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on-list_enpdf - Adobe Acrobat Reader DC (32-biy)
#ES "EM BTN

R cond-19_rat o
RO AWED =)

BR IR ONgd-19_rat_comm.., % covid-19_rat_comm... evaluierung-sensiti...
®@® 1 AR®OO =R P BLaD
EUROPEAN COMMISSION

DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

- Public health, country knowledge, crisis management
Health Security

EU health preparedness:

A common list of COVID-19 rapid antigen tests;
A common standardised set of data to be included in COVID- '
19 test result certificates; and
A common list of COVID-19 laboratory based antigenic assays

Agreed by the Health Security Committee

Common list of COVID-19 rapid antigen tests (Annex1)
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% Skl et Solcel oevkon Completed | SARS-CoV-2
Manufacturer RAT commercial name Lo e L e validation Target
ID#* As reported by independent validation studies | Data by manufacturer *¢ 2 5
studies protein
Nasopharyngeal: Clinical
sensitivity: 97.14% (95%
Cl: 91.88 — 99.41%);
Clinical specificity: 99.60%
(95% Cl: 98.58 — 99.95%)
Retrospective in vitro study 100% sensitivity 90.1% g
= sensitivity Anterior nasal
Green Cross Medical Science ? ie Nucleo- swab,
GENEDIA W COVID-19 Ag 1144 Positive evaluation by Paul-Ehrlich-Institut (PEI): |100% specificity DE™ 5 10 May 2021
Corp. 4 protein Nasopharyngeal
Sensitivity of 83% at Ct < 25; Manufacturer NP swab, Anterior nasal N
specificity: 100% swab
Retrospective in vitro study
e s . ) - 96.83% sensitivity Nucleo-
Guangdong Hecin Scientific, 2019-nCoV Antigen Test Kit DE: SR 5
PRy e (colloidal gold mgeth od) 1747 Positive evaluation by Paul-Ehrlich-Institut (PEI): [99-39% specificity DE® capsid Nasopharyngeal |10 May 2021
Sensitivity of 82% at Ct < 25; Manufacturer Nasal swab protein swab
specificity: 99.07%
Retrospective in vitro study OP swab: sensitivity
95.22%, specificity
e Nasopha eal
. ___B2019-nCoV Ag Rapid DE: Nasal swab: sensitivity Nucleo- e
Guangdong Longsee Biomedica % & P e SN @ R swab,
i Detection Kit (Immuno- 1216 Positive evaluation by Paul-Ehrlich-Institut (PEI): [94.15%, specificity DE capsid S 14 July 2021
R Chromatography) Sensitivity of 100% at Ct < 25; Manufacturer 99.68% protein
piag. = ) AT swab, Nasal swab
specificity: 99.5% NP swab: sensitivity
I 95.51%, specificity
99.72%

= MEZIEE TR 2 ER R M
| IREMET -

MBZEMERT - REEmAVFFAER
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Manufacturer RAT commercial name

Device
D#*=

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

Guangdong Longsee Biomedical
Co., Ltd.

1216

Clinical performance
As reported by independent validation studies

DE:

Positive evaluation by Paul-Ehrlich-Institut (PEI):

Sensitivity of 100% at Ct < 25; Manufacturer
specificity: 99.5%

NP swab: sensitivity
95.51%, specificity
99.72%

swab, Nasal swab

1134 = N
FISEBTT =y AR
AR S BAxtES FIRIEER
ol R Completed | SARS-CoV-2 Included in EU

validation Target Specimen *7 common list
Dol studies protein since:
OP swab: sensitivity
95.22%, specificity
ik Nasopha eal
Nasal swab: sensitivity Nucleo- swabp e
94.15%, specificity DE™ capsid % 14 July 2021
99.68% protein Sropfsynseal

RPARDER SR KB -
=1Z2E - FR=AE - UK=32

AR B E T EE ¢

» CH=3m L ~ NL=1a78 »

https://ec.europa.eu/eurostat/statistics-explained/index.php?title=Glossary:Country codes

flan -

IT=RAHE
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( Prospective clinical field studies )

Y0 SRR EE B A B 1 B R R 25

s=dh .
T3 .

T:'Eﬁxi S 3h B 9T o0 48 48 RT-PCRAZ i 463 A 1 5

ZENIER T - BEIRESNE (EIREIEERRN
573579) S EEASNEBETARE - 8
E (sensitivity)#83880% ; 3k

Z—Eé%ﬁ;ﬂﬁﬁlﬂ WOl ¥ CTE <25 (B2
£ ) NSMENEFEE 0% L

I_l_

FEE ( specificity ) FiE98% L L -

2MEA&V100 =% 508 51 K &> 300
BB EAT

BRRITE—

23K

SREHEZWT
YN SR3R) 350 B [ 14 B S T 95

( Retrospective in vitro studies ) * BE :
A SZ2RAHPFABEARE - BEREEA

80% ; =k

B CTE < 25 IR - WANESEER
90% 2k A =

SERANHFTHERDSOE I RIEXARARL - #E
BEMEREBRARFTENEERE - ﬁ'ﬁCTE
ﬁ'ﬁi-‘t17i36$ﬁ|§| Wam3/\E - HESKRS

£ ( CTEL7£25 ) 1540% - &w=E (CT
B25230) 1540% - #Fmws=E ( CTE302

36 ) 1520% -
REEFEIBWIUL -
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7E< 4 (1) ADMINISTRATION
B—iEn  BEERSEMEEELEN - FTELE EHa@AS510(k)sk M aIEFiL

(PMA) %ﬁzﬁi AR ENEBRIPEMZEMB -

2020F2H4H - =BIREFHEENFESEE  EEMHNEM - ZY (B amEH
56481 RIE) 2=k FIR#EEmergency Use Authorlzatlon (EUVA) - EERZEmM
NEEREANRERIEIED - #EARNEEEmARZER e EMER N ESRH
BE - EUA%THJE/]}_EIDW51O(k):}ZPMAKHZFEEEA EUARZKEmuBEAN
( may be effective ) -

BEOFEBLNEUIESMARERT

https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-
antigen-diagnostic-tests-sars-cov-2#IndividualEUAs
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HEDPEARSBEENEMR H BARBITEHNEMRZEZERR " Over the Counter
(OTC) Home Testing ., - HEEZEEE H EEREBEAZBGHER

= 7
EUAS: R 5% BRER .o
RITAVE BB 5B ZELIZEmIETT
I =
EBE  poglosic B, IR EE PR
(Most Recent = x a
Date EUA Authorization)
Issued or and Date EUA
Last Originally Authorized Authorization
Updated ~ Entity Issued Attributes Setting(s)' Documents?
© 02/18/2022 ACON Flowflex COVID-19  Lateral Flow, Visual Read, Over the Counter (OTC) Home  Home, H, M, W HCP IFU, IFU
Laboratories,  Antigen Home Testing, Screening, Single Target (Home Test)
Inc Test
10/04/2021
© 02/17/2022 LumiraDx UK LumiraDx SARS- Microfluidic Immunofluorescence Assay, Instrument H MW HCP, Patients,
Ltd. CoV-2 Ag Test Read, Screening, Single Target IFU
08/18/2020
@ 02/16/2022 DiaSorin, Inc.  LIAISON SARS- CLIA, Single Target H M HCP, Patients,
“’ ‘%: CoV-2 Ag IFU

03/26/2021
25
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WAL tlj
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