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ID NOW™ COVID-19
Clinical Performance Characteristics

The performance of ID NOW™ COVID-19 was evaluated using contrived clinical nasopharyngeal (NP) swab
specimens obtained from individuals with signs and symptoms of respiratory illness. The samples were prepared
by spiking clinical NP swab matrix with purified viral RNA containing target sequences from the SARS-CoV-2
genome at concentrations approximately 2x LOD and 5x LOD.

Negative NP swab samples were also tested in this study.

ID NOW™ COVID-19 Test Agreement with the Expected Results by Sample Concentration

Number Concordant/ % Agreement
Loy pide e il Number Tested [95% CI]
2X LOD 20/20 100% [83.9% - 100%)
5% LOD 10/10 100% [72.3% - 100%]
Negative 30/30 100% [88.7% - 100%]

Isothermal & PCR — It’s All Molecular

Molecular diagnostic tests amplify DNA or RNA for increased
sensitivity.

PCR testing uses thermo cycling, a series of temperature changes,

to amplify DNA. This heating and cooling adds time to result

ID NOW™ utilizes proven isothermal molecular technology in an
intuitive platform, providing the fastest highly sensitive
molecular results in the market in 13 minutes or less.

Molecular Technology PCR ID NOW™
_ DNA/RNA DNA/RNA
_ Molecular Beacon Molecular Beacon
_ 15 min-hours </= 13 minutes

Eredic) (Cut-off value of Ctis 35 Cycle)




2.M3MMUAYANTI NAATS UazANANUATDIYARTIY NAATS IWadudunsiaile (confirmatory test)

Tnai (..... 31.0.65)
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- amiugnasueedladalain-19 Ao RNA (Ribonucleic acid) uduiiminiiduaedluiwesada
mihuduinurosauilunerldfmin copies mivenuTinuaisilunvesdaludieirmsissrvendu
SnnvawsewimrYeaiinasvesddmian Ao copies/ml

- MIATIVNAWNUGNTIU (RNA genome) iluiBanasgiunmmuuivesasinsaunivlan (World
Health Organization: WHO) Uaquumpdafi1dlugansan NAATs fivarnuarsuazivdnnnisraeg u
Real-time Reverse Transcription Polymerase Chain Reaction (fRT-PCR), loop-mediated isothermal
amplification (LAMP), Clustered Regularly Interspaced Short Palindromic Repeats (CRISPR),
Transcription-Mediated Amplification (TMA) ({usiu

- NAATS Wunsasaeitiaduntsimde fiiaail (sensitivity) way AUIUNTE (specificity) guwin
aansaldldiitan1sAanses (Screening test) uaziieBudiunishntde (Confirmatory test)

- AUANVAYEIYARTIT NAATs Tinldnsaaii edudunisaad e (Confirmatory test) A2s
(1) fimuladaims1eat (Analytical sensitivity) annsnnﬂﬁumiﬁuqnssu'lﬁtfuoﬁhhﬁu 1000 copies/ml
(limit of detection : LOD) uaz (2) asaawuduveslifaninnid 1 §u vienionsaanuios 1 §u wanu
1NN 1 duma (region) Tuduy

. nsUszliunan1suiulsvilasuuay/deselyg (Innovation evaluation) :
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HaN13UTEIIUANSANITTAAEINULLITNINTIATIT Covid-19 Antigen (ATK) UNUNWENTINeN
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Ll Yo-ana RIIRVIN WU NaN15UTELY
(%)
1 | wodnsuna Auvdu Wt ieaufusng NYTINYT 100
2 | sungs oy nswes | dnmadanisunng NEYIZINEN 100
3 | samansAal lvened fnwadanisunng WeFINEN 100
4 | weddduun eEesug fnwadanisunng W INE 100
5 | wadylug les1duns Inwatianswnme WeIFINEN 85.7
6 | a0vledSIns gizaue | gdieviesuiRnns WeFINEN 85.7
7 | vdevde s When | §Yieviesd]uinis WeTINE 100
8 | d.0.Me gIIIUNA Munes | JieviesuiRng WTINE 100
asunan1sussIEiy 96.4

HaNTUsEIUANSANIIT AT ULLIMNaNITASIT Covid-19 Antigen (ATK) ununiwnssudasiu

1Y

anu Fo-ana AU A NaN15UTEIEY
(%)
1 | wavdeensnd usysal WUV ITN nenssudeiy 71.43
2 | WARQaugal Vounded | weru1a i vIamw nunssudonu 100
3 [aae aihl wemade wgdunsnssudesiu | nvnssudesiu 100
4 |20 qvsdnA wiAed HYIENEIUIA nunssudeaiy 71.43
5 |aeaning lyeua ARINIERITEG nnssudesiy 100
6 | wansiing loenseiu Unedreude nunssudesiu 100
7 |uagiad vaning undnmsansisuay | »enssudesiu 71.4
asunan1susssiy 87.8
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8. ﬁ‘gUUVlL%‘EJuﬁlﬁ'%’U (Lesson learn):
N15USUUTMUINNNITNTIVAANTBS COVID-19 77835 ATK anansadesiusigauna
MsM5I0 COVID-19 ¢nes ATK fiawanals  Iasanunsoianadwdlianduiugifnised/
ANEY MITNURANNTATID COVID-19 MeTs ATK AnanuRananaldfidmauanas
seaiifodfndanildduuamasinanuldmduion nees fman uenanindn
i iifiAedestunismsiadanses COVID-19 Meds ATK lifanuianudilafisatuun

M9N159539 Covid-19 A8 ATK Wiamnndu Iaganunsainnanisussiiunnnuiamnudila

luisaaiananads Sesay 92.1

Jgynvisennudinme . msasividedelsafadelifalalsun 2019 mwiesUfufinig ns
A3IENsHUgNITY ( Molecular techniques) emaduBunasgudmiunisnsiniadelsn
enssnwTisIng uazuiug witlagiunisnsa Real time RT-PCR fdoululunisdinga
A 9 | R Aa . v & & o a &
MAgUU19gLINIINAINYIUINTINTIZUIRYRdlsA Covid-19 Mty MIRTITUTUNTARLYe
Tngnsnsiaansiiugnssudiedsouialumadeniinuasmnuazsiadiinnd  winseiiy
NEOUTUNANIINTINVDITIVENTIV YIBNUIBIUA9 TABINSHABUEUSITEYAIINGABINTS

DuiBunsgu Ao Real time RT-PCR Lyt
9. 31999/UsIUIUYNTU (Reference):

- wImansasinitadegRaielifalalsun 2019 Tuantunisailagdu

NFUINAAATNITUNNE  NTENTNAITITUEY (10 3.0, 2565)
aa v Va dgj U a 6
- LLH’JVINMWITJR]’JWQQEJQGI@Lﬂ@hiﬁiﬂiim 2019 @anAUANITLEANY
- ena1snnuingn ID NOW™ Covid-19 Assay Molecular. In Minutes.

- https://chulalongkornhospital.go.th/

- ﬂé’ﬂm'mi SciMath https://www.scimath.org/article-mathematics
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