99.8) 
 
 
 
 

96.6 (97.9-100) 
NR 
NR 

 
 
 

96.6 (95.9-98.6) 

Pc9  

 
 

 

 
7 Chantal Reusken PhD, RIVM, the Netherlands (email communication, November 2020) 
8 Chantal Reusken PhD, RIVM, the Netherlands (email communication, November 2020) 
9 Clinical evaluation of the Roche/SD Biosensor rapid antigen test with symptomatic, non-hospitalized patients in a municipal health service drive-through testing site. Zsὁfia Iglὁi, Jans Velzing, Janko van Beek, David van de Vijver, 
Georgina Aron, Roel Ensing, Kimberley Benschop, Wanda Han, Timo Boelsums, Marion Koopmans, Corine Geurtsvankessel, Richard Molenkamp. (Manuscript in preparation) 



 

 
 

Antigen test Manufacturer Type of 
interpretatio
n 

Authorization/
certification 

Country 
tested 

Type of 
specimen 

Population Stratified analysis Sensitivity %a 
(95%CI) 

Specificity % 
(95%CI) 

Ref 

≤7 dpo; Ct<30) 
 

95.0 (89.4-97.7) 

    The 
Netherlands  

Nasopharyngeal 
swabs 

Mild 
symptomatic 
(n=628) 

 
By Ct values: 

Ct < 20 
Ct < 25  
Ct < 30  

 

78.0 (69.4-85.1) 
 

92.7 (NR) 
90.3 (NR) 
84.4 (NR) 

99.6 (98.6-99.9)  Pc10  

Quidel, SARS Ag Test 
with Sofia 2 device  

Quidel Corporation, 
San Diego, US  [58] 

NR  The 
Netherlands 

Nasopharyngeal 
swabs  

Mild 
symptomatic 
(n=733)  

 
By Ct values: 

Ct < 20  
Ct < 25  
Ct < 30  

 

84.0 (77-89.6)  
 

91.8 (NR) 
93.5 (NR) 
79.2 (NR) 

99.0 (99.1-100)  Pc10  

 
Pc: personal communication 
CE-IVD = CE Marking according to the Requirements of European Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in vitro diagnostic medical devices (IVDD) or 
its successor Directive; Ct= cycle threshold; Brazil ANVISA= Brazil National Health Surveillance Agency; dpo= days post symptoms onset; FDA = United States Federal Drug Agency; NA = not 
applicable; NPA-TS= Nasopharyngeal aspirate and throat swab; NPS= Nasopharyngeal swab; NPS-TS= Nasopharyngeal swab and throat swab; NR= not reported, OPS= oropharyngeal swab;   
a Results >90% sensitivity are presented in bold. 
b The Ct threshold was defined by the limit of detection between the antigen test, viral culture and RT-PCR calculated in this study.  
c None of the positive samples tested were detected by the antigen test.  
d Ct values was defined by using the upper limit of the interquartile range of the Ct values of all samples tested.  
e No positive PCR results in this category. 
f Category 1: normal activity possible 
g Category 2: light restrictions and able to walk 
 

h Category 3: limited self-sufficiency and completely need of care 

 
 

 

 
10 Chantal Reusken PhD, RIVM, the Netherlands (email communication, November 2020) 

https://www.quidel.com/immunoassays/rapid-sars-tests/sofia-sars-antigen-fia
https://www.quidel.com/immunoassays/rapid-sars-tests/sofia-sars-antigen-fia
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