
RDTs that were evaluated
Company Assay Target Country of manufacturer Regulatory status Interpretation
Access Bio, Inc. CareStart™ COVID-19 IgM/IgG IgM/IgG USA RUO Visual
Assure Tech (Hangzhou) Co. Ltd COVID-19 IgG/IgM Rapid Test Device IgM/IgG China CE-IVD Visual
Beijing Diagreat Biotechnologies Co., Ltd 2019-nCoV IgG/IgM Antibody Determination Kit IgM/IgG China CE-IVD Reader required
Beijing Tigsun Diagnostics Co., Ltd Tigsun COVID-19 Combo IgM/IgG Rapid Test (lateral flow) IgM/IgG China CE-IVD; India Visual
Beijing Wantai Biological Pharmacy Enterprise Co., Ltd Wantai SARS-CoV-2 Ab Rapid Test Total Ab China Australia Visual
BioMedomics, Inc. COVID-19 IgM-IgG Combined Antibody Rapid Test [1] IgM/IgG USA India; CE-IVD Visual
Bionote NowCheck COVID-19 IgM/IgG Total Ab Rep. of Korea CE-IVD Visual
Biosynex SA BIOSYNEX COVID-19 BSS (IgG/IgM) IgM/IgG China (company: France) CE-IVD Visual
Boditech Inc. iChroma COVID-19 Ab IgM/IgG Rep. of Korea Brazil; CE-IVD Reader required

BTNX, Inc. Rapid Response COVID-19 IgG/IgM Test Cassette (whole blood/serum/plasma) IgM/IgG China CE-IVD Visual
Core Technology Co., Ltd COVID-19 IgM/IgG Ab Test IgM/IgG China CE-IVD Visual
CTK Biotech, Inc. OnSite™ COVID-19 IgG/IgM IgM/IgG USA Australia; Brazil; India Visual
Dynamiker Biotechnology Co., Ltd 2019-nCOV IgG/IgM Rapid Test IgM/IgG China CE-IVD Visual

Edinburgh Genetics Limited Watmind 2019 nCoV novel coronavirus antibody detection reagent (Colloidal gold) IgM/IgG China (company: UK) UK; CE-IVD Visual
GenBody Inc. GenBody COVID-19 IgM/IgG IgM/IgG Rep. of Korea Australia; Brazil; CE-IVD Reader optional
Guangzhou Wondfo Biotech Co., Ltd Wondfo SARS-CoV-2 Antibody Test (lateral flow method) IgM/IgG China Australia; Brazil; China; India; Singapore; CE-IVD Visual
Hangzhou AllTest Biotech Co., Ltd 2019 nCoV IgG/IgM Rapid Test Cassette (whole blood, serum, plasma) IgM/IgG China Australia; Brazil; CE-IVD Visual
Hangzhou Biotest Biotech Co., Ltd RightSign COVID-19 IgG/IgM Rapid Test Cassette IgM/IgG China Australia; Brazil; CE-IVD Visual
Innovita (Tangshan) Biological Technology Co., Ltd 2019-nCoV Ab Test (Colloidal Gold) IgM/IgG China China; Australia; Singapore; Brazil; CE-IVD Visual
InTec Products, Inc. Rapid SARS-CoV-2 Antibody Test Total Ab China CE-IVD Visual
InTec Products, Inc. Rapid SARS-CoV-2 Antibody (IgM/IgG) Test IgM/IgG China CE-IVD Visual
Jiangsu Bioperfectus Technology Co., Ltd PerfectPOC Novel Corona Virus (SARS-CoV-2) IgM/IgG Rapid Test Kit IgM/IgG China CE-IVD Visual
Mologic Ltd Mologic COVID-19 Rapid Test IgA/IgM/IgG UK RUO Visual
NG Biotech NG-Test IgG-IgM COVID-19 IgM/IgG France CE-IVD Visual
PRIME4DIA Co. Ltd Rapid test 2019-nCoV IgM/IgG IgM/IgG Rep. of Korea RUO Visual
Qingdao Hightop Biotech Co., Ltd HIGHTOP COVID-19 IgM/IgG Ab Rapid Test Kit IgM/IgG China Australia; Brazil; CE-IVD Visual
RapiGEN Inc. BIOCREDIT COVID-19 IgG+IgM Duo IgM/IgG Rep. of Korea CE-IVD Visual
SD BIOSENSOR, INC STANDARD™ Q COVID-19 IgM/IgG Combo Test IgM/IgG Rep. of Korea Brazil; CE-IVD Visual
Shanghai Kehua Bio-engineering Co., Ltd DIAGNOSTIC KIT FOR SARS-CoV-2 IgM/IgG ANTIBODY (colloidal gold) IgM/IgG China CE-IVD Visual

Shanghai Liangrun Biomedicine Technology Co. Ltd Diagnostic Kit for IgM/IgG Antibody of SARS-CoV-2 (Collodial Gold /Lateral Flow) IgM/IgG China Brazil; Singapore; CE-IVD Visual

Shenzhen Bioeasy Biotechnology Co., Ltd Bioeasy 2019-nCov Total Ab GICA Rapid Test Kit (gold colloidal immunoassay) [4] Total Ab China CE-IVD Visual
VivaChek Biotech (Hangzhou) Co., Ltd VivaDiagTM COVID-19 IgM/IgG Rapid Test IgM/IgG China Australia; India; Singapore; CE-IVD Visual
Zentech SA QuickZen COVID-19 IgM / IgG IgM/IgG China (company: Belgium) RUO Visual
Zheijiang Orient Gene Biotech Co. Ltd COVID-19 IgG/IgM Rapid Test Cassette(Whole Blood/Serum/Plasma) IgM/IgG China Australia; CE-IVD Visual

Zhuhai Livzon Diagnostics, Inc.
Diagnostic Kit for IgG Antibody to Corona Virus (nCoV-2019) (Colloidal gold) + 
Diagnostic Kit for IgM Antibody to Corona Virus (nCoV-2019) (Colloidal gold) IgG + IgM China Australia; China; CE-IVD Visual

ELISAs that were evaluated
Company Assay Target Country of manufacturer Regulatory status
Beijing Wantai Biological Pharmacy Enterprise Co., Ltd Wantai SARS-CoV-2 IgM ELISA IgM China CE-IVD
Beijing Wantai Biological Pharmacy Enterprise Co., Ltd Wantai SARS-CoV-2 Ab ELISA Total Ab China CE-IVD
Bio-Rad Laboratories, Inc. Platelia SARS-CoV-2 Total Ab Total Ab France USA EUA; Australia; Singapore; CE-IVD
Epitope Diagnostics, Inc. EDI™ Novel Coronavirus COVID-19 IgG ELISA kit IgG USA CE-IVD
Epitope Diagnostics, Inc. EDI™ Novel Coronavirus COVID-19 IgM ELISA kit IgM USA CE-IVD
EUROIMMUN AG Anti-SARS-CoV-2 ELISA (IgA) IgA Germany Australia; Brazil; Singapore; CE-IVD
EUROIMMUN AG Anti-SARS-CoV-2 ELISA (IgG) IgG Germany USA EUA; Australia; Brazil; Singapore; CE-IVD
EUROIMMUN AG Anti-SARS-CoV-2-NCP ELISA (IgG) IgG Germany CE-IVD
Guangzhou Darui Biotechnology Co., Ltd 2019 Novel Coronavirus IgG Test (ELISA) IgG China RUO



Guangzhou Darui Biotechnology Co., Ltd 2019 Novel Coronavirus IgM Test (ELISA) IgM China RUO
NovaTec Immundiagnostica GmbH NovaLisa® SARS-CoV-2 (COVID-19) IgA IgA Germany CE-IVD
NovaTec Immundiagnostica GmbH NovaLisa® SARS-CoV-2 (COVID-19) IgM IgM Germany CE-IVD
NovaTec Immundiagnostica GmbH NovaLisa® SARS-CoV-2 (COVID-19) IgG IgG Germany CE-IVD
SD BIOSENSOR, Inc. STANDARD E COVID-19 Total Antibody Test IgG Rep. of Korea RUO
TECOmedical AG 2019-nCOV IgM Antibody kit (ELISA) IgM China (company Germany) CE-IVD
TECOmedical AG 2019-nCOV IgG Antibody kit (ELISA) IgG China (company Germany) CE-IVD
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