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RMoTs Uszdnsamluseauurunaisdeas (Aul7 2 98.4%, AUTILINIE > 99.1%)
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Title THE RELATIONSHIP BETWEEN CLINICAL PERFORMANCE, FALSE
OMISSION RATE, PREVALENCE BOUNDARIES, AND REPEATED
TESTING OF RAPID DIAGNOSTIC KITS USED IN THAILAND
COVID-19 USING VISUAL LOGISTICS
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ABSTRACT

Rapid diagnostic tests with good clinical performance are crucial for effective
infectious disease control. This study evaluates the diagnostic performance of COVID-
19 rapid antigen (RAgTs) and molecular tests (RMoTs) based on sensitivity and
specificity data from FIND and FDA-reported manufacturer data (November 1, 2021 -
June 30, 2022). Tests were categorized into six clinical performance groups: WHO
performance (9.0%), sub-tiers performance (7.0%), Tier 1: low performance (30.0%),
FDA performance (26.3%), Tier 2: moderate performance (24.4%), and Tier 3: high
performance (3.3%). RA¢Ts showed low-to-moderate performance (sensitivity >
94.2%, specificity > 99.2%), while RMoTs demonstrated moderate-to-high performance
(sensitivity > 98.4%, specificity > 99.1%). The visual logistic mapping revealed
prevalence boundaries (PB) of 58.4%, 48.6%, 33.3%, 70.3%, 50.6% and no boundary
at a 5% false omission rate (Rgo). RAgTs with moderate-to-high performance exhibited
acceptable PPV and NPV across various prevalence levels. In conclusion, visual
logistic mapping enhances understanding of diagnostic performance relationships and

holds potential for future applications in other infectious diseases.
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angalifalalsua 2019 luypaanlutilsaiiase duAenadeugnnsanuilifinide uasng
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® NPV (Negative Predictive Value) nu1881A191urg7AuT nan1svnaeu
asvdudolsalalsyn 2019 Wuauduiinnmisiies duauilifadelsaiuntesfisde
A1 NPV 9zdaslunisusziduanudssiifauanilaass (False Positive) luwanisnagau
Yovas munsaaidionanisnegeuduay ﬁmmu’wsL‘fJu‘ﬁ';Ewmaauwhiﬁm%aiumm
Huase

® PPV (Positive Predictive Value) wngds Avunginaufinan1saaaunsia
elhalalsuy 2019 Wuvanduiimnuavduauiinawelsaianndeutfiosla a1 PPV 9ae
Tunsusziiumudesisauilliess (False Negative) lunansnadeutiosas wneninuin

P & ~ | @ aw a & % = 14
LNaNaﬂ’]imﬂﬁ@ULUu‘U’JﬂNﬂ'miIuﬁlﬂgLUUWQWW&@UQ%W@L%@IUWUWNL‘U'Lmiﬂ

®  JRNIINSATLAYAWVUNLDINUINANURANANNNEBUSULARNEANTNITHTII

q
(%

lsanseeuluuvegiuaseausunanisnadeunseyinulsaviedauluiu lag lddns
msazaeaei 5% Wuaildivuadannuansatunisasiamilsaviseiouludngty fnil
nneierudseausUlAaIan N g UM RS YUUNAARUE UL DUNIIETILITUNANITNAFDY

& aay a | 15
'3']LUU@‘UIUﬂiﬂﬂ/]&JJ‘V]@ﬁ@UMi@igUUmﬂa@U‘lMWUIiﬂ

® Tier Mu18De NsLUtANTSaUESEaUAN LAz NI Wz 3 SYsu

A9 9 Batimnnaala (Sensitivity) kagANT AN (Specificity) 2 auszauaail:
1.52aUv 1 (Tier 1): szauil da1n21ula (Sensitivity) 71 Uszaunad 90% Layan
AMUTNE (Specificity) MUTEUM 95% FevunedayanaaoulanNa1u1salunIsngIan
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2. 5¥RUT 2 (Tier 2): syeuil dA1A21012 (Sensitivity) 7 Usyanas 95% wazen
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®  Subtier MNeRsIzAUERYUBIANTIOUZIZAUAN LA AT LN Z T LR T

AUTLA UAINTER UNA N (Sen/Spec: 90%/95%, Sen/Spec: 95%/97.5%, Sen/Spec:
100%/299) lagszaugasilonadaiainulilazaudlnasLanAWAUAINAIILADINITLAY
= . 1 val 1 [ [y ' el'
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AdRgydmiunsUsziiumnanindotiovesniesiionisyansisntlhdnduvesnansaad
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annsansranuriaeldegnstion 80 au saailaas Gsannnuidsvenaauais (False
Negative) mudnzmnedsantannsavesnisnaasulunsseyiliilsaldognsgndes
Andudndruvesmansrafiiuaulunguauilivissssianun = 97% mnearwdt vindau
filsithe 100 Au MIveasumTTEYlagndesitedietios 97 auliilsadsmnudumegsdean
ANuEBIUesHAUINA (False Positive) vi3emsuaninaudilsivheillse

* nusiUszAnsamiiAvualasdiiniuanznssunTe 1M sLALE(FDA)®
yoslnedafmunalinaul > 90% ynoanuinlugiieddmng 100 AU YPRTIIAITANNTD
aanuifiaeldetnatios 90 au yansIaRdmnligaisandamuaaua (False Negative)
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®  PPA (Positive Percent Agreement) #an884 AT UIUDNEAAIUVBIAIY
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Tsaimdalagalalsun 2019 inanid olasawin severe acute respiratory
syndrome coronavirus 2 (SARS-COV-2) dsfienudewhligfnteidssdaniaiiulsaten
Sniauguuse’ mssseuafausnvedlsad ififesg du assassuszesuiu Tudoy
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(RAGT) WlanramTusAunIousuRiauvendelada lnsnsifudegsannisayninine
Y30 NEIMBUALINAY YANAROULUY RAGT wangdmIunsARnTosgARAAsgLaLT
onsiilefnuengiaeiiosumssnwuastestunisunisyuinveslsa’
msaoualsanaznsiamugiinisaiveddsaluymuiudsdfgieniuaunis
svurnveslsn aadnseunstelanlduugilludiuifiiiovinisaiveslsa (Prevalence)
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Interspaced Short Palindromic Repeats (CRISPR)’
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3. Detection Limits (@as1inlunansaq) guidnvaziamsowandagldan Limit
of Detection (LoD) W@ Limit of Quantification (LoQ) 4 1Uusnd 1A ua1unsalunis
pramanslussfuautudusigauazannsanld

4. Reportable Range (929n1531891UNR) AndNyUzEvsUanTatmmduduves
arsfianansnfalddaudanududuianisanududugeaaiinanisinseidiasiang

gnABIRLTBAImMUA



5. Stability (A1uAI) ALENuME AR UMIANw AR TR ANAREY
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8. Reference Interval (A181999) Aadnunsdifgafosiuaildanngulseans
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1. N33 7815 09 ¢ Designing and Interpreting Coronavirus Disease 2019 (COVID-19)

Diagnostics: Mathematics, Visual Logistics, and Low Prevalence" 1ne Gerald J. Kost, MD,

PhD, MS (2021)*2
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COVID-19
2. MiduSes "Diagnostic Strategies for Endemic Coronavirus Disease 2019 (COVID-19):
Rapid Antigen Tests, Repeated Testing, and Prevalence Boundaries" 1ng Gerald J. Kost,
MD, PhD, MS (2022) !
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1. Desmos (https:/Avww.desmos.com/calculator) 1ulusunsuatinAans Al
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2. Wolfram Mathematica (https://www.wolfram.com/mathematica/) TUsunsu
TidweIesdlenuadineanswaziaauinilnuaunsalunisauinkasiiaseideyanis
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3. Symbolab (https://www.symbolab.com/) Tusunsud 10 uias e onng
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JLATDIAALAVLAZANNITOAIUINAUNITA 9 BUIUS BUANTA wagnsyAn Limit veafleandu
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Poyaluguuuug 9 dmsunsfnyinaddennadnmans wavais

4. Wolfram Alpha (https://www.wolframalpha.com/widgets) Wolfram Alpha
Jueesdlomauiiauaunisaumuazaoumnuamanuduaideedaiuaiunsaly
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AEIAAIANS LU X3 - 6xA2 + dx + 12 138 UITEVDINNUIN WYL 2xA5 -19xA4 +58xA3
- 67xA2 + 56% — 48 Uavlaun1saeuRus 1uy "+ y =0

4.2 nmans Auvndoyaiferiuansmans Wu fvuaavesnsaigusan
N3ANANUATOIAIINI LYUAIINIG Halley's LazilSEuUWIBUAIINIIMaI8A39 LU alpha
Centauri A, beta Centauri Wag eamma Centauri

4.3 Anenmaniiiedin gieyaifodfuisinensedulinana wasiSoudietudnd
LERIHRIENE LAZRIONUAY TN IAswRleTUENSwasTUsAuY myoglobin

4.4 walulad dumdeyaifefumalulagnisdeas nsehoamuislin wagnns
yifayaiieafulaseadng igu Golden Gate Bridge usnanissanninadisunsldniinsedu
mneavlolang 1 ISBN 1-5795-5008-8 LarAUIMN1IUEERIvedIng

4.5 M3ty Wolfram Alpha Zladdumasnisiiuannmne wu gleyatagduifentu
AULAZNTAUIMRNIIUDY TINTINTIUSEUTEUANARY AUIUNTVEEAIYRLING kA
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Wolfram Alpha tuwn3asfienfivsglovilumsfumdeyauaziwinlunaieaiv

109a2133 wazidudidenlunsfny 39e waznisuilgwineadinamansuazingimans
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Table 1 uansgnsainAansiugIlunsAiuIn’?

13. x = [pt + y(1-p) (t-1D)V/[pt]

Category and Equations Dep Var | Indep Var
Fundamental Definitions
1. x= Sens= TPATP+FN) X TP, FN
2. y=Spec = TN/(TN+FP) y TN, FP
3. s=PPV = TP/(TP+FP) S TP, FP
4.t = NPV = TN/ATN+EN) t TN, FN
5. p = (TP+FN)/N TP, FN, N
6. N = TP+FP+FN+FP TP, FP, TN,
FN
Derived Equations
7. PPV = [Sens-Prev])/ [Sens-Prev+(1-Spec) (1-Prev)], or
s= [xp)/[xp+(1-y) (1-p)] - symbolic version of the equation | s XY, P
above
8. p = [s(y-D/[s(x+y-1)-x] P X, Y, s
9. x = [s(p-1) (y-D)/[p(s-1)] X Y, P, s
10. y = [sp(x-1) +s-px1/[s(1-p)] y X, P, S
11. NPV = [Spec:(1-Prev)l/[Prev-(1-sens) +Spec)]. 1-Prev,
or t=[y(1-p)l/p(1-x) +y(1-p)] t X, Y, P
12. p = [Y(1-DV/H(1-x-y) +y] p Y, p, t

Y, p, t




Category and Equations Dep Var | Indep Var

14. y = [ptx-DI/[t(1-p)-1+p] y X, p, t
Ratios
15. TP/FP = PPV/(1-PPV) =[Sens-Prev]/[(1-Spec) (1-Prev)] | TP/FP X, Y, P
or [xpl/ [(1-y) (1-p)] ratio
16. FP/TP = (1-PPV)/PPV = [(1-y) (1-p)//(xp) FP/TP X, Y, P
17. FN/TN = (1-NPV)/NPV = [p(1-x)/y(1-p)] ratio XY, P
Rates
True positive (Ryp), false positive (Rep), &positive (Reos)
18. Ryp - TPATP+EN) = x R TP, FN
19. Rep = FPATN+FP) = 1-Spec=1-y Rep TN, FP
20. Rpos = (TP+FP)/N Rpos TP, FP, N
False Omission (Rep)
21.Reg = FNATN+EN) =1-NPV=1-t=[p(1-x)]/ [p(1-x)".+Y | Reo X, Y, P
(1-p)]
Reo with repeated test(rt)
Reost - [P(120%/1/Ip(1-x®). +y(1-p)] Red X,yXP
Prevalence boundary for one test given Rgq
PB=y(1-t)/[(1-x)-(1-tX(1-x-y)]=lyReol/[(1-X)-Reo(1-x-y)] PB X,Y,Rro
= [yReo(x+y-1) +(1-x)]
Prevalence boundary for repeated test (PB,) given R
PB.=[y’Rrol/ [Reoly?x?+2x-1) +(x-1)°] PB. XY, Rro
Special Case
Prevalence when sensitivity is 100% (ie,FN =0)
22. Prev = 1- [(1-N,/N)/Spec] or p = 1- [(1- POS)/y] P POSqy
PPV when sensitivity is 100%
23. PPV= [Prevl/ [Prev +( 1- Spec) -(1-Prev)] or

s = [pV/Ip+(1-y) (1-p)] S Y;Pp




Category and Equations Dep Var Indep Var

Sensitivity when given specificity, R-o, and PB and PB (no
repeat)
X=[PB-Rec(y+PB-y.PB)l/ [PB(1-Rro) ] X X, 1, Rro
24. Prevalence boundary for a given Rgg

PB={y(1-0)/([(1-X) (1-t) (1-x-y)I} =[yReol/[(1-x)-Rea(1-x-y)] | x Y, Reo, PB
Sensitivity when given specificity, and PB
25.27a  x (Sen) = [PB-Reo(y+PB-ysPB)I/IPB(1-R()]
Sensitivity, given Rroand PB, when specificity (v)is 100% | A Y, Reo, PB

27b  x = (PB = Reo)/IPB(1-Reo)] Rro, PB
Accuracy (not recommended - seenote)
A = (TP +#TN)/N = sens -Prev(dx) + Spec -Pre (no dz) TP, TN, N

gasadlamansiugiulunisAnuiinmun 27 @as lasinITednsdignsauiuiui
11 ¢m9 Ao Fundamental Definitions gm9 1,2,3,4,5,6 Derived Equations gn35 7,11 Rate

4935 20 Special Cases ans 21, 23, 24, 26, 27 wieldlunsiinsegvire. uagldansiauin

A sensitivity 31NANMYN WAzAN Specificity
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1.1 @nwiAuai1doyasinnulgeIud i eatesau gruteyassdng The
Foundation for innovative New Diagnostics (FIND) atfiussuunsounanesuiliieadas
fulsadndeusziieadastunmaivdoya meinssy wesnmsmeunsdeyaiisatulsafade
Tusgiuanaviessiuviosiu wardinnuanznssunisesuazen visienansluifiuy
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Table 2 doyayavadeutauiauladn-19 LuusIag angudeya FIND

Manufacturer Submission title Clinical Clinical
sensitivity | specificity

Eon Biotechnology EONBT COVID-19 Antigen 91.95% 99.30%

Limited

TODA PHARMA TODA COVID-19 NASAL SELF- 94.40% 100.00%
TEST

Acon Biotech SARS-CoV-2 Antigen Rapid 97.10% 99.50%

(Hangzhou) Co., Ltd. Test (self-testing)

ACON Laboratories, Inc. | SARS-CoV-2 Antigen Rapid 97.10% 99.50%
Test (self-testing)

Hangzhou All Test GSD Nova Gen SARS-CoV-2 94.10% 99.30%

Biotech Co., Litd Ag Rapid Test (Nasal Swab)
for self-testing

Lainson Biotechnology | COVID-19 Antigen Test Kit 100.00% 100.00%

Co., Ltd. (Dry Fluorescence
Immunoassay) (self-testing)

Anbio (Xiamen) Rapid COVID-19 Antigen Test 99.18% 100.00%

Biotechnology Co.,Ltd. | (Colloidal Gold) (self-test)

Xiamen Boson Biotech | Rapid SARS-CoV-2 Antigen 96.17% 99.16%

Co., Ltd. Test Card (self-test)

BIOSYNEX SWISS SA BIOSYNEX COVID-19 Ag BSS - 97.20% 100.00%
self-test

HANGZHOU TESTSEA Medriva COVID-19 Antigen 94.00% 99.60%

BIO TECHNOLOGY CO., | test cassette (Nasal)

LTD

SD Biosensor, Inc. SD Biosensor STANDARD Q 84.97% 98.40%
COVID-19 Ag Test

Humasis Co., Ltd Humasis Covid-19 Home Test 92.90% 99.80%




Table 3 JoyagavadoulauRIulAIn-19 LUUTIAEIINGIUTaYA Thai FDA

K602-55

Fuiilasu @i
) D P YN Tususas
YDNANNEUN YDNUU YDHHEAR
? ? (Au/\how/ Uszidiu
U) wialulag
STANDARD Q UM LOUT ﬂ%:ﬂ SD Biosensor 15/7/2564 | T 6400120
COVID-19 Ag (Uszwnalne) Inc., Korea.
Home Test 19 ns 02-
SUaEUA 538-0559
Q-NCOV-03G
WIAUTIY 1, 2, 25
YANAAOUABNE DY
(Nasal Swab)
SARS-CoV-2 viwnlsvlawen | SD Biosensor | 15/7/2564 | T 6400121
Antigen Self-Test | luafind (Uszwna | Inc., Korea
Nasal sw@duan | ng) §1n Ins
9901-NCOV-06G, 02-791-2200
Roche’s code
:09445323077
WIAUTTY 5 A
NAFDUADNADY
(Nasal Swab)
SARS-CoV-2 UTEM LaLuesa Shenzhen 15/7/2564 | T 6400122
Antigen Test Kit Toloudioumnes Kisshealth
(GICA) s%aduan | lnsdaia ns Biotechnology
K602-1H, K602- 02-215-2589 Co., Ltd, P.R.
5H, K602-1S wae China




Fuiilasu @i
) PR - YN Tususes
YINANNN YR YOHWAN
? ? (Au/\how/ Uszidiu
) wialulag
SARS-CoV-2 USeniuidaled | BIOSYNEX 16/7/2564 | T 6400126
Antigen Rapid lauaueafad SWISS SA,
Test Kit (Colloidal | 91 Ins 02- SWITZERLAND
Gold 747-7009
Immunochromat
ography)
Panbio COVID-19 | US®W Awla% a8 Abbott 20/7/2564 T 6400127
Antigen Self-Test | 371 (Usuineilne) | Diagnostics
sWaduAl 41FK51, | 971 Ins 02- Korea Inc.,
41FK71, 41FK81 257-3500 Korea

ey 41FK91

1.2 Whdayaaussaus lawn sensitivity uay specificity u1daiungu 6 ngu (Tier) 3o Sub
Tier MUANTTAUE A9ATT 4

Table 4 %agaamaauz sensitivity Way specificity 00 6 Tier

Performance Level Sen (%) Spec (%)
1. WHO >80 >97

2. Sub-tier <90 <95

3. Low (Tier 1) >90 >95

4. Thai FDA >90 >98

5. Marginal (Tier 2) >95 >97.5

6. High (Tier 3) 100 >99




nsAnwf 2 Anwaussausyanagdauasnugnssulain-19 wuusanga (Rapid Covid-

19 based on molecular) LaLIANGUANHUTIOUY

2.1 AupdwarsIuTIndeyaanssauy taun sensitivity 138 PPA way specificity

138 NPA 183ganaaauasiiugnssulada - 19 wuusInisd (Rapid Covid - 19 based on

molecular)ﬁ]Wﬂg’lu‘ﬂjayjaaﬂﬁﬂs The Foundation for innovative New Diagnostics (FIND)

U waznules fakandlunnsen 5 waz6

Table 5 YoyagaAnAdoUaITHLINTIULAIA-19 WUUTINTIIINGIUTYA FIND

fluorescent PCRm

Manufacturer | Submission title Target Clinical Clinical
analyte sensitivity(%) | specificity(%)
Cepheid Xpert Xpress CoV- | E gene; N 100 96.5
2 plus gene;
RdRp gene
Cepheid Xpert Xpress CoV- | E gene; N 100 100
2 plus gene;
RdRp gene
Abacus GenomEra SARS- | E gene; RdRp 98.2 99.8
Diagnostic aQy | CoV-2 2.0 Assay gene
Kit
OPTOLANE Genoplexor™ S gene; RARp 99 100
Technologies COVID-19 gene
Inc. Detection Kit /
RT-PCR
Biomeme Inc. Biomeme SARS- S gene; 98.52 98.89
CoV-2 Real-Time | ORFlab
RT-PCR Test
Hangzhou COVID-19 nucleic | N gene; S 100 100
Lifereal acid (RNA) POCT | gene
Biotechnology | detection kit
Co., ltd. (AIGS real-time




Manufacturer | Submission title Target Clinical Clinical
analyte sensitivity(%) | specificity(%)

Llusern SARS-CoV2 LAMP | E gene; N 100 98.11

Scientific test gene

FLUXERGY INC | Fluxergy COVID-19 | N gene; 100 100
Test System ORFlab

Oxford LamPORE COVID- | E gene; N 99.1 99.6

Nanopore 19 gene; ORFla

Technologies

Meridian Revogene SARS- N gene 9r.7 91.7

Bioscience, Inc. | CoV-2

Cepheid Xpert Xpress E gene; N 97.8 95.6
SARS-CoV-2 test gene

Table 6 YoyagANAAOUATTHLINTTULAIN-19 WUUTINSIINGUTRYA Thai FDA

Wt ‘@i
. unlasu .
A10U A\ PR Yy Tususas
y YaNAnAAN Yo YBHWAN UNN -
7 W) Usziaiy
(Tu/hau/l) -
walulag
1 | 2019-nCov UM 91 18U 7 | Guangzhou 3/2/2564 | T 6400009
Nucleic Acid nasedliunl | Tebsun Bio-
Test Kit LOUA AU Tech
(Lyophilized) ansadu 31 | Development
Co., LTD.
2 Diagnostic Kit UIEN LA Ustar 5/2/2564 T 6400011
for Novel- wialulad Biotechnologi
Coronavirus dumEIINIA es
(2019-nCov) 9170 (Hangzhou)
RNA (Isothermal Ltd.
Amplification-




. Junlasu .
a19u a a o ¢ A Yo w A Y oa 11]51"580
p YINANNUN YoruY Yopwan U -

7 o Usziaiu
(Tw/iiouAdl) -
wAlulag
Real Time
Fluorescence
Assay)
3 COXY-AMP . AnunWenwn 5/2/2564 T 6400010
(COVID-19 one- AneEans
step uazwalulad
colorimetric LIS IR
LAMP detection (@)
kit)
il FastProof - USEnlu 10/2/2564 | T 6400020
GoPlus SARS- aRnganm
CoV-2 RT-LAMP
Kit S9adwA) ZE-
P10

2.2 ihfeyaaussaug laun sensitivity wag specificity andmtungu 3 nqu (Tier) w3 Sub

Tier AUANTIOUSUIBLNUNDY ) AINI59 4

nMsAnedl 3 N13AN¥IAMUANNUSVIULYAVIAMNYN (Prevalence Boundaries) U89
YANAHIU RAGT AUANTIOULNINARLNLALINTINITALIABAD
3.1 WdMaya sensitivity kag specificity fldnns@nendl 1.1 uaz 1.2 wduin
maummaammnﬂimqmﬁ PB=y(1-t) / [(1-)-(1-t)(1-x-y)] =[yRrol/l(1-x)-Reo(1-x-y)]
=[yReo)/ [Reo(x+y-1)+(1-%)] lagAIvundnsnn15aziagsaid (Reo) 7 5%, 10% way 20% waz
a31907% ladadnd lnewisuiAgadeyaausiauganmsfnyneuminves Kost GJ*2
T¥gnsmandinmansfuiamszduaials anudmzuazveulvavesnuyn

dnTIn1saziasalsszaung o lelusunsunsnalull



® https://www.desmos.com/calculator tOulusunsunisadlnmians wazld
waeansMaun1sdunss mstuaddiuldwihliuansangan agn wazqadalinsivdeu

q

gnINITAUIN

® https://www.wolfram.com/mathematica/ 19 Tultsdyanwaluazidsdavlu
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aun1si 14

3.2 {hdeyanruyniifinisnenuiemsidunisseuisuaslain - 19 uuszmelne
vidouszAB U AN LA AUaNSTaUE YR IYRA T
Useynsuaznganlegis

1. aussouz laun sensitivity Wag specificity Ya3gavadaulaufiaulain-19 wuy
597157 138 Rapid Antigen Test (RAGT) léfﬁmiﬁmsné’uﬂ%ﬁﬁaa&amﬂwmmmﬁL‘ﬁ'm%’mmiu
g1udeyaneAns The Foundation for innovative New: Diagnostics (FIND) uagedniinaiu
ARENITUNITONNTUAZENTIUNIN 525 YANAGU

2. aussaus lawn sensitivity ag specificity 104yanngavaIsiugnssulain-19
LUUTIALST (Rapid Covid-19 based on molecular) Auaduazsiusindoyaaussauz 910
gméﬂ’agaam‘ﬂs The Foundation for innovative New Diagnostics (FIND) 41U398 wag
nulegAduIu 50 Yanegey

3 msFeuiiioy Performance Level ¥93an539 RAGT 7ils5au5713n91n913de

Tudsswnalneduiu 4 usen'>?

Ao 1) gansaauseniulowuwes 2) YansIausey
Shenzhen Lvshiyuan Biotechnology Co.,Ltd. 3) ¥An533UT YN Nova Tec
Immunodiagnostic GmbH 4) ﬁﬂ@ﬁaﬂﬁﬂﬂﬁaﬂLLauﬁLﬂu SARS-CoV-2 WUy Professional
FlowFlex Anuliduimsivindiu 86.40%, 98.50%, 93.50%, 97.60% ANARU ANUTUNIE
FUNNSM1AU 99.60%,100% ,99.30%, 99.40% MIUAIAU AIULBAFITAILULUIVDS
U3tvindnlasuniseugsbiihdiaindidnaunaenssunsomsuazen Wugnnsiawuy

@ a [ a o Y a = a
s nganun1nnann1sduyludladuilansdil dvsunisesianniindlonaudn
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maiusmsutoya

NusIuTImdeyaaussaurveaganaaauLaufiaulain-19 wuusInsd nie Rapid
Antigen Test (RAGT) wagaussausyavadauansiugnssuladn-19 wuusInsi (Rapid Covid-
19 based on molecular) (RMoT) Anwidunirdeyasnmironuiiiierdondu giudoya
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a o
W§N1378
NMIAnwdeyayanaaeulsadalyelifalalsun 2019 91U 456 Yanadey
seAulsEansnmassn1svaaeulnefarsanaina1aull (Sen) kagAudnmg (Spec)
Wudndinsuuaszaulszansninesnidu 6 s3AU FUAWANIRTEIUNUEIUYEY WHO TUauds
g High (Tier 3) Nllauuiuggean tneusdazseauiinaeiiuand ey 1y Sub-tier de
Sen >80-<90% Wag Spec 95 ->97% LUaudls High (Tier 3) fifodil Sen 100% Way Spec
299% LaNATUINIINTEIUAIVBIYANTIA RAGTs Wudulngjedlusedu Low (Tier 1)
a & =Y o . a 3 . a a
AnLdu 30.5% 5098901ABTEAU Thai FDA 71 26.8% wag Marginal (Tier 2) 11 24.8% lngdl
e 2% Alauinsgiugegaluseau High (Tier 3) Tunenduiy 4angIa RMoTs wiaedl
uutenINN kadulngndusglusedu High (Tier 3) §19 37.5% uaziin13nszaredi
1 ¥ (') U dl ld' 1 U = . L2 1 U ldl U ¥
AaudnaENelusyAuduY NdunRAe NINsgIU Thai FDA gnanaglusziuiireudnegs
InafinailndLAesiu Marginal (Tier 2) doyavisviuniasiouliiiudn RMoTs fuszansaw
' N i o v 1 = PG 3 v a
4971 RAGTs laglads wadldnuiutosninuin Georanandvitiuieninummelunisuinyn
NAAOUNHUTEANSA NG Asuantlunse 7

Table 7 NM3dnnaugaynagoulsaladIn-19 91U 456 YANAABUAINANTIOUENARTN

Performance RAgTs RMoTs Average
Sen (%) - Spec (%)

Level n (%) n (%) n (%)

1. WHO >80 >97 40 (9.1) 1(6.2) 20.5(9.0)

2. Sub-tier <90 <95 30 (6.8) 2(12.5) 16(7.0)

3. Low (Tier 1) >90 >95 134 (30.5) 3(18.8) 68.5(30.0)

4. Thai FDA >90 >98 118 (26.8) 2(12.5) 60(26.3)

5. Marginal (Tier 2) >95 >97.5 109 (24.8) 2(12.5) 55.5(24.4)

6. High (Tier 3) 100 >99 9(2.0) 6 (37.5) 7.5(3.3)
440 (100) 16 (100) 228(100)

wuBLUA: *aul (Sensitivity) (%), Augwz (Specificity) (%)



N139nNgUYARIIALsARRLIBLITAlALIUY 2019 Munan1sUsTlluaNsIauUENI9AGTn

[ aa = aa 6 1 . [ 1 A
AUl wagAudune AinsAnwlusemalngainauffu ngd Sub-Tier L‘U‘Uﬂﬁjlﬁflﬂﬂ

AU <90% WarAUIWNIE <95% ANNsAnwlulsemalnein1sUss R uaNssaULNIg

ATINTIWIY 3 UTEN nuaAtadfeauliegfl 92.20%, 96.36%, wag 97.25% Wage

ANNTUNIZYT 84.59%, 85.13%, hag 79.94% MIUANU WUIANTIOUENAINIININTTIY

ey

HARsTULAdIReliUsEavEnmlunisnsaalsa ngu Marginal (Tier 2) Anuadiauly 295%

o IS a aa o a o | leld
LAYAINNDILINIE 297.5% HUTLLIUAUIIOUSNIAAUNIIUIU 1 UIEN WUﬁﬂ@i?ﬂIUﬂﬁjNu

A1AIULY 98.30% UagAITNAILNIE 98.49% WUITANTTAULN INALALNINTTIULNERTEY

AIM1S9 8

Table 8 N5¥ANGUYANTIVLIALATA-19 AIUNANTITUTAIUALTIOULNIAGTN

a &

Tuusewalnganaufnyn

*

NUNSANY

Performance Level Sen (%) Spec (%)

AUTIAULVIYANTIMNARINNITAN

1 2 3 4
Sen (%) = Sen (%) Sen (%) Sen (%)
Spec Spec Spec Spec (%)
(%) (%) (%)
1. WHO 280 >97 g - - -
2. Sub -Tier <90 <95 92.20"° 96.36" 97.25" -
84.59 85.13 79.94 -
3. Low (Tier 1) >90 >95 - - - -
4. Thai FDA >90 298 = - - -
5. Marginal (Tier 2) 295 >97.5 - - - 98.30 *°
98.49
6. High (Tier 3) 100 >99 - - - -
A Sen/Specilfuanszy’ 86.40 98.50 93.50 97.60
99.60 100.0 99.30 99.40

a

vnewg: *A1ula (Sensitivity) (%), AuTWNE (Specificity) (%) *ﬁ@’wamzq

19,20



A1 PB Y03yanadaulaIn 19 ﬁLLUQLﬁumjwhm MUFNTIOULVDIAT Sen Uay Spec
i Rro 5%, 10%, 20% WUINANAUNUSIZNIN PB Laraussausneadin (Sen/Spec) U94
yanaday RATs T#msil nduanssnuzesdnmseundiolan (WHO) wutheanala (Sen) getudle
PB 547U (58.0% - 86.9%) AT (Spec) Suultufiugstudle PB geiu (74.7% -
86.9%) neugos (Sub-tier) Aalla (Sen) Huwltufingedudle PB gedu (48.6% - 81.8%)
Armdum (Spec) fuultufingedudlo PB geidu (66.6% - 81.8%) nauanssaugsn (Tier
1) el (Sen) Fuwldundingaduilo PB getu (33.3% - 70.3%) Anusimg (Spec) i
wultfudingstuile PB gt (51.4% - 70.3%) nqu Thai FDA anaila (Sen) fluualtuiia
qﬂﬁulﬁa PB qﬂﬁu (70.3% - 91.8%) ArudN1e (Specificity) ﬁLLmIﬁmﬁmqasﬁmﬁa PB
Qﬂsﬁu (83.3% - 91.8%) nguaussausU1una (Tier 2) nupula (Sen) ﬁLLmIﬁmﬁuqaéﬁu
1o PB gedu (50.6% - 85%) Arusung (Spec) dunalifuifiugstmilo PB gedu (68.4% -

85%) wavnauaNssauggs (Tier 3) Aul3 (Sen) kazA TN (Spec) 11 Reo 5% Uaz

' 1%
o w IS =< 2

10%, 20% Lifidednindie PB a1ty fwuandtunsnedl 2 Jaannsiasziuandliiud

ANNENIUSIENIN9A N ILAZANMIUEIVDIYARTIALATA-19 AUNTIUNTIZUIRTBILIALLLS

a¥939 PB Yeuaiidielvianinsaidenliunnsialain-19 MvansaufiudanInnsunsseuInuas
= d‘l’ a 14 ! a a a (4

Anandesluiuiie negaiiusedntaim A1 9

Table 9 AMUFNRUSTENIN PB Lazanssauzneadiln’ 989 RAGTS

Performance Sen Spec Target Prevalence Boundary (Actual) at
Level (%) (%) RFoof 5% 10% 20%

1. WHO >80 >97 58% (58.4) 74% (74.7) 86% (86.9)

2. Sub-tier <90 <95 48% (48.6) 66% (66.6) 81% (81.8)

3. Low (Tier 1) >90 >95 33% (33.3) 50% (51.4) 70% (70.3)

4. Thai FDA >90 >98 70% (70.3) 83% (83.3) 91% (91.8)

5. Marginal (Tier 2) =95 >97.5 50% (50.6) 70% (68.4) 85% (83.0)

6. High (Tier 3) 100 >99 No Boundary No Boundary No Boundary

WUBWA: PB (Prevalence Boundaries): ¥aulwnuainuyn *a1ula (Sensitivity) (%),

AN (Specificity) (%), R 9n91N1582L88a29 (False Omission Rate)



3. N13ANYIAMUFUNUS VB ULYAYBIAIUYN (Prevalence Boundaries) ¥84¥ANAHY
RAGT MINANTIAULNIARTINUALENIIN1TALIAEA (Re) T 5%, 10% WAz 20% uas
afennladafnd

ANUFNTUTIENINVBUUAANNYN (PB) AUANTIOULVRINITNAADUNIIAGEN A
Liwaganudnnizvesyanaaey RAGTs Tusesusig 9 wudsedu Tier 1 Tvaulunnduyn
(PB) 71 33.3% Favanzdmiunsldnuilelsadimmynlaiiiu 33.3% sedu Subtier-WHO
YBULIAANNYNT 48.6 - 58.4% 52U Tier 2 YBULIAANNYN 1 50.6% FEAU Thai FDA
YouLum PB 7 70.3% wag 5ziu Tier 3 lifimsimuaveuinvesnugn dsannsaldlénn
anuynvedlsanzaniignlunnsziuYeINTUNI TR daumnuduiussening PB fun
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1. AwanAnaly (Sensitivity) MSUIANAAOULDURIULUUTIAGY MUUAVTEUWAAIILTYN
(Prevalence Boundary: PB) 71 14.4% lagdipanussnie (Specificity) VBIYANAADUAD 99.5%
wazaudeisonsuldvesnsnainuaauUasy (Risk of False Omissions: Reo) A® 5%
gASAUIN X (Sen) = [PB-Reo(y+PB-y-PB))/[PB(1-Reo)]
% = [PB-Rec(y+PB-y-PBI/[PB(1-Reg)]
x = [0.144 - 0.05(0.995+0.144 - 0.995.0.144)] / [0.144(1- 0.05)]
= 0.688
= 68.8%
2. AuuABURAILYN (Prevalence Boundary: PB) #1SUANARBULOURIULUUTIAG?
svusliidaaianuly (Sensitivity) A 68.8 tnefinusiinig (Specificity) VDIYANAFBURD
99.5% wagmidesfivonsulduosnsnaianaaulasy (Risk of False Omissions: Reg) A9 5%
gasAwans PB=y(1-t) / [(1-xH(1-X(1-xy)] =lyReol/[(1-x)-Reo( L-x-y)] =lyReal/ [Reoixy-1)+(1-X)]
PB= [yReo)/[(1-X)-RFO(1-x-y)]
= [0.995%0.05)/ [(1-0.688)-0.05(1-0.688-0.995)]
= 0.1437
=14.4 %



Performances of Rapid Ag tests available on FIND and FDA Thailand (Update 12 April 2023)
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
EonBiotechnology
1 EONBT COVID-19 Antigen N-protein 91.95% 99.30%
Limited
TODA COVID-19 NASAL SELF-
2 TODA PHARMA N-protein 94.40% 100.00%
TEST
Acon Biotech SARS-CoV-2 Antigen Rapid
3 N-protein 97.10% 99.50%
(Hangzhou) Co., Ltd. | Test (self-testing)
ACON Laboratories, SARS-CoV-2 Antigen Rapid
4 N-protein 97.10% 99.50%
Inc Test (self-testing)
GSD NovaGen SARS-CoV-2
Hangzhou AllTest
5 AgRapid Test (Nasal Swab) for N-protein 94.10% 99.30%
Biotech Co., Ltd
self-testing
Lansion COVID-19 Antigen Test Kit (Dry
6 Biotechnology Co., Fluorescencelmmunoassay) N-protein 100.00% 100.00%
Ltd. China (self-testing)
Anbio (Xiamen)
Rapid COVID-19 Antigen Test
7 Biotechnology Co., N-protein 99.18% 100.00%
(Colloidal Gold) (self-test)
Ltd, China
Xiamen Boson Rapid SARS-CoV-2 Antigen
8 Biotech Co., Ltd. Test Card N-protein 96.17% 99.16%
China (self-test)
BIOSYNEX.COVID-19 Ag BSS -
9 BIOSYNEX SWISS SA N-protein 97.20% 100.00%
self-test
HANGZHOU
Medriva COVID-19 Antigen
TESTSEA BIO
10 test cassette N-protein 94.00% 99.60%
TECHNOLOGY CO.,
(Nasal)
LTD
SD Biosensor STANDARD Q
11 SD Biosensor, Inc. N-protein 84.97% 98.40%
COVID-19 Ag Test
Humasis Co., Ltd Humasis Covid-19
12 N-protein; 92.90% 99.80%
13 Humasis Co., Ltd Humasis Home Test S-protein RBD 92.90% 99.80%
ACON Biotech
Flowflex SARS-CoV-2 Antigen
14 (Hangzhou) Co., Ltd N-protein 97.10% 99.50%
Rapid Test
China
15 CALTH AllCheck COVID19 Ag N-protein 92.86% NA
16 Sugenteh, Inc. SGTi-flex COVID-19 Ag self N-protein 95.07% 99.38%
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
MiCo BioMed Co., VERI-Q COVID-19 Ag Rapid
17 N-protein 96.00% 100.00%
Ltd. Test
18 GenBody Inc. Covid-19 Ag saliva Home Test Other 89.23% 99.59%
19 Pcl Inc. PCL Covid-19 Ag Rapid FIA N-protein 100.00% 97.78%
Artron Laboratories Artron COVID-19 Antigen Test
20 N-protein 91.30% 99.56%
Inc (Nasal)
Hangzhou AllTest All Test COVID-19 Antigen
21 N-protein 97.00% 99.30%
Biotech Co., Ltd Rapid Test (Oral fluid)
HANGZHOU
TESTSEA Testsea SARS-CoV-2 Antigen
22 N-protein 97.60% 98.40%
BIOTECHNOLOGY Test Kit
CO,, LTD
Mizuho Medy Co.,
23 Quick Chaser SARS-CoV-2/Flu N-protein 46.80% 100.00%
Ltd
Hangzhou Laihe LYHER Novel Coronavirus
24 Biotech Co., Ltd. (Covid-19) Antigen Test Kit N-protein 95.00% 99.60%
China (Colloidal Gold)
Assure Tech. Ecotest COVID-19 Antigen
25 N-protein 96.10% 99.80%
(Hangzhou) Co., Ltd. | Nasal Test Kit
Hangzhou AllTest GSD NovaGen SARS CoV-2
26 N-protein 94.10% 99.30%
Biotech Co., Ltd Rapid Test
KOHJIN BIO CO,, KBM LineCheck nCoV (Stick
27 N-protein 78.60% 100.00%
LTD. Type)
ROHTO
28 Pharmaceutical Co., | Check MR-COV19 N-protein 82.90% 100.00%
Ltd.
Mizuho Medy Co., Quick Chaser Auto SARS-CoV-
29 N-protein 77.30% 100.00%
Ltd. 2
MaximBio ClearDetect COVID-
Maxim Biomedical,
30 19 Antigen Unknown 86.90% 98.90%
Inc.
Home Test
Roche Diagnostics
31 Elecsys SARS-CoV-2 Antigen N-protein NA 100.0%
GmbH
Ortho Clinical
32 VITROS SARS-CoV-2 Antigen N-protein 75.40% 100.0%
Diagnostis
Ortho Clinical AFIAS COVID-19 Ag Test
33 N-protein 87.50% 96.50%

Diagnostis

Cartridge
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Quampas COVID-19 Antigen
34 Cellspect N-protein 100.00% 75.00%
Test Kit
Hangzhou AllTest All Test SARS-CoV-2 Antigen
35 N-protein 95.90% 99.40%
Biotech Co., Ltd Rapid Test (Nasal Swab)
Biohit Healthcare
36 Hough COVID-19 Home Test N-protein 94.12% 100.00%
(Hefei) Co., Ltd.
Abbott Diagnostics Panbio COVID-19 Antigen self-
37 N-protein 98.10% 100.00%
Korea Inc., Korea test
BERIGHT COVID-19 Antigen
MEDINICS (M) Sdn.
38 h Rapid Test Oral Fluid Home N-protein 90.10% 99.30%
Bhd.
Use
HANGZHOU
TESTSEA BIO Cellife Covid-19 Antigen Test
39 N-protein 97.00% 98.00%
TECHNOLOGY CO,, Cassette for self-testing
LTD
LYHER Novel Coronavirus
Hangzhou Laihe (Covid-19)
40 N-protein 99.00% 100.00%
Biotech Antigen Test Kit (colloidal
Gold) Self-Test
Hangzhou AllTest My Covid Test Antigen Rapid
41 N-protein 90.10% 99.30%
Biotech Co., Ltd Test (Oral Fluid) self-test
nal von minden NADAL® COVID-19 Ag (Self-
42 N-protein 99.90% 97.50%
GmbH Testing)
43 CTK Biotech, inc. OnSite COVID-19 Ag Self-Test N-protein 100.00% 98.00%
Jiangsu Well Biotech | Orawell COVID-19 Ag Rapid
a4 Unknown 94.74% 100.00%
Co.,Ltd. saliva test device (Self-test)
Abbott Diagnostics Panbio COVID-19 Ag Rapid
45 N-protein 98.10% 100.00%
Inc. Test Device (Nasal) (Self-test)
Rapid SARS-COV-2 Antigen
46 MP Biomedicals N-protein 99.90% 100.00%
Test CardSelf-test
RightSign COVID-19 Antigen
Hangzhou AllTest
a7 Rapid Test Cassette (Nasal N-protein 93.75% 99.12%
Biotech Co., Ltd
Swab)
Reszon Salixium-COVID-19 Rapid
48 Diagnosticsinternatio | Antigen Rapid Test (Saliva/ Unknown 91.00% 100.00%

nal Sdn Bhd

Nasal Swab Samples)
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Hangzhou Clongene | Clongene COVID-19 Antigen
49 N-protein 95.10% 100.00%
Biotech Co., Ltd. Rapid Test (For Self-testing)
Dragerwerk AG & Co. | Drager Antigen Test SARS-
50 N-protein 92.30% 99.60%
KGaA CoV-2
Dragerwerk AG & Co.
51 Drager COVID-19 Home Test N-protein 99.70% 96.10%
KGaA
ACON Laboratories, Flowflex SARS-CoV-2 Antigen
52 N-protein 97.10% 98.80%
Inc. Rapid Test (Self-Testing)
Medisys Gmate® COVID-19 Ag Saliva
53 N-protein 95.00% 98.00%
International SA for Home Use
SARS-CoV-2 Antigen Rapid
54 DNA Diagnostic A/S | Test (Nasal Swab) For Self- N-protein 100.00% 99.50%
testing
SD Biosensor Inc,, SARS-CoV-2 Antigen Self-Test
55 N-protein 86.40% 99.60%
Korea Nasal
SD Biosensor Inc. SARS-CoV-2 Rapid Antigen
56 N-protein 99.10% 89.60%
Korea Test Nasal with Control
SD Biosensor Inc., Standard Q COVID-19 Ag
57 N-protein 94.94% 100.00%
Korea Home Test
UNIBIOSCIENCE UnibioscienceA® COVID-19 Ag
58 N-protein 97.44% 99.30%
BIYOTEKNOLOJI AS Home Test
UnibioscienceA® SARS-CoV-2
UNIBIOSCIENCE
59 NASAL N-protein 97.44% 99.30%
BIYOTEKNOLOJI AS
ANTIGEN RAPID TEST
Guangzhou Darui
V-Chek COVID-19 Antigen
60 Biotechnology N-protein 95.65% 98.44%
Saliva Test (self-testing)
Co.,Ltd.
VivaChek Biotech VivaDiag Pro SARS CoV 2 Ag
61 N-protein 99.13% 99.99%
(Hangzhou) Co., Ltd | Rapid Test (self-test)
GSD SARS-CoV-2 Antigen
Hangzhou Biotest
62 Rapid Test (Nasal swab) for Unknown 94.10% 99.30%
Biotech Co., Ltd
self-testing
PHASE Scientific INDICAID COVID-19 Rapid
63 N-protein 91.00% 96.00%
International, Ltd. Antigen Test (Self-test)
InTec Products, Inc. InTec Rapid SARS-CoV-2
64 N-protein 96.00% 99.60%

(Xiamen)

Antigen Test (self-test)
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Joinstar COVID-19 Antigen
Hangzhou AllTest
65 Rapid Test (Oral Fluid) N-protein 95.00% 100.00%
Biotech Co,, Ltd
SELFTESTING
Juschek COVID-19 Antigen
Hangzhou AllTest
66 Rapid Test (Nasal Swab) Self N-protein 93.60% 99.90%
Biotech Co., Ltd
Testing
InnovationScientific Innoscreen COVID-19 Antigen
67 N-protein 89.47% 99.53%
Pty Ltd Test (Self-Test)
SARS-CoV-2 Antigen Rapid
XIAMEN WIZ
68 Test (Colloidal Gold); Self- N-protein 98.26% 100.00%
BIOTECH CO., LTD
Test
N-protein; S-
69 LUCA AICELL, INC. LUCA NK COVID-19 Ag NP LLB 95.00% 100.00%
protein RBD
LUCA NK COVID-19 Ag Nasal N-protein; S-
70 LUCA AICELL, INC. 95.00% 100.00%
LLB protein RBD
N-protein; S-
71 LUCA AICELL, INC. LUCA NK COVID-19 Ag LLB 95.00% 100.00%
protein RBD
LUCA NK COVID-19 Ag Saliva N-protein; S-
72 LUCA AICELL, INC. 95.00% 100.00%
LLB protein RBD
73 Coris Bio Concept COVID-19 Ag K-SeT N-protein 96.90% 100.00%
Beijing Jinwofu
Jinwofu®Novel Coronavirus
Bioengineering
74 (SARS-CoV-2) Antigen Rapid N-protein 85.96% 100.00%
Technology Co.,
Test Kit
Ltd.
Snibe Co., Ltd
(Shenzhen New
RapiSafe SARS-CoV-2 Antigen
75 Industries N-protein 96.90% 99.20%
Rapid Test (Colloidal Gold)
BiomedicalEngineeri
ng Co., Ltd)
InTec Products, Inc.
76 AQ+ COVID-19 Ag Rapid Test N-protein 96.41% 99.60%
(Xiamen)
COVIOS Ag Covid-19 Rapid
7 Molosgic Ltd N-protein 90.60% 100.00%
Antigen Test
QuickVue At-Home OTC
78 Quidel N-protein 84.80% 99.10%
COVID-19 Test
Avacta Life Sciences | AffiDX® SARS-CoV-2 Antigen S-protein (type
79 98.00% 99.00%

Ltd

Lateral Flow Test

unknown)
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Pantest Coronavirus Ag (N)
80 Pantest SA N-protein 95.70% 99.10%
Rapid Test
Victorch MediTek, VTI COVID-19 Antigen Rapid
81 N-protein 98.00% 100.00%
Inc. Test
Lomina SARS-CoV-2 Antigen
82 Lomina AG N-protein 94.17% 100.00%
LTX Test
Shenzhen SARS-CoV-2 & Influenza
83 Microprofit Biotech A/B Antigen Combo Test Kit N-protein 93.21% 100.00%
Co., Ltd (Colloidal Gold)
BIOLAN HEALTH, COVID-19 Antigen Rapid Test
84 N-protein 96.50% 98.30%
S.L. (Colloidal Gold Method)
Hunan Dear Sens
The COVID-19 Antigen Rapid
85 Biotechnology Co., Unknown 95.83% 98.50%
Test Kit
Ltd
SARS-CoV-2 Antigen Test
Shenzhen Kit (Colloidal
86 Microprofit Biotech Gold N-protein 91.30% 100.00%
Co,, Ltd Chromatographiclmmunoassa
y) Saliva
N-protein; S-
SG Diagnostics COVID-19 +
SG Diagnostics Pte protein (type
87 Influenza A/B Antigen Rapid 97.57% 99.29%
Ltd unknown); S-
Test Kit
protein RBD
88 NG Biotech Ninonasal Autotest N-protein 98.00% 99.00%
DynamikerBiotech Dynamiker COVID-
89 nology (Tianjin) Co., | 19/Influenza A+B Ag Combo N-protein; Other 95.70% 99.10%
Ltd. Rapid Test
DynamikerBiotech
Dynamiker SARS-CoV-2 Ag
90 nology (Tianjin) Co., N-protein 93.28% 99.00%
Rapid Test
Ltd.
SARS-CoV-2 (2019-nCoV) Spike | S-protein (type
91 Creative Biolabs NA NA
Protein ELISA Kit unknown)
92 EUROIMMUN AG SARS-CoV-2 Antigen ELISA N-protein 93.60% 100.00%
Novel Coronavirus 2019-nCoV
93 Arvin Biohealth N-protein 95.00% 98.00%
Antigen Rapid Test
SARS-CoV-2 N-Protein Antigen
94 Lomina AG N-protein 91.29% 98.61%

Rapid Test
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
BIOCREDIT COVID-19 Ag Home
95 RapiGEN, Inc. Korea N-protein 93.15% 100.00%
Test Nasal
Camtech COVID-19 Antigen
96 Camtech Diagnostic N-protein 93.33% 97.72%
Rapid Test
Vitrotrack COVID -19 ANTIGEN
97 VitroBioChem SRL Other 96.40% 99.00%
RAPID TEST (swab)
BioTeke Corporation | SARS-CoV-2 Antigen Test Kit
98 N-protein 96.49% 99.28%
(Wuxi) Co., Ltd. (colloidal gold method)
99 Multi-G b.v.ba Covid19Chek-GEN N-protein 93.18% 99.32%
100 | Multi-G b.v.ba Covid19Chek-NAS N-protein 97.00% 99.50%
Genobio
SARS-CoV-2 Antigen Rapid
101 | Pharmaceutical Co., N-protein 96.23% 99.26%
Test (Colloidal Gold)
Ltd.
Safecare Biotech COVID-19 Antigen Rapid Test
102 N-protein 98.50% 99.45%
(Hangzhou)Co.,Ltd Kit (Saliva)
Shenzhen Dymind
103 | Biotechnology SARS-CoV-2 Antigen Test Kit N-protein 96.58% 98.37%
Co.,\td
SG Diagnostics Pte SG Diagnostics COVID-19 N-protein; S-
104 97.12% 98.55%
Ltd Saliva Antigen Rapid Test Kit protein RBD
Safecare Biotech COVID-19 Antigen Rapid Test
105 N-protein 97.27% 99.42%
(Hangzhou)Co.,Ltd Kit (Swab)
Multi-Respiratory Virus
Safecare Biotech Antigen Test Kit
106 N-protein 97.04% 99.44%
(Hangzhou)Co.,Ltd (Swab) (Influenza A+B/ COVID-
19)
DynamikerBiotechn
Dynamiker SARS-CoV-2 Ag
107 | ology (Tianjin) Co., N-protein 92.98% 99.07%
Rapid Test (Saliva)
Ltd.
ARISTA™ COVID-19 ARISTA COVID-19 Antigen
108 N-protein 96.21% 99.73%
Antigen Rapid Test Rapid Test
SARS-CoV-2(COVID-19) Antigen
109 | Zybio Inc Rapid N-protein 97.25% 97.60%
Detection Kit
SARS-CoV-2 Antigen Assay Kit
110 | Zybio Inc., China N-protein 97.87% 99.62%

(Colloidal Gold Method)




56

Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Beijing Lepu Medical
SARS-CoV-2 Antigen Rapid
111 | Technology Co., N-protein NA 100.00%
Test Kit (Colloidal Gold)
Ltd. P.R. China
Shenzhen
SARS-CoV-2 Antigen Rapid
CASENVISION
112 Detection Kit (Colloidal Gold N-protein 97.05% 99.76%
Medical Technology
Method)
Co., ltd. China
Triplex International
Covid-19 Antigen Rapid Test
113 | Biosciences (China) N-protein 98.33% 100.00%
Kit
Co., LTD.
Nantong Diagnos
COVID-19 Antigen Test Kit
114 | Biotechnology Co., N-protein 96.90% 94.50%
(Colloidal Gold)
Ltd, China.
115 | Neomelia d.0.0. SARS-COV-2 Ag NeoMedica N-protein 98.80% 99.00%
DynamikerBiotechn
Dynamiker SARS-CoV-2 Ag
116 | ology (Tianjin) Co., N-protein 95.70% 99.10%
Rapid Test
Ltd.
Labx Corp (Design
&Development)/Beij | ARIA integrated SELFTEST KIT
117 Other 95.90% 100.00%
ing LEPU Medical (iSTK)
TEchnology Co. Ltd.
SARS-CoV-2 Antigen Detection
BioSino Bio- Kit
118 | Technology and (colloidal gold N-protein 93.88% 99.03%
Science Inc. immunochromatographic
assay)
SARS-CoV-2 N Protein CLIA
119 | NeoMediad.o.o. N-protein 95.83% 100.00%
test kit
DynamikerBiotechn SARS-CoV-2 & Influenza A/B &
120 | ology (Tianjin) Co., RSV Unknown 92.90% 100.00%
Ltd. Antigen Combo Test Kit
Labx Corp (Design &
Development)/Beijin | BIOESSA Antigen Rapid Test
121 N-protein 99.15% 98.75%
g LEPU Medical Cassette (Nasal)
TEchnology Co. Ltd.
BioSino
122 | BioTechnology and COVID-19 antigen test kits N-protein 99.31% 99.37%

Science Inc.
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Juschek COVID-19 Antigen
Hangzhou AllTest
123 Rapid Test N-protein 91.10% 99.30%
Biotech Co,, Ltd
(Oral Fluid) Self Testing
EuGeni SARS-CoV-2 Antigen
124 | Anteo Tech Ltd N-protein 97.30% 99.60%
Rapid Diagnostic Test
SARS-CoV-2 & Influenza A/B &
RSV
Shenzhen Micropro
125 Antigen Combo Test Kit Other 92.90% 100.00%
fit Biotech Co., Ltd
(Colloidal Gold
Chromatography)
COVID-19 Ag Cassette (Swab)
126 | Fortress Diagnostics Nasal/ N-protein 96.72% 99.22%
Nasopharyngeal
Microge ASAPath COVID-19 Antigen
127 N-protein 80.60% 100.00%
nicsCorporation Rapid Test
Nanjing Vazyme N-protein; S-
SARS-CoV-2 Antigen Detection
128 | Medical Technology protein (type 97.57% 99.29%
kit
@ L Ly unknown)
129 | RapiGEN, Inc. BIOCREDIT COVID-19 Ag N-protein 96.90% 99.02%
Assure Tech. COVID-19 antigen Rapid Test
130 | (Hangzhou) Co., Ltd. | Device N-protein 96.67% 100.00%
China (Colloidal Gold)
131 | Actim Oy Actim SARS-CoV-2 N-protein 98.25% 100.00%
Guangdong Wesail
COVID-19 Ag Test Kit Self-
132 | Biotech Co., Ltd. N-protein 81.40% 99.70%
Testing
China
BIOCREDIT COVID-19 Ag Test
133 | RapiGEN, Inc. N-protein 98.10% 100.00%
Nasal
BioSino Bio-
SARS-CoV-2 Antigen Detection
134 | Technology and N-protein 95.00% 100.00%
Kit
Science Inc.
135 | Bakter Medical s.r.o. | Saligen N-protein 95.32% 99.33%
136 | NG Biotech NG-Test SARS-CoV-2 Ag N-protein 83.00% 100.00%
137 | NG Biotech Ninonasal N-protein 98.00% 99.00%
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Zhuhai Encode SARS-COV-2 Antigen Rapid
138 | Medical Engineering | Test Device N-protein 93.86% 100.00%
Co.,L td (Saliva)
Chemtrue® COVID-
Chemtron Biotech
139 19/Influenza A+B Ag Combo N-protein 92.96% 100.00%
Co., LTD
Rapid Test (Colloidal Gold)
SARS-CoV-2 Antigen Fast Test
140 | Getein Biotech, Inc. | Kit (Immunofluorescence N-protein 98.53% 99.35%
Assay)
Chemtrue® COVID-19SARs-
Shanghai Chemtron
141 Cov-2Antigen Rapid Test Kit N-protein 91.45% 100.00%
Biotech Co., LTD
(Saliva)
Getein Biotech, Inc. One Step Test for SARS-CoV-2
142 N-protein 97.06% 98.71%
China Antigen (Colloidal Gold)
Innova tive
143 ID Rapid® COVID-19 Antigen N-protein 90.80% 100.00%
Diagnostic
Jiangsu Konsung
BioMedicalScience COVID-19 Antigen Rapid Test
144 N-protein 96.18% 100.00%
andTechnology Co., | Kit (Colloidal Gold)
Ltd. China
Panion & BFBiotech | Vstrip COVID-19 Antigen Rapid
145 N-protein 93.27% 99.54%
Inc Test
Inzek international Biozek BCOV-502 Antigen
146 N-protein 95.00% 99.66%
Trading rapidtest
Innova SARS-CoV-2 Antigen
Innova Medical
147 Rapid Unknown 96.00% 100.00%
Group Inc.
Qualitative Test
Zhuhai Encode
SARS-COV-2 Antigen Rapid
148 | Medical Engineering N-protein 96.49% 100.00%
Test Device
Co.,Ltd
149 | NB POSTECH, Inc. CHEXEL COVID-19 Ag N-protein 90.30% 100.00%
Hangzhou Biotest
COVID-19 Antigen Rapid Test
150 | Biotech Co., Ltd. N-protein 96.00% 99.00%
Cassette
China
Seloi Covid 19 Antigen Rapid
Invex Health Pvt. S-protein (type
151 Diagnostic 96.00% 100.00%

Ltd.

test

unknown)
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Beijing Savant
New Coronavirus (SARS-CoV-2)
152 | Biotechnology Co., N-protein 95.28% 99.27%
N Protein Detection Kit
Ltd.
Beijing Savant
Savant SARS-CoV-2 Antigen
153 | Biotechnology Co., N-protein 97.25% 99.52%
Rapid Test Device
Ltd.
Guangzhou Darui
2019-nCoV Ag saliva rapid
154 | Biotechnology N-protein 95.65% 98.44%
Test Card
Co.,Ltd.
Wuhan Health Care
SARS-CoV-2 Antigen Test Kit
155 | Biotechnology Co;, N-protein 95.00% 97.00%
(Colloidat Gold)
Ltd.
RMed Covid-19 Antigen Rapid
156 | R Medical Solutions N-protein 96.55% 98.77%
Test
Labx Corp  (Design
&
SARs CoV-2 Integrated Self-
157 | Development)/Beijin N-protein 95.06% 99.62%
Test Kit
g LEPU Medical
Technology Co. Ltd.
Anhui Deep Blue COVID-19 (SARS-CoV-2)
158 | Medical Technology | Antigen Test Kit (Colloidal N-protein 97.10% 99.80%
Co., Ltd. Gold) --Saliva
Shenzhen Kang
SARS-CoV-2 Antigen Rapid
159 | Sheng Bao Bio- N-protein 96.49% 98.48%
Test (Lateral Flow Assay)
Technology Co.,Ltd.
Qorvo
Omnia SARS-CoV-2 Antigen
160 | Biotechnologies N-protein 89.40% 100.00%
Test
(Qorvo)
Nantong Egens
Egens SARS-CoV-2 Antigen
161 | biotechnology N-protein 90.32% 100.00%
Rapid test
co,.ltd
Hangzhou Singclean
COVID-19 Test kit (Colloidal
162 | Medical Products Unknown 99.99% 99.57%
Gold Method) Saliva
Co., Ltd. China
LINKCARE HEALTH Link care Bio screening SARS-
163 N-protein 100.00% 99.04%
SERVICES S.L. CoV-2 Antigen Rapid Test
3B Black Bio Biotech
164 TRURAPID COVID-19 Ag Test N-protein 90.26% 99.05%

India Ltd.
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Medical Diagnos MD COVID-19 Antigen Rapid N-protein; S-
165 98.00% 99.00%
tech (Pty) Ltd Test Kit protein S1
OSANG Healthcare GeneFinder COVID-19 Ag
166 N-protein 96.70% 99.00%
Co., Ltd. Rapid Test
Citest Diagnostics COVID-19 Antigen Rapid
167 N-protein 96.40% 99.00%
Inc. Test(swab)
Citest Diagnos tics COVID-19 Antigen Rapid Test
168 N-protein 90.10% 99.30%
Inc. (Oral Fluid)
SARS-CoV-2 Antigen Rapid
169 | Acro Biotech Inc. N-protein 94.60% 99.40%
Test
Artron Laboratories
170 Artron COVID-19 Self-Test N-protein 91.86% 100.00%
Inc.
COVID-19 Antigen Detection
Guang zhou Weimi
171 Reagent N-protein 93.81% 99.06%
Bio-Tech
(Colloidal Gold method)
VITASSAY Vitassay SARS-CoV-2 + Flu A +
172 N-protein 92.90% 99.60%
HEALTHCARE S.L. Flu B +RSV + Adeno Resp.
Novel Coronavirus (SARS-CoV-
173 | Embio Diagnos tics N-protein 96.14% 100.00%
2) Antigen Rapid Test Kit
174 | Access Bio, Inc. CovBELD S-protein S1 92.73% 97.79%
CareStart COVID-19 Antigen
175 | CTK Biotech, inc. N-protein 91.67% 96.63%
Home Test
OnSite COVID-19 Ag Rapid
176 | Embio Diagnos tics N-protein 92.30% 100.00%
Test
Asan
177 | Pharmaceutical Co., | Asan Easy Test COVID-19 Ag N-protein 94.70% 97.70%
LTD
SARS-CoV-2 antigen/ lateral
CAMP MEDICA
178 flow test (RDT)/ See Now N-protein 96.17% 99.16%
DISTRIBUTION
Coronavirus nCoV antigen
Jiangsu Bioper Novel Corona Virus (SARS-
179 | fectus Technologies | CoV-2) Ag N-protein 97.06% 99.15%
Co., Ltd Rapid Test Kit (Self-test)
BioSpee
180 | dialnternational COVID19 Speed Antigen Test N-protein 97.46% 99.28%
SAR. L
181 | Luminos tics Clip COVID Rapid Antigen Test N-protein 96.90% 100.00%
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
182 | CerTest Biotec S.L. CerTest SARS-CoV-2 N-protein 94.00% 100.00%
Biohit Healthcare SARS-CoV-2 Antigen Rapid
183 N-protein 96.12% 99.49%
(Hefei) Co., Ltd. Test (Colloidal Gold Method)
Nantong Diagnos
COVID-19 Antigen Saliva Test
184 | Biotechnology N-protein 98.10% 99.33%
Kit (Colloidal Gold) (Cassette)
Co.,Ltd
BioSpeedialnternatio | BioSpeedia COVID19 Nasal
185 N-protein 91.22% 99.46%
nal SAR. L Antigen Test
GenSure Biotech GenSure COVID-19 Antigen
186 N-protein 96.86% 100.00%
Inc., Rapid Kit
187 DYONMED S.A. SieloCovidAg N-protein 95.60% 100.00%
SARS-CoV-2 Rapid Antigen
188 | Sansure Biotech Inc. N-protein 98.40% 98.10%
Test (Colloidal Gold Method)
Bio-Rad Coronavirus Ag Rapid Test
189 N-protein 97.25% 100.00%
Laboratories, Inc. Cassette (Swab)
TaiDoc
FORA DIAGNOSTICS COVID-19
190 | TechnologyCorporat N-protein 94.20% 99.60%
Antigen Rapid test
ion
TaiDoc
VTRUST COVID-19 Antigen
191 | TechnologyCorporat N-protein 93.10% 99.60%
Rapid test
ion
COVID-19 Antigen Rapid Test
192 | Biozek Medical N-protein 96.24% 99.72%
Cassette (Oral Fluid)
Novel Coronavirus (COVID-19)
Zhejiang GENE
193 Antigen Detection Kit N-protein 94.58% 98.73%
SCIENCE Co., Ltd
autoimmune chromatography
SG Diagnostics COVID-19
SG Diagnos tics Pte
194 Antigen Rapid Test Kit N-protein 97.57% 99.29%
Ltd
(Colloidal Gold-Based)
Chemtrue® COVID-19 Ag
Shanghai Chemtron
195 Rapid Test N-protein 95.19% 100.00%
Biotech Co., LTD
(Colloidal Gold)
Zhuhai Lituo COVID-19 Antigen Detection
196 | Biotechnology Co., Kit N-protein 96.86% 99.47%
Ltd (Colloidal Gold)
Guangdong Wesail
197 Flu+COVID-19 Ag Test Kit N-protein; Other 91.10% 98.00%

Biotech Co., Ltd.
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Guangdong Wesail
198 COVID-19 Ag Saliva Test Kit N-protein 90.10% 99.00%
Biotech Co., Ltd.
Nantong Egens
SARS-CoV-2 Antigen Rapid
199 | Biotechnology Co., N-protein 90.32% 100.00%
Test
Ld.
200 | Coris Bio Concept COVID-19 Ag Respi-Strip N-protein 91.20% 98.40%
Abbott Diagnos tics | Panbio COVID-19 Ag Rapid
201 N-protein 91.40% 99.80%
Inc. Test Device (Nasopharyngeal)
Abbott Diagnostics Panbio COVID-19 Ag Rapid
202 N-protein 98.10% 99.80%
Inc. Test Device (Nasal)
Becton, Dickinson BD Veritor System for Rapid
203 N-protein 93.50% 99.30%
and Company (BD) Detection of SARS-CoV-2
Alfa Scientific Instant-view Plus Covid-19
204 N-protein 92.00% NA
Designs, Inc. Antigen Test
SAMPINUTE COVID-19 Antigen
205 | BBB/ Celltrion S-protein RBD 94.40% 100.00%
MIA
PixoTest COVID-19 Antigen
206 | iXensor Unknown 95.00% 98.04%
Test
Leadgene SARS/SARS-CoV-2
Leadgene
207 Antigen Unknown NA NA
Biomedical, Inc.
Rapid Test Kit
LIONEX Diagnos tics
208 | & Therapeutics COVID-19 Ag Rapid Test S-protein S1 94.44% 98.28%
GmbH
Powell
Pinnacle COVID RAD Rapid
209 | Development and N-protein 84.36% 100.00%
Antigen test
Holding Inc
COVID-19 Antigen Rapid Test
210 | Lomina AG N-protein 90.37% 97.10%
Device
V-Chek Coronavirus (SARS
211 | SUREDX LLC N-protein 85.54% 97.00%
COV-2) N protein detection kit
Roche Diagnos tics SARS-CoV-2 Rapid Antigen
212 N-protein 96.52% 99.68%
GmbH Test
213 | Turklab COVID-19 Ag test N-protein 92.50% 99.16%
Z Biotech Inc.,
214 AnylLab COVID-19 Ag Test Kit N-protein 91.00% 97.00%

Korea
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No Company Trade name Test
Sen (claim) | Spec (claim)
nal von minden
215 NADAL® COVID-19 Ag N-protein 97.60% 100.00%
GmbH
SARS-CoV-2 (COVID-19)
Nanjing Weiyun
Antigen Rapid
216 | Biotechnology Co., N-protein 91.40% 100.00%
Test Kit (Latex
Ltd
Immunochromatography)
New Gene
Novel Coronavirus Spike
(Hangzhou) S-protein (type
217 Glycoprotein NA NA
Bioengineering Co., unknown)
Detection Kit
Ltd.
Simple/Stick Ag SARS-CoV-2
218 | OPERON Other 95.00% 100.00%
(COVID-19)
Precision Biosensor
219 Exdia COVID-19 Ag N-protein 93.90% 98.00%
Inc.
PROMOITALIA
220 DROP-TECH N-protein NA NA
GROUP SPA
221 | Quidel Sofia 2 Flu + SARS Antigen FIA | N-protein; Other 95.20% 100.00%
222 | Quidel Sofia SARS Antigen FIA N-protein 96.70% 100.00%
Romed-Holland? Romed Coronavirus Ag Rapid
223 | Van Oostveen Test Other NA NA
Medical B.V. Cassette (Swab)
STANDARD Q COVID-19 Ag
224 SD Biosensor, Inc. N-protein 84.97% 98.40%
test
S1 COVID-19 Rapid Antigen
225 | SensingSelf, Pte, Ltd N-protein 91.00% 100.00%
Test
226 PCL, Inc., Korea PCL COVID19 Ag Gold Other NA NA
S4 - Multiplex Rapid Antigen
S-protein (type
Test -
227 | SensingSelf, Pte, Ltd unknown); 88.30% 100.00%
COVID-19/MERS/Influenza
Other
A/Influenza B
Sensitest The Sensitest Joysbio Antigen
228 Other NA 98.00%
Netherlands BV Rapid Test for Covid-19
V-chek SARS-CoV-2 Rapid Ag
229 | SGA Medikal N-protein NA NA
Test Kit (IFA)
Shanghai Chemtron | SARS-CoV-2 Rapid Ag Test Kit
230 N-protein NA NA

Biotech Co., LTD

(IFA)
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No Company Trade name Test
Sen (claim) | Spec (claim)
COVID-19/Influenza A+B /RSV
Shanghai Chemtron | Antigen
231 N-protein; Other NA NA
Biotech Co., LTD Combo Rapid Test (Colloidal
Gold)
COVID-19/Influenza A+B/RSV/
Shanghai Chemtron | Adenovirus
232 N-protein; Other NA NA
Biotech Co., LTD Antigen Combo Rapid Test
(Colloidal Gold)
Shenzhen Bioeasy
2019-nCoV Ag Rapid Test Kit
233 | Biotechnology Co., Other 82.02% 99.17%
(Fluorescence)
Ltd.
Shenzhen Lvshiyuan
Green Spring Flu A & Flu B &
234 | Biotechnology Co., Other NA NA
COVID-19 Ag Rapid Test
Ltd
Shenzhen
Green Spring Flu A & Flu B &
235 | Microprofit Biotech Other 92.90% 100.00%
COVID-19 Ag Rapid Test
Co., Ltd
Shenzhen Yhlo
236 GLINE-2019-nCoV Ag N-protein 96.49% 99.25%
Biotech Co. Ltd
FAST-COVID-SARS-CoV-2
237 | TECNO-BIOS SRL Antigen Rapid Test Kit Other NA NA
(Colloidal Gold)
Shenzhen Yhlo
238 iFlash-2019-nCoV Antigen N-protein NA NA
Biotech Co. Ltd
Shenzhen Yhlo
239 Unicell-2019-nCoV Ag N-protein NA NA
Biotech Co. Ltd
Siemens Health
CLINTEST Rapid COVID-19
240 | care Diagnos tics N-protein 99.20% 96.70%
Antigen Test
Inc.
241 | Sona Nanotech Sona-COVID-19 LFA S-protein S1 84.60% 90.00%
Hangzhou Sejoy
Electro nics & Instru | SARS-Cov-2 Antigen Rapid
242 N-protein 97.82% 99.90%
ments Co., Ltd. Test Cassette (swab)
China
Spring Healthcare Diagnostic Kit for SARS-CoV-2
243 Other NA NA
Services AG Ag (FIA)
Sure Bio-Tech (USA) | FORA COVID-19 Antigen Rapid
244 N-protein 94.20% 99.60%

Co., Ltd

test
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
TaiDoc Techno logy | Willi Fox COVID-19 Antigen
245 N-protein 97.60% 99.90%
Corpora tion rapid test
Wantai SARS-COV-2 Antigen
246 | Willi Fox GmbH N-protein 95.70% 100.00%
Rapid Test (FIA)
Beijing Wantai
SARS-CoV-2 Antigen Rapid
247 | Biological Pharmacy N-protein 97.65% 99.60%
Test Kit
Enterprise Co.,Ltd
Spring Healthcare
248 COVID-19 Antigen Rapid Test Unknown 90.40% 99.50%
Services AG
Sure Bio-Tech (USA) | biotical SARS-CoV-2 Ag card
249 N-protein 92.90% 99.60%
Co., Ltd test
250 | Willi Fox GmbH Coretests COVID-19 Ag Test Other NA NA
Beijing Wantai
SARS-CoV-2 Antigen
251 | Biological Pharmacy N-protein 82.40% 100.00%
quantitative assay kit
Enterprise Co.,Ltd
Biohit Healthcare ActivXpress+ COVID-19
252 N-protein 94.70% 100.00%
(Hefei) Co., Ltd. Antigen Complete Testing Kit
Edinburgh Genetics COVID-19 Antigen Detection
253 N-protein 92.60% 98.60%
Limited Kit (Colloidal Gold)
254 | FUJIREBIO Inc. ESPLINE SARS-CoV-2 N-protein NA NA
255 | GenBody Inc. GenBody COVID-19 Ag Other 90.00% 98.00%
GenesPrint Colloidal Gold
Genes print Group
256 q Rapid Antigen Test for SARS N-protein NA NA
Lt
CoV-2
Genobio
COVID-19 Antigen Lateral
257 Pharmaceutical Co., N-protein NA NA
Flow Assay
Ltd.
GenSure Biotech COVID-19/FlUA/B Antigen
258 Other NA NA
Inc., Combo Rapid Test P2007
GOLDSITE
SARS-CoV-2 Antigen Kit
259 | DIAGNOSTICS INC. Other NA NA
(Colloidal Gold)
China
Green Cross Medical
Science
260 GENEDIA W COVID-19 Ag N-protein 90.10% 100.00%

Corporation.

REPUBLIC OF KOREA
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Goldsite Diagnostics | COVID-19 and Influenza A+B
261 Other NA NA
Inc. Antigen Combo Rapid Test
COVID-19 and Influenza A+B
Green Cross Medical
262 Antigen Combo Rapid Test Other NA NA
Science Corp.
with Reader
Hangzhou AllTest
263 COVID-19 Antigen Rapid Test Other NA NA
Biotech Co., Ltd
Hangzhou AllTest COVID-19 Antigen Rapid Test
264 Other NA NA
Biotech Co., Ltd with Reader
Hangzhou AllTest COVID-19 Antigen Test
265 Other NA NA
Biotech Co., Ltd cassette (FIA)
Hangzhou AllTest COVID-19 Antigen Rapid Test
266 Other 90.10% 99.30%
Biotech Co,, Ltd (Oral Fluid)
COVID-19
Hangzhou Clongene
267 Influenza A+B Antigen  Com | N-protein; Other 97.70% 99.80%
Biotech Co., Ltd.
bo Rapid Test Cassette
Hangzhou Deangel
Novel Coronavirus S S-protein (type
268 | Biological NA NA
Glycoprotein Detection Kit unknown)
Engineering Co., Ltd
Zhejiang Anji
reOpenTest COVID-19 Antigen
269 | Saianfu Biotech Co., N-protein 95.80% 99.00%
Rapid Test
Ltd. China
Hangzhou Fenhe SARS-CoV-2 Antigen Rapid
270 Other 97.10% 99.50%
Technology Co. Ltd | Test
Hughes Health care | Humasis COVID-19/Flu Ag
271 Other NA NA
UK Combo Test
COVID-19 Antigen Rapid Test
272 | Humasis Co., Ltd Other 96.10% 97.60%
(Colloidal Gold)
JOINSTAR BIOME
COVID-19 Antigen Rapid Test
273 | DICAL TECHNOLOGY N-protein 98.50% 99.30%
Kit
CO, LTD
Koch Biotechnology | QuickProfile COVID-19
274 N-protein NA NA
(Beijing) Co., Ltd ANTIGEN Test
Lumi Quick
275 LumiraDx SARS-CoV-2 Ag Test N-protein 97.60% 96.60%
Diagnostics Inc.
276 | LumiraDx Gmate Covid-19 N-protein 93.00% 97.00%
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Mexacare COVID-19 &
Medisys Interna
277 Influenza A+B Ag Other 95.65% 99.38%
tional SA
Combo-Schnelltest
Mexacare Diagnos Mexacare COVID-19 Antigen
278 Other 95.65% 99.38%
tics GmbH Schnellltest
Hangzhou Clongene | COVID-19 Antigen Rapid Test
279 N-protein 97.10% 99.40%
Biotech Co., Ltd. (Self-Testing)
CareStart COVID-19 Antigen
280 | Access Bio, Inc. N-protein 93.75% 99.32%
test
SARS-CoV-2 Antigen Rapid
281 | Acro Biotech Inc. N-protein 94.60% 99.40%
Test (Swab)
Rapid COVID-19 Ag Antigen
282 | AlphaBio labs N-protein 97.60% 99.90%
Test
Anbio (Xiamen)
Rapid COVID-19 Antigen Test
283 | Biotechnology N-protein 99.18% 100.00%
(Colloidal Gold)
Co.,Ltd.
Anhui Deep Blue Influenza A+B & COVID-19
284 | Medical Technology | (SARS-CoV-2) Antigen Test Kit | N-protein; Other NA NA
@. | -tdk (Colloidal Gold)
ArcDia International
285 | Ltd / APl Pharma mariPOC SARS-CoV-2 N-protein 92.30% 100.00%
LLC
Augurix Diagnos tics | Simtomax CoronaCheck
286 N-protein 95.45% 98.29%
SA Antigen
Beijing Kewei
Kewei COVID-19 Antigen Rapid
287 | Clinical Diagnostic N-protein 85.00% 100.00%
Test Kit (FIA)
Reagent Inc.
Beijing Savant New Coronavirus (SARS-CoV-2)
288 | Biotechnology Co., N Protein Detection Kit N-protein 90.00% 100.00%
Ltd. (Fluorescence)
Beijing Tigsun Tigsun COVID-19 Antigen
289 N-protein NA NA
Diagnos tics Co., Ltd | Rapid Test (FIA)
Beijing Tigsun Tigsun COVID-19 Antigen
290 N-protein 92.59% 98.67%
Diagnos tics Co., Ltd | Saliva Rapid Test
Beijing Wantai
Wantai SARS-CoV-2 Antigen
291 | Biological Pharmacy N-protein 93.44% 100.00%

Enterprise Co.,Ltd

Rapid Test (Colloidal gold)
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Rapid SARS-CoV-2 Antigen
292 | MP Biomedicals N-protein 96.17% 99.07%
Test Card
Nantong Diagnos
293 | Biotechnology COVID-19 Antigen Test Kit N-protein 98.10% 100.00%
Co.,Ltd
Shenzhen Lifotronic
294 | Techno logy Co., SARS-CoV-2 Antigen (GICA) N-protein 93.75% 95.06%
Ltd, China
Shenzhen Lifotronic
Flu A/Flu B/SARS-CoV-2
295 | Techno logy Co., N-protein; Other 96.88% 98.79%
Antigen (GICA)
Ltd, China
Hangzhou Testsea
Testsealabs COVID-19 Antigen
296 | Biotechnology Co., N-protein 97.60% 98.40%
test Cassette
Ltd. China
Abbott Diagnostics
297 BinaxNOW COVID-19 Ag Card N-protein 84.60% 98.50%
Inc.
AESKU Diagnos tics AESKU RAPID SARS-CoV-2
298 N-protein 100.00% 98.00%
GmbH Antigen Rapid Test
COVID-19 Antigen Quick Test
299 | Amec GmbH N-protein 91.30% 99.60%
(Spit Test)
NanoRepro Antigen Rapid
300 | Nano Repro AG N-protein 97.33% 99.33%
Test (Viromed)
Hangzhou Laihe Novel Coronavirus (COVID-19)
301 N-protein 95.39% 99.60%
Biotech Antigen Test (Colloidal Gold)
Siemens CLINITEST Rapid COVID-19 N-protein;
302 92.70% 100.00%
Healthineers Antigen Self-Test Unknown
MEDICE Medicines Medicovid-AG SARS CoV-2
303 N-protein 96.20% 99.20%
Putter Antigen SELBSTTEST NASE
SUZHOU SOOCHOW
UNIVERSITY SAIER
304 instantsure covid-19 Ag CARD N-protein 98.83% 99.77%
IMMUNO BIOTECH
CO, LTD
305 | amunet Covinet Ag N-protein 97.00% 94.29%
Shanghai Fosun
306 | Long March Medical | Fosun Covid-19 Ag Card N-protein 97.00% 98.60%
Science Co., Ltd
307 | API Pharma USA APl Covid-Rapid SARS N-protein 96.90% 99.50%
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
308 | PRIMA Lab SA CoV-2 Antigen Test N-protein 96.90% 99.50%
309 | PRIMA Lab SA COVID-19 Antigen Rapid Test N-protein 96.40% 99.20%
PerkinElmer® COVID-19
310 | Perkin Elmer N-protein 97.40% 100.00%
Antigen Test
SARS-CoV-2 Antigen Rapid
Qingdao Hightop
311 Test (Immuno N-protein 95.00% 99.75%
Biotech Co., Ltd.
chromatography)
Xiamen Wiz Biotech | SARS-CoV-2 Antigen Rapid
312 N-protein 96.67% 100.00%
Co., Ltd. Test (Sputum/Saliva/ Stool)
ACON Labora tories, | SARS-CoV-2 Antigen Rapid
313 N-protein 97.10% 99.50%
Inc. Test
ACON' Laboratories, SARS-CoV-2 Antigen Rapid
314 N-protein 97.10% 99.50%
Inc. Test (Nasal/Saliva)
Xiamen Wiz Biotech
315 SARS-CoV-2 Antigen Test N-protein 96.30% 100.00%
Co., Ltd.
SARS-CoV-2/Influenza
Xiamen Wiz Biotech
316 A/Influenza N-protein 96.30% 99.77%
@\ Lte,
B Antigen Rapid Test
317 | PRIME4DIA Co., Ltd PADETECT COVID-19 Ag N-protein 96.67% 100.00%
318 | PRIME4DIA Co., Ltd PADETECT COVID-19 Ag/Flu N-protein 96.67% 100.00%
PERKINELMER COVID-19
Tulip Diagnos tics
319 ) ANTIGEN N-protein 97.40% 100.00%
P) Ltd
TEST (NS, NP) CASSETTE TEST
HANGZHOU
TESTSEA BIO Cellife Covid-19 Antigen Test
320 N-protein 97.60% 98.40%
TECHNOLOGY CO., Cassette
LTD
HANGZHOUTESTSEA
COVID-19 Antigen test
321 | BIO TECHNOLOGY N-protein 97.50% 99.20%
cassette (Nasal)
CO, LTD
Premier Medical
Sure, status COVID-19 antigen
322 | Corporation Private N-protein 94.16% 100.00%
Card Test
Limited. INDIA
GuangzhouTebsun 2019-nCoV Antigen Test Kit
323 N-protein 95.10% 99.60%
Bio-Tech (Colloidal Gold
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Development Co., Immunochromatographic
LTD Assay)
Hangzhou Testsea
COVID-19 Antigen Test
324 | Biotechnology Co., N-protein 90.00% 100.00%
Cassette (Saliva)
Ltd. China
325 | Sugen tech, Inc. SGTi-flex COVID-19 Ag N-protein 95.07% 99.38%
SARS-CoV-2 Antigen Test Kit
326 | Foregene Co., Ltd (Colloidal N-protein 96.80% 100.00%
Gold)
Xiamen Wiz Biotech | SARS-CoV-2 Antigen Rapid
327 N-protein 96.30% 100.00%
Co., Ltd. Test
328 | Denka Co., Ltd. QuickNavi-COVID19 Ag N-protein 91.70% 100.00%
Wuhan UN science
SARS-CoV-2 Antigen Rapid
329 | Biotechnology Co., N-protein 96.33% 100.00%
Test Kit
Ltd.
Acon Biotech SARS-CoV-2 Antigen Rapid
330 N-protein 97.10% 99.50%
(Hangzhou) Co., Ltd. | Test
Xiamen Wiz Biotech | SARS-CoV-2 Antigen Rapid
331 N-protein 95.35% 100.00%
Co., Ltd. Test (Saliva)
Xiamen Wiz Biotech | SARS-CoV-2 Antigen Rapid
332 N-protein 95.91% 100.00%
Co., Ltd. Test (Colloidal Gold)
333 | Fujifilm Corporation | FUJIFILM COVID-19 Ag Test N-protein 85.00% 100.00%
334 | GaDia SA COVIDia - Antigen N-protein 90.00% 97.50%
335 | Rapid Bio, LLC. Rapid Bio COVID-19 Ag N-protein 96.97% 99.15%
DIA.PRO Diagnostic
336 SARS-CoV-2 Antigen N-protein 96.00% 98.00%
Bioprobes S.r.l.
Guang dong Wesail
337 | Biotech Co., Ltd. Wesail COVID-19 Ag Test Kit N-protein 90.00% 99.20%
China
Guang dong Wesail
338 Vitassay SARS-CoV-2 N-protein 92.90% 99.80%
Biotech Co., Ltd.
VITASSAY 2019-nCoV Antigen Device
339 N-protein 94.60% 99.10%
HEALTHCARE S.L. (Saliva)
Prestige Diagnos tics | 2019-nCoV Antigen Device
340 N-protein 96.30% 99.50%

UK Ltd

(Anterior Nasal Swab)
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Prestige Diagnos tics | 2019-nCoV Antigen Device
341 N-protein 94.60% 99.10%
UK Ltd (Saliva)
2019-nCoV Antigen Device
342 | AMS UK Ltd N-protein 96.30% 99.50%
(Anterior Nasal Swab)
SARS-COV-2 Antigen Rapid
343 | AMS UK Ltd N-protein 96.49% 100.00%
Test Device
344 | EZT Trade AB ichroma COVID-19 Ag N-protein 90.90% 98.70%
345 | Boditech Med. CORONA-Ag S-protein S1 95.00% 100.00%
GA Generic Assays
346 GA CoV-2 Antigen Rapid Test N-protein 97.06% 99.20%
GmbH
347 | DYONMED S.A. FluCov2 N-protein 92.25% 100.00%
Monocent SARS CoV2 Antigen
348 | Monocent, Inc. Rapid Test N-protein 98.25% 100.00%
System
BGI Patho Genesis SARS-CoV-2 Virus Antigen
349 | Pharmaceutical Detection Kit N-protein 82.30% 97.88%
Techno logy Co.,Ltd | (colloidal gold method)
CHIL COVID-19 Antigen Rapid
CHIL TIBBI MAL. Test
350 | SAN. VE TIiC. LTD. (Nasopharyngeal / N-protein 99.01% 99.57%
STI. Oropharyngeal Swab -
Cassette)
Xiamen Jiging SARS-CoV-2 Antigen Detection
351 | BiomedicalTechnolo | Kit N-protein 93.00% 98.92%
gy Co, Ltd China (Latex Lateral Flow Assay)
2019-nCoV Antigen Rapid Test
Shenzhen AIVD
352 Kit (Colloidal Gold N-protein 92.00% 99.62%
Biotech Inc
Immunochromatography)
EyeRA-SARS-CoV-2 Antigen
353 | Medea Medical N-protein 98.00% 100.00%
Detection Kit
Prantae Solutions Tell Me Fast COVID19 Antigen
354 N-protein 94.30% 100.00%
Private Limited OPC | Test
Assure Tech. COVID-19 Antigen Saliva Test
355 N-protein 90.00% 97.00%

(Hangzhou) Co., Ltd.

Kit
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Severe Acute Respiratory
Nanjing Vazyme N-protein; S-
Syndrome Coronavirus 2
356 | Medical Technology protein (type 97.57% 99.29%
(SARS-CoV-2) Antigen
Co., LTD. unknown)
Detection
STANDARD Q COVID-19 Ag
357 SD Biosensor, Inc. N-protein 100.00% 100.00%
Test (Saliva)
358 SD Biosensor, Inc. STANDARD F COVID-19 Ag FIA N-protein 93.70% 99.63%
Lansion
COVID-19 Antigen Test Kit (Dry.
359 | Biotechnology Co., N-protein 100.00% 100.00%
Fluorescencelmmunoas say)
Ltd.
N-protein; S-
360 | Humasis Co., Ltd Humasis COVID-19 Ag Test 92.90% 99.80%
protein RBD
Tody Laborato ries Coronavirus (SARS-CoV 2)
361 N-protein 96.40% 99.00%
Int. Antigen - Swab Specimen
Tody Laboratories Coronavirus (SARS-CoV 2)
362 N-protein 90.10% 99.30%
Int. Antigen - Oral Fluid
363 | KH Medical Co., Ltd. | RADI COVID-19 Ag Rapid Test N-protein 100.00% 100.00%
364 | Nano Entek, Inc. FREND COVID-19 Ag+FLU A&B | N-protein; Other 95.56% 99.66%
365 | KH Medical Co., Ltd. | RADI Flu-SC2 Ag Rapid Test N-protein 100.00% 100.00%
366 Nano Entek, Inc. FREND COVID-19 Ag N-protein 95.00% 100.00%
PathoCatch COVID-19 Antigen
Mylab Discovery
367 Lateral N-protein 100.00% 100.00%
Solutions Pvt Ltd
Flow Test Device
368 | WAMA Diagnos tica IMUNO-RAPIDO COVID-19 Ag N-protein 87.90% 100.00%
369 | DIASORIN S.P.A. LIAISON SARS-CoV-2 Ag N-protein 99.10% 98.70%
Laipac Technology
370 LooK SPOT 2 N-protein 97.37% 98.25%
Inc.
Van Oostveen Coronavirus Ag Rapid Test
371 | Medical B.V. - Cassette N-protein 97.81% 99.66%
Romed Holland (Swab)
SARS-CoV-2 Antigen Test Kit
372 | BioMedomic N-protein 97.73% 99.51%
(LFIA)
373 | SD Biosensor, Inc. STANDARD i-Q COVID-19 Ag Unknown 83.30% 100.00%
AccuBio Tech Co., Accu-Tell COVID-19 Antigen
374 N-protein 95.00% 99.90%

Ltd.

Cassette (Saliva)
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
VivaChek Biotech VivaDiag Pro SARS-CoV-2 Ag
375 N-protein 97.06% 100.00%
(Hangzhou) Co., Ltd | Rapid Test
Corona Virus (COVID-19)
Hoyotek Biomedical
376 Antigen Rapid N-protein 92.00% 99.00%
Co., Ltd.
Test (Colloidal Gold)
Influenza A/B/Corona Virus
Hoyotek Biomedical | (COVID-19)
377 N-protein 96.00% 99.00%
Co., Ltd. Antigen Rapid Test (Colloidal
Gold)
COVID-19 Antigen rapid test
Xiamen Amon Med
(Colloidal
378 | Biotechnology Co., N-protein 93.00% 97.73%
Gold) -Nasal / Orapharyngeal
Ltd.
/Saliva
Laipac Technology
379 LooK SPOT N-protein 97.37% 98.25%
Inc.
Artron Labora tories
380 Artron COVID-19 Antigen Test N-protein 91.27% 100.0%
Inc.
381 | BioMedomic CoV-SCAN Rapid Antigen Test N-protein 84.60% 100.0%
SARS-CoV-2 Antigen Test
Shenzhen Micropro | (Colloidal Gold
382 N-protein 92.93% 100.0%
fit Biotech Co., Ltd Chromatographic
Immunoassay)
Merlin Biomedical SARS-CoV-2 Antigen Rapid
383 N-protein 95.05% 98.99%
(Xiamen)Co., Ltd. Test Cassette
Atlas Link SARS-CoV-2 Antigen Rapid
384 N-protein 97.60% 99.20%
Technology Co., Ltd | Test Kit
Shenzhen Micro SARS-CoV-2 Antigen Test Kit
385 | profit Biotech Co., (Fluorescence N-protein 95.65% 100.0%
Ltd Immunoassay)
Sure Bio-Tech (USA)
386 2019-nCoV Antigen Rapid Test N-protein 93.18% 99.32%
Co., Ltd
Tulip Diagnos tics
387 CoviRAT N-protein 96.30% 100.00%
(P) Ltd
Tulip Diagnostics (P) | PERKINELMER COVID-19
388 N-protein 96.30% 100.00%
Ltd ANTIGEN TEST (NS, NP)
Jiangsu Bioper
Novel Corona Virus (SARS-
389 | fectus Technologies N-protein 97.06% 99.15%

Co., Ltd

CoV-2) Ag Rapid Test Kit
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No Company Trade name Test
Sen (claim) | Spec (claim)
Assure Tech. COVID-19 Antigen Rapid Test
390 N-protein 97.70% 99.10%
(Hangzhou) Co., Ltd. | Device
SARS-CoV-2 Spike Protein Test
Shenzhen Micropro | Kit (Colloidal Gold N-protein; S-
391 86.29% 100.00%
fit Biotech Co., Ltd Chromatographic protein S1
Immunoassay)
FLUA-FLUB-RSV-ADV-COVID-19
Assure Tech. (Hang
392 Combo N-protein 97.30% 100.00%
zhou) Co., Ltd.
Test Device
Shenzhen Micro SARS-CoV-2 Spike Protein Test
N-protein; S-
393 | profit Biotech Co., Kit (Fluorescence 87.90% 100.00%
protein S1
Ltd Immunoassay)
ClearEpi SARS-CoV-2 Antigen
394 | Biolidics Limited N-protein 98.15% 98.75%
Rapid Test
InTec Products, Inc. InTec Rapid SARS-CoV-2
395 N-protein 93.10% 100.00%
(Xiamen) Antigen Test (Colloidal Gold)
Snibe Co., Ltd (Shen
zhen New Industries | MAGLUMI SARS-CoV-2 Ag
396 N-protein 97.70% 99.60%
BiomedicalEngineeri | (CLIA)
ng Co., Ltd)
Guang zhou Wondfo | Wondfo 2019-nCoV Antigen
397 N-protein 87.12% 99.74%
Biotech Co., Ltd. Test (Lateral Flow Method)
398 | AAZ-LMB COVID-VIRO N-protein 96.60% 100.00%
399 | Prognosis Biotech Rapid Test Ag 2019-nCov N-protein 98.59% 99.74%
400 | AAZ-LMB COV-QUANTO N-protein 93.00% 98.40%
401 | Prognosis Biotech Rapid Surface Ag 2019-nCov N-protein NA NA
Beijing Kewei
COVID19 Antigen Rapid Test
402 | Clinical Diagnostic N-protein 96.18% 100.00%
Kit
Reagent Inc.
Beijing Diagreat
2019-nCoV Antigen Rapid Test
403 | Biotechnologies Co., N-protein 91.90% 97.60%
Kit (Colloidal gold Assay)
Ltd
Severe Acute Respiratory
404 | UD Shenzhen Ltd Syndrome Coronavirus 2 N-protein 95.00% 99.00%

(SARS-CoV-2) Antigen Test Kit
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No Company Trade name Test
Sen (claim) | Spec (claim)
Novel Coronavirus (SARS-CoV-
Avioq Bio-Tech
405 2) Antigen Detection Kit N-protein 97.06% 99.01%
Co.,Ltd
(Colloidal Gold)
Reszon Diagnos tics
Reszon COVID-19 Rapid
406 | International Sdn N-protein 91.20% 100.00%
Antigen Test
Bhd
Assure Tech. (Hang COVID-19 & Influenza A/B
ao7 N-protein 97.30% 100.00%
zhou) Co., Ltd. Antigen Combo Test Device
Labnovation SARS-CoV-2 Antigen Rapid
408 N-protein 96.00% 97.50%
Technologies, Inc. Test Kit
Shenzhen Lvshiyuan | Green spring SARS-CoV-2
409 | Biotechnology Co., Antigen Rapid Test Kit N-protein 99.00% 100.00%
Ltd (Colloidal Gold)
Wuhan HealthCare
COVID-19 (SARS-CoV-2)
410 | Biotech nology Co., N-protein 96.15% 99.26%
Antigen Test Kit
Ltd.
Jiangsu Mole Bio SARS-CoV-2 Antigen Test
411 N-protein 97.30% 98.40%
science Co., LTD. Cassette
ScheBo SARS CoV-2 Quick
412 | ScheBo Biotech AG N-protein 97.30% 99.00%
ANTIGEN
DIAQUICK COVID-19 Ag
413 | DIALAB GmbH N-protein 98.32% 99.60%
Cassette
N-protein; S-
Pelican Diagnostics Pelican CV-19 Ultra-Rapid
414 protein S1; S- 98.00% 100.00%
Inc Mobile Test
protein RBD
BIOSYNEX Combo COVID-FLU
415 | BIOSYNEX SWISS SA N-protein 97.50% 100.00%
BSS
Biomerica COVID-19 Antigen
416 | Biomerica, Inc. Rapid Test (Nasopharyngeal N-protein 94.70% 99.70%
Swab)
Beijing Diagreat
2019-nCoV Antigen Rapid Test
417 | Biotechnologies Co., N-protein 100.00% 100.00%
Kit (Colloidal gold Assay)
Ltd
Beijing Diagreat
2019-nCoV Antigen Rapid Test
418 | Biotechnologies Co., N-protein 96.40% 100.00%
Kit (Colloidal gold Assay)
Ltd
419 | BioNote, Inc. NowCheck COVID-19 Ag Test N-protein 89.20% 97.30%
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No Company Trade name Test
Sen (claim) | Spec (claim)
Xiamen Boson Rapid SARS-CoV-2 Antigen
420 N-protein 96.17% 99.16%
Biotech Co., Ltd. Test Card
Anhui Deep Blue COVID-19 (SARS-CoV-2)
421 | Medical Technology | Antigen Test Kit (Colloidal N-protein 96.40% 99.80%
Co., Ltd. Gold)
Epithod SARS-CoV-2 gAg Test
422 | DxGen Corp. N-protein 96.00% 100.00%
Kit
423 | DxGen Corp. Epithod COVID-19 Ag Test Kit N-protein 98.00% 99.00%
424 | AMS UK Ltd 2019-nCoV Antigen Device N-protein 96.40% 99.20%
425 | GaDia SA COVIDia-Antigen N-protein 90.00% 97.50%
Meril Diagnostics Pvt | MERISCREEN COVID-19
426 N-protein 99.60% 100.00%
Ltd ANTIGEN TEST KIT
Prestige Diagnostics
a27 2019-nCoV Antigen Device N-protein 96.40% 99.20%
UK Ltd
428 | BIOSYNEX SWISS SA | BIOSYNEX COVID-19 Ag+ BSS N-protein 97.50% 100.00%
429 | BIOSYNEX SWISS SA | BIOSYNEX COVID-19 Ag BSS N-protein 97.20% 100.00%
Guang zhou Darui 2019-nCoV Ag Rapid Test Kit
430 | Biotechnology (Immuno N-protein 96.80% 99.50%
Co.,Ltd. chromatography)
Guangzhou Darui 2019-nCoV Ag Salvia Rapid
431 | Biotechnology Test Kit (Immuno chroma N-protein 95.04% 98.54%
Co.,Ltd. tography)
COVID-19 Nucleocapsid ELISA
432 | LifeSen sors, Inc Research N-protein 98.70% 99.90%
Kit
Rapid Response COVID-19
433 | BTNX Inc. N-protein 94.55% 100.00%
Antigen Rapid Test Device
Nano-Ditech Nano-Check COVID-19 Antigen
434 N-protein 94.40% 100.00%
Corporation Test
Nano-Ditech Fluoro-CheckTM COVID-19
435 N-protein 90.00% 100.00%
Corporation Antigen Test
Guang zhou Darui
Rapid For SARS-CoV-2 Rapid
436 | Biotechnology N-protein 97.30% 99.00%
Antigen Test
Co.,Ltd.
Joysbio
SARS-COV-2 Antigen Rapid
437 | Biotechnology Co N-protein 98.13% 99.22%

Ltd.

Test Kit
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Sen (claim) | Spec (claim)
AMEDA
AMP Rapid Test SARS-CoV-2
438 | Labordiagnostik N-protein 97.30% 100.00%
Ag
GmbH
AMEDA
AMP Rapid Test SARS-CoV-2
439 | Labordiagnostik N-protein 92.20% 100.00%
Ag Sputum
GmbH
N-protein; S-
protein (type
unknown); S-
440 | DYONMED S.A. Dyon CovidAg 90.91% 99.02%
protein S1; S-
protein RBD; S-
protein S2
Shenzhen Huian
Rapid nCoV & Flu A/B Ag Test
441 | Biosci Technology N-protein 96.80% 100.00%
Kit
Co., Ltd.
Nanjing Liming Bop- | StrongStep SARS-CoV-2 Saliva
442 N-protein 96.23% 98.86%
Products Co., Ltd Antigen Rapid Test
Nanjing Liming Bop- | StrongStep SARS-CoV-2
443 N-protein 96.19% 99.26%
Products Co., Ltd Antigen Rapid Test
Shenzhen Huian
SARS-CoV-2 Antigen Test Kit
444 | Biosci Technology N-protein 96.80% 100.00%
(Colloidal Gold)
Co., Ltd.
LabGenomics Co., LabGun COVID-19 Rapid
448 N-protein 97.50% 100.00%
Ltd. Antigen Kit
Guang dong Wesail
445 COVID-19 Ag Test Kit N-protein 90.00% 99.20%
Biotech Co., Ltd.
StrongStep System Device for
Nanjing Liming Bop-
446 SARS-CoV-2& Influenza A/B N-protein 96.19% 99.26%
Products Co., Ltd
Antigen Rapid Test
Hangzhou Clongene
COVID-19 Antigen Rapid Test
447 | Biotech Co., Ltd. N-protein 97.50% 99.40%
Cassette (Nasal Swab)
China
Hangzhou Clongene
Covid-19 Antigen Rapid test
448 | Biotech Co., Ltd. N-protein 95.37% 99.66%
cassette
China
Celltrion DiaTrust COVID-19
449 | Celltrion USA, Inc. N-protein 93.30% 99.00%

Ag Rapid Test
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
BinaxNOW CQOVID-19 Antigen
450 | Abbott N-protein 91.70% 100.00%
Self-Test
BinaxNOW COVID-19 Ag Card
451 | Abbott N-protein 91.70% 100.00%
Home Test
BinaxNOW COVID-19 Ag Card
452 | Abbott N-protein 91.70% 100.00%
2 Home Test
BinaxNOW COVID-19 Ag 2
453 | Abbott N-protein 84.60% 98.50%
Card
ACON Laboratories, | Flowflex COVID-19 Antigen
454 N-protein 93.00% 100.00%
Inc. Home Test
ANP Technologies, NIDS COVID-19 Antigen Rapid
455 N-protein 95.10% 97.00%
Inc Test Kit 09/24/2021
PHASE Scientific INDICAID COVID-19 Rapid
456 N-protein 86.70% 97.20%
International, Ltd. Antigen Test
Princeton BioMedl
asv Status COVID-19/Flu A&B N-protein 93.80% 100.00%
tech Corp.
Simoa SARS-CoV-2 N Protein
458 | Quanterix N-protein 97.00% 100.00%
Antigen Test
459 | Quidel QuickVue SARS Antigen Test N-protein 96.80% 99.10%
460 | BBB tech MarkB covid19 Ag test N-protein 93.00% 100.00%
Becton, Dickinson BD Veritor At-Home COVID-19
461 N-protein 84.60% 99.80%
and Company-(BD) Test
BD Veritor System for Rapid
Becton, Dickinson
462 Detection of SARS-CoV-2 & N-protein 86.70% 99.50%
and Company (BD)
Flu A+B
Sienna-Clarity COVID-19
463 | Salofa Oy N-protein 87.50% 98.90%
Antigen Rapid Test Cassette
Sorrento COVISTIX COVID-19 VIRUS
464 N-protein; Other 98.00% 100.00%
Therapeutics Inc. Rapid Antigen Detection Test
Celltrion DiaTrust COVID-19
465 | Celltrion USA, Inc. N-protein 86.10% 99.40%
Ag Home Test
ellume.lab COVID Antigen
466 | Ellume N-protein 81.80% 100.00%
Test
iHealth COVID-19 Antigen
467 | iHealth Labs, Inc. N-protein 94.30% 98.10%
Rapid Test
OraSure InteliSwab COVID-19 Rapid
468 N-protein 84.00% 98.00%

Technologies Inc.

Test Rx
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
InteliSwab COVID-19 Rapid
469 | Salofa Oy N-protein 84.00% 98.00%
Test Pro
OraSure InteliSwab COVID-19 Rapid
470 N-protein 84.00% 98.00%
Technologies Inc. Test
COVID-19 Ag Detection Kit
Immunodiagnostics
471 (Immunofluo N-protein 94.03% 96.90%
Limited
rescence-Based)
COVID-19 Ag Detection Kit
Immunodiagnostics
ar2 (Colloidal Gold N-protein 91.10% 100.00%
Limited
Immunochromatography)
SCoV-2 Ag Detect Rapid Self-
473 | InBios International N-protein 85.70% 100.00%
Test
Xtrava Inc SPERA COVID-19 Ag Test N-protein 91.80% 96.90%
ard
BIOSYNEX Autotest
475 | BIOSYNEX SWISS SA, N-protein NA NA
ANTIGENIQUE COVID 19 Ag
Panion & BF Biotech
Vstrip COVID-19 Antigen Rapid
476 | Inc. Xizhi Factory, N-protein NA NA
Test Home Use RV2
Taiwan.
Zhejiang Aiminde
Biotechnology Novel Coronavirus Ag Rapid
arr N-protein NA NA
Co.,Ltd. Test Cassette
China
Jiaxing WiseTest
Saliva SARS-CoV-2 (2019-
478 | BioTech Co. Ltd. N-protein NA NA
nCoV) Antigen Test
China
Xiamen Jiging
SARS-CoV-2 Antigen Detection
479 | BiomedicalTechnolo N-protein NA NA
Kit (Colloidal Gold Method)
gy Co, Ltd China
2019-nCoV Ag Test (Latex
Xiamen Jiging Chromatography
480 N-protein NA NA
Biomedi cal Assay) 5T, YF320CNS-
HU-25T
2019 n-CoV-Antigen Rapid
481 | Guang dong Hecin Test Kit (Colloidal Gold N-protein NA NA
Immunochromatography)
2019-nCoV Antigen Test Kit
482 | Scientific, Inc, China. N-protein NA NA

(Colloidal gold method)
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
SARS-CoV-2 Antigen Rapid
483 | Xiamen Biotime N-protein NA NA
Qualitative Test
Shenzhen
Kisshealth SARS-CoV-2 Antigen Test Kit
484 N-protein NA NA
Biotechnology Co., (GICA)
Ltd, P.R. China
SARS-CoV-2 Antigen Rapid
485 ACRO BIOTECH, Inc., N-protein NA NA
Test (Nasal swab)
Innovita
(Tangshan)Biological | 2019-nCoV Ag Test (Latex
486 N-protein NA NA
Technology Co,, Ltd | Chromatography Assay)
China
Ut woniluy AFFINOME COVID-19 Ag SELF
as7 - N-protein NA NA
1NA TEST
Severe Acute Respiratory
Macura
Syndrome Coronavirus 2
488 | Biotechnology Co., N-protein NA NA
(SARS-CoV-2) Antigen Assay
Ltd China
Kit by Colloidal Gold Method
Thyroly tics AB, VIRASPEC Covid-19 Tests
489 N-protein NA NA
Sweden (Sars-CoV-2) Saliva Test
Vol jURAn1sNITy
a0 neURUBITEAU
w1ty (INC2B-201)
uaz o URnsiiy
e NanoCOVID-19 Antigen SELF
490 | 738N1T IUIRYTEUY N-protein NA NA
TEST
w1y (INC2B-202)
Augunly walulag
WA amns. ng.
02 564 7100
Ningbo Home Test
Accufast SARS-CoV-2 Antigen
491 | Bio-techno logy Co., N-protein NA NA
Rapid Test Kit
Ltd. (CHINA)
Changsha Sinocare SARS-CoV-2 Antigen Detection
492 N-protein NA NA
Inc. China Kit (Colloidal Gold
VivaCheck Biotech
VivaDiag SARS-CoV-2 Ag Saliva
493 | (Hang zhou) Co., N-protein NA NA

Ltd. China

Rapid Test
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
UNIANCE GENE Co.,
494 | LTD. Republic of UGDx COVID-19 Ag Rapid Test N-protein NA NA
Korea
Alpine Biomedical
Alpine Biomedical COVID-19
495 | Pvt.Ltd. Replublic of N-protein NA NA
Antigen Rapid Test Kit
India
Rapid SARS-CoV-2 Antigen
Intec Products., Inc.
496 Test Colloidal Gold (Nasal N-protein NA NA
China
Specimen)
Beijing Beier
COVID-19 Antigen Rapid Test
497 | Bioengineering Co., N-protein NA NA
Kit (Short nose)
Ltd. China
Lumigenex(Suzhou) | PocRoc SARS-CoV-2 Antigen
498 N-protein NA NA
Co., Ltd. China Rapid Test Kit (Colloidal Gold)
Shenzhen Watmind | Watmind SARS-CoV-2 Ag
499 Medical Co., Ltd. Diagnostic Test Kit (Colloidal N-protein NA NA
China Gold)
Pro-med (Beijing)
COVID-19 Antigen Rapid
500 | Technology Co., N-protein NA NA
Detection Kit (Colloidal Gold)
Ltd. China
Shenzhen Lvshiyuan | SARS-CoV-2 Antigen Rapid
501 | Biotechnology Co., Test Self-Test Kit (Colloidal N-protein NA NA
Ltd. China Gold)
ADTech Co., LTD ADTech COVID-19 Ag RAPID
502 N-protein NA NA
Republic of Korea KIT
Hangzhou Realy COVID-19 Antigen Rapid Test
503 N-protein NA NA
Tech Co., Ltd. China | Device (nasal swab)
Healvet Medtech Healfo SARS-CoV-2 Ag Saliva
504 N-protein NA NA
GZ Ltd. China Rapid Test
COVID-19 Antigen Sealing
AMAZING BIOTECH
505 Tube Test Strip (Colloidal N-protein NA NA
(Shanghai) Co., Ltd.
Gold)
Diasia Biomedical
SARS-CoV-2 Antigen Rapid
506 | Technology Co., N-protein NA NA
Test Kit
Ltd. China
Vitrosens RapidFor SARS-CoV-2 Rapid
507 N-protein NA NA

Biyoteknoloji Ltd.

Antigen Test
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Sti.Serifali Mh. Sehit
Sk. Turkey
BIRMINGHAM
BHM COVID-19 Antigen Rapid
508 | BIOTECH LTD. N-protein NA NA
Test
United Kingdom
Wizchem Co., Ltd. COVICHEK COVID-19 Ag Saliva
509 N-protein NA NA
Korea Test At-Home
Bao Ruiyuan Biotech
GENODE COVID-19 Antigen
510 | (Bejing) Co., Ltd. N-protein NA NA
Rapid Self-Test
China
Zhuhai Livzon
Livzon Rapid Test for SARS-
511 | Diagnostics Inc. N-protein NA NA
CoV-2 Antigen (Lateral Flow)
China
DOCTOR'S CHOICE NOVEL
SYMBION ASIA SDN CORONA VIRUS (SARS-COV-2)
512 N-protein NA NA
BHD. MALAYSIA SALIVARY ANTIGEN RAPID
TEST KITS (DIPSTICK)
Beijing Jinhuake
SARS-COV-2 ANTIGEN RAPID
Biological
513 TEST (Colloidal Gold) BRAND N-protein NA NA
TechnologyCO.,Ltd.
KROKO
China
GaobeidianPRISES
SARS-COV-2 Antigen Test
514 | Biotechnology Co., N-protein NA NA
(Colloidal gold)
Ltd. China
AMPER COVID-19 Antigen
H-Guard (China) Co.,
515 Rapid Testing Kit (Colloidal N-protein NA NA
Ltd. China
Gold)
Azure Biotech, Inc. COVID-19 Antigen Nasal Test
516 N-protein NA NA
USA Kit
Hunan Zonka
2019-nCoV Ag Saliva Rapid
517 Biotech Co., Ltd. N-protein NA NA
Test Kit
China
Fosun Diagnos tics Covid-19 Antigen CARD Kit
518 | (Shanghai) Co., Ltd. | (Commercial name: Fosun N-protein NA NA
China Covid-19 Ag CARD)
MedicalSystem
COVID-19 Ag Rapid Test
519 | Biotechnology Co., N-protein NA NA

Ltd. China

Cassette
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Company Company
No Company Trade name Test
Sen (claim) | Spec (claim)
Aikang Diagnos tics COVID-19 Antigen Test Kit
520 N-protein NA NA
Co., Ltd. China (Saliva)
Lifecosm Biotech Lifecosm COVID-19 Antigen
521 N-protein NA NA
Limited China Rapid Test Cassette
Cofoe Medical
SARS-CoV-2 Antigen Test Kit
522 | Technology Co., N-protein NA NA
(Colloidal Gold Method)
Ltd. China
Genrui Biotech Inc. Genrui SARS-CoV-2 Antigen
523 N-protein NA NA
China Test kit (Colloidal Gold)
DEWEI MEDICAL
Covid-19 (2019-nCoV) Antigen
524 EQUIPMENT CO., N-protein NA NA
Rapid Test Cassette
LTD. China
Huachen yang (Shen
zhen) Technology
2019-nCoV Ag Rapid Test Kit
525 | Co., Ltd. China N-protein NA NA
(Colloidal Gold)
Mean 94.2 99.21
Max 100 100
Median 95.65 99.54
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Performances of Rapid molecular tests for COVID-19 available (RT-LAMP, CRISPR) on FIND and FDA Thailand

Company Company
No. Company Trade name Test
Sen Spec
1 Cepheid Xpert Xpress CoV-2 plus E gene; N gene; 100 96.5
E gene; N gene;
2 Cepheid Xpert Xpress CoV-2 plus RdRp 100 100
gene
Abacus Diagnos tica | GenomEra SARS-CoV-2 2.0
3 E gene; RdRp gene 98.2 99.8
Oy Assay Kit
OPTOLANETechnolo | Genoplexor™ COVID-19
4 S gene; RdRp gene 99 100
gies Inc. Detection Kit / RT-PCR
Biomeme SARS-CoV-2
5 Biomeme Inc. S gene; ORFlab 98.52 98.89
Real-Time RT-PCR Test
COVID-19 nucleic acid
Hangzhou Lifereal
(RNA) POCT detection kit
6 Biotechnology Co., N gene; S gene 100 100
(AIGS real-time
(td.
fluorescent PCR m
7 Llusern Scientific SARS-CoV2 LAMP test E gene; N gene 100 98.11
Fluxergy COVID-19 Test
8 FLUXERGY INC N gene; ORFlab 100 100
System
Oxford Nanopore E gene; N gene;
9 LamPORE COVID-19 99.1 99.6
Technologies ORF1la
Meridian Bio
10 Revogene SARS-CoV-2 N gene 91.7 91.7
science, Inc.
Xpert Xpress SARS-CoV-2
11 Cepheid E gene; N gene 97.8 95.6
test
Credo Diagnos tics
12 VitaPCR COVID-19 assay N gene 100 100
Biomedical Pte. ltd.
Abacus Diagnos tica | GenomEra® SARS-CoV-2
13 E gene; RdRp gene 90.7 100
Oy Assay Kit
Abacus Diagnos tica | GenomEra® SARS-CoV-2,
14 RdRp gene 96.3 100
Oy Flu A/B + RSV Assay Kit
Mobile Detect Bio MobileDetect Bio BCC19
15 E gene; N gene 971.7 100
Inc. (MD-Bio BCC19) Test Kit
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Company Company
No. Company Trade name Test
Sen Spec
Abbott Diagnos tics
16 Scarborough, Inc. ID NOW COVID-19 RdRp gene 100 100
USA
Xpert Xpress SARS-CoV-2 E gene; N gene;
17 Cepheid NA NA
DoD Other
Abbott Diagnos tics
18 ID NOW COVID-19 v2.0 RdRp gene NA NA
Korea Inc.
19 Biomeme Inc. Franklin PCR NA NA
Extended Coronavirus
Randox Laboratories
20 Array NA NA
(td.
(lab-based or near-POC)
ZiP Diagnos tics Pty
21 ZiP-CoVx Assay NA NA NA
ltd.
22 OnSite Gene XDive NA NA NA
Fastgene microfluidics
23 BforCure Chronos gPCR NA NA NA
thermocycler
Shen Zhen
24 Shineway Techno Coronavirus test NA NA NA
logyCorporation
Maverick New Coronavirus
N.gene; S gene;
25 | Anitoa Systems llc (COVID-19) Rapid NA NA
ORFlab
Test Kit
AriaDNA RT-PCR COVID-19
26 Lumex N gene NA NA
detection system
iPonatic Novel
Coronavirus(2019-nCoV)
27 Sansure Biotech Inc. N gene; ORFlab NA NA
Nucleic Acid Diagnostic
Kit
Credo Diagnos tics VitaPCR Influenza
28 NA NA
Biomedical Pte. ltd. | A&B/SARS-CoV-2 assay
29 Mobidiag Novodiag RESP-4 E gene; N gene NA NA
Spartan bio science
30 Spartan COVID-19 Test NA NA
Inc.
E gene; N geneg;
31 Cepheid Xpert Omni SARS-CoV-2 NA NA
Other
32 Mobidiag Novodiag COVID-19 N gene; ORFlab NA NA
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Company Company
No. Company Trade name Test
Sen Spec
GenMark Diagnos
33 ePlex SARS-CoV-2 Test NA NA NA
tics
Respiratory Virus Nucleic
CapitalBio Techno Acid Detection Kit
34 NA NA NA
logy (Isothermal Amplification
Chip Meth
Abbott Diagnos tics
35 ID NOW COVID-19 RdRp gene NA NA
Korea Inc.
Veredus Labora VereCOV VerePLEX Lab- N gene; S gene;
36 NA NA
tories on-Chip ORFlab
QuantuMDx Group N gene; S gene;
37 Q-POC SARS-CoV-2 Assay NA NA
Limited ORF1ab
Trentron Biomedical | VitaPCR SARS-CoV-2 Gen 2
38 NA NA NA
ltd. assay
Guang zhou Tebsun
Bio-Tech 2019-nCov Nucleic Acid
39 NA NA NA
Development Co., Test Kit (Lyophilized)
L[S
Diagnostic Kit for Novel-
Coronavirus (2019-nCov)
Ustar
RNA(Isothermal
40 Biotechnologies NA NA NA
Amplification-Real Time
(Hangzhou) Ltd.
Fluorescence Assay)
dinaiunIne) COXY-AMP (COVID-19
a1 | anansuavialulad | one-step colorimetric NA NA NA
WA LAMP detection kit)
FastProof GoPlus SARS-
42 | vstmwluafng §1 | CoV-2 RT-LAMP Kit NA NA NA
Guang zhou Tebsun
Bio-Tech 2019-nCoV Nucleic Acid
43 N gene; ORFlab NA NA
Development Co., Test Kit
LTD China.
uiem  lules Bu
44 Y e e COVID-19 SCAN NA NA NA
LAY AN
a n3rInen Dual-gene CRISPR SARS-
45 NA NA NA

FEnsuazIfmngsy

CoV-2 RNA detection kit
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Company Company
No. Company Trade name Test
Sen Spec
Fluana anduing
BRI
GNP LIIGE
UINNTIUN
Asunwng @ 1inidy
a6 . R SCoV-2 Detection Kit L1 NA NA NA
LAZWRIUT UAINEN
SuaarunIuns
Uszinalng
Novel Coronavirus 2019-
Shanghai GeneSc
nCoV Rapid Detection Kit
47 Biotech Co., Ltd. NA NA NA
(LAMP)
China
SARS-CoV-2 All-in-One
Lle¢ Rapid Molecular
Biology Works, Inc. o
a8 Detection Device 818 NA NA NA
USA
BiologyWorks K(now)
COXY-AMP Covid-19 One-
Ui 348u.lule du | Step Colorimetric LAMP
49 AN NA NA NA
Twgu 9770 Detection Kit
50 Guang zhou Pluslife | Integrated Nucleic Acid
Biotech Co, Ltd. Testing Device NA NA NA
China
Mean 98.44 99.14
Max 100 100
Median 100 100
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