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CHANGE AND INNOVATION

Quick
Immunoassay

GenBody
COVID-19 Ag

Detection of SARS-CoV-2 antigen

Detection kit for SARS-CoV-2 antigen

Pai dich COVID di dugc WHO (T chirc Y té thé gisi) théng béo todn cau. Céc triéu chirng cia COVID-19 rit da dang, nhung
nhin chung bao gdm mét méi, sdt, ho, mat khiru giéc va vi giac va kho tho. CAc tridu chimg s& xuét hién trong khoang 1 dén
14 ngay ké tir khi bi 18y nhiém. Mic dU xét nghiém phan tir d4 tré thanh phuong phép tiéu chuin dé chan doan bénh ndy nhung
rat nhidu hé thong 1am sang can cac phuong phép don gian va thuan tién hon do mot sb han ché ciia Xét nghiém phan tir.

GenBody COVID-19 Ag la xét nghiém chan doan in vitro duya trén nguyén Iy sic ky mién dich. Xét nghiém duoc thiét ké dé
dinh tihh phét hién khang nguyén SARS-CoV-2 trong miu ngody dich ty hau cta ngudi. Bd xét nghiém ndy duoc sir dung dé
phét hién SARS-CoV-2, cho két qua trong 10 dén 20 phat. Mot trong nhimg wu diém cia xét nghiém ndy la do nhay va do
dic hidu cao nhung gid thanh lai rat hop Iy
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Dé que 14y mAu, miu phim va khay L4y mAu dich
thir & nhiét do phong 15-30 phdt tru ty hau
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Cho que chira mau vao 6
ng dung dung dich chiét

15-20 phat

Paynip nho giot
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Nho 4 giot (~100 p0) miu
chiét
tir dng vao 6 nhan mau.

DPoc két qua. Loai bo que chira
mau, khay thir va cac dung cu
khéc nhu chét thai nguy hiém
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KHA NANG CHAN POANCUA GENBODY COVID-19 AGPOI VOI CA C BIEN THE SARS-COV-2

e Céc bién thé hién tai cia SARS-CoV-2 chu yéu 1a do dot bién dprotein dot bién.
e Tong 23 vi tridot bién boi SNPs (nucleotide don dahnh)
e Khdng c6 hodc 6 rét T dot bién cta nucleoprotein (NP) 3 SARS-CoV-2
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. Protein muc tiéu cia GenBody COVID-19 Ag la NP ciia SARS-CoV-2 trong méiu bénh pham.

e Nhinchung, GenBody COVID-19 Ag cd thé chin doan c4c bién thé hién tai cia SARS-CoV-2

PANHGIA LAM SANG

Hiéu suit 1am sang cia Genbody duoc x&cdinh béng cach thir nghiém nim tram linh sau (n = 506) que méu chita uét dich ty hau (6 My va Han Qu
6¢) (493 miu: Ct<30, 13 miu: Ct>30). Phuong phap kiém tra la xét nghiém phan tir RT-PCR
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Duong tihh
Am tihh 15
Tong 137
. DJnhay: 89.05% (95% ClI: 82.58% to 93.74%), (Ct>30: thép hon 50%)
. Do dac hiéu: 99.19% (95% ClI: 97.64% to 99.83%)

GenBody COVID-19 Ag

GenBody Duongtih 5 48 24 3 80
f\gvm-lg Amtih 1 4 3 197 205
Téng 6 52 27 200 285
. Donhay = 83.3% (truong hop khdng triéu chimg)

92.3% (95% Cl= 81.5% to0 97.9%) 6ngdy 1-6 88.9% (95% Cl= 70.8% to 97.7%) sau ngay 7
. Dodic hiéu = 98.5% (95% Cl= 95.7% to 99.7%)

THO NG TIN SAN PHAM

COVAG025 GenBody COVID-19 Ag 25 tests/hop 250x125x90 570x390x520
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July 13, 2021

Han-bum Park, RA

GenBody Inc.

3-18, Eopseong 2-gil, Seobuk-gu, Cheonan-si,
Chungcheongnam-do, 31077 Republic of Korea

Device: GenBody COVID-19 Ag

EUA Number: EUA210249

Company: GenBody Inc.

Indication: Qualitative detection of nucleocapsid protein antigen from SARS-

CoV-2 in direct nasopharyngeal swab (NP) specimens from
individuals who are suspected of COVID-19 by their healthcare
provider within the first six days of symptom onset. Emergency
use of this test is limited to authorized laboratories.

Authorized Laboratories: | Laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet the
requirements to perform moderate, high, or waived complexity
tests. This test is authorized for use at the Point of Care (POC), i.e.,
in patient care settings operating under a CLIA Certificate of
Waiver, Certificate of Compliance, or Certificate of Accreditation.

Dear Han-bum Park:

This letter is in response to your' request that the Food and Drug Administration (FDA) issue an
Emergency Use Authorization (EUA) for emergency use of your product,” pursuant to Section
564 of the Federal Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. §360bbb-3).

On February 4, 2020, pursuant to Section 564(b)(1)(C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is a public health
emergency that has a significant potential to affect national security or the health and security of
United States citizens living abroad, and that involves the virus that causes COVID-19.

Pursuant to Section 564 of the Act, and on the basis of such determination, the Secretary of
HHS then declared that circumstances exist justifying the authorization of emergency use of in

! For ease of reference, this letter will use the term “you” and related terms to refer to GenBody Inc.
? For ease of reference, this letter will use the term “your product™ to refer to the GenBody COVID-19 Ag, used for
the indication identified above.
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