Manufacturer

RAT commercial name

Device ID
#15

Clinical performance
As reported by independent validation studies

Abbott Rapid Diagnostics

Panbio™ COVID-19 Ag
Rapid Test

1232

Prospective clinical field studies

BE:

Small-scale head-to-head comparison of 5 RATs in
Belgian hospital lab. Panbio overall sensitivity (Ct
range 14,6 —35,5): 45/57 samples (79%).
Sensitivity for Ct<25: 17/18 samples. Overall
specificity 100%.

NL:

1367 and 208 subjects were enrolled in Utrecht
and Aruba, respectively. Specificity of the Panbio™
COVID-19 Ag Rapid Test was 100% (95%Cl: 99.7—
100%) in both settings. Test sensitivity was 72.6%
(95%Cl: 64.5-79.9%) in the Netherlands and 81.0%
(95% Cl: 69.0-89.8%) in Aruba. Restricting RT-
gPCR test positivity to Ct-values <32 yielded test
sensitivities of 95.2% (95%Cl: 89.3-98.5%) in
Utrecht and 98.0% (95%Cl: 89.2-99.95%) in Aruba.

PT:

83 samples from symptomatic individuals (27 PCR
positive and 56 negative by PCR) were tested.
Sensitivity 63% (95%IC 42-81); specificity 100%
(95%IC 94-100). LoD TCID50/ml 1,38 x 102 and
CT<24.

SE:

Karolinska hospital evaluation of Lot 41ADFO61A.
Patient samples: 95 PCR positive, 150 negative. No
detailed sample description available. Sensitivity
59%, specificity 100%. Sensitivity Ct<25 = 90.2%.
FIND evaluation studies

DE (10 Dec 2020)

1108 samples, NP swab. Clinical sensitivities: Days
<7:90.8%;

Ct < 33: 88.3%; Ct < 25: 95.8%. Clinical specificity:
99.9%

CH (10 Dec 2020)

535 samples, NP swab. Clinical sensitivities: Days <
7:85.6%; Ct < 33:89.7%; Ct < 25: 96.8%. Clinical
specificity: 100%

India (25 June 2021)

526 samples, NP swab. Clinical sensitivities: Days <
7:61.3%-100%; Ct < 33: 74.2%-86.7%; Ct < 25:

91.9%-100%. Clinical specificity: 100%

Completed SARS- Included
Clinical performance LS CoV-2 . . in EU
P validation Specimen
Data by manufacturer . Target common
studies L L
protein list since:
91.4% sensitivity BE, DE®,
99.8% specificity ES, FI,
NP swab (Ct < 33) NLB], PT, Nasal swab, 17
Nucleo-
SE rotein Nasopharyngeal | February
98.1% sensitivity P swab 2021
99.8% specificity CH, India,
Nasal swab (Ct <33) NO, UK
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https://pubmed.ncbi.nlm.nih.gov/33785377/
https://www.sciencedirect.com/science/article/pii/S2589537020304211?via%3Dihub
https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices
https://pubmed.ncbi.nlm.nih.gov/33785377/
https://www.sciencedirect.com/science/article/pii/S2589537020304211?via%3Dihub
https://www.finddx.org/wp-content/uploads/2021/06/Panbio_Ag-Public-Report_v2.1.pdf
https://www.finddx.org/wp-content/uploads/2021/06/Panbio_Ag-Public-Report_v2.1.pdf
https://www.finddx.org/wp-content/uploads/2021/06/Panbio_Ag-India-Public-Report_v1.pdf

Manufacturer

RAT commercial name

Device ID
# 15

Clinical performance
As reported by independent validation studies

Clinical performance
Data by manufacturer ¢

Completed
validation
studies

SARS-

CoV-2

Target
protein

Specimen 7

Included

in EU

common
list since:

Retrospective in vitro studies
DE:
Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity of 99.8%

ABIOTEQ

Cora Gentest-19

2374

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99.8%

AccuBioTech Co.,Ltd

Accu-Tell SARS-CoV-2 Ag
Cassette

2579

Sensitivity 98,7%,
Specificity 99,8%

DEl

Nucleo-
capsid
protein

Anterior nasal
swab,

Nasal swab,
Nasopharyngeal
swab,
Oropharyngeal
swab,

Throat swab

20
October
2021

Retrospective in vitro study
DE:
Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99.2%

Acon Biotech (Hangzhou)
Co., Ltd

Flowflex SARS-CoV-2
Antigen Rapid Test

1457

Sensitivity: 95.7%
Specificity: 99.2%

DE(2]

Nucleo-
capsid
protein

Nasopharyngeal
swab

20
October
2021

Prospective clinical field study
FIND evaluation
CH (9 June 2021)
279 samples, nasal swab. Clinical sensitivities: Days
<7:92.2%; Ct < 33: 98.3%,; Ct < 25: 100%. Clinical
specificity: 99.5%
Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 94,1% at Ct < 25; Manufacturer
specificity: 99.54%

ACON Laboratories, Inc.

Flowflex SARS-CoV-2
Antigen Rapid Test

1468

Nasal swab
Clinical Sensitivity: 97.1 %
Clinical Specificity: 99.5 %

NP swab
Clinical Sensitivity: 97.6 %
Clinical Specificity: 99.4 %

DER

CH, UK

Nucleo-
capsid
protein

Nasal swab,
Nasopharyngeal
swab

14 July
2021

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 94,1% at Ct < 25; Manufacturer
specificity: 98,7%

AESKU.DIAGNOSTICS GmbH
& Co, KG

AESKU.RAPID SARS-CoV-2

2108

96.9% sensitivity
98.7% specificity
Nasal swab

DER

Nucleo-
protein

Nasal swab

10 May
2021

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 84% at Ct < 25; Manufacturer
specificity: 98%

96% sensitivity
98% specificity
NP swab

DEI

Nucleo-
protein

Nasal swab,
Throat swab

10 May
2021
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https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices
https://www.finddx.org/wp-content/uploads/2021/06/Acon_Flowflex_Ag-Public-Report_v1_20200609.pdf

Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance validpation CoV-2 Specimen 7 in EU
115 As reported by independent validation studies Data by manufacturer studies Target P common
protein list since:
Retrospe e 0 d 95% sensitivity
99.2% specificity Nasal swab
o TestNOW® - COVID-19 DE: . _ . NP swab , Nucleo- 110 May

Affimedix Inc. Antigen Test 2130 Positive evaluation by Paul-Ehrlich-Institut: 98.1% sensitivity DE protein Nasopharyngeal 2021
Sens.it.iv.ity of 100% at Ct < 25; Manufacturer 100% specificity swab
specificity: 99,2% Nasal swab

Retrospective in vitro study 97.3% sensitivity
. NP DE[ Nasal b 17

AMEDA Labordiagnostik | AMP Rapid Test SARS- DE: _ _ _ swab Nucleo- | oo0 SWab,

GmbH CoV-2 Ag 1304 Positive evaluation by Paul-Ehrlich-Institut: 97.3% sensitivity protein Nasopharyngeal | February
Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab CH, UK swab 2021
specificity: 100% 100% specificity

Retrospective in vitro study
. 279 itivi

Anbio (Xiamen) Rapid COVID-19 Antigen- 1822 DE-. ) . ) . 2?)07 f Zi?fsilcti:”ty’ DE! Unknown Nasal swab, 10 May

Biotechnology Co., Ltd Test (colloidal Gold) Positive evaluation by Paul-Ehrlich-Institut: 0P ¥ Throat swab 2021
Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab
specificity: 100%

Retrospective in vitro study Nasal/OP b: 96.4% itivit
asa swab: sensitivi
COVID-19 (SARS-CoV-2) DE: 99,8% specificity o i DE™ Nucleo Nasal swab, 10 May
. . . . ) i . ,670 -
Antigen Test Kit (Colloidal | 1736 P05|t.|\{e.evaluat|on by Paul-Ehrlich-Institut: NP swab: 95,7% sensitivity, 99,3% protein || 2021
Gold) Sensitivity of 100% at Ct < 25; Manufacturer specificity UK ! Other
Anhui Deep Blue Medical specificity: >99%
Technology Co., Ltd Retrospective in vitro study
COVID-19 (SARS-CoV-2) DE: 96.4 % sensitivity DE[ Nucleo- Anterior nasal 10 May
Antigen Test Kit (Colloidal | 1815 Positive evaluation by Paul-Ehrlich-Institut: 99.8 % specificity protein swab, Nasal 2021
Gold) — Nasal swab Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab UK swab
specificity: >99%
Ret tive in vitro stud
asoptarmgeal

Anhui Formaster Biosci Co., | New Coronavirus (COVID- : e e Nucleo- | swab,

Ltd 19) Antigen Rapid Test 2089 Positive evaluation by Paul-Ehrlich-Institut: sensitivity: 95.15%, specificity: 98.5% | DE[ protein | Oropharyngeal October
Sensitivity of 100% at Ct < 25; Manufacturer swab 2021
specificity: 98.5%

Prospective clinical field study
Fl: Clinical performance of the test was evaluated
against gRT-PCR with nasopharyngeal swab o
specimens collected from patients suspected of 1009% sensitivity _
ArcDia International Ltd mariPOC SARS-CoV-2 768 acute SARS-CoV-2 infection. Sensitivity of the 100% specificity FI g:‘oil:; ?;:Epharyngeal ;gzl\ilay

mariPOC test was 100.0% (13/13) directly from
swab specimens and 84.4% (38/45) from swab
specimens in undefined transport mediums.
Specificity of the test was 100.0% (201/201).

Nasopharyngeal swab
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https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices
https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices
https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices
https://www.medrxiv.org/content/10.1101/2021.02.08.21250086v2
https://www.medrxiv.org/content/10.1101/2021.02.08.21250086v2

SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance (\:l(:lrildpa:;toe: CoV-2 Specimen 7 in EU
115 As reported by independent validation studies Data by manufacturer studies Target P common
protein list since:
Retrospe e 0 a
. 100 % sensitivity
. . . . Fl: o Nucleo- | Nasopharyngeal| 14 July
ArcDia International Oy Ltd | mariPOC Respi+ 2078 Validated in several laboratories (studies not 100 % specificity Fl . b
NP b protein | swa 2021
published), meeting criteria. swa
Retrospective in vitro study
. 100 % sensitivity
. ) . . Fl: . Nucleo- | Nasopharyngeal| 14 July
ArcDia International Oy Ltd | mariPOC Quick Flu+ 2079 Validated in several laboratories (studies not 100 % specificity FI protein | swab 2021
published), meeting criteria. NP swab
Retrospective in vitro study
96.67% sensitivity, Nasal swab Nasal swab
. Artron COVID-19 Antigen DE: 91.67% sensitivity, NP swab Nucleo- ! 14 July
. - . . . ! DEI
Artron Laboratories Inc Test 1618 Positive evaluation by Paul-Ehrlich-Institut: 100 % specificity protein L\l\z:ck))pharyngeal 2021
Sensitivity of 100% at Ct < 25; Manufacturer Nasal/NP swab
specificity: 100%
Retrospective in vitro study
Asan Pharmaceutical Co., Asan Easy Test COVID-19 DE: 94.67% sensitivity, 97.71% specificity 10 May
Ltd Ag 1654 Positive evaluation by Paul-Ehrlich-Institut: Nasal swab DEP! Unknown | Nasal swab 2021
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 97.71%
Retrospective in vitro study Nasal swab,
. 9 e DE2 N
ECOTEST COVID-19 70 DE: . N 95.3% speeiicty Nucleo- s;:zphary”gea' 14 July
Antigen Rapid Test Device Positive evaluation by Paul-Ehrlich-Institut: £/ Sp Yy protein ) 2021
Sensitivity of 95% at Ct < 25; Manufacturer Nasal/NP/OP swab UK Oropharyngeal
Assure Tech. (Hangzhou) specificity: 99.2% swab
Retrospective in vitro study oee Nasopharyngeal
ECOTEST COVID-19 2350 DE: ) _ ) Sensitivity: 97.7%, Specificity: 99.1% Nucleo- | swab, 23 July
Antigen Rapid Test Device Positive evaluation by Paul-Ehrlich-Institut: NP and OP swab protein | Oropharyngeal | 2021
Sensitivity of 95% at Ct < 25; Manufacturer UK swab
specificity: 99.1%

18

18 This rapid antigen test, device ID 2010, was removed from the EU common list on 8 December 2021. The grace period will end on 2 Feb 2022, 23:59 CET.
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https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices

Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance validpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
R ospe 0] a
DE: Sensitivity: 93.18%
Ksmart® SARS-COV2 . . . . P Nasopharyngeal| 7 July
Avalun Antigen Rapid Test 1800 P05|t.|\{e.evaluat|on by Paul-Ehrlich-Institut: Specificity: 99.32% DE Unknown swab 2091
Sensitivity of 94,1% at Ct < 25; Manufacturer NP swab
specificity: 99,32%
Retrospective in vitro study
AXIOM Gesellschaft fiir 98% sensitivit Nasal swab,
. R R . COVID-19 Antigen Rapid DE: y . y Nucleo- | Nasopharyngeal| 10 May
Diagnostica und Biochemica 2101 Positive evaluation by Paul-Ehrlich-Institut: 100% specificity DE[™ )
Test T protein | swab, Throat 2021
mbH Sensitivity of 100% at Ct < 25; Manufacturer NP/Nasal swab ewab
specificity: 100%
Retrospective in vitro study Nasal swab,
. ) DE: 95% sensitivity Nasopharyngeal
VID-19 A R 10M
Azure Biotech, Inc. '?c(:st Dev?ce ntigen Rapid 1906 Positive evaluation by Paul-Ehrlich-Institut (NP 99.2% specificity DE® Unknown | swab, 2321ay
swab): Sensitivity of 86% at Ct < 25; Manufacturer | NP swab Oropharyngeal
specificity: 99.2% swab
Prospective clinical field studies
ES:
Prospective study in four Spanish hospitals (n =
476); 108 positive samples, 368 negative samples.
Sensitivity: 92%, specificity: 98.6%.
NL:
Independent field study in symptomatic
individuals (n=979, PCR positive n=161) - sampling
was Nasal mid-turbinate + OP swab. Sensitivity
. o/ _ iy . o/ _
BD Veritor™ System for overr'al.l.'79.5A> sensitivity Ct<30: 93.2% Clinical Sensitivity: 91.1 % DE2 E
S X . Specificity overall: 99.8% L s L ES, | Nucleo- 7 July
Becton Dickinson Rapid Detection of SARS | 1065 Clinical Specificity: 99.6 % . Nasal swab
NL, SE protein 2021

CoV 2

SE:

Karolinska hospital evaluation of Lot 0255648.
Patient samples: 95 PCR positive, 150 negative. No
detailed sample description available. Sensitivity
45%, specificity 97%. Sensitivity Ct<25 = 87.8%.

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 83% at Ct < 25; Manufacturer
specificity: 99.6%

Nasal swab

16



. - - Completed SARS- In.c luded
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance validation CoV-2 Sl in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target common
protein list since:
Prospe e a ela aie
ES:
Prospective study in four Spanish hospitals (n =
476); 108 positive samples, 368 negative samples.
itivitv: 0 ificitv: 0 . epe
o BD Kit for Rapid Detection sensitivity: 92%, specificty: 98.6%. CI!n!caI Sens!t!v!ty: 91.1% Nucleo- 10
Becton Dickinson of SARS-CoV-2 2282 Clinical Specificity: 99.6 % ES, NL rotein Nasal swab Novembe]
NL: Nasal swab P 2021
Independent field study in symptomatic
individuals (n=979, PCR positive n=161) - sampling
was Nasal mid-turbinate + OP swab. Sensitivity
overall: 79.5% - Sensitivity Ct<30: 93.2% -
Specificity overall: 99.8%
FIND evaluation
Brazil (15 September 2021)
453 samples, nasal swab. Clinical sensitivities: Days
<7:90.1%; Ct < 33: 89.5%; Ct < 25: 95.5%. Clinical
specificity: 100% Nasal swabs,
Beijing Hotgen Biotech Co., Novel Cor'onawrus 2019- UK (15 September 2021) L T 97.1% sensitivity Nucleo- | Throatswabs, |10 May
Ltd nCoV Antigen Test 1870 248 samples, NP swab. Clinical sensmvmesE D.aysf 99.76% specificity DE[ protein 2021
(Colloidal Gold) 7:84.4%; Ct < 33: 80.6%; Ct < 25: 82.8%. Clinical .
P = I Saliva
specificity: 99.4%
DE:
Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99.76%
swab,
Nasal swab,
Beijing Jinwofu Novel Coronavirus (SARS- DE: 96.88 % sensitivity Nucleo- Nasopharyngeal 14 Jul
Bioengineering Technology | CoV-2) Antigen Rapid Test| 2072 Positive evaluation by Paul-Ehrlich-Institut: 100 % specificity DE2 ) swab, Y
X protein 2021
Co.,Ltd. Kit Sensitivity of 100% at Ct < 25 + Manufacturer Nasal/ NP/ OP swab Oropharyngeal
specificity: 100% swab
I Saliva
. . . DE: o e o e Nasal swab, 17
?Zg;:;g;j:; C'\gfi'tcdal _?_,:StSK(i:toV 2 Antigen Rapid| ;55 Positive evaluation by Paul-Ehrlich-Institut: Zifa?f;aegs'tw'ty’ 99.26% specificity DE Unknown zl;:zpharvngeal ;gl;rluarv

Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99.26%
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https://www.finddx.org/wp-content/uploads/2021/09/Hotgen_Ag-Public-Report_V2-1.pdf
https://www.finddx.org/wp-content/uploads/2021/09/Hotgen_Ag-Public-Report_V2-1.pdf

Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance vali dpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
Retrospective in vitro study
Beijing O&D Biotech Co., COVID-19 Antigen Rapid DE:. . . . . sensitivity: 92.17%, specificity: 98.67 ) NUCI?O_ Nasal swab, 20
Ltd. Test 2494 Positive evaluation by Paul-Ehrlich-Institut: % DE® capsid Oropharyngeal | October
Sensitivity of 100% at Ct < 25; Manufacturer protein |swab 2021
specificity: 98.67%
19
Prospective clinical field study
CZ:
Independent prospective study by Public Health Anterior nasal
Institute Ostrava (CZ), including NP swabs from swab, Nasal
unselected symptomatic and asymptomatic swab,
I ’ - - o e o o L
Beijing Wantai Bl(?loglcal Wantai SARS-CoV-2 Ag participants. Sensitivity 80.6%, SpecIfICItY 98.5% on |93.2% sens!t‘lv.lty o Nasopharyngeal 14 July
Pharmacy Enterprise Co., Rapid Test (colloidal gold) 1485 155 pos. and 325 neg. samples (as resulting by RT- |98.2% specificity Cz, DE Unknown |swab, 2021
Ltd P g PCR). Ct not reported. N total = 480 Nasal swab Oropharyngeal
Retrospective in vitro study swab
DE: .
Positive evaluation by Paul-Ehrlich-Institut: I Saliva
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 98.2%
Retrospective in vitro study
HR:
BioGnost Ltd CoviGnost AG Test Device |, ,- 300 NP samples (retrospective), symptomatic (<7 | Sensitivity: 96%, Specificity: 99% HR Unknown Nasopharyngeal | 23 July
1x20 dps): 200 PCR+ samples (range Ct 16-30), Ct<30:  |NP swab swab 2021
sensitivity 96.5%
100 PCR- samples: specificity 100%
Retrospective in vitro study
" . i i . Nucleo- i
BIOHIT HealthCcare (Hefei) ?_:;SKEO(\;I5O¢22Lgee:c:apld 1286 DE" . ) . ) Sensitivity: 96.77% Specificity: 98.9% DEE capsid Anterior nasal |23 July
Co., Ltd. P05|t'|\{e'evaluat|0n by Paul-Ehrlich-Institut: NP/OP swab ; swab 2021
Immunochromato-graphy) Sensitivity of 100% at Ct < 25; Manufacturer protein

specificity: 98.9%

19 This rapid antigen test, device ID 1484, was removed from the EU common list on 20 October 2021. The grace period will end on 15 Dec 2021, 23:59 CET
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Manufacturer

RAT commercial name

Device ID
#15

Clinical performance
As reported by independent validation studies

Clinical performance
Data by manufacturer ¢

Completed
validation
studies

SARS-

CoV-2

Target
protein

Specimen 7

Included
in EU
common
list since:

BIOHIT HealthCcare (Hefei)
Co., Ltd.

SARS-CoV-2 Antigen Rapid
Test (Colloidal Gold
Method)

2230

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99.49%

Sensitivity: 96.12%,
Specificity: 99.49 %

DE

Nucleo-
capsid
protein

Nasal swab

8
December
2021

BioMaxima SA

SARS-CoV-2 Ag Rapid Test

2035

Prospective clinical field studies

FR:

NP swabs, Diagnostic sensitivity: 96,4% (80/83)
(95% ClI: 89,8-99,2%); diagnostic specificity: 99,2%,
(120/121)

PL:
Evaluation of the test was performed on 480
samples of nasopharyngeal swabs taken from
patients with symptoms of COVID-19 and from
people in contact with an infected person but
without symptoms of infection. Positive results of
the antigen test were obtained in 205 patients and
in the molecular test 213 people. On the other
hand, negative results of the antigen test were
obtained in 275 people and in the molecular test
267 people. The above results permitted
calculation of diagnostic sensitivity, which was
93.43% (95% Cl: 91.61%~97.19%) and diagnostic
specificity, which was 97.75% (95% Cl:
93.74%~98.92%)

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99%

Sensitivity: 95%
Specificity: 99%
NP Swab

DEW, FR,
PL

Nucleo-
protein

Nasopharyngeal
swab

23 July
2021

Biomerica Inc.

Biomerica COVID-19
Antigen Rapid Test
(nasopharyngeal swab)

1599

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99,7%

Clinical Sensitivity: 94.7%; Clinical
specificity: 99.7%
Nasal/NP swab

DER

Nucleo-
protein

Nasal swab,
Nasopharyngeal
swab

7 July
2021
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https://evereth.pl/zastosowanie-szybkiego-testu-antygenowego-do-diagnostyki-covid-19-w-porownaniu-z-molekularnym-testem-rt-pcr/

Manufacturer

RAT commercial name

Device ID
#15

Clinical performance
As reported by independent validation studies

BIONOTE

NowCheck COVID-19 Ag
Test

1242

Clinical performance
Data by manufacturer ¢

Completed
validation
studies

SARS-

CoV-2

Target
protein

Specimen 7

Included

in EU

common
list since:

Prospective clinical field study

FIND evaluation

Brazil (20 April 2021)

400 samples, NP swab. Clinical sensitivities: Days <

7:92.2%; Ct < 33: 91.4%; Ct < 25: 94.8%. Clinical

specificity: 97.3%

Brazil (30 March 2021)

218 samples, Nasal/NP swab. Clinical sensitivities:

Days < 7:92.5% (N/NP); Ct <33:97.2% (N/NP); Ct

< 25:100% (N/NP); Clinical specificity: 98.6%
Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 98,6%

BIO-RAD

CORONAVIRUS AG RAPID
TEST CASSETTE

2031

Clinical Sensitivity: 90.91 %
Clinical Specificity: 99.43 %
Nasal swab, NP swab

DEl

Brazil

Unknown

Nasal swab,
Nasopharyngeal
swab

7 July
2021

Prospective clinical field studies

ES’:

e Prospective study; 96 positive samples and 269
negative samples. Sensitivity 94%. Specificity
99.2%. No Ct distribution specified.

e NP swab: sensitivity 98,3%; specificity 99,6%
(119 positive samples, 746 negative samples)

e Nasal swab: sensitivity 97,2%,; specificity 100%
(109 positive samples, 128 negative samples)

Clinical Sensitivity: 98% (NP: 98,32% /
Nasal: 97,25%)

Clinical Specificity: 99% (NP: 99,6% /
Nasal: 100%)

ES

Nucleo-
protein

Nasal swab,
Nasopharyngeal
swab

7 July
2021
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https://www.finddx.org/wp-content/uploads/2021/06/Bionote_Ag-Public-Report_20210420-v1-5.pdf
https://www.finddx.org/wp-content/uploads/2021/06/Bionote_Nasal_Ag-Public-Report_20210330-v1.pdf

Manufacturer

RAT commercial name

Device ID
#15

Clinical performance
As reported by independent validation studies

BIOSYNEX SWISS S.A.

BIOSYNEX COVID-19 Ag
BSS

1223

Prospective clinical field studies

BEIS!:

Small-scale head-to-head comparison of 5 RATs in
Belgian hospital lab. Biosynex overall sensitivity (Ct
range 14.6 —35.5): 52/58 samples (89.7%).
Sensitivity for Ct<25: 18/18 samples. Overall
specificity only 46.2%, but this is probably linked
to the use of transport medium instead of the
swab included in the kit.

FR:
NP swabs, prospective study (71/71) : sensitivity
100% (45/45, specificity 100%

NL:

Independent field study, mainly symptomatic
individuals (n=568, PCR positive n=39), NP swab;
sensitivity Ct<30: 96.0%, sensitivity <25: 100%;
specificity overall: 100%

NL:

Independent field study, symptomatic individuals
(n=270, PCR positive n=17), NP+OP swab;
sensitivity Ct<30: 94.1%, sensitivity Ct<25: 100%,;
specificity overall: 100%

SE:

Karolinska hospital evaluation of Lot 20100103.

Patient samples; 95 PCR positive, 150 negative. No

detailed sample description available. Sensitivity

76%, specificity 96%. Sensitivity Ct<25 = 100%.
Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:

Sensitivity of 100% at Ct < 25; Manufacturer

specificity: 100%

BIOSYNEX SA

BIOSYNEX COVID-19 Ag+
BSS

1494

Prospective clinical field study

FR:
Validation study data: 125 positive and 118
negative samples; sensitivity 96%, specificity: 99%

Completed SARS- Included
Clinical performance validation CoV-2 S in EU
Data by manufacturer ¢ studies Target common
protein list since:
BE, DE®,
96% sensitivity, 100% specificity, FR,NLF), | Nucleo- |Nasal swab, 17
NP/Nasal swab SE capsid Nasopharyngeal | February
protein  |[swab 2021
CH
Clinical Sensitivity: 97.5 % FR Nucleo- |Nasal swab, 7 1ul
Specificity: 99% capsid Nasopharyngeal 2021\/
Nasal swab, NP swab UK protein swab
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https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices

Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance vali dpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
Retrospective in vitro study
: 96.49 % sensitivit Nasopharyngeal
BIOTEKE CORPORATION SARS-CoV-2 Antigen Test 2067 DE'_ i . i . 99.28‘705 ecificity DER Nucleo- |swab, 14 July
(wuxi) co., LTD Kit (colloidal gold method) Positive evaluation by Paul-Ehrlich-Institut: 48 70 SP ¥ protein |Oropharyngeal [2021
Sensitivity of 95% at Ct < 25; Manufacturer OP/NP swab swab
specificity: 99.28%
Retrospective in vitro study
Biotical Health biotical SARS-CoV-2Ag |, BE: o Sensitivity: 96%, Specificity: 99% BE Nucleo- | Nasopharyngeal | 23 July
S.L.U.BIOTICAL HEALTH S.L.U | Card Validation study 1: sensitivity 91.7% for Ct<25; NP swab protein  |swab 2021
Validation study 2: 94% for Ct<25. Manufacturer
specificity: 99%
Prospective clinical field study
N | h | I
: i mi i (= itivity: 9 ificity: 9 Nucleo- |Nasopharyngeal |23 Ju
Boditech Med Inc AFIAS COVID-19 Ag 1989 Independent.fl.eld study in mild symptomatic (n= | Sensitivity: 91.7%, Specificity: 98.7% NL ‘ pharyng Y
427, PCR positive: 106); unknown swab, overall NP swab protein |swab 2021
sensitivity: 81.1%, sensitivity Ct <30: 96.4%;
specificity: 100%,
Retrospective in vitro study Nasal swab,
BTNX Inc Rapid Response COVID-19 1236 DE:_ . ) . ) 90.2% sensitivity 100% specificity NP DE Nucleo- L\lvizcgpharyngeal 10 May
Antigen Rapid Test Positive eva‘lu.a‘tlon by Paul-Ehrlich-Institut (NP swab, NP swab, OP swab protein ’ 2021
swab): Sensitivity of 100% at Ct < 25; Oropharyngeal
Manufacturer specificity: 100% swab
Prospective clinical field study
ES: 92.9% sensitivity 17
CerTest Biotec fee;rtTest SARS-CoV-2 Card 1173 Ct < 25, sensitivity: 94,0%; sensitivity for samples 99.6% specificity DE™, ES Unknown L\I\Aalzcgpharyngeal February
within the first 5 days after symptom onset: NP swab 2021
84,8%; 150 positive samples, 170 negative samples
CHIL COVID-19 Antigen Retrospective in vitro study
: Nasopharyngeal
Chil Tibbi Malzeme Sanayi Rapid Test DE: Nucleo- |[swab 20
L . . T P o TIPRTRN o [2) 4
ve Ticaret Limited §irketi (Nasopharyngeal / 1691 Positive evaluation by Paul-Ehrlich-Institut: Sensitivity 99.01% SPECIfICIty. 99.57% | DE protein Oropharyngeal October
Oropharyngeal Swab- Sensitivity of 100% at Ct < 25; Manufacturer swab 2021
Casette) specificity: 99.57%
Retrospective in vitro study
: . DE: 20
Chongging M&D 2019-nCoV Antigen Test . . . . N o o 2 Nucleo- | Nasopharyngeal
Biotechnology Co. Ltd Kit 2150 Positive evaluation by Paul-Ehrlich-Institut: sensitivity: 91.53%, specificity:100% | DE protein | swab gg;ibef

Sensitivity of 95% at Ct < 25; Manufacturer
specificity: 100%
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https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7897407/

Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance vali dpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
Retrospective in vitro study
DE: 98.1% sensitivity
Coretests COVID-19 A o Nucleo- | Nasopharyngeal | 10 Ma
Core Technology Co., Ltd & 1919 Positive evaluation by Paul-Ehrlich-Institut: 99.6% specificity DE® h pharyng Y
Test protein  |[swab 2021
Sensitivity of 88% at Ct < 25; Manufacturer NP swab
specificity: 99.6%
Prospective clinical field study
. . DK: Clinical Sensitivity: 92.3 % Nasal swab,
. VID-19 Ag R L Nucleo-
CTK Biotech, Inc ?::t'te o 9 AgRapid| 5, 107 samples; Nasal swab - clinical sensitivity 86%; | Clinical Specificity: 100 % DK, ES p:’oct;c:] Nasopharyngeal Zé;'ly
(from asymptomatic and mild symptomatic Nasal, NP swab swab
individuals), Clinical specificity: 100%
Prospective clinical field study
RO:
Clinical study based on 228 COVID-19 positive
samples and 597 COVID-19 negative samples. All
DDS DIAGNOSTIC I\iStT Ze:mp(lsaﬁqovcli-lg 1225 e Samplefmwere conﬁrmEd@? ) (Alr')p'l ie? 98.77% sensitivity " Unknown | N@s3! swab 10 May
g 'ta p Biosystems™ 7500 a?d SLAN. .—E?GP) andc'|n|ca 99.03% specificity Nasal swab . 2021
nazofaringian) symptoms. The relative sensitivity of Rapid Test China
COVID-19 Antigen (Nasopharyngeal Swab) was
99.56%, the relative specificity was 99.66%, and
the accuracy was 99.64% compared to the gRT-
PCR result.
20
Retrospective in vitro study
COVID-19 DE: s 93.8% Specificity: 99.6% | Nucleo 23 Jul
. . VID-19 Antigen : ensitivity: 93.8%, Specificity: 99.6% ucleo- uly
DNA D 2242 iti i _Ehrlich-Institut: Nasal swab
NA Diagnostic Detection Kit P05|t.|\{e.evaluat|0n by Paul-Ehrlich-Institut: Nasal swab protein 2021
Sensitivity of 100% at Ct < 25; Manufacturer UK

specificity: 99.56%

20 This rapid antigen test, device ID 1375, was removed from the EU common list on 8 December 2021. The grace period will end on 2 Feb 2022, 23:59 CET.
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https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices

Manufacturer

RAT commercial name

Device ID
#15

Clinical performance
As reported by independent validation studies

Clinical performance
Data by manufacturer ¢

Completed
validation
studies

SARS-

CoV-2

Target
protein

Specimen 7

Included

in EU

common
list since:

Drager Safety AG & Co.
KGaA

Drager Antigen Test SARS-
CoV-2

2273

Prospective clinical field studies

DE:

Independent prospective study, mainly
symptomatic <7 dps (n=378, PCR positive = 70),
self-collected nasal swab; sensitivity overall:
88.6%, sensitivity Ct<26: 96.8%; specificity overall:
99.7%

CH:

Independent prospective study, mainly
symptomatic <7 dps (n=464, PCR positive = 57),
self-collected nasal swab; sensitivity Ct<30: 85.1%,
sensitivity Ct<26: 90.0%; specificity overall: 100%

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 95% at Ct < 25; Manufacturer
specificity: 99.6%

Sensitivity: 96.1% (Ct values <25)
Specificity: 99.6%

DER

CH

Nucleo-
capsid
protein

Nasal swab

20
October
2021

Dynamiker
Biotechnolgy(Tianjin) Co.,
Ltd.

Dynamiker SARS-CoV-2 Ag
Rapid Test

2533

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
Specificity: 99.1%

sensitivity: 95.7%, specificity: 99.1%

DEl2

Nucleo-
capsid
protein

Nasopharyngeal
swab,
Oropharyngeal
swab

20
October
2021

Edinburgh Genetics Limited

Edinburgh Genetics
ActivXpress+ COVID-19
Antigen Complete Testing
Kit

1243

Prospective clinical field study

FIND evaluation

Peru (26 April 2021)

120 samples, NP swab. Clinical sensitivities: Days <
7:62%; Ct < 33: 75%; Ct < 25: 100%. Clinical
specificity: 100%

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
Specificity: 99,24%

Clinical Sensitivity
97.27% NP swab
Clinical Specificity
99.62% NP swab

Clinical Sensitivity
95.63% OP swab
Clinical Specificity
99.24% OP swab

DE(2]

Peru

Nucleo-
protein

Nasal swab,
Nasopharyngeal
swab,
Oropharyngeal
swab

14 July
2021

Eurobio Scientific

EBS SARS-CoV-2 Ag Rapid
Test

1739

Prospective clinical field study

FR:
Validation study data: 119 positive and 125
negative samples; sensitivity 93%, specificity: 99%

Clinical Sensitivity: 95.7 %
Nasal swab

DE®, FR

Nucleo-
protein

Nasal swab

7 July
2021
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https://www.finddx.org/wp-content/uploads/2021/06/Edinburgh-Ag-Public-Report_v1-20210426.pdf

Manufacturer

RAT commercial name

Device ID
#15

Clinical performance
As reported by independent validation studies

Clinical performance
Data by manufacturer ¢

SARS-

CoV-2

Target
protein

Included
in EU
common
list since:

Completed
validation
studies

Specimen 7

Retrospective in vitro study
DE:
Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 94,1% at Ct < 25; Manufacturer
specificity: 99,1%

Fujirebio

ESPLINE SARS-CoV-2

2147

Prospective clinical field study
FIND evaluation
DE (29 March 2021)
723 samples, NP swab. Clinical sensitivities: Days <
7: 88.5%; Ct < 33: 87.8%; Ct < 25: 92.4%. Clinical
specificity: 100%
South Africa (6 Oct 2021)
494 samples, NP swab. Clinical sensitivities: Days <
7:75%; Ct < 33: 78.9%; Ct < 25: 90.1%. Clinical
specificity: 99.7%

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 94,1% at Ct < 25; Manufacturer
specificity: 99,13%

Clinical Sensitivity: 87.8 % ( (n=98,
Ct<33))

Clinical Specificity: 100 %

NP swab

Nucleo-
protein

Nasopharyngeal
swab

7 July
2021

DER

GA Generic Assays GmbH

GA CoV-2 Antigen Rapid
Test

1855

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99.2%

Sensitivity: 97.059%,
Specificity: 99.2%
NP swab

Nasopharyngeal
swab

Nucleo- 23 July

2021

DE[™
protein

Genobio Pharmaceutical
Co., Ltd.

Virusee® SARS-CoV-2
Antigen Rapid Test
(Colloidal Gold)

2642

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99.2%

OP: sensitivity: 97.14%,
specificity: 99.28%
NP: sensitivity: 97.22%,
specificity: 99.23%

Oropharyngeal
swab;
Nasopharyngeal
swab

8
December
2021

Nucleo-
capsid
protein

DEI

21 This rapid antigen test, device ID 1244, was removed from the EU common list on 20 October 2021. The grace period will end on 15 Dec 2021, 23:59 CET.
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https://www.finddx.org/wp-content/uploads/2021/10/Fujirebio_Ag-Public-Report_v2_20211006.pdf
https://www.finddx.org/wp-content/uploads/2021/10/Fujirebio_Ag-Public-Report_v2_20211006.pdf

Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance vali dpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
Retrospective in vitro study Nasal swab,
. Hivi . 0
. SARS-CoV-2 Antigen Test DE: Sensitivity: 91.15% o Nucleo- | Nasopharyngeal |,
Genrui Biotech Inc ) : 2012 Positive evaluation by Paul-Ehrlich-Institut: Specificity: 99.02% DE A swab,
Kit (Colloidal Gold) e protein 2021
Sensitivity of 94,1% at Ct < 25; Manufacturer Nasal/NP/OP swab Oropharyngeal
specificity: 99,02% swab
Retrospective in vitro study
. 9 itivi 2
. GenSure COVID-19 DE: 96.86% sensitivity DE 10 May
GenSure Biotech Inc . . X 1253 Positive evaluation by Paul-Ehrlich-Institut: 100% specificity Unknown | Nasal swab
Antigen Rapid Test Kit o 2021
Sensitivity of 94,1% at Ct < 25; Manufacturer Nasal swab UK
specificity: 100%
Retrospective in vitro study
. : .06 itivi Nasal
Getein Biotech, Inc SARS-CoV-2 Antigen 1820 D luati I-Ehrlich-Insti g; giff §e2§:§.'z.'fy DER! Nucleo- | N2521 51420 14July
, (Colloidal Gold) P05|t.|\{e.eva uation by Paul-Ehrlich-Institut: /17 Sp Y protein — 2021
Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab I Saliva
specificity: 98.71%
Retrospective in vitro study
One Step Test for SARS- DE: 97.06% sensitivity DE Nucleo- Nasal swab 16 June
Getein Biotech, Inc. CoV-2 Antigen (Colloidal |2183 Positive evaluation by Paul-Ehrlich-Institut: 98.71% specificity R
o protein | . 2021
Gold) Sensitivity of 90% at Ct < 30 and 100% at Ct < 25; | Nasal swab UK ! Saliva
Manufacturer specificity: 98.71%
Retrospective in vitro study FR, DE®,
. 93.049 itivity; Nasal b
- . SARS-CoV-2 Antigen Kit DE: % sensitivity; ES asalswa 14 July
Goldsite Diagnostic Inc. . 1197 Positive evaluation by Paul-Ehrlich-Institut: 100% specificity Unknown
(Colloidal Gold) U ; 2021
Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab UK ! Other
specificity: 100% -
Retrospective in vitro study A |
nterior nasa
. . DE: 100% sensitivity 90.1% sensitivity
Green Cross Medical Science s Nucleo- |swab, 10 Ma
GENEDIAW COVID-19 Ag |1144 Positive evaluation by Paul-Ehrlich-Institut: 100% specificity DE™ B Y
Corp. T A protein | Nasopharyngeal | 2021
Sensitivity of 83% at Ct < 25; Manufacturer NP swab, Anterior nasal swab swab
specificity: 100%
Retrospective in vitro study
e i . DE: 96.23% sensitivity
Guangdong Hecin Scientific, [2019-nCoV Antigen Test . . . ) P Nucleo- 10 May
Inc. Kit (colloidal gold method) 1747 Positive evaluation by Paul-Ehrlich-Institut: zz-iz‘?;gsﬂfm'ty DE protein ?;:gpharyngeal 2021

Sensitivity of 82% at Ct < 25; Manufacturer
specificity: 99.07%
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https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices
https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices
https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices

Manufacturer

RAT commercial name

Device ID
#15

Clinical performance
As reported by independent validation studies

Clinical performance
Data by manufacturer ¢

Completed
validation
studies

SARS-

CoV-2

Target
protein

Specimen 7

Included
in EU
common
list since:

Guangdong Longsee
Biomedical Co., Ltd.

2019-nCoV Ag Rapid
Detection Kit(Immuno-
Chromatography)

1216

Retrospective in vitro study
DE:
Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99.5%

99.72% sensitivity
99.5% specificity NP/OP swab

DE

Unknown

Nasopharyngeal
swab,
Oropharyngeal
swab

14 July
2021

Guangdong Wesail Biotech
Co. Ltd

COVID-19 Ag Test Kit

1360

Retrospective in vitro study
DE:
Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 98%

90% sensitivity
98% specificity
Nasal swab

DE(2]

Nucleo-
protein

Nasal swab,
Nasopharyngeal
swab

17
February
2021

Guangzhou Decheng
Biotechnology CO., Ltd

V-CHEK, 2019-nCoV Ag
Rapid Test Kit (Immuno-
chromatography)

1324

Retrospective in vitro study
DE:
Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 94,1% at Ct < 25; Manufacturer
specificity: 99,5%

Clinical Sensitivity: 95.83%
Specificity 99.57%
Nasal swab

DER

Nucleo-
protein

Nasal swab

7 July
2021

Guangzhou Wondfo Biotech
Co., Ltd

Wondfo 2019-nCoV
Antigen Test (Lateral Flow
Method)

1437

Prospective clinical field study

FIND evaluation
CH (25 Feb 2020)
328 samples, NP swab. Clinical sensitivities: Days <
7:85.7%; Ct < 33:92.2%; Ct < 25: 100%. Clinical
specificity: 100%
Brazil (10 Oct 2021)
237 samples, NP swab. Clinical sensitivities: Days <
7:90.4%; Ct < 33:89.3%; Ct < 25: 96.7%. Clinical
specificity: 98.8%

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 88% at Ct < 25; Manufacturer
specificity: 99.74%

Sensitivity: 87.12%
Specificity: 99.74%

Unknown

Nasopharyngeal
swab

10 May
2021

Hangzhou AllTest Biotech
Co., Ltd

COVID-19 Antigen Rapid
Test

1257

Prospective clinical field study

FR:
Prospective study, sensitivity 96,4% (80/83),
specificity 99,2% (120/121)

93,40% sensitivity,
99,90% specificity
NP swab

FR

Unknown

Nasopharyngeal
swab

10 May
2021

Hangzhou Biotest Biotech
Co., Ltd

COVID-19 Antigen Rapid
Test Cassette(Nasal Swab)

1876

Retrospective in vitro study
DE:
Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99.2%

Sensitivity: 93.2%,
Specificity: 99.2%
Nasal swab

DEII

Nucleo-
capsid
protein

Nasal swab

8
December
2021
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https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices
https://www.finddx.org/wp-content/uploads/2021/06/Wondfo_Ag-Public-Report_20210225_v1.0.pdf
https://www.finddx.org/wp-content/uploads/2021/10/Wondfo_Ag-Public-Report_20210923_v2.0.pdf

Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance validpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
Retrospe e 0 a
. P 9 DER
COVID-19 Antigen Rapid 1610 DE: g:!n!ca: Ssen5|.tf|'v|.iy.. 91%)(‘)1 ;’ Nucleo- | Nasopharyngeal| 7 July
Test Casette Positive evaluation by Paul-Ehrlich-Institut: Inical Speciricity: ° protein | swab 2021
Sensitivity of 94,4% at Ct < 25; Manufacturer NP swab UK
specificity: 100%
Retrospective in vitro study
: . . . DE: s DE 17
Hangzhou Clongene Biotech | Covid-19 Antigen Rapid : 98.5% (Ct<33) sensitivity Nucleo-
Co., Ltd. Test Kit 1363 Positive evaluation by Paul-Ehrlich-Institut: Nasal swab protein Nasal swab February
Sensitivity of 94,4% at Ct < 25; Manufacturer CH 2021
specificity: 100%
Retrospective in vitro study
DE: 91% sensitivity
COVID-19/Influenza A+B 1365 L ) _ ) 100% specificit DE! Nucleo- | Nasopharyngeal| 10 May
Antigen Combo Rapid Test Positive evaluation by Paul-Ehrlich-Institut: 0 Sp Y protein | swab 2021
Sensitivity of 94,4% at Ct < 25; Manufacturer NP swab
specificity: 100%
Retrospective in vitro study
Immunobio SARS-CoV-2 94% sensitivit Nasal swab
Antigen ANTERIOR NASAL | o, DE: i _ ) 100‘;/ . eciﬁci‘fc DERI Nucleo- | = harvneeal| 10 May
Rapid Test Kit (minimal Positive evaluation by Paul-Ehrlich-Institut: 0 Sp y protein pharyngeal| , )51
invasive) Sensitivity of 88% at Ct < 25; Manufacturer Nasal swab, NP swab swab
specificity: 100%
Hangzhou Immuno Biotech Retrospective in vitro study Anterior nasal
Co., Ltd swab,
Clinical Sensitivity: 98 % Nasopharyngeal
SARS-CoV2 Antigen Rapid DE: Clinical Specificity: 100 % , Nucleo- |swab, 10 May
2317 Positive evaluation by Paul-Ehrlich-Institut: ; DE®! ;
Test y : Anterior nasal swab, NP swab, OP protein | Oropharyngeal |2021
Sensitivity of 88% at Ct < 25; Manufacturer swab swab
specificity: 100%
I Sputum
Retrospective in vitro study Nasal swab,
i - . - | Nasopharyngeal
' Redtest Prf)fesswna.ll Sars DE: sensitivity: 98,13%, , Nuclfeo pharyng 8
Sigmed Sp. z 0.0. CoV-2 Antigen Rapid Test | 2256 Positive evaluation by Paul-Ehrlich-Institut: specificity: 100% DE[! capsid swab, December
. . o .
(Covid-19 Ag) Sensitivity of 88% at Ct < 25; Manufacturer protein | Oropharyngeal | 2021
specificity: 100% swab
Retrospective in vitro study
LYHER Novel Coronavirus DE: Clinical Sensitivity: 95.07% % DEP! 10 Ma
Hangzhou Laihe Biotech Co. | (COVID-19) Antigen Test 1215 Positive evaluation by Paul-Ehrlich-Institut: Clinical Specificity: 99.74% Unknown | Nasal swab 2021 v
Kit (Colloidal Gold) Sensitivity of 94,1% at Ct < 25; Manufacturer Nasal swab UK

specificity: 99,7%
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https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices
https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices

Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance validpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
Retrospe e 0 a
- il i . 0, P
Hangzhou Lysun 'I(':Ss\t/IDDe\l/igc:?(tilfl(legi;;pld 2139 DE.' i i i i 2801/(‘:’? Seec?fsi::tilt\”ty DE Nucleo- Nasal swab 10 May
Biotechnology Co. Ltd P05|t.|\{e.evaluat|on by Paul-Ehrlich-Institut: o P! Y protein 2021
Gold) Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab
specificity: 100%
Retrospective in vitro study
. . . . DE: Sensitivity: 94.5%, Nucleo- 8
Hangzhou Sejoy Electronics | SARS-CoV-2 Antigen Rapid o o .
- . I . DEI
& Instruments Co.Ltd Test Cassette 1945 P05|t.|\{e.evaluat|on by Paul-Ehrlich-Institut: Specificity:100% caps@ Nasal swab December
Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab protein 2021
specificity: 100%
Retrospective in vitro study
DE: A
. . 92.1% sensitivity Nasal swab,
Hangzhou Testsea Covid-19 Antigen Test Positive evaluation by Paul-Ehrlich-Institut (NP oo P 2 Nucleo- 10 May
Biotechnology Co., Ltd Cassette 1392 98.1% specificity DE rotein Nasopharyngeal 2021
gy Co., Ltd. swab): Nasal swab P swab
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 98.4%
Prospective clinical field studies
NL: Independent clinical field study, symptomatic
individuals (n=417, PCR positive n=70), NP swab;
sensitivity overall: 75.7%, sensitivity Ct<30: 85.2%,
sensitivity Ct<25: 90.7%; specificity overall: 100%
NL: Independent clinical field study, symptomatic
individuals (n=240, PCR positive n=21), NP+OP
swab; sensitivity overall: 85.7%, sensitivity Ct<30: | 98.32 % sensitivity
89.5%, sensitivity Ct<25: 100%,; specificity overall: | 99.6% specificity Nucleo- Nasal swab 17
) . o ) §
Healgen Scientific gorontiwrus Ag Rapid Test 1767 100% (QI\;PZZV;ab) . DE[], NL©! Ezotselms’ Nasopharyngeal| February
assette NL: Independent clinical field study, symptomatic E270 ser'ms.lt.wlty aal swab 2021
100% specificity RBD, S2

individuals (n=94, PCR positive n=18), NP+OP swab
in VTM; sensitivity overall: 90.0%, sensitivity
Ct<30: 100%, sensitivity Ct<25: 100%; specificity
overall: 97.3%

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

(Nasal swab)
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Manufacturer

RAT commercial name

Device ID
#15

Clinical performance
As reported by independent validation studies

Siemens Healthineers

CLINITEST Rapid COVID-19
Antigen Test

1218

Clinical performance
Data by manufacturer ¢

Completed
validation
studies

SARS-

CoV-2

Target
protein

Specimen 7

Included

in EU

common
list since:

NL: Independent clinical field study, symptomatic
individuals (n=417, PCR positive n=70), NP swab;
sensitivity overall: 75.7%, sensitivity Ct<30: 85.2%,
sensitivity Ct<25: 90.7%; specificity overall: 100%

NL: Independent clinical field study, symptomatic
individuals (n=240, PCR positive n=21), NP+OP
swab; sensitivity overall: 85.7%, sensitivity Ct<30:
89.5%, sensitivity Ct<25: 100%; specificity overall:
100%

NL: Independent clinical field study, symptomatic
individuals (n=94, PCR positive n=18), NP+OP swab
in VTM; sensitivity overall: 90.0%, sensitivity
Ct<30: 100%, sensitivity Ct<25: 100%; specificity
overall: 97.3%

SKUP: Overall sensitivity 53% and 83% Ct<25,
specificity 99.3%

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut (NP
swab): Sensitivity of 100% at Ct < 25;
Manufacturer specificity: 100%

Hoyotek Biomedical Co.,Ltd.

Corona Virus (COVID-19)
Antigen Rapid Test
(Colloidal Gold)

1929

98.32% sensitivity (NP swab)
97.25% sensitivity (Nasal swab)
100% specificity

DE!Z, ES,
NLI!

Nucleo-
proteins,
S1, S1-
RBD, S2

Nasal swab,
Nasopharyngeal
swab

17

February

2021

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 90% at Ct < 25; Manufacturer
specificity: 99%

Hubei Jinjian Biology Co., Ltd

SARS-CoV-2 Antigen Test
Kit

1759

NP swab - Sensitivity: 96%,
Specificity: 99%

OP swab - Sensitivity: 93%,
Specificity: 97.5%

DEl2

Unknown

Nasopharyngeal
swab,
Oropharyngeal
swab

20
October
2021

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99.3%

Humasis

Humasis COVID-19 Ag
Test

1263

Sensitivity: 98.02%
Nasal Swab

DE(2]

Nucleo-
protein

Nasopharyngeal
swab

23 July
2021

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut (NP
swab): Sensitivity of 88% at Ct < 25; Manufacturer
specificity: 100%

95.3% sensitivity
100% specificity
Nasal swab

DE™

Unknown

Nasal swab

10 May
2021
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https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices

Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance vali dpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
Retrospective in vitro study Sensitivity 94.0% : Cl 95% (86.7%-
Innova SARS-CoV-2 DE: 98.0%) — calculated for viral loads Nucleo- |Anterior nasal |20
Innova Medical Group.Inc Antigen Rapid Qualitative |1801 Positive evaluation by Paul-Ehrlich-Institut: x1076 copies RNA /mL DE™ capsid swab, Nasal October
Test Sensitivity of 100% at Ct < 25; Manufacturer Specificity: 99.6% - C1:95%(99.4%- protein swab 2021
specificity: 99% 99.8%)
Retrospective in vitro study
Innovation Biotech(Beijing) Corf)nawrus.(SARS-Cov-Z) DE: Sensitivity: 95.6% 2 Nucleo- 20
Antigen Rapid Test 2278 Positive evaluation by Paul-Ehrlich-Institut: e DE . Nasal swab October
Co.Ltd e Specificity: 100% protein
Cassette (Nasal swab) Sensitivity of 100% at Ct < 25; Manufacturer 2021
specificity: 99%
Retrospective in vitro study o 2% (95% CI 1%
Rapid SARS-CoV-2 Antigen DE: ::"g;')‘f'ty 90.2% (35% C1: 83.1% to Nucleo- |\ haryngeal | 22
InTec PRODUCTS, INC. T h I 241 iti i _Ehrlich-Institut: b DER! i
nTec PRODUCTS, INC est .(nasop aryngea 9 Posut_lye_evaluatuon by Paul-Ehrlich-Institut: Specificity 100.0% (95% CI: 96.5% - capsné swab October
specimen) Sensitivity of 100% at Ct < 25; Manufacturer 100.00%) protein 2021
specificity: 100%
Retrospective in vitro study Sensitivity
NP: 95.48% (95%Cl:93.01%-96.01%), DE[! Nasal swab,
Jiangsu Bioperfectus Novel Corona Virus (SARS- 2107 DE:. . . . . Nasal:95.33% (95%Cl:91.31%-96.60%) Nucleo- | Nasopharyngeal | 14 July
Technologies Co., Ltd. CoV-2) Ag Rapid Test Kit P05|t'|\{e'eva:cuat|cln by PaUI'EhrI'Ch'IPSt'tUt' Specificity UK protein  |swab, 2021
SenS.It.IV.Ity'O 100°A> at Ct < 25; Manufacturer NP: 99.61% (95%C1:97.85%-99.93%), |2X
specificity: 99.15% Nasal:99.16% (95%C1:95.39%-99.85%)
Retrospective in vitro study Nasal swab,
. - COVID-19 Antigen Rapid DE: 97.58 % sensitivity Nasopharyngeal
Jiangsu Diagnostics Test Cassette (Colloidal 1920 iti i i i 100 % specificit DE Nucleo- | swab, 14 uly
Biotechnology Co., Ltd P05|t'|\{e'evaluat|0n by Paul-Ehrlich-Institut: 6 Sp % protein | Oropharyngeal |2021
Gold) Sensitivity of 100% at Ct < 25; Manufacturer Nasal/NP/ OP swab b. Throat
iFcity: 100% = swab, Throa
specificity: 100% swab
Retrospective in vitro study Anterior nasal
. Hivity: [
Jiangsu Medomics medical | SARS-CoV-2 antigen Test DE: ) ) ) Sens!t!v.lty. 97'73? . Nucleo- swab, 7 July
! 2006 Positive evaluation by Paul-Ehrlich-Institut: Specificity: 99.51% DE ) Nasopharyngeal
technology Co.,Ltd. Kit (LFIA) . protein 2021
Sensitivity of 94,1% at Ct < 25; Manufacturer Anterior nasal swab, NP swab swab, Throat
specificity: 99,51% swab
Retrospective in vitro study
Jiangsu Mole Bioscience CO., | SARS-CoV-2 Antigen Test DE: _ _ _ sensitivity: 98.31 %, o Nucleo- | Nasal swab, |8
2586 Positive evaluation by Paul-Ehrlich-Institut: I o DE capsid | Nasopharyngeal | December
LTD. Cassette specificity: 99.17 % R
Sensitivity of 100% at Ct < 25; Manufacturer protein |swab 2021

specificity: 99,17%
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https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices

SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance (‘:I::?dp;;:e: CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
Retrospe e 0] a
. 20
Jiangsu Well Biotech Co. COVID-19 Ag Rapid Test DE: sensitivity: 94.74% Nucleo-
, . . i P , DEI2]
Ltd. Device 2144 P05|t.|\{e.evaluat|on by Paul-Ehrlich-Institut: specificity: 99% protein Nasal swab October
Sensitivity of 100% at Ct < 25; Manufacturer 2021
specificity: 99%
Retrospective in vitro study Nasal swab,
. . . . . DE: 96.1% sensitivity Nasopharyngeal| 17
JToeT;anrlflorgzdchtzl (Tigs\t/I(IDCci)l”Qoli?daapllggz;Igen 1333 Positive evaluation by Paul-Ehrlich-Institut: 98.1% specificity DE™ N:Joilee; swab, February
gy L.o. Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab P Oropharyngeal | 2021
specificity: 98.1% swab
Retrospective in vitro study OP/Nasal: Nasal swab
Covid-19 Antigen sensitivity: 96, 1%, Nucleo- | Nasophar r; eal| 8
IEDAU INTERNATIONAL sen DE: specificity: 99,2% . ) pharyng
GMBH Schnelltest (Colloidales 2555 Positive evaluation by Paul-Ehrlich-Institut: NP- DEl capsid swab, December
Gold itivi . ) tei Oroph I 2021
old) Sens!t.lv.lty'of 10?% at Ct < 25; Manufacturer sensitivity: 97,1%, protein SV;ZZ aryngea
specificity: 99.2% specificity: 99,2 %
Prospective clinical field studies
cz
N=225 (90 RT-PCR positive), 60.3% symptomatic
patients. Test parameters for a subgroup of
symptomatic patients (estimates and 95%
confidence intervals): sensitivity 92% (80.8-97.8),
specificity 97.6% (91.5-99.7).
- - i i Cz, DE®
JOYSBIO (Tianjin) SARS (.:OV 2 A.ntlgen Rapid Test parameters for a subgroup of asymptomatic | 98.13% sensitivity 10 May
Biotechnology Co., Ltd. Test Kit (Colloidal Gold 1764 patients (estimates and 95% confidence intervals): | Nasal swab Unknown | Nasal swab 2021
immunochromatography) sensitivity 100% 100 (54.1-100), specificity 100% CH
(95.5-100).
FIND Evaluation
CH (11 Feb 2021)
265 samples, Nasal swab. Clinical sensitivities:
Days <7:74.2%; Ct <33:78.9%; Ct<25:91.3%;
Clinical specificity: 99.1%
Retrospective in vitro study
. e Nasopharyngeal
. . . . DE: 96.3% sensitivity,
Labnovation Technologies SARS—FOV-Z Antigen Rapid 1266 Positive evaluation by Paul-Ehrlich-Institut: 97.3% specificity DER! Nucle'o- swab, 10 May
Inc. Test Kit Sensitivity of 94% at Ct < 25; Manufacturer NP/OP swab protein Orozharyngeal 2021
swa

specificity: 97.3%
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https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8071529/
https://www.finddx.org/wp-content/uploads/2021/06/Joysbio_Ag-Public-Report_v1_20210211.pdf

Manufacturer

RAT commercial name

Device ID
#15

Clinical performance
As reported by independent validation studies

Lumigenex (Suzhou) Co., Ltd

PocRoc® SARS-CoV-2
Antigen Rapid Test Kit
(Colloidal Gold)

2128

Clinical performance
Data by manufacturer ¢

Completed
validation
studies

SARS-

CoV-2

Target
protein

Specimen 7

Included

in EU

common
list since:

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99,16%

LumiQuick Diagnostics Inc.

QuickProfile™ COVID-19
Antigen Test

1267

93.33% sensitivity
99.16% specificity
Nasal/NP/OP swab

DE(2]

Nucleo-
protein

Nasal swab,
Nasopharyngeal
swab,
Oropharyngeal
swab

10 May
2021

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 98.8%

LumiraDX

LumiraDx SARS-CoV-2 Ag
Test

1268

93.7% sensitivity, 98.8% specificity
NP swab

DE(2]

Unknown

Nasopharyngeal
swab

10 May
2021

Prospective clinical field study

SKUP/2021/124:

448 samples: 83 positive samples and 365 negative
samples. Nasal specimen: diagnostic sensitivity of
87% (79-92) and diagnostic specificity of 99,5%
(98,3-99,9). NP specimen: diagnostic sensitivity of
90% (83-95) and diagnostic specificity of 97,8%
(96,0-98,8) (Scandinavian evaluation of laboratory
equipment for point of care testing)

FIND Evaluation

DE (8 Oct 2021)

761 samples, NP swab. Clinical sensitivities: Days <
7:86.4%; Ct < 33:87.2%; Ct < 25: 92.6%; Clinical
specificity: 99.3%

Brazil (8 Oct 2021)

251 samples, NP swab. Clinical sensitivities: Days <
7:85.7%; Ct < 33:87.7%; Ct < 25:94.1%; Clinical
specificity: 99%

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 98.8%

MEDsan GmbH

MEDsan SARS-CoV-2
Antigen Rapid Test

1180

97.6% sensitivity
96.6% specificity
Nasal swab

DER, ES

SKUP

CH

Nucleo-
protein

Nasal swab

17
February
2021

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99.8%

92.5% sensitivity
99.8% specificity
NP/OP swab

DER

CH

Unknown

Nasopharyngeal
swab,
Oropharyngeal
swab

17
February
2021
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https://skup.org/GetFile.ashx?fileid=883
https://www.finddx.org/wp-content/uploads/2021/10/Lumira_Ag-Public-Report_v2_20211008.pdf
https://www.finddx.org/wp-content/uploads/2021/10/Lumira_Ag-Public-Report_v2_20211008.pdf

Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance vali dpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
Retrospective in vitro study
. 059 itivi Nasal 3
Merlin Biomedical (Xiamen) |SARS-CoV-2 Antigen Rapid 2029 DE‘_ . . . . g: g;; :ezz:;:z:tty DER Nucleo- N::i Sh\gfbn cal 16 June
Co., Ltd. Test Cassette P05|t.|\{e.eva|uat|on by Paul-Ehrlich-Institut: .997% sp Y protein pharyng 2021
Sensitivity of 90% at Ct < 30 and 100% at Ct < 25; | Nasal/NP swab swab
Manufacturer specificity: 98.99%
Retrospective in vitro study
DE: Sensitivity: 96.17%
MEXACARE COVID-19 i o Nucleo- | Nasal swab 7 July
. . . ¢ et e . DE[2]
MEXACARE GmbH Antigen Rapid Test 1775 P05|t.|\{e.eva|uat|0n by Paul-Ehrlich-Institut: Specificity: 99,1% protein 2021
Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab
specificity: 99,1%
Retrospective in vitro study
N DE: Sensitivity: 97.25% Specificity:
N mo-screen Corona o Nasopharyngeal | 10 May
L . _ [ T R DE, |E
méLab Antigen Test 1190 P05|t.|\{e.evaluat|on by Paul-Ehrlich-Institut: 99.99% Unknown swab 2021
Sensitivity of 100% at Ct < 25; Manufacturer NP swab
specificity: 99,99%
Prospective clinical field study
COVIOS Ag COVID-19 FIND evaluation . Sensitivity: 90.6%, DER Nucleo- 8
Mologic Ltd Antigen Rapid Diagnostic |2640 DE..S.ymptomatlc and asymptomatic (n=649, PCR Specificity:100% capsid Nasal swab December
Test positive = 191), nasal and nasal-mou'Fh.-t‘hroat Nasal swab UK protein 2021
swab; sensitivity overall: 90.6%, sensitivity Ct < 25:
96.4%; specificity: 100%
Retrospective in vitro study Anterior nasal
swab, Nasal
Rapid SARS-CoV-2 Antigen DE: 96.17% sensitivity PEv Nucleo- | SV v
MP Biomedicals P BN | 1481 Positive evaluation by Paul-Ehrlich-Institut: 99.16% specificity R Nasopharyngeal | February
Test Card . protein
Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab, Anterior nasal swab CH, UK swab, 2021
specificity: 99.03% Oropharyngeal
swab
Retrospective in vitro study
DE: 97% sensitivity Nasopharyngeal
. NADAL COVID -19 Ag o e Nucleo- 10 May
", . . TR T DE
Nal von minden GmbH +Influenza A/B Test 2104 P05|t'|\{e'evaluat|on by Paul-Ehrlich-Institut: 98% specificity protein swab 2021
Sensitivity of 83% at Ct < 25; Manufacturer NP swab
specificity: 99.9%
Prospective clinical field study
i Nasal b
FIND evalu'latlon 97.6% sensitivity DE®2), FR Nucleo. asal swa 17
Nal von minden GmbH NADAL COVID -19 Ag Test |1162 CH (26 April 2021) » o 99.9% specificity e | serum Whale |February
462 samples, NP swab. Clinical sensitivities: Days < Nasal swab China p : , 2021

7: 88.5%; Ct < 33: 92.4%; Ct < 25: 97.8%; Clinical
specificity: 99.2%

blood
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https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices
https://www.finddx.org/wp-content/uploads/2021/06/Nadal_Ag-Public-Report_v1-20210427.pdf

Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance vali dpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
Retrospective in vitro study
DE:
Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 83% at Ct < 25; Manufacturer
specificity: 99.9%
Retrospective in vitro study
" . . DE: Sensitivity: 96.19 %, Nucleo- 8
N L Bio-P ® SARS-CoV-2 . .
anjing Liming Bio-Products StrqngStep .S >-Co 2301 Positive evaluation by Paul-Ehrlich-Institut: Specificity: 99.26 % DE! capsid Nasal swab December
Co., Ltd. Antigen Rapid Test o ]
Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab protein 2021
specificity: 99.26%
Retrospective in vitro study Clinical sensitivity: Anterior nasal
-91.13 % (Saliva) swab
- 0, i
" o Novel Coronavirus (2019- DE: 93.02 % (Anterior Nasal swab) Nucleo- |Nasopharyngeal | 19
Nanjing Norman Biological X o -93.21 % (NP swab) 2 i wab
nCoV) Antigen Testing Kit 2506 Positive evaluation by Paul-Ehrlich-Institut: L e DE capsid swab, November
Technology Co., Ltd. (Colloidal Gold) tivitv of 949 f Clinical specificity: rotein | Oropharyngeal |>021
SenS.I;‘IV‘Ity.O 940A: at Ct < 25; Manufacturer -93.02 % (Anterior Nasal swab) p -
specificity: 99.9% - 99.23 % (Anterior Nasal swab) )
-99.29 % (NP swab) ! Saliva
Retrospective in vitro study
DE: 94.12% sensitivity
P Nucleo- |N h 1110 M
NanoEntek FREND COVID-19 Ag 1420 Positive evaluation by Paul-Ehrlich-Institut: 100% specificity DE® uceo”  |hasopnanyngea o
s protein  |swab 2021
Sensitivity of 88% at Ct < 25; Manufacturer NP swab
specificity: 100%
Retrospective in vitro study Anterior nasal
swab,
DE: 97.2 % sensitivity ’
NanoRepro SARS-CoV-2 : . Nucleo- |Nasopharyngeal | 14 Jul
NanoRepro AG ) ) 2200 Positive evaluation by Paul-Ehrlich-Institut: 98.4% specificity DER h pharyng v
Antigen Rapid Test L protein |swab, 2021
Sensitivity of 94,1% at at Ct < 25; Manufacturer Nasal/NP/OP swab oroph |
I % - ropharyngea
specificity: 98.4% swab
IR U G e el )7 Sensitivity: 95.24% (95% CI: 83.84%
ES: t0 99.42%),
MARESKIT COVID-19 Nucleo- 23 July
2241 idati . ificity: 9 % Cl: 9 ES Nasal swab
NESAPOR EUROPA SL ANTIGEN RAPID TEST KIT Independent validation study,'l\{asal test SPECIfIiIty- 100% (95% Cl: 97.22% to protein 2021
compared to nasal PCR. Sensitivity 95.24% (Ct<30), | 100.00%)
Specificity 100%. Nasal swab
Retrospective in vitro study Nasal swab,
Nasopharyngeal
. o L
New Gene (Hangzhou) COVID-19 Antigen 1501 DE'_ . . . . gg/zo;esnseltcli\?i?il DEE Nucleo- |swab, 16 June
Bioengineering Co., Ltd. Detection Kit Positive evaluation by Paul-Ehrlich-Institut: 2% specificity protein |Oropharyngeal |01
Sensitivity of 92,5% at Ct < 30 and 100% at Ct < 25; Nasal swab swab

Manufacturer specificity: 99.2%

I Saliva, Sputum
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Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance vali dpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
Prospective clinical field study
FR:
Nasal swab, 10
. . . H ivity. 0, ini - 4
NG Biotech Ninonasal 1880 Prospective validation study for NP and nasal C"”'?"?' §en5|t|;/|ty. 98%, Clinical FR NUCIe.O Nasopharyngeal | November
swabs: NP sensitivity 89% (75/84) , specificity 99% |specificity: 99% protein | b 2021
(92/93). Nasal sensitivity 98% (125/128),
specificity 99% (388/390)
Retrospective in vitro study
. . DE: 95 % sensitivity Nasal swab,
SARS-CoV-2 Antigen Rapid e Nucleo- 14 Jul
Novatech Test & P9 1762 Positive evaluation by Paul-Ehrlich-Institut: 100% specificity DE[ ) Nasopharyngeal Y
e protein 2021
Sensitivity of 94,1% at Ct < 25; Manufacturer Nasal/ NP swab swab
specificity: 100%
Retrospective in vitro study
.. DE: 93.75% sensitivity
Oncosem Onkolojik o 10 Ma
Sistemler San. veJTic. As.  |CAT 1199 Posit.i\{e.evaluation by Paul-Ehrlich-Institut: 98.04% specificity DE Unknown | Nasal swab 2021 Y
Sensitivity of 94,1% at Ct < 25; Manufacturer Nasal swab
specificity: 98,04%
Prospective clinical field study
. FR: L . Nasopharyngeal | 10 May
. 9 9 DER], FR
PCLInc PCL COVID19 Ag Rapid FIA | 308 Validation study data: NP swabs, sensitivity 94,92% sensitivity, 99,99% specificity Unknown Swab 2021
94.29% (33/35) and specificity 100% (70/70)
Prospective clinical field study Nasal swab,
FR:‘ ‘ N Nucleo- Nasopharyngeal 7 July
PCL Inc. PCL COVID19 Ag Gold 2243 Validation study data: 120 positive and 200 FR protein swab 2021
negative samples; sensitivity 92%, specificity:
100% I Saliva
Retrospective in vitro study
SARS-CoV-2 Antigen 94.28% sensitivit EZ?Z' ;V:?bn cal
PerGrande Bio Tech Detection Kit (Colloidal 2116 DE', . . . _— 99'11; s ecificity DEE Nucleo- swabp yng 10 May
Development Co., Ltd. Gold Immunochromato- Positive evaluation by Paul-Ehrlich-Institut: 370 5P v protein ’ 2021
graphic Assay) Sensitivity of 100% at Ct < 25; Manufacturer NP/Nasal/OP swab Oropharyngeal
specificity: 99.11% swab
Retrospective in vitro study
DE: 93.9% sensitivity DE[ 17
. . . - . . . e Nasopharyngeal
Precision Biosensor Inc. Exdia COVI-19 Ag 1271 Positive evaluation by Paul-Ehrlich-Institut: 98% specificity Unknown swab February
Sensitivity of 100% at Ct < 25; Manufacturer NP swab CH W 2021

specificity: 99.3%
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Manufacturer

RAT commercial name

Device ID
#15

Clinical performance
As reported by independent validation studies

Clinical performance
Data by manufacturer ¢

Completed
validation
studies

SARS-
CoV-2
Target
protein

Specimen 7

Included
in EU
common

list since:

Prognosis Biotech

Rapid Test Ag 2019-nCov

1495

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 94,1% at Ct < 25; Manufacturer
specificity: 99,58%

Clinical Sensitivity: 95.56 %
Specificity: 99,58%
Nasal swab

DE(2]

Nucleo-
protein

Nasal swab

7 July
2021

Qingdao Hightop Biotech
Co. Ltd

SARS-CoV-2 Antigen Rapid
Test
(Immunochromatography)

1341

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 30 and 100% at Ct < 25;
Manufacturer specificity: 99.75%

95% sensitivity
99.75% specificity
Nasal swab

DEl

Nucleo-
protein

Anterior nasal
swab, Nasal
swab

17
February
2021

Quidel Corporation

Sofia SARS Antigen FIA

1097

Prospective clinical field studies

FR:
Validation study data: NP swabs sensitivity 84,44%
(76/90), specificity 99,19 (491/495)

NL:

Independent prospective clinical field study in
symptomatic (n=733, PCR positive 144); NP swab;
sensitivity overall: 84.0%, sensitivity Ct<30: 90.1%,
sensitivity Ct<25: 92.5%; specificity overall: 99.8%.

PT:

80 samples from symptomatic individuals (27 PCR
positive and 53 negative by PCR) were tested.
Sensitivity 70% (95%IC50-86); specificity 100%
(95%IC 93-100). TCID50/ml 0,68x 102 and CT<25.

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 89% at Ct < 25; Manufacturer
specificity: 100%

96.7% sensitivity

100% specificity
NP/Nasal swab

DE®, L9,
PT

CH

Nucleo-
protein

Nasal swab,
Nasopharyngeal
swab

17
February
2021

Rapid Pathogen Screening,
Inc

LIAISON® Quick Detect
Covid Ag Assay

2290

Retrospective in vitro study
IT:
Independent validation study, 100 pos. and 100
neg. samples; sensitivity: 92.7% with Ct<25;
specificity: 100%.

Sensitivity: 96.1%, Specificity: 97%
NP and Nasal swab

Nucleo-
protein

Nasal swab,
Nasopharyngeal
swab

23 July
2021
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Manufacturer

RAT commercial name

Device ID
#15

Clinical performance
As reported by independent validation studies

Clinical performance
Data by manufacturer ¢

Completed
validation
studies

SARS-

CoV-2

Target
protein

Specimen 7

Included
in EU
common
list since:

Roche (SD BIOSENSOR)

SARS-CoV-2 Rapid Antigen
Test

1604

Prospe e a eld a
NL:
Independent prospective clinical field study in
symptomatic (n=970, PCR positive 186); NP swab;
sensitivity overall: 84.9%, sensitivity Ct<30: 94.3%,
sensitivity Ct<25: 99.1%; specificity overall: 99.5%

SE:

Karolinska hospital evaluation of Lot QC03020109.
Patient samples: 95 PCR positive, 150 negative. No
detailed sample description available. Sensitivity
43%, specificity 100%. Sensitivity Ct<25 = 80.5%.

Retrospective in vitro studies
DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 89% at Ct < 25; Manufacturer
specificity: 99.68%

96.52% sensitivity
99.2% specificity
NP swab

DE®, FI,
NL, PT, SE

UK

Nucleo-
protein

Nasopharyngeal
swab

10 May
2021

Roche (SD BIOSENSOR)

SARS-CoV-2 Rapid Antigen
Test Nasal

2228

Prospective clinical field studies

FIND evaluation

DE (12 April 2021)

179 samples, nasal swab. Clinical sensitivities: Days
< 7:81.2%; Ct < 33: 87.5%; Ct < 25: 100%; Clinical
specificity: 99.3%

Brazil (12 April 2021)

214 samples, nasal swab. Clinical sensitivities: Days
< 7:81.2%; Ct < 33: 91.7%; Ct < 25: 100%; Clinical
specificity: 99.3%

Retrospective in vitro study
DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 89.6% at Ct < 30; Manufacturer
specificity: 99.1%

Clinical Sensitivity: 89.6 % ( (Ct < 30)
93.1% (Ct<27)

Clinical Specificity: 99.1 %

Nasal swab

DEl2

Brazil, UK

Nucleo-
protein

Nasal swab

7 July
2021

Safecare Biotech (Hangzhou)
Co. Ltd

COVID-19 Antigen Rapid
Test Kit (Swab)

1489

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99.42%

97.27% sensitivity
99.42% specificity
Nasal swab

DER

Nucleo-
protein

Nasal swab

17
February
2021
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https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices
https://doi.org/10.3201/eid2705.204688
https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices
https://www.finddx.org/wp-content/uploads/2021/06/SDQ_Nasal_Ag-Public-Report_20210412_v2.pdf
https://www.finddx.org/wp-content/uploads/2021/06/SDQ_Nasal_Ag-Public-Report_20210412_v2.pdf

Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance validpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
R ospe 0] a
Multi-Respiratory Virus DE: e
. . : 97.04% sensitivity 2 Nucleo- 10 May
Al\n;llgen Te:t gltc(gyl?)b)w 1430 Positive evaluation by Paul-Ehrlich-Institut: 99.44% specificity Nasal swab DEE protein Nasal swab 2021
(Influenza A+B/ -19) Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99.44% B
Retrospective in vitro study Nasopharyngeal
swab,
: DE: 96.6% sensitivity (Ct <30) ’
. heBo SARS CoV-2 k e Nucleo- h |
ScheBo Biotech AG cht?g;s > CoV=2Quick | 4501 Positive evaluation by Paul-Ehrlich-Institut: 99.00% specificity DE®! p:’oct:ic:] ?\;ZZ aryngea ;gzjllme
Sensitivity of 95% at Ct < 30 and 100% at Ct < 25; | NP/ OP swab
Manufacturer specificity: 99% | Qo
Prospective clinical field studies
DE
146 symptomatic adults, 40 (27.4%) were RT-PCR-
positive for SARS-CoV-2. Sensitivity with 85.0%
(34/40; 95% Cl 70.9-92.9) with professional
testing. At high viral load (>7.0 log10 SARS-CoV-2
RNA copies/ml), sensitivity was 96.6% (28/29; 95%
Cl 82.8-99.8) f fessional testing.
STANDARD Q COVID-19 ) for professional testing Clinical Sensitivity: 97.12 % DEW, FI, FR Nudleo. Tl
SD Biosensor Inc Ag Test Nasal 2052 FIND evaluation Clinical Specificity: 100 % protein Nasal swab 2021y
DE (12 April 2021) Nasal swab Brazil, UK

179 samples, nasal swab. Clinical sensitivities: Days
<7:81.2%; Ct < 33: 87.5%; Ct < 25: 100%; Clinical
specificity: 99.3%

Brazil (12 April 2021)

214 samples, nasal swab. Clinical sensitivities: Days
< 7:81.2%; Ct < 33: 91.7%; Ct < 25: 100%; Clinical
specificity: 99.3% -
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https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices
https://www.medrxiv.org/content/10.1101/2021.01.06.20249009v1
https://www.finddx.org/wp-content/uploads/2021/06/SDQ_Nasal_Ag-Public-Report_20210412_v2.pdf
https://www.finddx.org/wp-content/uploads/2021/06/SDQ_Nasal_Ag-Public-Report_20210412_v2.pdf

Manufacturer

RAT commercial name

Device ID
#15

Clinical performance
As reported by independent validation studies

Clinical performance
Data by manufacturer ¢

Completed
validation
studies

SARS-

CoV-2

Target
protein

Specimen 7

Included
in EU
common
list since:

SD BIOSENSOR Inc.

STANDARD F COVID-19 Ag
FIA

344

Prospective clinical field studies

NL

Independent prospective clinical field study in
symptomatic (n=628, PCR positive 118); NP swab;
sensitivity overall: 78.0%, sensitivity Ct<30: 84.4%,
sensitivity Ct<25: 90.3%; specificity overall: 99.6%

FIND evaluation

DE (10 Dec 2020)

676 samples, NP swab. Clinical sensitivities: Days <
7:81.2%;

- Ct < 33:75%; Ct < 25: 100%; Clinical specificity:
96.9%

Brazil (10 Dec 2020)

453 samples, NP swab. Clinical sensitivities: Days <
7:80.2%;

- Ct < 33:80.9%; Ct < 25: 87.9%; Clinical specificity:
97.9%

India (25 June 2020)

417 samples, NP swab. Clinical sensitivities: Days <
7:61.8%;

- Ct<33:53.6%; Ct < 25: 68.5%; Clinical specificity:
99.5%

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 98.52%

94,09% sensitivity
98.52% specificity NP swab

DEW, IT,
NLE!, DK

Brazil, CH,
India, UK

Nucleo-
protein

Nasopharyngeal
swab

17
February
2021

SD BIOSENSOR Inc.

STANDARD Q COVID-19
Ag Test

345

Prospective clinical field studies

PT
80 samples from symptomatic individuals (27 PCR
positive and 53 negative by PCR) were tested.
Sensitivity 70% (95%IC50-86); specificity 100%
(95%IC 93-100). TCID50/ml 0,68x 102 and CT<25.

FIND evaluation

DE (10 Dec 2020)

1263 samples, NP swab. Clinical sensitivities: Days
<7:80%;

- Ct < 33: 87.8%; Ct < 25: 100%; Clinical specificity:
99.3%

Brazil (10 Dec 2020)

96.52% sensitivity
99.68% specificity
NP swab

DEW, ES,
IT, NLS.,
DK, PT

Brazil, CH,
India, NO,
UA, UK

Unknown

Nasopharyngeal
swab

17
February
2021
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https://www.finddx.org/wp-content/uploads/2021/06/STANDARD_F_Ag-Public-Report_20201210-v2-1.pdf
https://www.finddx.org/wp-content/uploads/2021/06/STANDARD_F_Ag-Public-Report_20201210-v2-1.pdf
https://www.finddx.org/wp-content/uploads/2021/06/STANDARD_F_Ag_India_Public-Report_20210407_v1.0.pdf
https://www.finddx.org/wp-content/uploads/2021/06/SDQ-Ag-Public-Report_20201210-v2-1.pdf
https://www.finddx.org/wp-content/uploads/2021/06/SDQ-Ag-Public-Report_20201210-v2-1.pdf

Manufacturer

RAT commercial name

Device ID
#15

Clinical performance
As reported by independent validation studies

Clinical performance
Data by manufacturer ¢

Completed
validation
studies

SARS-

CoV-2

Target
protein

Specimen 7

Included
in EU
common
list since:

400 samples, NP swab. Clinical sensitivities: Days <
7:90.7%; -
- Ct <33:91.9%; Ct < 25: 95.9%; Clinical specificity:
97.6% B

CH (10 Dec 2020)

529 samples, NP swab. Clinical sensitivities: Days <
7: 89.8%; -
- Ct < 33:91.8%; Ct < 25: 97.2%; Clinical specificity:
99.7% -

India (22 April 2021)

334 samples, NP swab. Clinical sensitivities: Days <
7: 58.3%; -
- Ct < 33:65.5%; Ct < 25: 89.4%; Clinical specificity:
97.3% -

Peru (22 April 2021)

335 samples, NP swab. Clinical sensitivities: Days <
7: 81.4%; -
- Ct < 33: 83.3%; Ct < 25: 96.2%; Clinical specificity:
99.6%

Retrospective in vitro studies

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 89% at Ct < 25; Manufacturer
specificity: 99.68%

SGA Medikal

V-Chek SARS-CoV-2 Ag
Rapid Test Kit (Colloidal
Gold)

1319

Retrospective in vitro study

DE:
Positive evaluation by Paul-Ehrlich-Institut:

Sensitivity of 94,1% at Ct < 25; Manufacturer
specificity: 99,5% -

V-Chek SARS-CoV-2 Rapid
Ag Test (colloidal gold)

1357

96.6% sensitivity,
99.5% specificity, Nasal swab

DER

Nucleo-
protein

Nasal swab

10 May
2021

Retrospective in vitro study

DE:

Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 94,1% at Ct < 25; Manufacturer
specificity: 99,5% -

96.60% sensitivity: 99.5% specificity,
Nasal swab

DE™

Nucleo-
protein

Nasal swab

7 July
2021

41


https://www.finddx.org/wp-content/uploads/2021/06/SDQ-Ag-Public-Report_20201210-v2-1.pdf
https://www.finddx.org/wp-content/uploads/2021/06/SDQ_Ag-Public-Report_Continue_v1.pdf
https://www.finddx.org/wp-content/uploads/2021/06/SDQ_Ag-Public-Report_Continue_v1.pdf

Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance vali dpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
Prospective clinical field study
Sl: Clinical Sensitivity: m:zzl ;v;/?br; cal
Shenzen UItra-Diagnostics SARS-CoV-2 Antigen Test 2017 Sensitivity in unselected Symptomatic popu|ation; 95.33% (Nasal), 9548(NP) BE. S| Nucleo- SWabp yng 10 May
Biotec Co., Ltd Kit 86.4% (172 RAT pos. / 199 RT-PCR pos.), sensitivity |Clinical Specificity: ! protein 2021
of 97.8% at Ct<25. Specificity: 99.1% (1972 RAT ~ [99.16 % (Nasal), 99.61 % (NP) 1 saliva
neg. / 1990 RT-PCR neg.), NP swab
Retrospective in vitro study OP:
Shenzhen CAS- Sensitivity: 98.1% 94.7%-99.4%), Nucleo- Oropharyngeal 8
Nz : SARS-CoV-2-Antigen Rapid DE: _ . _ Specificity: 99.5% 97.0%-99.9%) o €0 lswab;
Envision Medical Technology Detection Kit 2152 Positive evaluation by Paul-Ehrlich-Institut: NP DE capsid Nasopharyngeal December
Co., Ltd. Sens.lt.lv.lty of 10:)% at Ct < 25; Manufacturer Sensitivity: 98.1% 94.7%-99.4%), protein | b 2021
specificity: 99.5% Specificity: 99.5% 97.0%-99.9%)
Retrospective in vitro study
Shenzhen Dymind SARS-CoV-2 Antigen Test 2415 DE:. . . . . Sensitivity: 96.58%, Specificity: DEL Nucleo- E::zl shv;/?br; cal é(itober
Biotechnology Co., Ltd Kit (Colloidal Gold) P05|t.|\{e.evaluat|on by Paul-Ehrlich-Institut: 98.37% protein pharyng
Sensitivity of 100% at Ct < 25; Manufacturer swab 2021
specificity: 96.58%
Retrospective in vitro study NP/OP swab:
. Hivi . 0, fict . [ -
Shenzhen Huian Biosci SARS-CoV-2 Antigen Test DE.. . . . . Sensitivity: 95.0%, Specificity: 99.1% o Nuclfeo Nasal swab, 20
. ) 2414 Positive evaluation by Paul-Ehrlich-Institut: DE capsid Nasopharyngeal | October
Technology Co., Ltd. Kit (Colloidal Gold) .
Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab: protein |swab 2021
specificity: 99.1% Sensitivity: 94.6%, Specificity: 99.1%
Retrospective in vitro study NP swabs: Anterior nasal
Sensitivity: 96.43%, swab, Nasal
. i~y 0, _
Shenzhen Kisshealth SARS-CoV-2 Antigen Test DE: _ _ _ Specificity: 100%. o Nucleo- | swab, 20
Biotechnology Co., Ltd Kit (GICA) 1813 Positive evaluation by Paul-Ehrlich-Institut: DE capsid Nasopharyngeal | October
’ Sensitivity of 100% at Ct < 25; Manufacturer Nasal (Anterior) swabs: protein |swab, 2021
specificity: 99.2% Sensitivity: 99.43%, Oropharyngeal
Specificity: 99.23%. swab
Retrospective in vitro study Anterior nasal
swab,
Nasal swab,
) o L
Shenzhen Lvshiyuan Green Spring SARS-CoV-2 2109 DE" . . . . 28;;? S:c?fsilcti:”ty DE Nucleo- |Nasopharyngeal | 10 May
Biotechnology Co., Ltd. Antigen-Rapid test-Set P05|t'|\{e'evaluat|on by Paul-Ehrlich-Institut: ° 5P ¥ protein  |swab, 2021
Sensitivity of 100% at Ct < 25; Manufacturer NP/OP/Nasal swab Oropharyngeal
specificity: 100% swab
I Saliva
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Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance vali dpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
Retrospective in vitro study
SARS-CoV-2 Antigen Test Sensitivity: 92.93% E:ZZI ;v:fbr; cal
Shenzhen Microprofit Kit (Colloidal Gold 1967 DE'_ . . . . Clinical Syécifi.cit _"100 % DE[ Nucleo- swabp yne 7 July
Biotech Co., Ltd Chromatographic P05|t.|\{e.eva|uat|on by Paul-Ehrlich-Institut: p y: o protein ) 2021
Immunoassay) Sensitivity of 100% at Ct < 25; Manufacturer Nasal/NP/OP swab Oropharyngeal
specificity: 100% swab
Retrospective in vitro study Nasal swab,
SARS-CoV-2 Spike Protein Nasopharyngeal
Shenzhen Microprofit Test Kit (Colloidal Gold 1178 DE'. . . . . Sensitivity: 86.3%, Specificity: 100% DE Spike swab 23 July
Biotech Co., Ltd. Chromatographic P05|t.|\{e.evaluat|on by Paul-Ehrlich-Institut: Nasal Swab protein § 2021
Immunoassay) Sensitivity of 100% at Ct < 25; Manufacturer Oropharyngeal
specificity: 100% swab
Retrospective in vitro study Nucleo-

) ' SARS-CoV-2 Spike Protei : ! 8
shenzhen Microprofit Test KitO(FluorZIs:en::Z . 1228 DE-‘ i luati I-Ehrlich itut: Sensitivity: 93.46%, DE protein, | Nasopharyngeal December
Biotech Co., Ltd P05|t.|\{e.eva uation by Paul-Ehrlich-Institut: Specificity: 100% S protein |swab

Immunoassay) Sensitivity of 100% at Ct < 25; Manufacturer (s1) 2021
specificity: 100%
Retrospective in vitro study Nasopharyngeal -
; DE:
Shenzhen Reagent SARS-CoV-2 antigen IVD L e Nucleo- |swab,
2026 iti i _Ehrlich-Institut: :95.2 %, :98.1% |DEX i October
Technology Co,,Ltd. kit SWAB P05|t.|\{e.evaluat|0n by Paul-Ehrlich-Institut: Sensitivity: 95.2 %, specificity: 98.1 % protein | Oropharyngeal
Sensitivity of 100% at Ct < 25; Manufacturer b 2021
specificity: 98.1% swa
Retrospective in vitro stud,
. Sensitivity: 95.15% (for symptom Nucleo- E::ZI :’:?br; cal
Shenzhen Watmind Medical | SARS-CoV-2 Ag Diagnostic 1769 DE:. . . . . onset within 7 days) DER! capsid swabp yne 10 May
Co., Ltd Test Kit (Colloidal Gold) Positive evaluation by Paul-Ehrlich-Institut: Specificity: 99.12% psic ’ 2021
Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab protein | Oropharyngeal
specificity: 99.12% swab
Retrospective in vitro study
. . Clinical Sensitivity: 97.83 % (CT < 33)
SARS-CoV-2 Ag D t .
Shenzhen Watmind Medical Test Kito(lmmugnol_agnos 1 1768 DE'_ . . . . Clinical Sensitivity: 90.08 % (Ct < 36) DER! Nucleo- Nasal swab 7 July
Co., Ltd floorescence) P05|t'|\{e'eva|uat|o°n by Paul-Ehrlich-Institut: Specificity: 99,13% protein 2021
Sens'|t.|v.|ty of 100% at Ct < 25; Manufacturer Nasal swab
specificity: 99,13%
Retrospective in vitro study Nasal: Sensitivity: 97.37% (95%Cl:
92.50% - 99.45%)
Specificity: 99.25% (95%Cl: 97.82% -
. DE: 99.85%) Nucleo- |Nasal swab; 8
Shenzhen YHLO Biotech Co., .
Ltd GLINE-2019-nCoV Ag 1347 Positive evaluation by Paul-Ehrlich-Institut: DE[ capsid Nasopharyngeal | December
’ Sensitivity of 95% at Ct < 25; Manufacturer NP: Sensitivity: 96.49% (95%Cl: protein  |swab 2021

specificity: 99.85%

91.26% - 99.04%)
Specificity: 99.25% (95%Cl: 97.82% -
99.85%)

43



Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance vali dpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
Retrospective in vitro study
- o L
Shenzhen Zhenrui Biotech | Zhenrui ®COVID-19 1574 DE'. . . . ) gg; :ezz::;\é;ty DER! Nucleo- Nasal swab 10 May
Co., Ltd Antigen Test Cassette Positive evaluation by Paul-Ehrlich-Institut: o Sp ty protein ; 2021
Sensitivity of 82% at Ct < 25; Manufacturer Nasal swab ! Saliva
specificity: 97%
Retrospective in vitro study N h |
asopharyngea
DE: 100% sensitivity Swabp yne 10V
Sugentech, Inc. SGTi-flex COVID-19 Ag 1114 Positive evaluation by Paul-Ehrlich-Institut: 100% specificity DER! Unknown Oropharyngeal 2021 v
Sensitivity of 100% at Ct < 30 and 100% at Ct < 25; |OP/NP swab swab
Manufacturer specificity: 99.0%
Ret tive in vitro stud)
_DE etrospective in vitro study - Anterior nasal 2
SureScreen Diagnostics i:;séigiéjapld Antigen 2297 Positive evaluation by Paul-Ehrlich-Institut: Sensitivity: 96.1%, Specificity: 99% g:loctlee;- swab October
Sensitivity of 100% at Ct < 25; Manufacturer UK 1 Other 2021
specificity: 99%
Prospective clinical field study
FR:
Validation data: NP swabs, sensitivity : 96,1-100%,
specificity 99,2-100% Nasal swab
—___ ______198.6% sensitivity Nucleo- ! 10 May
D D D 1 ive in vi DEP, FR
TODA PHARMA TODA CORONADIAG Ag 466 Retrospective in vitro study Nasal swab protein Nasopharyngeal 2021
DE: swab
Positive evaluation by Paul-Ehrlich-Institut:
Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 100%
Retrospective in vitro study Nasal swab,
98.51% o Nucl Nasopharyngeal
Triplex International SARS-CoV-2 Antigen Rapid DE:' . ) . ) ) oo sen5|.t!v!ty 2 ue ?0_ swab, 16 June
T . 2074 Positive evaluation by Paul-Ehrlich-Institut: 99.91% specificity DE capsid Oropharyngeal
Biosciences Co., Ltd Test Kit o - pharyng 2021
Sensitivity of 92,5% at Ct < 30 and 100% at Ct < 25; |Nasal/OP/NP swab protein |, ap
Manufacturer specificity: 99.91% .
I Saliva
Triplex International SARS-CoV-2 Antigen Rapid Retrospective in vitro study
Biosciences Co., Ltd, China | Test Kit DE:
1465 o ation b LEhrlich ) 98.51 % sensitivity DE Nucleo- Nasal swab 14 July
Positive evaluation by Paul-Ehrlich-Institut: 100% specificity Nasal swab protein 2021

Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 100%

44


https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices

Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance vali dpation CoV-2 Specimen 7 in EU
#1 As reported by independent validation studies Data by manufacturer studies Target & common
protein list since:
Retrospective in vitro study Anterior nasal
swab,
Nasal swab,
. o e )
Vitrosens Biotechnology Co., | RapidFor SARS-CoV-2 1443 DE'_ . . . . gggg;’ :ezz:;:z:tty DE® Nucleo- [Nasopharyngeal | 10 May
Ltd Rapid Ag Test P05|t.|\{e.eva|uat|on by Paul-Ehrlich-Institut: .05% sp y protein  |swab, 2021
Sensitivity of 100% at Ct < 30 and 100% at Ct < 25; |NP swab Oroph |
facturer specificity: 99.05% ropharyngea
Manufac p y: 99.05% swab,
Throat swab
22
Retrospective in vitro study Nasal swab,
. 9 ivi DE™ N
Wuhan EasyDiagnosis COVID-19 (SARS-CoV-2) 2098 DE‘_ . . . . ?gbl‘yﬁsse:csilftiz'lcty Nucleo- S\;:Epharyngeal 10 May
Biomedicine Co., Ltd. Antigen-Test Kit P05|t'|\{e'evaluat|on by Paul-Ehrlich-Institut: ° 5P v protein § 2021
Sensitivity of 100% at Ct < 25; Manufacturer Nasal/OP/NP swab UK Oropharyngeal
specificity: 99.26% swab
Retrospective in vitro study
. - SARS-CoV-2 Antigen Assay DE:
W.uhan Life Origin Biotech Kit (Immuno- 1773 Positive evaluation by Paul-Ehrlich-Institut: 92.67% sensitivity Nasal swab DE®™ Unknown | Nasal swab 14 July
Joint Stock Co., Ltd. o 2021
chromatography) Sensitivity of 100% at Ct < 25; Manufacturer
specificity: %
Retrospective in vitro study Mid-turbinates
swab,
: itivity: 96.339 Nasal b,
Wuhan UNscience SARS-CoV-2 Antigen Rapid 2090 DE', . . . ) 2922::!:?’ gg 2?; DE ER Nucleo- N:zz :’:? eeal 7 July
Biotechnology Co., Ltd. Test Kit Positive evaluation by Paul-Ehrlich-Institut: p Y 99.5/% , protein pharyng 2021
Sensitivity of 100% at Ct < 25; Manufacturer Nasal/NP/OP swab swab,
specificity: 99,57% Oropharyngeal
swab
Ret tive in vitro sti
Nesopharyngeal |
Wouxi Biohermes Bio & SARS-CoV-2 Antigen Test 2143 DE" . . . ) Sensitivity: 95.31 %, Specificity: 98.02 DE Nucleo- |swab, October
Medical Technology Co., Ltd. | Kit (Lateral Flow Assay) P05|t.|\{e.evaluat|on by Paul-Ehrlich-Institut: % protein | Oropharyngeal
Sensitivity of 100% at Ct < 25; Manufacturer swab 2021

specificity: 98.02%

22 This rapid antigen test, device ID 2103, was removed from the EU common list on 10 November 2021. The grace period will end on 5 January 2022, 23:59 CET
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https://www.gov.uk/government/publications/assessment-and-procurement-of-coronavirus-covid-19-tests/outcome-of-the-evaluation-of-rapid-diagnostic-assays-for-specific-sars-cov-2-antigens-lateral-flow-devices

Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance validpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
Retrosp e 0 a
. . . DE: 93.2% sensitivity
Xiamen AmonMed COVID-19 Antigen Rapid o e Nucleo- 10 May
- ) Ehelicholnetit - . DE ;
Biotechnology Co., Ltd Test Kit (Colloidal Gold) 1763 P05|t.|\{e. evaluation by Paul-Ehrlich-lnstitut: 99.55% specificity protein Nasal swab 2021
Sensitivity of 100% at Ct < 25; Manufacturer Nasal swab
specificity: 99.55%
Retrospective in vitro study
DE! 17
Xiamen Boson Biotech Co. Rapid SARS-CoV-2 Antigen 1278 DE: 96.49% sensitivity 99.03% specificity Unk Nasopharyngeal Feb
Ltd Test Card Positive evaluation by Paul-Ehrlich-Institut: NP swab NKNOWN | s\wab Zgzrluary
Sensitivity of 100% at Ct < 25; Manufacturer CH, UK
specificity: 99.03%
Retrospective in vitro study
SARS-CoV-2 Antigen Rapid| . - DE: . . . 96.3% sensitivity, DED Nucleo- | N3S3ISWaE |16 ppay
Test Positive evaluation by Paul-Ehrlich-Institut: 100% specificity Nasal swab protein Lot 2021
Sensitivity of 88% at Ct < 25; Manufacturer ! Other
specificity: 100%
Xiamen Wiz Biotech Co., Ltd
Retrospective in vitro study Nucleo-
o e )
SARS-CoV-2 Antigen Rapid DE: 95'9016 ser.ms'lt'lwty DER! protein Anterior nasal | 10 May
Test (Colloidal Gold) 1884 Positive evaluation by Paul-Ehrlich-Institut: 100% specificity (nuc!eo— swab 2021
Sensitivity of 88% at Ct < 25; Manufacturer Nasal swab Caps"f'e
specificity: 100% protein)
Retrospective in vitro study Nasal swab,
. .89 itivi N h |
Zhejiang Anji Saianfu AndLucky COVID-19 1296 DE'_ . . . . ggff sei?;::t;v'ty’ DER! Nucleo- S\;:Ep anneeall 1o May
Biotech Co.., Ltd Antigen Rapid Test Positive evaluation by Paul-Ehrlich-Institut: o Sp! ty, protein ) 2021
Sensitivity of 94,1% at Ct < 25; Manufacturer Nasal swab Oropharyngeal
specificity: 99% swab
Retrospective in vitro study
o L
Zhejiang Anji Saianfu reOpenTest COVID-19 1295 DE:. ) ) ) . gg;f Zi?fsilcti'v'ty' DEE Nucleo- z:zzl ;v;z:b;] cal 10 May
Biotech Co.., Ltd Antigen Rapid Test Positive evaluation by Paul-Ehrlich-Institut: 0 Sp ty, protein pharyng 2021
Sensitivity of 94,1% at Ct < 25; Manufacturer Nasal swab swab
specificity: 99%
Retrospective in vitro study
) DE: e Nucleo-
Pantest Coronavirus Ag sensitivity: 95,70%, X Nasopharyngeal
Pantest SA 2271 iti i R ich- itut: DEX D
antes (Nasopharyngeal Swab) Positive evaluation by Paul-Ehrlich-Institut: specificity: 99,10% capsid | ecember
Sensitivity of 94% at Ct < 25; Manufacturer protein 2021
specificity: 99.1%
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Completed SARS- Included
Manufacturer RAT commercial name Device ID Clinical performance Clinical performance vali dpation CoV-2 Specimen 7 in EU
#15 As reported by independent validation studies Data by manufacturer ¢ studies Target P common
protein list since:
Retrospective in vitro study OP:
. Sensitivity: 95.65%, Oropharyngeal
" Novel Coronavirus DE: o Nucleo- 8
Zhejiang GENE SCIENCE Co., . : Specificity: 99.17% X swab;
Lth J (COVID-19) Antigen 2684 Positive evaluation by Paul-Ehrlich-Institut: NF:" t ° DE[2 capsid Nasopharyngeal December
Detection Kit (Swab) SenS.It.IV.Ity of 100;% at Ct < 25; Manufacturer Sensitivity: 94.58%, protein swab 2021
specificity: 98.73% Specificity: 98.73%
Retrospective in vitro study
o o DE2
Zhejiang Orient Gene Coronavirus Ag Rapid Test DE'_ . . . . 98'3% % senﬁsﬁmty Nucleo- Nasal swab, 7
) 1343 Positive evaluation by Paul-Ehrlich-Institut: 99.6 % specificity ) Nasopharyngeal | February
Biotech Co., Ltd Cassette (Swab) s protein
Sensitivity of 100% at Ct < 25; Manufacturer Nasal/NP swab UK swab 2021
specificity: 99.22%
Retrospective in vitro study Throat swab/Nasal Swab: Sensitivity Anterior nasal
. o ifici o DE™ -
Zhuhai Encode Medical ENCODE SARS-COV-2 DE: . . . 96.49%, Specificity 100% Nucleo- | (b, Nasal |20
Engineering Co. Ltd Antigen Rapid Test Device 1902 Positive evaluation by Paul-Ehrlich-Institut: capsid swab, Throat October
€ g0 & P Sensitivity of 95% at Ct < 25; Manufacturer Anterior Swab: Sensitivity 94.74%, UK protein swab’ 2021
specificity: 100% Specificity: 100%
Retrospective in vitro study 96.12% tivity Nasal b
. . sensitivity Nasal swa
VID-19 A . . Nasal
Zhuhai Lituo Biotechnology ggtectioz Ki:t(lgc?lrlloidal 1057 DE: _ ) _ (CT<33); 99.59% sensitivity DEL Nucleo- N::z ;";’fbr; eal |14 July
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Notes:

[1] FR: Reference to validation study (not specifying which specific RAT is being recommended or was tested in practice): https://www.has-sante.fr/upload/docs/application/pdf/2020-
10/synthese_tests antigeniques_vd.pdf

[2] DE: Rapid antigen tests that have completed practical validation studies in Germany: See: https://www.pei.de/SharedDocs/Downloads/DE/newsroom/dossiers/evaluierung-sensitivitaet-sars-
cov-2-antigentests-04-12-2020.pdf? blob=publicationFile&v=43

[3] SE: Smaller evaluations ongoing in some of the regions.
[4] BE: In the clinical performance study performed in three different clinical laboratories during the ascendant phase of the epidemiological curve, we found an overall sensitivity and specificity
of 57.6 and 99.5%, respectively with an accuracy of 82.6%.
[5] NL: Collected validation data from accredited laboratories in the Netherlands. The report includes evaluations of various RAT that labs performed at their own initiative.
https://Ici.rivm.nl/antigeensneltesten

[6] BE: Van Honacker E. et al., Comparison of five SARS-CoV-2 rapid antigen detection tests in a hospital setting and performance of one antigen assay in routine practice: a useful tool to guide
isolation precautions? J Hosp Infect. In press.
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