
                                  Anspruch nach TestV                                  Anspruch nach TestV
                                    Vom 29.Juni.2022                                    Vom 29.Juni.2022



EUROPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Public health
Health Security 

EU HEALTH PREPAREDNESS 

EU Common list of COVID-19 antigen tests 

Agreed by the Health Security Committee 

Last update: 22 July 2022 

HSC common listHSC common list
Vom 22.Juli.2022Vom 22.Juli.2022



4

2. The EU common list of COVID-19 antigen tests
2.1 Category A and Category B devices

The EU common list of COVID-19 antigen tests has been split up in two categories: 

 Category A: Antigen tests for which their performance has been evaluated through
prospective clinical field studies and that meet the criteria agreed on 21 September 2021
(see section 2.2) have been placed under the “A-category” of the EU common list.
Category A.1 sets out the eligible COVID-19 rapid antigen tests and Category A.2 sets
out the eligible COVID-19 laboratory-based antigenic assays.

 Category B: Antigen tests for which their performance has been evaluated through
retrospective in vitro studies and that meet the criteria agreed on 21 September 2021
(see section 2.2) have been placed under the “B-category” of the EU common list.
Category B.1 sets out the eligible COVID-19 rapid antigen tests and Category B.2 sets
out the eligible COVID-19 laboratory-based antigenic assays.

EU Member States are strongly encouraged to use, in particular, antigen tests included under 
Category A of the EU common list for the issuance of EU Digital COVID certificates. 

Secondly, EU Member States should pay particular attention to the issuance of EU Digital 
COVID recovery certificates based on the result of devices listed under Category B and that 
have solely been evaluated by the Paul-Ehrlich-Institut (PEI) in Germany, as only the sensitivity 
of these antigen tests has been evaluated. 

Thirdly, EU Member States are strongly encouraged to ensure that only test results from the 
evaluated specimen type(s) as indicated for Category A devices are used for the issuance of EU 
Digital COVID test and recovery certificates. As regards the Category B devices, in general, 
retrospective in vitro studies do not aim to evaluate the clinical performance of an antigen test 
based on a specific specimen type. Therefore, the clinical performance of devices listed under 
Category B cannot be linked to a specific specimen type, which should be taken into 
consideration by EU Member States when using these antigen tests for the issuance of EU 
Digital COVID certificates.

2.2 Criteria to be met 
Based on a proposal by their Technical Working Group and taking into account the criteria 
presented by the Council Recommendation of 21 January 2021, the following section sets out 
the scope, definitions and criteria that were agreed by the Health Security Committee agreed on 
21 September 2021 and that should be met by devices in order to be included in the EU 
common list of COVID-19 antigen tests.

The Technical Working Group of the Health Security Committee monitors technical and 
epidemiological developments in the field of antigen testing on a continuous basis and will, if 
deemed necessary, reconsider the scope, definitions and criteria to be met by devices included 
in the EU common list. Particular attention will be paid to breakthrough infections among 
vaccinated individuals and the possible impact of such cases on the clinical performance of 
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Disclaimer: The Technical Working Group strongly recommends that antigen tests are primarily used for preliminary testing for SARS-CoV-2 infection in symptomatic patients, and notes that antigen 
tests should in particular be used in the specific contexts and circumstances referred to by the Commission Recommendation (EU) 2020/1743 and the updated technical report by ECDC on 26 October 

2021. The content of the EU common list is based on the clinical performance data and information that is available at this moment in time. The Technical Working Group stresses that the clinical 
performance data of devices included in the EU common list, resulting from independent validation studies meeting the agreed criteria, cannot be directly compared as absolute numbers.

Category A: COVID-19 antigen tests evaluated by prospective clinical field studies 
EU Member States are strongly encouraged to use, in particular, the antigen tests included under “Category A” of the EU common list for the issuance of EU 
Digital COVID certificates. The clinical performance of these devices – for the specimen type as indicated in the corresponding column - has been evaluated by (at 
least) one prospective clinical field study meeting the criteria and definitions as agreed by the Health Security Committee on 21 September 2021.

EU Member States are strongly encouraged to ensure that only test results from the evaluated specimen type(s) are used to issue EU Digital COVID certificates.

Devices highlighted in blue are identical in design and construction but are, for example, branded or distributed under a different name. The results of validation 
studies may be transferred between devices that are identical in design and construction. 

CATEGORY A.1: COVID-19 RAPID ANTIGEN TESTS 

Device 
ID # 15 REF number 16 Name of submitting 

company (and role) 17 
Commercial name of 
the device 17 

Clinical performance of the device  
As evaluated by independent validation studies, 
meeting the agreed criteria  

Evaluated specimen type(s)  
Eligible for issuing EU Digital 
COVID certificates  

Other specimen 
type(s) 17 
Not evaluated  

SARS-CoV-2 
Target protein 

Included in the EU 
common list since  
D/M/Y 

1833 AS-COV-008, AS-
COV-009 AAZ-LMB  COVID-VIRO® 

Prospective clinical field study  
Prospective study carried out in the “Centre 
Hospitalier d’Orléans” on nasopharyngeal 
swabs, simultaneously tested by RT PCR: 

Nasopharyngeal  Nasal Nucleocapsid 
protein 10/05/2021 

13 This is the list of COVID-19 antigen tests as referred to in Article 3 of the Regulation (EU) 2022/1034 of the European Parliament and of the Council of 29 June 2022, amending Regulation 
(EU) 2021/953 of the European Parliament and of the Council of 14 June 2021 on a framework for the issuance, verification and acceptance of interoperable COVID-19 vaccination, test and recovery 
certificates (EU Digital COVID Certificate) to facilitate free movement during the COVID-19 pandemic, OJ L 173, 30.6.2022, p. 37–45.
14 The Medical Device Coordination Group Guidance on performance evaluation of SARS-CoV-2 in vitro diagnostic medical devices, which will form the basis for common specifications to 
be adopted according to Article 9 of Regulation (EU) 2017/746, has been considered by the Technical Working Group for the development of the EU common list of COVID-19 antigen tests.
15 As registered in and used by the JRC database; see: https://covid-19-diagnostics.jrc.ec.europa.eu/.
16 The reference number is the identification number issued by the manufacturer to identify the device. It is usually included in the device’s labelling, instructions for use and/or declaration of 
conformity, and often preceded by the symbol ‘REF’. Synonyms for reference numbers are: catalogue numbers, commercial product codes or reorder numbers. The reference number may vary in 
different markets. The REF number included in the EU common list may be followed by “{…}”, which means this is generic number that will, in practice, be followed by further references, depending 
on the packaging, box, national market, etc. When a reference number is not issued, the device is typically identified by its commercial product name.
17 Identical to what is included in the Instructions For Use (IFU) and/or labelling of the antigen test.
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Device 
ID # 15 REF number 16 Name of submitting 

company (and role) 17 
Commercial name of 
the device 17 

Clinical performance of the device  
As evaluated by independent validation studies, 
meeting the agreed criteria  

Evaluated specimen type(s)  
Eligible for issuing EU Digital 
COVID certificates  

Other specimen 
type(s) 17 
Not evaluated  

SARS-CoV-2 
Target protein 

Included in the EU 
common list since  
D/M/Y 

in Finland against RT-PCR with specimens from 
962 symptomatic and asymptomatic individuals. 
Among the symptomatic subjects, overall 
sensitivity was 82.5% (33/40), which increased 
to 97.1% (33/34) in samples with a Ct value <30. 
The specificity was 100% (916/916). Source. 

2282 256091, 256113, 
256114 

Becton Dickinson 
(manufacturer) 

BD Kit for Rapid 
Detection of SARS-
CoV-2 

Prospective clinical field study 
Study in four Spanish hospitals (n = 476); 108 
positive samples, 368 negative samples. 
Sensitivity: 92%, specificity: 98.6%.  
Prospective clinical field study 
Independent study in the Netherlands including 
symptomatic individuals (n=979, PCR positive 
n=161). Sampling: Nasal mid-turbinate and OP 
swabs. Sensitivity overall: 79.5%; Sensitivity 
Ct<30: 93.2%; Specificity overall: 99.8%. 

Nasal  - Nucleocapsid 
protein 

10/11/2021 

1065 256089 
BD Veritor™ System 
for Rapid Detection of 
SARS CoV 2 

07/07/2021 

1778 601460, 601540 
Beijing Kewei Clinical 
Diagnostic Reagent 
Inc 

COVID19 Antigen 
Rapid Test Kit 

Prospective clinical field study 
Study at the General Hospital Jesenice in 
Slovenia: 103 RT-PCR positives and 450 RT-PCR 
negative subjects; symptomatic patients only. 
Overall sensitivity: 91.26%; specificity: 99.33%.  

Retrospective in vitro study 
Positive evaluation by Paul-Ehrlich-Institut (PEI) 
in Germany: Sensitivity of 100% at Ct < 25; 
Manufacturer specificity of 100%. 

Nasal - Nucleocapsid 
protein 21/12/2021 

1485 WJ-2950 
Beijing Wantai 
Biological Pharmacy 
Enterprise Co., Ltd 

Wantai SARS-CoV-2 
Ag Rapid Test 
(colloidal gold) 

Prospective clinical field study 
Independent prospective study by Public Health 
Institute Ostrava (Czechia), including 
nasopharyngeal swabs from unselected 
symptomatic and asymptomatic participants. 
Sensitivity 80.6%, specificity 98.5% on 155 
positive and 325 negative samples against RT-
PCR (N total = 480).  

Retrospective in vitro study 
Positive evaluation by Paul-Ehrlich-Institut (PEI) 
in Germany: Sensitivity of 100% at Ct < 25; 
Manufacturer specificity of 98.2%. 

Nasopharyngeal Nasal  Nucleocapsid 
protein 14/07/2021 



 

Date: June 8th, 2022 

Statement 
 

To whom it may concern, 
 
We, Beijing Wantai Biological Pharmacy Enterprise Co., Ltd. registered at 
No. 31 Kexueyuan Road, Changping District, Beijing 102206, China, as 
one of the leading Chinese enterprises specialized great progress in both 
product development and market presence. We’ve been committed to 
providing professional IVD solution to customers over the world. 
 
All viruses, including SARS-CoV-2, the virus that cause COVID-19, change 
over time. Some changes may effect the virus’s properties, such as how easily 
it spreads, the associated disease severity, or the performance of vaccines, 
therapeutic medicines, diagnostic tools, or other public health and social 
measures. The identified SARS-CoV-2 variants are as follows: 
 

WHO 
label 

Pango 
lineage 

GISAID 
clade/lineage 

Nextstrain clade 

Alpha B.1.1.7 GRY 20I(V1) 
Beta B.1.351 GH/501Y.V2 20H(V2) 

Gamma P.1 GR/501Y.V3 20J(V3) 
Delta B.1.617.2 G/478K.V1 21A 

Lambda C.37 GR/452Q.V1 21G 
Eta B.1.525 G/484K. V3 21D 
Iota B.1.526 GH/253G.V1 21F 

Kappa B.1.617.1 G/452R.V3 21B 
Mu B.1.621 GH 21H 

Omicron* B.1.1.529 GR/484A 21K, 21L, 21M, 
22A, 22B, 22C 

*Includes BA.1, BA.2, BA.3, BA.4, BA.5 and descendent lineages. 
 

hereby we declare that, the above-listed variants can be tested by WANTAI 
SARS-CoV-2 Ag Rapid Test (Colloidal Gold), code WJ-2950, and WANTAI 
SARS-CoV-2 RT-PCR Rapid test, code WS-2248. 
 

Sincerely, 

 

Beijing Wantai Biological Pharmacy Enterprise Co., Ltd.    
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Manufacturer: 
BEIJING WANTAI BIOLOGICAL PHARMACY ENTERPRISE CO.,LTD, located at No. 31 
Kexueyuan Road, Changping District, Beijing, 102206, P.R. of China 
TEL +86 10 59528888 FAX +86 10 89705849 

European Representative: 
Qarad BV Pas 257, 2440 Geel, Belgium 

Products Name: 
Wantai SARS-CoV-2 Ag Rapid Test (Colloidal Gold)
Product codes: WJ-2950

Registration number: BE-CA01 /1-90054-00008-IVD 

Classification Under IVDD: 
Not listed in Annex II 

Conformity assessment route: Annex Ill 
We hereby declare that the product mentioned above meets the provisions of the European Direc-
tive 98/79/EC for in vitro Diagnostic Medical Devices. All suppo此ing documentations are retained 
at the premises of the manufacturer. 

General applicable directive: 
Directive 98/79/EC of European Parliament and of the Council of 27 October 1998 on in vitro Diag
nostic Medical Devices. 

Standards applied: 
EN ISO 18113-1:2011 EN 18018113-2:2011 EN ISO 15223-1:2016 EN 13612: 2002 EN ISO 
23640:2015 EN 13641 :2002 EN ISO 14971 :2012 EN ISO 13485:2016. 

Ms. Zhao Lingzhi (Vice General Manager) 
Beijing, October 12, 2021 




