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1VARERCHFAT oA EeesE L. FERBDRMXEICHNT, HHEFE R (LoD; limit of
detection) &KL IE B (Analytical sensitivity) [CFEZ39 3,

2)REFCBITHERR MRS 1(F. BREMDRFAXEICE T, BERBEAHS U MIHELL
BRAZHVWVTEREEREZEE4T LI IE B (Clinical evaluation) [CFE T 5,

) ANNIDRFELTIE, 5/ LRNA, 1 VE FOEZERNA, §RRNA, NEIEIMILA, £
ABBEIMNAED) BENMERINTLVD, VEDDR B TERDAINMDEEMNAENGN T
5651855,

4)3 MDA (AN DEd s & RmINT HE b RDAFR R RMERE) LT, &, WEEIRRA.
WREEIR . IR MR R BENMERSNTNS, VEDDHRMTEHRDIY MIVIANALG
NTLaBlEHs.
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No. E 1 R1OEHE 2r)yHOR R348 2RI HOR ImiEtERT IEERI (BFIEMER) BB
1 CDC 2019-Novel Coronavirus (2019-nCoV) Real-Time RT-PCR Diagnostic Panel A B F2EEFRNA b R i R 7L 2 N 2 202042848
2 New York SARS-CoV-2 Real-time Reverse Transcriptase (RT)-PCR Diagnostic Panel 77 5ARNA V& 77 ARNA W 2 N2 2020425290
3 cobas SARS-CoV-2 7 4 LA ANL~hY w7 R v g LR AL~ Y w7 R 2 ORFlab1,E1 2020438128
4 TagPath COVID-19 Combo Kit %) 5RNA smBli, M PR 4 ) 5RNA smBli, MR BETHR 3 ORFlab1,N1,S1 | 20203413
5 Panther Fusion SARS-CoV-2 A7 4 LA X wiid AT 4 VA BRI 2 ORF1lab 2 202043816H
6 COVID-19 RT-PCR Test AT 4 LA b, il BEHE BT 4R sBi, MR BETHK 3 N3 20204378161
7 Lyra SARS-CoV-2 Assay 4 7 5RNA St 47 5RNA iR 1 ORFlab 1 202043817H
8 Quest SARS-CoV-2 rRT-PCR N7EiE % & RNA L M AR Bl S AU7ZRNA L 2 N2 2020438178
9 Abbott RealTime SARS-CoV-2 assay FHZ T 4 LA AL~ Y w7 A R Z T 4 LA AT<RY o2 2 N 2 2020438184
10 Simplexa COVID-19 Direct 77 5RNA L [E¥ZS AN L 2 ORFlab1,S1 2020438198
1 ePlex SARS-CoV-2 Test 4 > b aizERNA el R AR A 2L FEONBH FEANBH 2020438190
12 Primerdesign Ltd COVID-19 genesig Real-Time PCR assay 77 HRNA MHEEH MK 77 ARNA IR FEONBH EL/A | 2020438208
13 Xpert Xpress SARS-CoV-2 test FAHLZ D 4 VA [ Eawlid FHz 7 4 VA [ Eawiid 2 NI,E1 2020437208
14 BioFire COVID-19 Test A g LA 7L T g LA Skik? 3 ORFlab 2, ORF81 | 2020435238
15 Accula SARS-Cov-2 Test 47 7 5RNA Sl 47 ZRNA i 1 N1 2020435230
16 PerkinElmer New Coronavirus Nucleic Acid Detection Kit FIEAL T 4 v A 57 SRNA ISFEERW(g REMEAL Y 4 LR SRR, WHEER R 2 ORFlab1,N1 2020438248
17 AvellinoCoV2 test 47 5RNA ki, WHEERTE 4 7 5RNA ki, WHEERTE 2 N2 2020435258
18 Real-Time Fluorescent RT-PCR Kit for Detecting SARS-2019-nCoV SR A L ARNA 2L Bl 4 /L ZRNA WHBERLIR, AiaBEiE 1 FEABH 2020535268
19 ID NOW COVID-19 %A JLARNA B 7 A /L ARNA B 1 ORF1b 1 2020438270
20 NxTAG CoV Extended Panel Assay 77 5RNA ik 4 7 5RNA st 3 ORFlab1,N1,E1 |202043A27H
21 NeuMoDx SARS-CoV-2 Assay 77 5RNA EEielia 4 7 5RNA st 2 ORFlab1,N1 2020438308
22 QlAstat-Dx Respiratory SARS-CoV-2 Panel Bl R A A (SO ) b i R IR A 7L 1 ORF1b1,E1 2020435308
23 |COV-19 IDx assay 77 LRNA i %7 7 5RNA st 1 N1 202044811
24 BioGX SARS-CoV-2 Reagents for BD MAX System 4 7 5RNA St 4 ) 5RNA i 2 N2 2020447828
25 ARIES SARS-CoV-2 Assay (Luminex Corporation) 4 7 5RNA SR 47 5RNA SR 2 ORFlab1,N1 202044838
26 ScienCell SARS-CoV-2 Coronavirus Real-time RT-PCR (RT-qPCR) Detection Kit 477 5RNA EEawiid 4 7 5RNA L Erwiid 2 N2 202044830
27 Logix Smart Coronavirus Disease 2019 (COVID-19) Kit 7 5RNA WA, MRS, SR, sk 77 ARNA WA, MVEE, AR, ok 1 FENBH 2020%4A38
28 Gnomegen COVID-19 RT-Digital PCR Detection Kit %77 5RNA LEEIERNTES %7/ ARNA LEEIERNTES 2 N2 202044568
29 Smart Detect SARS-CoV-2 rRT-PCR Kit %77 5RNA s %7 5RNA S 3 ORF1b1,N1,E1 202044878
30 BD SARS-CoV-2Reagents for BD MAX System 77 HRNA SR 77 ARNA st 2 N2 202044880
31 QuantiVirus SARS-CoV-2 Test kit FHLZ T 4 LA 727 FHZ T 4 LA &R 3 ORFlab1,N1,E1 202044 R/8H
32 iAMP COVID-19 Detection Kit A HRNA LEEIERNIES BEL D A LA WATERIR 2 ORF1b1,N1 2020445108
33 SARS-CoV-2 Fluorescent PCR Kit n"(Maccura Biotechnology 77 HARNA NHEEHIE 7 7 5RNA B, WHEERE 3 ORFlab1,N1,E1 |20204515H
34 GS COVID-19 RT-PCR KIT 77 5RNA el 77 5ARNA SR, WHEERIR 3 ORFlab1,N1,E1 2020547168
35 Curative-Korva SARS-Cov-2 Assay 477 5RNA i i R A A L 2 N2 202048168
36 Fosun COVID-19 RT-PCR Detection Kit SARS2 RNA? LISEel 27 SARS2 RNA, BRERi&R{A LISTel 27 3 ORFlab1,N1,E1 |2020%44A17H
37 GeneFinder COVID-19 Plus RealAmp Kit 477 LRNA L 7 7 5RNA BB, HIERR ., VIR 3 ORFlab1,N1,E1 |2020448188
AARFEERLOTH), RITOBFTRR R UE LR OFMICOL TIFDADHPE TS,
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https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
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38 PhoenixDx 2019-CoV R A Bk, BRI, OSBRI, WEIAVE G [EAZRIAEN Site, WASEECIE, W PR 2 ORF1b1,E1 2020445208
39 Allplex 2019-nCoV Assay MLz T VA lr27e E R AR AR BRI, WK 3 ORF1b1,N1,E1 20204 /218
40 RealStar SARS-CoV02 RT-PCR Kits U.S. Y VR (5 BT ANL= MU v o A BT VA (KA L) s 2 ORF1b1,E1 20204228
41 STANDARD M nCoV Real-Time Detection Kit 2 7 5RNA SR IR 77 5RNA i, Wk 2 ORFlb1,E1 202048238
42 U-TOP COVID-19 Detection Kit 7 7 5RNA R, WRIK 77 ARNA SRR IR 2 ORFlab 1, N1 2020448278
43 Rheonix COVID-19 MDx Assay NERT 4 VA EEielia SARS-2 RNA Sk 1 N1 2020445298
44 LabGun COVID-19 RT-PCR Kit 27 5RNA SR, B 77 LRNA SR, B 2 ORF1b1,E1 2020448298
45 BioFire Respiratory Panel 2.1 RELT 1 VA i AN L JE/ABR BN 20205811
48 Bio-Rad SARS-CoV-2 ddPCR Test HHLZ T 1 VA SBUIK ARV EN 7L 2 N2 202045A81H
47 Novel Coronavirus (2019-nCoV) Nucleic Acid Diagnostic Kit (PCR-Fluorescence Probing) 7 ) 5RNA BRI AR R A L 2 ORFlab1,N1 202045848
48 FTD SARS-CoV-2 HE 4 VA PN /S e A AR 14 el 2 ORFlab1,N1 202045850
49 SARS-COV-2 R-GENE REET 4 VA ik RiE LT 4 VA i 3 ORF1b1,N1,E1 202045H6H
50 Sherlock CRISPR SARS-CoV-2 Kit %7 5RNA SR %) 5RNA SR 2 ORFlab1,N1 202045464
51 OPTI SARS-CoV-2 RT PCR Test A ERNA SR, IR A RNA SRR, B 2 N2 202045860
52 Rutgers Clinical Genomics Laboratory TagPath SARS-CoV-2-Assay FEA = =1 REAN ) LRl A B haiizERNA, KB SRR e L 3 ORFlab1,N1,S1 20204587H
53 Quick SARS-CoV-2rRT-PCR Kit 77 5RNA U273 7 ) ARNA 373 3 N3 20204587H
54 Gnomegen COVID-19-RT-qPCR Detection Kit 477 5RNA AR 7 7 5ARNA sk, THEERE 2 N 2 202045H8H
55 Alinity m SARS-CoV-2 assay Wiz g VA RIEALY 4 LA BEl~ RY v R FAHLZ T 4 VA i 2 ORF1b1,N1 2020458111
56 1copy COVID-19 gPCR Multi Kit FAHZ D 4 VR BRI, WHEEB IR FAHEZ T 1 LA Sk, HERER 2 ORF1b1,E1 2020458111
57 Linea COVID-19 Assay Kit 77 5RNA iR A7 IEEN L 2 S2 202045A138
58 NeoPlex COVID-19 Detection Kit G HERNA SRk, IR A BRNA SRR, WHEERRIR, MR 2 ORF1b1,N1 2020455141
59 Aptima SARS-CoV-2 assay gAY 4 VA st ifa A AR 14 2L BN El/N 2020457148
60 Assurance SARS-CoV-2 Panel % ) ARNA S, MHEEEE 477 5RNA S, MHEERE 2 N2 2020458150
61 Fulgent COVID-19 by RT-PCR Test NEB #7522 F, 74 LZRNA 7L [HAZ N 2L 2 N2 202045A15H8
62 Lyra Direct SARS-CoV-2 Assay R 4 VA Sk RIEE T 4 VA Splik. WEERIK 1 ORFlab 1 202045H18H
63 AQ-TOP COVID-19 Rapid Detection Kit 47 5RNA ik, Wk 4 7 5RNA Sk, vk 1 ORFlab 1 2020458218
64 DiaPlexQ Novel Coronavirus (2019-nCoV) Detection Kit SARS2 RNA ? SR, IR SARS2 RNA ? EEhwild 2 ORFlal,N1 2020458218
65 BioCore 2019-nCoV Real Time PCR Kit %7 7 5RNA 7379 ARV EN 2L 2 ORF1b1,N1 2020455211
66 Hymon SARS-CoV-2 Test Kit B ARAR A el EAZRIRAEN L B/ EI/N¢| 2020458228
67 Gravity Diagnostics COVID-19 Assay 47 7 5RNA B~y v o2 4 ) 5RNA i 2 N2 202046418

AEHTEEMBLOTH), ZFOFAIRR R VSR ROFMIC OV TIIFDADHPEZHEFEIZELY,
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https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
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No. |BR%B R348 TMIVHR 21788 Tr)YIR MIBERT  IEEREE (BF AR EBEA
1 2019-nCoVigH#HHK ) 7L & A LRT-PCRF v b A vk aifiHRNA L BRRR (FEF—2 H0) L 1 ORFlab 1 202034278
2 Loopamp®#A a0+ 7 A JL Z2019(SARS-CoV-2)i& HREF v + A vk aifizERNA L R AR AR A 2L 2 ORF1b1,N1 2020434318
3 cobas SARS-CoV-2 e g LA ANL= b U wr R BRI IE CKETF—2 b b 1) AL 2 ORFlab1,E1 202064878
4 TaqgPath COVID-19 Combo Kit 77 5RNA EBi, MR B BRI CKETF—2 b5 0) L 3 ORFlab1,N1,S1 |2020448208
5 Xpert Xpress SARS-CoV-2 [£7 4 T K] FHHZ 7 4 LA S ERRR CRETF—2 b5 1Y) L 2 N1, E1 20205888
6 MEBRIGHT SARS-CoV-2 v h A RNA L g RATF AR R 2L 2 N2 2020/5/7H

AEHMEEENLBLOTHD. SREMSNS ATREIENHIET

ERMOFMIE T EEORA X EEHE
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1) https://www.pmda.go.jp/PmdaSearch/ivdDetail/ResultDataSetPDF/480585_30200EZX00017000_A_01_01
2) https://www.pmda.go.jp/PmdaSearch/ivdDetail/ResultDataSetPDF/170005_30200EZX00018000_A_01_01
3) https://www.pmda.go.jp/PmdaSearch/ivdDetail/ResultDataSetPDF/700025_30200EZX00020000_A_01_01
4) https://www.pmda.go.jp/PmdaSearch/ivdDetail/ResultDataSetPDF/840863_30200EZX00023000_A_01_01
5) https://www.pmda.go.jp/PmdaSearch/ivdDetail/ResultDataSetPDF/700016_30200EZX00027000_A_01_03
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COVID-19(CRH 3 3FDAR RFE A AT HM AV A (EUAXE) BV TIZPCRIZEE ZED /72 H7 - EE R T sE ST {E
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1) AT EREICRALTIE . MR R (LoD) &R TE T BECIM IV ARNARTEIL M IV ABEE R T FUYD A (R
R REBEDEREF) FEE NI MDA (ERARBEEUZER ISR (CA)NMDUTER T 5 CEh vl &E
ThHd,

)ERPRIEREICRELTIE, BRIRIRIATEE @I 3 CENEF LUV, FICALBIVMEEXERRY MJYDAIZVMILA
RNA’@;F%’II:.'?{)IJ\’ER/W’J LCEHE I 3 CENRIRETH B,

J. PERFORMANCE EVALUATION

1) Limit of Detection (LoD) - Analytical Sensitivity: 4) Clinical Evaluation:

You should determine the LoD of the device utilizing the entire test system from Use of natural clinical specimens is preferable for the clinical evaluation. If you
. . . . , . , are able to secure natural clinical specimens, please contact DA to discuss the

sample preparation to detection. It is acceptable to spike RNA or inactivated virus . ..
appropriate comparator method. In the absence of known positive samples

into artificial or real clinical matrix (e.g., BAL fluid, sputum, etc.) for LoD . . ;
determination. It is recommended that laboratories should test a 2-3 fold dilution ava.t lable for te.stmg, y 0,” shouh{ confirm the.p erf orifm.nce of your assay' with a
series of contrived clinical specimens by testing a minimum of 30 contrived

series of three replicates per concentration, and then confirm the final a - 730 - - - Tomiod blinded
concentration with 20 replicates. FDA defines LoD as the lowest concentration at reactive specimens an non-reactive specimens in a randomized blinde

which 19/20 replicates are positive. If multiple clinical matrices are intended for f ashu.)n. Con.tr Wefl reactive specimens can be created .by spiking RNA. or__
clinical testing, laboratories should submit the results from one representative of inactivated virus into leftover individual clinical specimens representing unique
each claimed clinical matrix to FDA. For example, if testing respiratory specimens || _patients. If clatming multiple specimen types, you should perform the contrived
(e.g., sputum, BAL, nasopharyngeal (NP) swabs, etc.), please submit results from clinical testing described above for one representative upper respiratory tract
one upper respiratory matrix and one lower respiratory matrix. If needed, we matrix and one representative lower respiratory tract matrix. Please note the
recommend that you follow the most current version of the CLSI standard, representative matrix should be the most challenging. Twenty of the contrived

Evaluation of Detection Capability for Clinical Laboratory Measurement clinical specimens should be spiked at a concentration of 1x-2x LoD, with the
rocedures (CLSI EP17). remainder of specimens spanning the assay testing range. FDA defines the

acceptance criteria for the performance as 95% agreement at 1x-2x LoD, and
Q0% agreement at all other concentrations and for negative specimens. /

“EUA INTERACTIVE REVIEW TEMPLATE FOR MOLECULAR-BASED TESTS FOR SARS-CoV-2 THAT CAUSES CORONAVIRUS DISEASE 2019 (COVID-19)” &\ #%
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COVID-19(CRTAFDAR A FEHEFRI M AV A (EUAXE) DEFHThR Molecular Diagnostic Template for
Manufacturers (Version May 13, 2020) ([CHULVCIZIPCRIEEZED 24T -Ea IR ERESEMIC{FE A I 31 (KRICDOLVTLL

TOLIICEEHEEEL TS,

1) ST EREICRALTIE . MR R (LoD)ERETRMRICITEDMNIIAICTKREENEE ZONBFEILIM IV ARES
PRV F)YD A RIS R BEDEREE) (CRA)MMDUTEH T3 % #EET 2, NEIEDMILADEFH
HETHIEZE(E. T/ LRNAZHBRRIKICANA DL TER TR ELAIRETH D, T BHERAL R L ICEEF

L 3<E2THEN A DEMELTERTZIENTES,

2) BRER e REEHEICRE LTI, BRIRBRIA DR EHRT D, slBRT UM U DFEMIIXERN DA KRS (REH

hTIFERE) ,

J. PERFORMANCE EVALUATION

1) Limit of Detection (LoD) - Analytical Sensitivity:

/You should determine the LoD of the device utilizing the entire test system from sample\

preparation to detection. It is recommended to spike inactivated virus (e.g., heat
treated or irradiated virus) into real clinical matrix (e.g., BAL fluid, sputum, etc.) for

LoD determination, since the inactivated virus most closely reflects live virus in a
clinical sample. If you are unable to acquire inactivated virus, FDA believes that viral
genomic RNA is the next best material to use to generated contrived samples for
testing. As positive natural clinical specimens are increasingly becoming available, a
known posttive clinical specimen as determined by an EUA test can also be used in
ngnerating dilutions in artificial or real clinical matrix for LoD determination. FDA

)

4) Clinical Evaluation:

KFDA recommends using natural clinical specimens in the clinical evaluation. Please\

refer to the following table for additional information regarding clinical study design

Note: Clinical study recommendations listed in the table below do not apply to claims
for testing asymptomatic individuals/screening and to saliva or other alternative

respiratory specimen type claims.

-

)

“Molecular Diagnostic Template for Manufacturers (Version May 13, 2020)” &Y k#%



