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H1. HHEERFREORE -FRE CRATIT,Y7-LEa—)

LFD Test Sensitivity (n) Sens itivity

8D Veritor 99.19% (122/123) il
BIOCREDIT 43.09% (81/188) N
Bioeasy 89.69% (87/97) ——
CORIS 38.32% (64167) —J——
COVID-VIRO®  89.96% (233/259) —-
Innova 78.68% (155/197) i
: o
Panbio Abbott 7e41%@o2esse) 78.4%
EEEEEEEEEEEEEEEEEEEEEEEEEEEEEEESRN
STANDARDQ  81.85% (744/909)
I L 1 L |l T |l 1
03 04 05 06 07 08 09 1
Sensitivity (95% CI)
LFD Test Specificity (n) e .
Specificity .
BD Veritor 100.00% (334/334) —a
||
BIOCREDIT 100.00% (122/122) |
|
Bioeasy 93.28% (708/759) - B L]
|
CORIS 97.97% (1011/1032) —— "
|
COVID-VIRO® 100.00% (313/313) — il
Innova 99 67% (BT356757) :
. . 0
99 61% (10703/10745) —u il 99.6 (1]
PaanOAbett EEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEENgEERN
STANDARDQ  99.06% (3460/3493) o -

I T T T T 1

0.9 0.92 0.94 0.96 098 1
Spedificity (95% CI)

SCHR (3) Mistry et al. BMC Infect Dis (2021) 21:828
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2. IDSA Guideline COVID—19: Antigen Testing (LFD)

SEE: 99%LlL E
B OE: EIR+ (TEUA) #84%
(7TELIRE) %9 62%
HAE K 9 49%

# 21 BRQICHERECEGTRE NAATEHE
- f=12L, BETAURNTHNIE—ELFDELA]
- LFDFETE THLoTHRLDRITHIENAATILNE
22 BMEREBICILEGFRE (NAATIEH#E

ik (4)  Hanson KE et al. Clin Infect Dis. 2021 Jun 23:ciabb57
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3. QuickNavi™M-COVID Ag (Th%X&tt) D FRM%
— 20205F10A ~12A B 1,186fDRE —

VIV AR RA
Concentration Results 53 X 101/m| —GBSJ_'I‘E

(TCIDsg/mL) Sample A Sample B Sample C
2.1 x 10? + + i
1.1 x 10? + + +
5.3 x 10! + + +
2.6 x 10! — - -

TCID5q, median tissue culture infectious dose.

FERE TT1HOHER

real-time RT-PCR

Positive Negative
Antigen test Positive 66 0
Negative 6 699
Sensitivity (%) 91.7 (82.7—96.9)
Specificity (%) 100 (99.5—-100)
Positive predictive value (%) 100 (94.6—100)
Negative predictive value (%) 99.1 (98.2—99.7)

Sensitivity, specificity, positive predictive value, and negative predictive value are provided with 95% confident intervals.
RT-PCR, reverse transcription polymerase chain reaction.

ik (5) Takeuchi Y et al. J Infect Chemother. 2021;27(6) :890-894.
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4. EHEEMRREBREDOBERE CHIEDREE (Panbio™ COVID-19)

+
1.0
|

-------- LFA p50 = Ct 31.41
®  Positive LFA
MNegative LFA

0.8
[ |

0.6

Probablility of LFA Positive
0.4
|

0.0

10 15 20 25 30 35 40 45

Ct value (E-gene)

ik (6) Hendrik G et al. EClinicalMedicine. 2021 Jan; 31: 100677.
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rRT-PCR (BD MAX System)

Threshold cycle values

5. EgZzAV-BEREEENRBRE(ULI/NILA®) & CHEDRERF

Positive Negative
10
- *
©000
= A
8 o iiiine
A
3 06000
A
S
30 u 00.00000
Positive (n=49)
False-negative (n = 14
situl gative (n = 14)
Not False-positive (n =4) Negative (n=238)
detegted *o00 SOOOOOOOOSOOOCO

Antigen CLEIA (LUMIPULSE system)

100000

10000

1000

100

10

quantitive results (pg/mL)

0.1

0.01

SCrk (7)

R?=0.9336

238 of negative
agreement cases
were distributed
over this range.

10 15 20 25 30 35 40 45 Notdetected
rRT-PCR (BD MAX system) threshold cycle values

Asai N et al. J Infect Chemother 27: 1039-42, 2021



6. QuickNavi™M-COVID Ag (TUh# &4t DFE A
— EEREZEOBRITESHT (1,934F0KREH) —

IERE

BERE

(n =1073) (n = 861)
Real-time RT-PCR
positive negative positive negative
QuickNavi™-COVID19 Ag Positive 51 0 100 0
Negative 25 997 12 749

Sensitivity (%)

Specificity (%)

Positive predictive value (%)
Negative predictive value (%)

67.1 (55.4-77.5)

100 (99.4-100)
100 (89.7-100)
97.6 (96.4-98.4)

89.3 (82.0-94.3)

100 (99.3-100)
100 (94.6-100)
98.4 (97.3-99.2)

CtiEZ LD R

Ct value Total (n = 187%) Asymptomatic (n = Symptomatic (n =
(N2 gene) 75%) 112)
Sensitivity n Sensitivity n Sensitivity n
<20 100 64 100 16 100 48
(91.7-100) (71.3-100) (89.1-100)
20-24 08.2 57 100 22 g97.1 35
(90.6-100) (78.1-100) (85.1-99.9)
25-29 86.2 29 90.9 11 83.3 18
(68.3-96.1) (58.7-99.8) (58.6-96.4)
=30 16.2 37 11.5 26" 27.3 11
(6.2-32.0) (2.4-30.2) (6.0-61.0)
Sk (8)

Kiyasu Y et al. J Infect Chemother. 27:

1489-1492, 2021
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7. EEREEZNRELI-EZEERRRE (Innova LFT) DFE A
MK IE 5,869 N X% LFTEPCRIEEZER (FE, 20205F118)

RT-qPCR result

LFT result Positive Negative Void Total (%)
Positive 28 3 2 33 (0.6)
Negative 42 5431 341 5814 (99.1)
Void 4 18 0 22 (0.4)
Total (%) 74 (1.3) 5452 (92.9) 343 (5.8) 5869
Sensitivity (%, 95% CI) [40.0 (28.5 t0 52.4) |

Specificity (%, 95% Cl) 1 99.9(99.8 t0 99.99) |

SR EE: 90.3%
PBEMERIPEE: 99.2%
4151 X 100045 1= 145

ik (9) Marta Garcia—Finanata et al. BMJ. 2021; 374: nl637.
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X8. MEKEBEEZRRELE-FHEERBKRERE (Innova LFT) DE A
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RT-qPCR Ctvalue
1516 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 33 34 35

No of individuals with cycle threshold =Ct
2 6 9 111617 24 29 33 36 39 40 44 49 51 51 56 61 63 67 70

Approximate viral load (RNA copies/mL)
108 104 102

BEEOEVREREZRHTESTHEM

ik (9) Marta Garcia—Finanata et al. BMJ. 2021; 374: nl637
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No. cases positive by RT-PCR

9. Roche SD Biosensor iR R X vrOF A

Results by RDT
and culture

FubBt BEBME

Fubiatt HEBE

T

B FF- 84.9%
R 99.5%

<20 20-2525-30 >30
C, of E gene

Sk (10)  Zsofia 1gloi et al. Emerg Infect Dis 2021 May; 27(5): 1323-1329.
11



https://www.ncbi.nlm.nih.gov/pubmed/?term=Igl%26#x01f41;i Z[Author]&cauthor=true&cauthor_uid=33724916
https://www.ncbi.nlm.nih.gov/pubmed/?term=Igl%26#x01f41;i Z[Author]&cauthor=true&cauthor_uid=33724916
https://www.ncbi.nlm.nih.gov/pubmed/?term=Igl%26#x01f41;i Z[Author]&cauthor=true&cauthor_uid=33724916
https://www.ncbi.nlm.nih.gov/pubmed/?term=Igl%26#x01f41;i Z[Author]&cauthor=true&cauthor_uid=33724916
https://www.ncbi.nlm.nih.gov/pubmed/?term=Igl%26#x01f41;i Z[Author]&cauthor=true&cauthor_uid=33724916
https://www.ncbi.nlm.nih.gov/pubmed/?term=Igl%26#x01f41;i Z[Author]&cauthor=true&cauthor_uid=33724916
https://www.ncbi.nlm.nih.gov/pubmed/?term=Igl%26#x01f41;i Z[Author]&cauthor=true&cauthor_uid=33724916
https://www.ncbi.nlm.nih.gov/pubmed/?term=Igl%26#x01f41;i Z[Author]&cauthor=true&cauthor_uid=33724916
https://www.ncbi.nlm.nih.gov/pubmed/?term=Igl%26#x01f41;i Z[Author]&cauthor=true&cauthor_uid=33724916

BI10. VML RIEEBRTHEL-RE-FRE (TRTF12°)

Samples RAD Viral Culture
Positive Negative
All samples, (NPS + Saliva) (n) 25 92
Positive 19 6
Negative 6 86
NPS (n) 23 53
Positive 17 4
Negative 6 49
Saliva (n) 2 39
Positive 2 2
Negative 0 37

PPV, positive predictive value; NPV, negative predictive value.

B - 76.0%
FRE: 935%

Xmk (11) Uwamino Y et al. J Infect Chemother 2021 Jul; 27(7): 1058-1062.
12



B11. 91ILABBRE (JLI/VLRS), CHiEl, 1L AEZEDRESE

. O RT-PCR+ LAA+ with replication—competent virus
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RT-PCR cycle treshold
95% Cl — Fitted values
o RT-PCR+ LAA+ ® RT-PCR+ LAA- not tested by cell culture
% RT-PCR+ LAA- with no replication-competent virus

ik (12) Antonella Mencacei et al. J Clin Med. 2021 Sep; 10(18): 4037.
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https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8469917/
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Anterior nasal sample
with NP-type swab

Anterior nasal sample
with OP-type swab

PCR positive rate,
% (95% CI)

reference

84.4 (67.2-94.7)

81.3 (63.6-92.8)

Median viral load
copies/mL [IQR]

53,560 [605 - 608,050] | 1792 [7 - 81,513]

6369 [7 - 97,535]

SCHK (13) Yuto Takeuchi et al. Scientific Reports 2021; 11:

10519.
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B13. RIHEE, KAENSDRERRIETS “URY”

Proportion of participants

(%) p <0.001
166 - 29 I
10.2
80 -
19.5
60 —
40 - 81.0
59.7
20 -
0 -
E —_ E — s
SHIE SIRFEH

SCHK (13) Yuto Takeuchi et al. Scientific Reports 2021; 11:

AL LeHDFHEFHE

. Loud, multiple times
] Loud, 1-2 times
|| Smal, 1-2 times

D None

10519.
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Sensitivity

0.8 -

0.6 -

0.4 -

X14. {5 R BEZE (Panbio COVID-19) & Ctil-fEIR - FFRE D BI R
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ik (14) Mar Masia et al. Open Forum Infect Dis. 2021 Mar; 8(3): ofab059.
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https://www.ncbi.nlm.nih.gov/pubmed/?term=Masi%26#x000e1; M[Author]&cauthor=true&cauthor_uid=33723512
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7928615/

E15. BRTHRASh TOSRERREF VOB HBEED LS

WVirus titer tested (PFU/test)

No. Rapid antigen test

75000 7500 750 73 7.5
- RT-qPCR 17.1= 209 245 27.6 310
1 Espline SARS-CoV-2 H + = - n.d.
2 ImmunoAce SARS-CoV-2 + - - n.d. n.d.
3 PanbioTM COVID-19 Ag Rapid Test Device + + - n.d. n.d.
4 Prorast SARS-CoV-2 Ag + - - n.d. nd.
5 SARS-CoV-2 Rapid Antigen Test nd.s  + - - mnd.
L Fugi Dry-Chem IMMUNO AG Handy COVID-19 Ag nd. + - - nd.
7 Alsonic COVID-19 Ag nd. + & - nd.
8 COVID-19 and Influenza A+B Antigen Combo Rapid Test n.d. + = - n.d.
9 ImmunoArrow SARS-CoV-2 nd.  + + - nd. #\\J l; ': tk ' "C
10 Check MR-COV19 + - - nd. n.d. -
11  RapidTesta SARS-CoV-2 + + - n.d. nd. ﬁ m ﬁ E w E l' \ t‘
12 QuickNavi-Flu+COVID19 Ag + + - n.d. n.d.
13 QuickNavi-COVIDI® Ag + + - - n.d. ﬁg éh 't L \ 6
14 KBM LineCheck nCoV + - - - n.d.
15 BD Ventor System for Rapid Detection of SARS-CoV-2 + + - - nd.
1o Sofia SARS Anfigen FIA + + - - mnd.
17 Fuji Dri-chem immuno AG cartridge COVID-19 Ag nd. + + - nd.
18 COVID-19 NP rapid test kit + + - - nd.
19 SARS-CoV-2 Antigen Rapid Test + + - - n.d.
20 2019-nCoV Ag rapid detection kit + + + - nd.
21 Novel Coronavirus (SAR5-CoV-2) Antigen Rapid Test Kit  + + - - mnd.
22 Saliva SARS-CoV-2(2019-nCoV) Anfigen Test Kit n.d. + == + -
23 Corona Virus (COVID-19) Antigen Rapid Test + + - - nd.
24 SARS-COV-2 Antigen Rapid Test Kit + + - - n.d.
25 Novel coronavirus (2019-nCoV) antigen testing kit + + - - nd.
26 COVID19 antigen rapid test device + + - - nd.
27  Rabliss SARS-CoV-2 antigen detection kit COVID19 AG  n.d. + + - v

3CEk (15) Yuko Sakai-Tagawa et al. Viruses 2021, 7X11), 2183



https://sciprofiles.com/profile/1379921
https://sciprofiles.com/profile/1379921
https://sciprofiles.com/profile/1379921
https://sciprofiles.com/profile/1379921

E16. REESACLEHANNITACLICERL-BENRLEERDKTE

C

No repeated population screening 200 LOD 103, every 7 days
§ 4000 - ~— Infected ?nd?vs. (rnixing in population) = 600
3 — |nfected indivs. (isolated due to test) g
O —— Infected indivs. (isolated due to symptoms) © 400
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ofic}
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RE &Y BE-TAT - EOLSICHERDHZRICREL T

Xmk (16) Larremore DB, et al. Sci Adv. 2021. PMID: 33219112
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