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About SD BIOSENSOR

SD BIOSENSOR has been developing and manufacturing innovative diagnostic
solutions focusean

Almmunoassay
Immunoassayeagentmanufacturing

AMolecular Diagnostic Development
Nucleic Acid Amplificatioreagent POC molecularartridgemanufacturing,
Nucleic AcidExtraction

Alnstruments Development
Development of POCT system, Retention of LISdpib8ed technology, Lab System

Chronic Care STANDARD Q STANDARD F  STANDARD E STANDARD M

BGMSLipidoCaré Rapid diagnostics test Fluorescent ELISA Molecular POC system
MultiCare immunoassay

Screening Test mmmm)  Confirmatory Test
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About SD BIOSENSOR

We devote ourselves to improves human health by developing innovative products.

FDA EUA in progress
*Q COVID-19 Ag rapid

*Q COVID-19 IgM/IgG Combo rapid
*Q COVID-19 IgM/IgG Plus rapid

*F COVID-19 AgFIA

2020.06
*E COVID-19 Total Ab ELISA
*QHIV 1/2 Ab 3-Line WHO PQ Approved

2014-2019
2020.05 WHO PQ Approved

) 0 1 0 2019.08 The Global Fund ERPD Approved *Q HIV/Syphilis diagnosis kit

« HIV/Syphilis Comb
/Syphilis Combo 2020.04 FDA EUA Approved

2010.12 2019.04 UNICEF long term supply agreement signed *M nCoV Real-time detection kit
A ounding of SD BIOSENSOR *Arbo Panel | (Zika, Dengue, Chikungunya,
Yellow fever) 2020.03
*Q HCV Ab WHO PQ approved
2016.09 *Q Malaria Ag WHO PQ approved
«Zika 1gG/IgM CE registration
+Q COVID-19 Ag rapid
2015.04 World 1st +Q COVID-19 1gM/IgG Combo rapid
«MERS-CoV Antigen *F COVID-19 AgFIA

*F COVID-19 1gM/IgG Combo FIA
2014.12 WHO EUAL

« Ebola Zaire Antigen 2020.02 CE registration /KFDA EUA Approved

* M nCoV Real-time detection kit
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a Kit introduction

Contents & specification

19
L1

25° et =1 B -
o [eovi19 g o SEET M Covid-19 Ag Test _
Aaden , ‘ : STANDARD
©SDBIOSENSOR e a1
INTRODUCTION FOR USE TEST DEVICE EXTRACTION NOZZLE CAP STERILE SWAB
BUFFER
Category Details
Intended use zri%i r(]:hromatographmmmunoassayl‘or gualitative detection of specific SARSo\2
A Test device (individualuminum pouch) 25
Contents A Sterile swab x 25
(25T/kit) A Extraction buffer x 25
A Nozzle cap x 25
A IFU
Sampletype Nasopharyngeaswab** Nasal swab will be added soon

Samplevolume
Testingtime
Storagetemperature
Operatingtemperature

Cat no.

3 drops of mixed specimen with extraction buffer

15 ~ 30minutes (Do not read test results after 30 mins.)

2~3m (36~104 )

15~3® (59~8® ) ** We plan to improve operating temperature until 2C
09COV30D (25T/kit)
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a Kit introduction

Clinical Evaluation

Brazil Germany Overall
Sensitivity 95.92% 100% 97.14%
(Ct O 25)| (47/49,95% Cl 86.02-99.50%) | (21/21, 95% CI 83.89-100%) (68/70, 95% CI 90.06-99.65%)
Sensitivity 91.92% 87.80% 90.71%
(Ct O 33)| (91/99, 95% CI 84.70-96.45%) | (36/41,95% CI, 73.80-95.92%) | (127/140, 95% CI 84.64-94.96%)
,Sensitvity = - 95% 85.71% 90.24%
( ons e ° days egg?zg,)gk% cP75'13-99.87%) | (18/21, 95% CI, 63.66-96.95%) | (37/41,95% C| 76.87 i 97.28%)
| Sensitivity 90.7% 80% 87.88%
( ymp (88/97,.95% Cl 83.12-95.67%) | (28/35,95% Cl 63.06-91.56%) | (116/132, 95% Cl 81.06-92.91%)
onset days )

Clinical Sensitivity

88.68%

(94/106, 95% CI 81.06-94.01%)

76.6%
(36/47, 95% CI 61.97-87.70%)

84.97%
(130/153, 95% CI 78.3-90.23%)

Clinical Specificity

97.6%

(287/294, 95% Cl 95.2-98.8%)

99.3%
(1203/1212, 95% CI 98.6-99.6%)

98.94%
(1490/1506, 95% Cl 98.28-99.39%)

https://www.finddx.org/wp-content/uploads/2020/10/SDEAgPublicReport_20201014/1-1.pdf
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a Kit introduction

Analytical Performance

Limit of Detection (LoD)

A TheSARS0V2 positive specimenwas preparedby spikinglnactivatedSARSC0\/2
(2019nCOV) NCCP 433262020Korea strain to SAR&0MV2 negative
nasopharyngeawabconfirmedwith PCR

A LODis determined as 3.12 x 10?2 TCIQ/mI(1.12 x 10? PFU/mI) for direct

Nasopharyngeaswab,5 x 10°2 TCIR/ml for Nasopharyngeaswab storedin VTM
by testingseriallydiluted the mockpositivespecimen

@
[FOR INTERNAL USE ONLY. NOT FOR PRINT OR DISTRIBUTION] §" SD BIOSEN SO R



a4 Biosafety requirements

Material Required (Not provided)

All the Personal Protective Equipment is disposable

Safety goggles

Protective suits

Timer
Respiratorstyle
face mask : :
— — Disposable container
Gloves %\ép
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