
The Wayback Machine- https://web.archive.org/web/20210613103436/https://www.fda.gov/medical-devices/coronavi rus-disease-2019-covid-19-emergency-use-authorizations-medical-devi ces/in-v... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20210613103436/https://www.fdastov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-

authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20210613103436/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-

emerger y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 Uweb/20210613103436/https://www.fda.gov/medical-devices/coronavirus-

disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-

cc-2) 

IVDs for Management of COVID-19 Patients (/web/20210613103436/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-

emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly 

listed. Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-

counter at-home tests). 

Search: 

Show 25 v entries 

Date EUA 
Issued or 
Last 
Updated Entity Originally Issued 

+ 06/04/2021 OraSure 
Technologies, 
Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 

InteliSwab COVID-19 Rapid Test Rx 
f/web/20210613103436/httos://www.fda.gov/media/149904/download) 
06/04/2021 

Attributes 

Lateral Flow, Visual 
Read, Prescription 
Home Testing 

Authorized 
Setting(s)1 Authorization Documents2

Home, H, M, W HCP 
Uweb/20210613103436/httos://ww,
(/web/20210613103436/https://ww' 
(Home Test) 
f/web/20210613103436/https://ww,

+ 06/04/2021 OraSure 
Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test 
(/web/20210613103436/https-J/www.fda.gov/media/149908/download)
06/04/2021 

Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Screening 

Home, H, M, W HCP 
/web/20210613103436/https://ww 

Individua s 
f/web/20210613103436/https://ww,
/web/20210613103436/https://ww,

(Home Test). 
f/web/20210613103436/https://ww,

+ 06/04/2021 OraSure 
Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test Pro Lateral Flow, Visual 
(/wel3/20210613103436/https://www.fda.uov/media/149913/download) Read, Serial 
06/04/2021 Screening 

H, M, W ELM 
Vweb/20210613103436/https://wve 
Patients 
(/web/20210613103436/https://ww' 
Vweb/20210613103436/https://wve 

SAppx1882



Date EUA 

Issued or 
Last 
Updated 

+ 05/20/2021 

Entity 

Salofa Oy 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

Sienna-Clarity CDVID-19 Antigen lap id Test Cassette 

Attributes 

Lateral Flow, Visual 
Read 

Authorized 
Setting(s)! 

H, M, W 

Authorization Documents2

HCP 
(/web/20210613103436/https://ww (fweb/20210613103436/https://www.fda.gov/media/149056/download) 

05/20/2021 Patients 
Vweb/20210613103436/https://wwn 
Vweb/20210613103436/http 

+ 05/11/2021 Celltrion USA, 

Inc. 

Celltrion DiaTrust COVID-19 Ag Rapid Test Lateral Flow, Visual 

Read, Serial 
Screening 

H, M, W HCP 

(/web/20210613103436/https://ww,(/web/20210613103436/https://wwwida.gov/media/147691/download) 
04/16/2021 Patients 

(/web/20210613103436/https://ww,

(/web/20210613103436/https://ww,

+ 05/06/2021 InBios 
International, 
Inc. 

SCoV-2 Ag Detect Rapid Test Lateral Flow, Visual 

Read, Serial 

Screening 

H, M, W HCP 

Vweb/20210613103436/https://ww,(/web/20210613103436/https://www.fda.gov/media/148349/download) 
05/06/2021 Patients 

(/web/20210613103436/http 

Vweb/20210613103436/https://ww,

+ 04/20/2021 Abbott 
Diagnostics 

Scarborough, 
Inc. 

BinaxNOW COVID-19 Ag Card Lateral Flow, Visual 
Read 

H, M, W HCP 
Vweb/20210613103436/https://ww,(/web/20210613103436/https://www.fda.gov/media/141567/download) 

08/26/2020 Patients 
Vweb/20210613103436/http 
Vweb/20210613103436/http vw,

+ 04/15/2021 LumiraDx UK 

Ltd. 

LumiraDx SARS-CoV-2 Ag Test Microfluidic 

Im mun °fluorescence 
Assay, Instrument 
Read 

H, M, W HCP 

(/web/20210613103436/http iw,(/web/20210613103436/https://wwwida.gov/media/141301/download) 
08/18/2020 Patients 

Vweb/20210613103436/https://ww,

(/web/20210613103436/http iw,

+ D4/15/2021 Access Bio, Inc. Ca reStart COVID-19 Antigen test Lateral Flow, Visual 
Read, Serial 
Screening 

H, M, W HCP 
Vweb/20210613103436/https://wyr (/web/20210613103436/https://www.fda.bov/media/142916/download) 

10/08/2020 Patients 

Vweb/20210613103436/http 
Uweb/20210613103436/httos://ww,

+ 04/14/2021 Becton, 
Dickinson and 
Company (BD) 

BD Veritor System for Rapid Detection of SARS-CoV-2 Chromatographic 
Digital 
Immunoassay, 

Instrument Read, 
Serial Screening 

H, M, W LEE 
Vweb/20210613103436/https://wwn (/web/20210613103436/https-J/www.fda.gov/media/139752/download) 

07/02/2020 Patients 

(/web/20210613103436/httos://ww,
Vweb/20210613103436/https://wwn 

+ 04/13/2021 Qorvo 
Biotech nologies, 
LLC. 

Omnia SARS-CoV-2 Antigen Test Bulk Acoustic Wave 
(BAW) Biosensor, 
Instrument Read 

H, M 
f/web/20210613103436/https://wwn (/web/20210613103436/https://www.fda.gov/media/147575/download) 

04/13/2021 Patients 
(/web/20210613103436/https://ww,
f/web/20210613103436/https://wwn 

+ 04/12/2021 Abbott 
Diagnostics 

Scarborough, 
Inc. 

BinaxNOW COVID-19 Ag Card Home Test Lateral Flow, Visual 
Read, Prescription 
Home Testing 

Home, H, M, W HCP 
f/web/20210613103436/htt e (/web/20210613103436/https://www.fda.gov/media/144576/download) 

12/16/2020 f/web/20210613103436/https://ww,
(Home Test) 
f/web/20210613103436/htt e 

+ 04/01/2021 Quidel 
Corporation 

Sofia SARS Antigen FIA Lateral Flow, 
Fluorescence, 
Instrument Read, 

Serial Screening 

H, M, W UM 
(/web/20210613103436/https://ww,(/web/20210613103436/https-J/www.fda.aoy/media/137886/download) 

05/08/2020 Patients 

Wweb/20210613103436/httos://ww,
(/web/20210613103436/https://ww, 

SAppx1883



Date EUA 

Issued or 
Last 
Updated 

+ 04/01/2021 

Entity 

Abbott 
Diagnostics 
Scarborough, 
Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

BinaxNOW COVID-19 Antigen Self Test 

Attributes 

Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening 

Authorized 
Setting(s)! 

Home, H, M, W 

Authorization Documents2

HCP 
Vweb/20210613103436/https://wyn (fweb/20210613103436/https://www.fda.gov/media/147251/download) 

03/31/2021 Individuals 
Vweb/20210613103436/https://wve 
Vweb/20210613103436/http v 

(Home Test 
Vweb/20210613103436/https://wve 

+ 03/31/2021 Quidel 
Corporation 

guickVue At-Home OTC COVI D-19 Test Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 

Screening 

Home, H, M, W HCP 
Vweb/20210613103436/http v (/web/20210613103436/https://www.fda.gov/media/147247/download) 

03/31/2021 Individuals 
Vweb/20210613103436/https://wve 

Vweb/20210613103436/Wps://ww,
(Home Test 
(/web/20210613103436/http 

+ 03/31/2021 Abbott 
Diagnostics 
Scarborough, 
Inc. 

BinaxNOW COVID-19 Ag Card 2 Home Test Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Telehealth 
Proctor Supervised, 
Serial Screening 

Home, H, M, W HCP 
Vweb/20210613103436/http w,(/web/20210613103436/https://wwwida.gov/media/147256/download) 

03/31/2021 Individuals 

Vweb/20210613103436/https://ww,
Vweb/20210613103436/http w,
(Home Test 

Vweb/20210613103436/http 

+ 03/31/2021 Abbott 
Diagnostics 

Scarborough, 

Inc. 

BinaxNOW COVID-19 Aq 2 Card Lateral Flow, Visual 
Read, Non-

prescription Testing, 
Serial Screening 

H, M, W HCP 
Vweb/20210613103436/https://ww,(/web/20210613103436/https://www.fda.gov/media/147261/download) 

03/31/2021 Patients 
Vweb/20210613103436/https://wve 
Vweb/20210613103436/https://ww,

+ 03/26/2021 DiaSorin, Inc. LIAISON SARS-CoV-2 Ag CLIA H, M HCP 
Vweb/20210613103436/http v (/web/20210613103436/https://www.fda.gov/media/147312/download) 

03/26/2021 Patients 
Vweb/20210613103436/https://wve 
Vweb/20210613103436/https://wyn 

+ 03/24/2021 Becton, 
Dickinson and 
Company (BD) 

BD Veritor System for Rapid Detection of SARS-CoV-2 & Flu A+B Chromatographic 
Digital 

Immunoassay, 
Instrument Read, 
Mu lti-an alyte 

H, M, W HCP 
Uweb/20210613103436/httos://ww,(/web/20210613103436/httos://www.fda.gov/media/147013/download) 

03/24/2021 Patients 
Vweb/20210613103436/https://ww,
1/web/20210613103436/https://ww,

+ 03/16/2021 Ortho Clinical 
Diagnostics, Inc. 

VITROS Immunodiagnostic Products SARS-CoV-2 Antigen Reagent Pack Chemiluminescence 
Immunoassay, 
Instrument Read 

H, M HCP 
flweb/20210613103436/http vve (/web/20210613103436/https-J/www.fda.gov/media/145069/download) 

01/11/2021 Patients 

1/web/20210613103436/https://ww,
/web/20210613103436/https://wve 

+ 03/01/2021 Quidel 
Corporation 

OuickVue At-Home COVID-19 Test Lateral Flow, Visual 
Read, Prescription 

Home Testing 

Home, H, M, W HCP 
Vweb/20210613103436/https://ww,(/web/20210613103436/https://wwwida.gov/media/146309/download) 

03/D1/2021 Patients 
Vweb/20210613103436/https://wve 
Vweb/20210613103436/https://ww,

(Home Test) 
Vweb/20210613103436/https://wve 

SAppx1884



Date EUA 

Issued or 
Last Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Updated Entity Originally Issued 

+ 02/11/2021 Ellume Limited Ellume COVID-19 Home Test 
(/web/20210613103436/https://www.fda.gov/media/144457/download) 

12/15/2020 

Attributes 

Lateral Flow, 
Fluorescence, 

Instrument Read, 
Over the Counter 
(OTC) Home Testing, 
Screening 

Authorized 
Setting(s)1 Authorization Documents2

Home, H, M, W HCP 
Vweb/20210613103436/http 
Vweb/20210613103436/https://ww,

(Home
Vweb/20210613103436/http 

(/web/20210613103436/https://ww,

+ 02/04/2021 Princeton 

BioMeditech 
Corp. 

Status COVID-19/Flu 

(/web/20210613103436/https://wwwida gov/media/145694/download) 
02/04/2021 

Lateral Flow, Visual 

Read, Multi-analyte 

H, M, W HCP 

Vweb/20210613103436/https://ww,
Patients 
Vweb/20210613103436/https://ww,

Vweb/20210613103436/https://ww,

+ 01/05/2021 Qua nterix Simoa SARS-CoV-2 N Protein Antigen Test Paramagnetic 
Corporation (/web/20210613103436/https://www.fda.gov/media/144925/download) Microbead-based 

01/05/2021 Immunoassay 

H, M HCP 
(/web/20210613103436/https://ww,

Patients 
(/web/20210613103436/https://ww,
(/web/20210613103436/https://ww,

+ 12/22/2020 Quidel guickVue SARS Antigen Test Lateral Flow, Visual 
Corporation (/web/20210613103436/https://www.fda.gov/media/144665/download) Read 

12/18/2020 

Showing 1 to 25 of 28 entries 

Authorized settings include the following: 

H, M, W HCP 
Vweb/20210613103436/https://ww,

Patients 
Vweb/20210613103436/http 

Vweb/20210613103436/https://ww,

Previous 2 Next 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

SAppx1885



The Wayback Machine- https://web.archive.org/web/20210823011136/https-J/www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-v... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20210823011136/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-

authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20210823011136/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-

emerger y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 Uweb/20210823011136/https://www.fda.gov/medical-devices/coronavirus-

disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-

cc(-2) 

IVDs for Management of COVID-19 Patients (/web/20210823011136/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-

emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly 

listed. Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-

counter at-home tests). 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 

Search: 

Show 25 s' entries 

Date EUA 
Issued or 

Last 
Updated Entity Originally Issued 

+ D8/10/2021 Abbott 
Diagnostics 
Scarborough, 
Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 

BinaxNOW COVID-19 Antigen Self Test 
(/web/20210823011136/https-J/www.fda.gov/media/147251/download), 
03/31/2021 

Attributes 

Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Screening 

Authorized 
Setting(s)! Authorization Documents? 

Home, H, M, W HCP 

/web/20210823011136/https://ww' 
Individuals 
f/web/20210823011136/https://wwi 

/web/20210823011136/https://ww' 
(Horne Test) 

Uweb/20210823011136/http 

+ 08/05/2021 QIAGEN GmbH 0 lAreach SARS-CoV-2 Antigen Digital Lateral Flow, H, M 
(fweb/20210823011136/https://www.fda.gov/media/151380/download) Fluorescence, 

08/05/2021 Instrument Read 

HCP 
(/web/20210823011136/https://ww 

Patients 
Vweb/20210823011136/https://wwi 
(/web/20210823011136/https://ww 

SAppx1886



Date EUA 

Issued or 
Last 
Updated 

+ 08/02/2021 

Entity 

Access Bio, Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

CareStart COVID-19 Antigen Home Test 

Attributes 

Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening 

Authorized 
Setting(s)! 

Home, H, M, W 

Authorization Documents2

HCP 
Vweb/20210823011136/https://ww (fweb/20210823011136/https://www.fda.gov/media/151245/download) 

08/D2/2021 Individuals 
Vweb/20210823011136/https://ww 
Vweb/20210823011136/http 

(Home
Vweb/20210823011136/https://ww 

+ 07/28/2021 PHASE 
Scientific 

International, 
Ltd. 

INDICAID COVID-19 Rapid Antigen Test Lateral Flow, Visual 
Read 

H, M, W HCP 
Vweb/20210823011136/https://wvir (/web/20210823011136/https://www.fda.gov/media/151212/download) 

07/28/2021 Patients 
Vweb/20210823011136/https://ww 

Vweb/20210823011136/https://wwi 

+ D7/26/2021 Quidel 
Corporation 

guickVue SARS Antigen Test Lateral Flow, Visual 
Read, Serial 
Screening 

H, M, W HCP 
Vweb/20210823011136/http wi (/web/20210823011136/https://www.fda.gov/media/144665/download) 

12/18/2020 Patients 
Vweb/20210823011136/httmlwi 
(/web/20210823011136/http wi 

+ 07/16/2021 Access Bio, Inc. CareStart COVID-19 Antigen test Lateral Flow, Visual 
Read, Serial 
Screening 

H, M, W 
Vweb/20210823011136/https://ww Uweb/20210823011136/https://www.fda.gov/media/142916/download) 

10/08/2020 Patients 

Vweb/20210823011136/https://wwi 
Vweb/20210823011136/https://ww 

+ 07/13/2021 GenBady Inc. Ger iocyl COVID-19 Ag Lateral Flow, Visual 
Read 

H, M, W HCP 
Vweh/20210823011136/https://wwi (/weh/20210823011136/https://www.fda.gov/media/150785/download) 

07/13/2021 Patients 
Vweb/20210823011136/https://ww 

Vweb/20210823011136/http 

+ 07/12/2021 DiaSorin, Inc. LIAISON SARS-CoV-2 Ag CLIA H, M HCP 
(/web/20210823011136/http (/web/20210823011136/https://www.fda.gov/media/147312/download) 

03/26/2021 Patients 
Vweb/20210823011136/https://ww 
Vweb/20210823011136/https://wvir 

+ 07/0B/2021 Ellume Limited ellume.lah COVID Antigen Test Lateral Flow, 

Fluorescence, 
Instrument Read 

H, M, W HCP 

Uweb/20210823011136/httgs://wwi (/web/20210823011136/httos://www.fda.gov/media/150684/download) 
07/08/2021 Patients 

(/web/20210823011136/https://wwi 
(/web/20210823011136/https://wwi 

+ 06/11/2021 Quidel 
Corporation 

Sofia SARS Antigen FIA Lateral Flow, 

Fluorescence, 
Instrument Read, 
Serial Screening 

H, M, W HCP 

f/web/20210823011136/https://wwi Uweb/20210823011136/https://www.fda.gov/media/137886/download) 
05/08/2020 Patients 

Uweb/20210823011136/https://wvir 

f/web/20210823011136/https://wwi 

+ 06/04/2021 OraSure 
Technologies, 

Inc. 

InteliSwab COVID-19 Rapid Test Rx Lateral Flow, Visual 
Read, Prescription 

Home Testing 

Home, H, M, W HCP 
Vweb/20210823011136/https://wwi (/web/20210623011136/https://www.fda.gov/media/149904/download) 

06/04/2021 Uweb/20210823011136/httos://wwi 
(Home Test) 
f/web/20210B23011136/https://ww,

SAppx1887



Date EUA 

Issued or 
Last 
Updated 

+ 06/04/2021 

Entity 

OraSure 
Technologies, 
Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

InteliSwab COVID-19 Rapid Test 

Attributes 

Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening 

Authorized 
Setting(s)! 

Home, El, M, W 

Authorization Documents2

HCP 
Vweb/20210823011136/https://mn (fweb/20210823011136/https://wwwida.gov/media/149908/download) 

06/D4/2021 Individuals 
Vweb/20210823011136/https://wwi 
Vweb/20210823011136/http 

(Home
Vweb/20210823011136/https://wwi 

+ 06/04/2021 OraSure 
Technologies, 

Inc. 

InteliSwab COVID-19 Rapid Test Pro Lateral Flow, Visual 
Read, Serial 

Screening 

H, M, W HCP 
Vweb/20210823011136/https://mn (/web/20210823011136/https://www.fda.gov/media/149913/download) 

06/04/2021 Patients 
Vweb/20210823011136/https://wwi 

(/web/20210823011136/https://ww' 

+ D5/20/2021 Salofa Oy Si enna-C larit COVID-19 Antigen Rapid Test Cassette Lateral Flow, Visual 
Read 

H, M, W HCP 
(/web/20210823011136/http (/web/20210823011136/https://www.fda.gov/media/149056/download) 

05/20/2021 Patients 
Vweb/20210823011136/httmlwi 
(/web/20210823011136/http 

+ 05/11/2021 Celltrion USA, 
Inc. 

Celltrion DiaTrust COVID-19 Ag_Rap id Test Lateral Flow, Visual 
Read, Serial 
Screening 

H, M, W 
Vweb/20210823011136/https://wwi (/web/20210823011136/https://www.fda.gov/media/147691/download) 

04/16/2021 Patients 

(/web/20210823011136/https://ww' 
Vweb/20210823011136/https://wwi 

+ D5/06/2021 InBios 
International, 

Inc. 

SCoV-2 Ag Detect Rapid Test Lateral Flow, Visual 
Read, Serial 

Screening 

H, M, W HCP 
Vweb/20210823011136/https://wwi (/web/20210823011136/https://wwwida.gov/media/148349/download) 

05/06/2021 Patients 
Vweb/20210823011136/https://wwi 

Vweb/20210823011136/http 

+ 04/20/2021 Abbott 
Diagnostics 
Scarborough, 
Inc. 

BinaxNOW COVID-19 Ag Card Lateral Flow, Visual 
Read 

H, M, W HCP 
(/web/20210823011136/http (/web/20210823011136/https://www.fda.gov/media/141567/download) 

08/26/2020 Patients 
Vweb/20210823011136/https://wwi 
Vweb/20210823011136/https://mn 

+ 04/15/2021 LumiraDx UK 

Ltd. 

LumiraDx SARS-CoV-2 Ag Test Microfluidic 

Immunofluorescence 
Assay, Instrument 
Read 

H, M, W HCP 

(/web/20210823011136/httos://ww' (/web/20210823011136/httos://www.fda.gov/media/141301/download) 
08/18/2020 Patients 

(/web/20210823011136/https://ww 
(/web/20210823011136/https://ww' 

+ 04/14/2021 Becton, 

Dickinson and 
Company (BD) 

BD Veritor System for Rapid Detection of SARS-CoV-2 Chromatographic 

Digital 
Immunoassay, 
Instrument Read, 

Serial Screening 

H, M, W HCP 
(/web/20210823011136/https://ww' (/web/20210823011136/https://www.fda.gov/media/139752/download) 

07/D2/2020 Patients 
Uweb/20210823011136/https://mn 
(/web/20210823011136/https://ww' 

+ 04/13/2021 Qorvo 
Biotechnologie% 

LLC. 

Omnia SARS-CoV-2 Antigen Test Bulk Acoustic Wave 
(BAW) Biosensor, 

Instrument Read 

H, M HCP 
Vweb/20210823011136/https://wwi (/web/20210823011136/https://wwwida.gov/media/147575/download) 

04/13/2021 Patients 
Vweb/20210823011136/https://wwi 
f/web/20210B23011136/https://ww,

SAppx1888



Date EUA 

Issued or 
Last 
Updated Entity Originally Issued 

+ 04/12/2021 Abbott 
Diagnostics 
Scarborough, 
Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 

BinaxNOW COVID-19 Ag  Card Home Test 
Owet/20210823011136/hItts://www.fda.qov/media/144576/download). 

12/16/2020 

Attributes 

Lateral Flow, Visual 
Read, Prescription 
Home Testing 

Authorized 
Setting(s)1 Authorization Documents2

Home, H, M, W HCP 
Vweb/20210823011136/httos://ww,
Vweb/20210823011136/https://ww,

(Home
Vweb/20210823011136/https://ww,

+ 03/31/2021 Quidel guickVue At-Home OTC COVID-19 Test 

Corporation (/web/20210823011136/https://wwwida.gov/media/147247/download)
03/31/2021 

Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 

Screening 

Home, H, M, W HCP 

Vweb/20210823011136/https://ww,
Individuals 
Vweb/20210323011136/https://ww,

Vweb/20210823011136/http 
(Home Test 

Vweb/20210823011136/https://ww,

+ D3/31/2021 Abbott 
Diagnostics 
Scarborough, 
Inc. 

BinaxNOW COVID-19 Ag Card 2 Home Test 
(/wet/20210823011136/https://www.fda.gov/media/147256/download) 
03/31/2021 

Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Telehealth 
Proctor Supervised, 

Serial Screening 

Home, H, M, W HCP 
(Aveb/20210323011136/http 

Individuals 
Vweb/20210323011136/http w,
(Aveb/20210323011136/http 

(Home Test 
Vweb/20210323011136/https://ww,

+ D3/31/2021 Abbott 

Diagnostics 
Scarborough, 
Inc. 

BinaxNOW COVID-19 At 2 Card 

(/web/20210823011136/https://www.fda.gov/media/147261/download)
03/31/2021 

Lateral Flow, Visual 

Read, Non-
prescription Testing, 
Serial Screening 

H, M, W HCP 

Vweb/20210823011136/https://ww,
Patients 
Vweb/20210B23011136/https://ww,

Vweb/20210823011136/https://ww,

+ 03/24/2021 Becton, 
Dickinson and 
Company (BD) 

Showing 1 to 25 of 33 entries 

BD Veritor System for Rapid Detection of SARS-CoV-2 & Flu A+B 

(/web/20210823011136/https://wwwida.gov/media/147013/download) 
03/24/2021 

Authorized settings include the following: 

Chromatographic 
Digital 

Immunoassay, 
Instrument Read, 

Multi-analyte 

H, M, W HCP 
Vweb/20210823011136/https://ww,

Patients 
Vweb/20210823011136/http 
Vweb/20210823011136/https://ww,

Previous 2 Next 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

SAppx1889



The Wayback Machine- https://web.archive.org/web/20210916074908/https-J/www.fda.gov/medical-devices/coronavi rus-disease-2019-covid-19-emergency-use-authorizations-medical-devi ces/in-v... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20210916074908/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-

authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20210916074908/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-

emerger y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 (tweb/20210916074908/https://www.fda.gov/medical-devices/coronavirus-

disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-

cc(-2) 

IVDs for Management of COVID-19 Patients (/web/20210916074908/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-

emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly 

listed. Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-

counter at-home tests). 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 
respiratory panel tests authorized in the table below are assigned the QMN product code. 

Search: 

Show 25 s' entries 

Date EUA 
Issued or 

Last 
Updated Entity Originally Issued 

+ 09/10/2021 Quanterix 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 

Simoa SARS-CoV-2 N Protein Antigen Test 
Corporation Uweb/20210916074908/https-J/www.fda.gov/media/144925/download)

01/D5/2021 

Attributes 
Authorized 
Setting(s)! 

Paramagnetic H, M 

Microbead-based 

Immunoassay, Serial 

Screening, Saliva 

Authorization Documents? 

HCP 
/web/20210916074908/https://ww' 

Patients 
f/web/20210916074908/https://ww,

/web/20210916074908/https://ww' 

+ 09/03/2021 InBios 

International, 
Inc. 

SCoV-2 Ag Detect Rapid Test 

(11101242E910142M111142retiWithIMMeglia110142LOWdela 
05/06/2021 

Lateral Flow, Visual 

Read, Serial 
Screening 

H, M, W HCP 

Vweb/2021091607490B/https://ww,
Patients 
Vweb/20210916074908/https://ww 

Vweb/2021091607490B/https://ww, 

SAppx1890



Date EUA 

Issued or 
Last 
Updated 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Entity Originally Issued 

+ 09/01/2021 Celltrion USA, Celltrion DiaTrust COVID-19 Ag Rapid Test Lateral Flow, Visual 
Inc. (fweb/20210916074908/https://wwwida.gov/media/147691/download) Read, Serial 

04/16/2021 Screening 

+ 08/24/2021 Becton, 

Dickinson and 
Company (BD) 

BD Veritor At-Home COVID-19 Test 

(/web/20210916074908/https://www.fda.gov/media/151771/download) 

8/24/2021 

+ D8/23/2021 Access Bio, Inc. CareStart COVID-19 Antigen Home Test 
(/web/20210916074908/https://www.fda.gov/media/151245/download) 
08/02/2021 

+ D8/10/2021 Abbott 

Diagnostics 
Scarborough, 
Inc. 

BinaxNOW COVID-19 Antigen Self Test 

(/web/20210916074908/https://wwwida.gov/media/147251/download) 
03/31/2021 

Attributes 

Lateral Flow, Digital 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 

Screening 

Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening 

Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 

Screening 

Lateral Flow, Visual 

Authorized 
Setting(s)! Authorization Documents2

H, M, W HCP 
Vweb/20210916074908/https://ww 
Patients 
Vweb/20210916074908/https://ww,
Vweb/20210916074908/http 

Home, H, M, W HCP 

Vweb/20210916074908/https://ww,
Individuals 
Vweb/2021091607490B/https://wve 

Vweb/20210916074908/https://ww,
(Ho  rest) 

Vweb/2021091607490B/https://ww

Home, H, M, W HCP 
(Aveb/20210916074908/http 
Individuals 
Vweb/20210916074908/http wi 
(Aveb/20210916074908/http 
(Home Test) 
Vweb/20210916074908/http wi 

Home, H, M, W HCP 

Vweb/20210916074908/https://ww,
Individuals 
Vweb/20210916074908/https://wwi 

Vweb/20210916074908/https://ww,
(Home Test 
Vweb/20210916074908/https://wwi

, + D8/05/2021 QIAGEN GmbH QlAreach SARS-CoV-2 Antigen Digital Lateral Flow H. M 

(/web/20210916074908/https://www.fda.gov/media/151380/download) Fluorescence, 
08/05/2021 Instrument Read 

+ 07/28/2021 PHASE INDICAID COVID-19 Rapid Antigen Test 
Scientific (/web/20210916074908/httas://www.fda.gov/media/151212/download) Read 
International, 07/28/2021 
Ltd. 

HCP 

Uweb/20210916074908/httmlive 

Patients 
Vweb/20210916074908/http 
Vweb/20210916074908/https://ww 

H, M, W HCP 
Uweb/20210916074908/httos://wwi 

Patients 
Vweb/20210916074908/https://ww 
Uweb/20210916074908/httos://wwi 

+ 07/26/2021 Quidel QuickVue SARS Antigen Test Lateral Flow, Visual 
Corporation (/web/20210916074908/https-J/www.fda.gov/media/144665/download) Read, Serial 

12/18/2020 Screening 

H, M, W HCP 
flweb/20210916074908/https://ww,
Patients 

f/web/20210916074908/https://ww,
/web/20210916074908/https://ww,

+ 07/16/2021 Access Bio, Inc. Ca reStart COVID-19 Antigen test Lateral Flow, Visual 
(/web/20210916074908/https://www.fda.gov/media/142916/download) Read, Serial 
10/08/2020 Screening 

H, M, W HCP 
(/web/20210916074908/https://ww 
Patients 

f/web/20210916074908/https://ww,
(/web/20210916074908/https://ww,

+ 07/13/2021 GenBady Inc. GenBody COVID-19 Ag 

(/web/20210916074908/httos://www.fda.gov/media/150785/download) Read 
07/13/2021 

Lateral Flow, Visual H, M, W HCP 

Uweb/20210916074908/httos://ww,
Patients 
f/web/2021091607490B/https://ww,
Uweb/20210916074908/httos://ww, 

SAppx1891



Date EUA 

Issued or 
Last 
Updated 

+ 07/12/2021 

Entity 

DiaSorin, Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

LIAISON SARS-CoV-2 Ag 

Attributes 

CLIA 

Authorized 
Setting(s)! 

H, M 

Authorization Documents2

HCP 
(/web/20210916074908/https://ww (fweb/20210916074908/https://www.fda.gov/media/147312/download) 

03/26/2021 Patients 
(/web/20210916074908/https://ww,
Vweb/20210916074908/http v 

+ 07/0B/2021 El I ume Limited e I lum e. lab COVID Antigen Test Lateral Flow, 

Fluorescence, 
Instrument Read 

H, M, W HCP 

(/web/20210916074908/https://ww,(/web/20210916074908/https://www.fda.gov/media/150684/download) 
07/08/2021 Patients 

Vweb/20210916074908/https://ww,

(/web/20210916074908/https://ww,

+ D6/11/2021 Quidel 
Corporation 

Sofia SARS Antigen FIA Lateral Flow, 

Fluorescence, 
Instrument Read, 
Serial Screening 

H, M, W HCP 

Vweb/20210916074908/https://ww,(/web/20210916074908/https://www.fda.gov/media/137886/download) 
05/D8/2020 Patients 

Vweb/20210916074908/http Ar 

Vweb/20210916074908/https://ww,

+ 06/04/2021 OraSure 
Technologies, 

Inc. 

InteliSwab COVID-19 Rapid Test Rx Lateral Flow, Visual 
Read, Prescription 

Home Testing 

Home, H, M, W HCP 
Vweb/2021091607490B/https://ww,(/web/20210916074908/https://www.fda.gov/media/149904/download) 

06/D4/2021 (/web/20210916074908/https://ww,
(Home Test 
Vweb/2021091607490B/https://ww,

+ 06/04/2021 OraSure 

Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 

Screening 

Home, H, M, W HCP 

(Aveb/20210916074908/http iw,(/web/20210916074908/https://www.fda.gov/media/149908/download) 
06/D4/2021 Individuals 

Vweb/20210916074908/https://ww,

(Aveb/20210916074908/http iw,
(Home Test 

Vweb/20210916074908/http 

+ 06/04/2021 OraSure 
Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test Pro Lateral Flow, Visual 
Read, Serial 
Screening 

H, M, W HCP 
(/web/2021091607490B/http Av (/web/20210916074908/https://www.fda.gov/media/149913/download) 

06/D4/2021 Patients 
(/web/20210916074908/https://ww,
(/web/20210916074908/https://ww 

+ D5/20/2021 Salofa Oy Sienna-Clarity CDVID-19 Antigen Rapid Test Cassette Lateral Flow, Visual 

Read 

H, M, W HCP 

Uweb/20210916074908/httos://ww,(/web/20210916074908/httos://www.fda.gov/media/149056/download) 
05/20/2021 Patients 

(/web/2021091607490B/https://ww,
(/web/20210916074908/https://ww,

+ D4/20/2021 Abbott 

Diagnostics 
Scarborough, 
Inc. 

BinaxNOW COVID-19 Ag Card Lateral Flow, Visual 

Read 

H, M, W HCP 
(/web/20210916074908/https://ww,(/web/20210916074908/https://www.fda.gov/media/141567/download) 

08/26/2020 Patients 
(/web/20210916074908/https://ww 
(/web/20210916074908/https://ww,

+ 04/15/2021 LumiraDx UK 
Ltd. 

LumiraDx SARS-CoV-2 Act Test Microfluidic 
Immunofluorescence 

Assay, Instrument 
Read 

H, M, W HCP 
Vweb/20210916074908/https://ww,(/web/20210916074908/https://wwwida.gov/media/141301/download) 

08/18/2020 Patients 
(/web/20210916074908/https://ww,
f/web/2021091607490B/https://ww,

SAppx1892



Date EUA 

Issued or 
Last Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Updated Entity Originally Issued 

+ 04/14/2021 Becton, 
Dickinson and 
Company (BD) 

BD Veritor System for Rapid Detection of SARS-CoV-2 
f/web/20210916074908/httos://www.fda.qov/media/139752/download), 

07/D2/2020 

Attributes 
Authorized 
Setting(s)1 Authorization Documents2

Chromatographic H, M, W 
Digital 

Immunoassay, 
Instrument Read, 
Serial Screening 

HCP 
Vweb/2021091607490B/httos://ww,

Patients 
Vweb/20210916074908/https://ww,
Vweb/2021091607490B/http 

+ 04/13/2021 Qorvo 

Biotechnologies, 
LLC. 

Omnia SARS-CoV-2 Antigen Test 

(/web/20210916074908/https://wwwida.gov/media/147575/download)
04/13/2021 

Bulk Acoustic Wave 

(BAW) Biosensor, 
Instrument Read 

H, M HCP 

Vweb/20210916074908/https://ww,
Patients 
Vweb/20210916074908/https://ww,

(/web/20210916074908/http 

+ D4/12/2021 Abbott 

Diagnostics 
Scarborough, 
Inc. 

BinaxNOW COVID-19 Ag Card Home Test 

(/web/20210916074908/https://www.fda.gov/media/144576/download) 
12/16/2020 

Lateral Flow, Visual 
Read, Prescription 
Home Testing 

Home, H, M, W HCP 

(/web/20210916074908/https://ww,
Vweb/20210916074908/https://ww,
(Home Test 

(/web/20210916074908/https://ww,

+ 03/31/2021 Quidel QuickVue At-Home OTC COVI D-19 Test 
Corporation (/web/20210916074908/https://www.fda.gov/media/147247/download)

03/31/2021 

Lateral Flow, Visual 
Read, Overtire 

Counter (OTC) Home 
Testing, Serial 
Screening 

Home, H, M, W HCP 
Vweb/2021091607490B/https://ww,

Individuals 
Vweb/20210916074908/https://ww,
Vweb/2021091607490B/https://ww,

(Home Test 
Vweb/20210916074908/https://ww,

+ D3/31/2021 Abbott 
Diagnostics 

Scarborough, 

Inc. 

Showing 1 to 25 of 34 entries 

BinaxNOW COVID-19 Aq Card 2 Home Test 
(/web/20210916074908/https://www.fda.gov/media/147256/download) 

03/31/2021 

Authorized settings include the following: 

Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Telehealth 
Proctor Supervised, 
Serial Screening 

Home, H, M, W HCP 
Vweb/20210916074908/https://ww,

Individuals 
Vweb/20210916074908/https://ww,

(/web/20210916074908/https://ww,
(Home
Vweb/20210916074908/https://ww,

Previous 2 Next 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 
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The Wayback Machine- https://web.archive.org/web/20211006033735/https-J/wwwida.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-aulhorizations-medical-devices/in-v... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20211006033735/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-
authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20211006033735/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emerger y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 Uweb/20211006033735/https://www.fda.gov/medical-devices/coronavirus-
disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-
cc(-2) 

IVDs for Management of COVID-19 Patients (/web/20211006033735/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

On This Page: 
• Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 

• Revision Concerning Viral Mutations 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly 

listed. Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-

counter at-home tests). 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 

Search: 

Show 25 s' entries 

Date EUA 
Issued or 

Last Diagnostic (Most Recent Letter of Authorization) and Date EUA Authorized 
Updated Entity Originally Issued Attributes Setting(s)! Authorization Documents? 

+ 10/04/2021 ACON Flowflex COVID-19 Antigen Home Test Lateral Flow, Visual Home, H, M, W HCP 
Laboratories, 

Inc 

(/web/20211006033735/htips://www.fda.gov/media/152700/download) Read, Over the 

Counter (OTC) Home 

(/web/20211006033735/https://ww,

10/04/2021 
Testing Vweb/20211006033735/https://wve

 1(Home Test) 

Vweb/20211006033735/https://ww, 

SAppx1894



Date EUA 

Issued or 
Last 
Updated 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Entity Originally Issued Attributes 

Authorized 
Setting(s)! Authorization Documents2

+ 09/24/2021 ANP NIDS COVID-19 Antigen Rapid Test Kit Lateral Flow, Visual H, M, W 
Technologies, (/web/20211006033735/https://wwwida.gov/media/152462/download) Read, Serial 
Inc 09/24/2021 Screening 

HCP 
Vweb/20211006033735/https://wwr 

Patients 
(/web/20211006033735/https://ww,
IFU 
(/web/20211006033735/https://ww,

+ 09/24/2021 GenBody Inc. Ger ocly COVID-19 Ag Lateral Flow, Visual H, M, W 
(/web/20211006033735/https-J/www.fda.gov/media/150785/download) Read 
07/13/2021 

HCP 
(/web/20211006033735/https://ww,
Patients 

(/web/20211006033735/https://ww,
IFU 

(/web/20211006033735/https://ww,

+ 09/10/2021 Quanterix Simoa SARS-CoV-2 N Protein Antigen Test Paramagnetic 
Corporation (/web/20211006033735/https-J/www.fda.gov/media/144925/download) Microbead-based 

01/05/2021 Immunoassay, Serial 

Screening, Saliva 

H, M HCP 
Vweb/20211006033735/http 

Patients 
(/web/20211006033735/http w,
IFU 
Vweb/20211006033735/htt 

+ 09/03/2021 InBios 
International, 

Inc. 

SCoV-2 Ag  Detect Rapid Test Lateral Flow, Visual 
(/web/20211006033735/https://wwwida.gov/media/148349/download) Read, Serial 

05/D6/2021 Screening 

H, M, W HCP 
(/web/ 20211006033735/https://ww,

Patients 
(/web/20211006033735/https://ww,
IFU 

(/web/20211006033735/https://ww,

+ 09/01/2021 Celltrion USA, Celltrion DiaTrust COVID-19 Ag Rapid Test Lateral Flow, Visual H, M, W 

Inc. (/web/20211006033735/https://www.fda.gov/media/147691/download) Read, Serial 

04/16/2021 Screening 

HCP 
(/web/20211006033735/https://ww, 

Patients 
Vweb/20211006033735/http 

Vweb/20211006033735/https://ww,

+ 08/24/2021 Becton, BD Veritor At-Home COVID-19 Test 
Dickinson and 
Company (BD) 

(/web/202110O6033735/https://www.fda.gov/media/151771/download) 

8/24/2021 

Lateral Flow, Digital Home, H, M, W HCP 
Read, Over the (/web/20211006033735/https://wwr 

Counter (OTC) Home Individuals 
Testing, Serial (/web/20211006033735/https://ww,
Screening IFU 

(/web/20211006033735/https://ww,

IFU (Home Test) 
(/web/20211006033735/https://ww,

+ 08/23/2021 Access Bio, Inc. CareStart COVID-19 Antigen Home Test 

(/web/20211006033735/https://wwwida.gov/media/151245/download) 
08/02/2021 

Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Screening 

Home, H, M, W HCP 

(/web/20211006033735/https://ww,
Individuals 

(/web/20211006033735/https://ww,
IFU 
(/web/20211006033735/https://ww 

IFU (Home Test) 
Vweb/20211006033735/https://wwr 

SAppx1895



Date EUA 

Issued or 
Last 
Updated 

+ 08/10/2021 

Entity 

Abbott 
Diagnostics 
Scarborough, 
Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

BinaxNOW COVID-19 Antigen Self Test 

Attributes 

Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening 

Authorized 
Setting(s)! 

Home, H, M, W 

Authorization Documents2

HCP 
Vweb/20211006033735/https://ww (/web/20211006033735/https://wwwida.gov/media/147251/download) 

03/31/2021 Individuals 
Vweb/20211006033735/https://ww,
IFU 
Vweb/20211D06033735/https://ww,

IFU (Home Test) 
Vweb/20211006033735/http 

+ 08/05/2021 QIAGEN GmbH glAreach SARS-CoV-2 Antigen Digital Lateral Flow, 

Fluorescence, 
Instrument Read 

H, M HCP 

Vweb/20211006033735/https://ww,(/web/20211006033735/https://wwwida.gov/media/151380/download) 
08/05/2021 Patients 

Vweb/20211006033735/https://ww,
IFU 
Vweb/20211006033735/https://ww,

+ 07/28/2021 PHASE 

Scientific 
International, 
Ltd. 

INDICAID COVID-19 Rai An  Test Lateral Flow, Visual 

Read 

H, M, W HCP 
Vweb/20211006033735/https://ww,(/web/20211006033735/https://www.fda.gov/media/151212/download) 

07/28/2021 Patients 
Vweb/20211006033735/https://ww,

IFU 
(/web/20211006033735/https://ww 

+ 07/26/2021 Quidel 
Corporation 

guickVue SARS Antigen Test Lateral Flow, Visual 
Read, Serial 
Screening 

H, M, W HCP 
(/web/20211006033735/https://ww (/web/20211006033735/https://www.fda.gov/media/144665/download) 

12/18/2020 Patients 

Vweb/20211006033735/https://ww,
IFU 
Vweb/20211006033735/https://ww,

+ 07/16/2021 Access Bio, Inc. Ca reStart COVID-19 Antigen test Lateral Flow, Visual 

Read, Serial 
Screening 

H, M, W HCP 

Vweb/20211006033735/http (/web/20211006033735/https://mvw.fda.gov/media/142916/download) 

10/08/2020 Patients 
Vweb/20211006033735/https://ww,
IFU 
Uweb/20211006033735/httos://ww,

+ D7/12/2021 DiaSorin, Inc. LIAISON SARS-CoV-2 Ag CLIA H, M HCP 
Vweb/20211006033735/https://ww,(/web/20211006033735/https-J/www.fda.nov/media/147312/download) 

03/26/2021 Patients 
Uweb/20211D06033735/httos://ww,

IFU 
(/web/20211006033735/https://ww 

+ 07/0B/2021 El I ume Limited e I lum e. lab COVID Antigen Test Lateral Flow, 

Fluorescence, 
Instrument Read 

H, M, W HCP 

f/web/20211006033735/https://ww,(/web/20211006033735/https://wwwida.gov/media/150684/download) 
07/08/2021 Patients 

Vweb/20211006033735/http 

IFU 
/web/20211006033735/https://ww,

+ 06/11/2021 Quidel 
Corporation 

Sofia SARS Antigen FIA Lateral Flow, 
Fluorescence, 

Instrument Read, 
Serial Screening 

H, M, W HCP 
Vweb/20211006033735/https://ww,(/web/20211006033735/https://wwwida.gov/media/137886/download) 

05/D8/2020 Patients 
Vweb/20211006033735/https://ww,
IFU 

Vweb/20211006033735/https://ww, 

SAppx1896



Date EUA 

Issued or 
Last 
Updated 

+ 06/04/2021 

Entity 

OraSure 
Technologies, 
Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

InteliSwab COVID-19 Rapid Test Rx 

Attributes 

Lateral Flow, Visual 
Read, Prescription 
Home Testing 

Authorized 
Setting(s)! 

Home, H, M, W 

Authorization Documents2

HCP 
Vweb/20211006033735/https://ww,(/web/20211006033735/https://www.fda.gov/media/149904/download) 

06/D4/2021 IFU 
(/web/20211006033735/https://ww,
IFU(Home Test) 
Vweb/20211006033735/https://ww,

+ 06/04/2021 OraSure 
Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Screening 

Home, H, M, W HCP 
Vweb/20211006033735/https://ww,(/web/20211006033735/https-J/www.fda.gov/media/149908/download) 

06/04/2021 Individuals 

Vweb/20211006033735/https://ww,
IFU 

(/web/20211006033735/https://ww,
IFU Home Test) 
Vweb/20211006033735/https://ww,

+ 06/04/2021 OraSure 
Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test Pro Lateral Flow, Visual 

Read, Serial 
Screening 

H, M, W HCP 
Vweb/20211006033735/https://ww,(/web/20211006033735/https://www.fda.gov/media/149913/download) 

06/04/2021 Patients 
Vweb/20211006033735/https://ww,

IFU 
Vweb/20211006033735/https://ww,

+ 05/20/2021 Salofa Oy Si enna-C larit CDVID-19 Antigen Rapid Test Cassette Lateral Flow, Visual 
Read 

H, M, W HCP 
Vweb/20211006033735/https://ww,(/web/20211006033735/https://www.fda.gov/media/149056/download) 

05/20/2021 Patients 

Vweb/20211006033735/https://ww,
IFU 
Vweb/20211006033735/https://ww,

+ D4/20/2021 Abbott 

Diagnostics 
Scarborough, 
Inc. 

BinaxNOW COVID-19 Ag Card Lateral Flow, Visual 

Read 

H, M, W HCP 

Vweb/20211006033735/http (/web/202110D6033735/https://mvw.fda.gov/media/141567/download) 

08/26/2020 Patients 
Vweb/20211006033735/https://ww,
IFU 
Uweb/20211006033735/httos://ww,

+ D4/15/2021 LumiraDx UK 

Ltd. 

LumiraDx SARS-CoV-2 Ag Test Microfluidic 
Im mun °fluorescence 
Assay, Instrument 

Read 

H, M, W HCP 
Vweb/20211006033735/https://ww,(/web/20211006033735/https://wwwida.crov/media/141301/download) 

08/18/2020 Patients 
Uweb/20211006033735/httos://ww,

IFU 
(/web/20211006033735/https://ww,

+ 04/14/2021 Becton, 

Dickinson and 
Company (BD) 

BD Veritor System for Rapid Detection of SARS-CoV-2 Chromatographic 

Digital 
Immunoassay, 
Instrument Read, 

Serial Screening 

H, M, W HCP 

Vweb/20211006033735/https://ww,(/web/20211006033735/https://www.fda.gov/media/139752/download) 
07/02/2020 Patients 

Vweb/20211006033735/http 

IFU 
/web/20211006033735/https://ww,

+ 04/13/2021 Qorvo 
Biotech nologies, 

LLC. 

Omnia SARS-CoV-2 Antigen Test Bulk Acoustic Wave 
(BAW) Biosensor, 

Instrument Read 

H, M HCP 
Vweb/20211006033735/https://ww,(/web/20211006033735/https://www.fda.gov/media/147575/download) 

04/13/2021 Patients 
Vweb/20211006033735/https://ww,
IFU 

Vweb/20211006033735/https://ww, 

SAppx1897



Date EUA 
Issued or 
Last Diagnostic (Most Recent Letter of Authorization) and Date EUA Authorized 
Updated Entity Originally Issued Attributes Setting(s)1 Authorization Documents2

+ 04/12/2021 Abbott BinaxNOW COVID-19 Ag Card Home Test Lateral Flow, Visual Home, H, M, W HCP 
Diagnostics (/web/20211006033735/https://www.fda.gov/media/144576/download) Read, Prescription Vweb/20211006033735/http m 
Scarborough, 
Inc. 

12/16/2020 Home Testing IFU 
(/web/20211006033735/https://ww 
IFU(Home Test) 
Vweb/20211006033735/https://wwi

Showing 1 to 25 of 36 entries 

Previous 1 2 Next 

' Authorized settings include the following: 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

Revision Concerning Viral Mutations 
On September 23, 2021, the FDA revised the EUAs of certain molecular, antigen, and serology tests to establish additional Conditions of 

Authorization in response to the continued emergence of new variants of SARS-CoV-2. The revision requires test developers to update their 

authorized labeling and evaluate the impact of SARS-CoV-2 viral mutations on their test's performance as outlined in the letter. This revision is 

effective as of September 23, 2021 for all EUAs that are within the scope of the revision. This revision does not apply to EUAs for authorized IL-6 

assays or standalone specimen collection devices and does not apply to EUAs that include substantially equivalent viral mutation conditions of 

authorization. 

The FDA has determined that establishing additional conditions is necessary to mitigate the potential risk of false negative results due to either 

decreased sensitivity or non-reactivity associated with SARS-CoV-2 viral mutations. As set forth in the September 23, 2021 letter, developers of 

authorized tests that are within the scope of the revision are now required to routinely monitor emerging viral mutations and their potential 

impact on the performance of the authorized SARS-CoV-2 test(s). If potential impacts are identified, the EUA holder must communicate with the 

FDA and end users about the potential risk that presence of the mutations may have on test performance. The EUA holder must also update their 

authorized labeling consistent with the revision letter and submit the labeling to the FDA within 3 months of September 23, 2021. By taking these 

steps, the FDA and the test developer can quickly act in response to the potential risks identified and, when applicable, share the findings on 

SARS-CoV-2 Viral Mutations: Impact on COVID-i9 Tests. (https://web.archive.org/web/2o2floo6o.rms/https://www.fda.gov/medical-

devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-viral-mutations-impact-covid-19-tests? 

utm medium=email8mtm source=govdelivery) 

Viral Mutation Revision Letter — September 23, 2021 1, 3735,1/_apwe wwwida. ov meclia 2 o6 download 

SAppx1898



The Wayback Machine- https://web.archive.org/web/20211125124414/https-J/www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-v... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20211125124414/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-
authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20211125124414/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emerger y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 Uweb/20211125124414/https://www.fda.gov/medical-devices/coronavirus-
disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-
cc(-2) 

IVDs for Management of COVID-19 Patients (/web/20211125124414/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

On This Page: 
• Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 

• Revision Concerning Viral Mutations 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly 

listed. Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-

counter at-home tests). 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 

Search: 

Show 25 s' entries 

Date EUA 
Issued or 

Last 
Updated Entity 

+ 11/23/2021 Becton, Dickinson and Company (BD) 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued Attributes 

BD Veritor At-Home COVID-19 Test Lateral Flow, Digit' 

(/weh/20211125124414/https://www.fda.govimedia/151771/download) Read, Over the 

8/24/2021 Counter (OTC) Hor 
Testing, Serial 
Screening 

SAppx1899



Date EUA 

Issued or 
Last 
Updated 

+ 11/22/2021 

Entity 

Access Bio, Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

CareStart COVID-19 Antigen Home Test 

Attributes 

Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 

Testing, Serial 
Screening 

(/web/20211125124414/https://wwwfda.gov/media/151245/download) 
08/02/2021 

+ 11/22/2021 InBios International Inc. SCoV-2 Ag Detect Rapid Self-Test Lateral Flow, Visua 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 

Screening 

(/web/20211125124414/https://www.fda.gov/media/154338/download) 
11/22/2021 

+ 11/17/2021 GenBody Inc. Ger3ocly COVID-19 Ag Lateral Flow, Visua 

Read, Serial 

Screening 
(/web/20211125124414/https://www.fda.gov/media/150785/download) 
07/13/2021 

+ 11/16/2021 Ortho Clinical Diagnostics, Inc. VITROS Immunodiagnostic Products SARS-CoV-2 Antigen Reagent Pack Chemiluminescenc 
Immunoassay, 

Instrument Read 

(/web/20211125124414/https://www.fda.gov/media/145069/download) 

01/11/2021 

+ 11/15/2021 PHASE Scientific International Ltd. INDICAID COVID-19 Rapid Antigen Test Lateral Flow, Visa 

Read, Serial 
Screening 

(/web/20211125124414/https://www.fda.gov/media/151212/download) 
07/28/2021 

+ 11/09/2021 Quidel Corporation QuickVue SARS Antigen Test Lateral Flow, Visua 
Read, Serial 

Screening 

(/web/20211125124414/https://www.fda.gov/media/144665/download) 

12/18/2020 

+ 11/08/2021 Abbott Diagnostics Scarborough, Inc. BinaxNOW COVID-19 Antigen Self Test Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 

Testing, Serial 
Screening 

(/web/20211125124414/https://www.fda.gov/media/147251/download) 
03/31/2021 

+ 11/05/2021 iHealth Labs, 

(/web/20211125124414/https://www.fda.gov/media/153925/d own load)Inc. 

iHealth COVID-19 Antigen Rapid Test Lateral Flow, Visua 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 
Screening 

(/web/20211125124414/https://www.fda.gov/media/153925/download) 
11/05/2021 

+ 11/01/2021 OraSure Technologies, Inc. InteliSwab COVID-19 Rapid Test Lateral Flow, Visua 
Read, Over the 

Counter (OTC) Hor 
Testing, Serial 
Screening 

f/web/20211125124414/https://www.fda.gov/media/149908/download) 

06/04/2021 

SAppx1900



Date EUA 

Issued or 
Last Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Updated Entity Originally Issued Attributes 

+ 10/29/2021 LumiraDx UK Ltd. LumiraDx SARS-CoV-2 Ag Test Microfluidic 
(/web/20211125124414/https://www.fda.gov/media/141301/download) Immunofluorescen 

08/18/2020 Assay, Instrument 
Read, Screening 

+ 10/27/2021 Princeton BioMeditech Corp. Status COVID-19/Flu A&B Lateral Flow, Visua 

(/web/20211125124414/https://www.fda.gov/media/145694/download) Read, Multi-analyti 
02/04/2021 

+ 10/21/2021 Celltrion USA, Inc. Celltrion DiaTrust COVID-19 Ag Home Test Lateral Flow, Visua 
(iweb/20211125124414/https://www.fda.gov/media/153418/download) Read, Over the 
10/21/2021 Counter (OTC) Hor 

Testing, Serial 
Screening 

+ 10/21/2021 Quidel Corporation QuickVue At-Home OTC COVID-19 Test Lateral Flow, Visua 
(/web/20211125124414/https://www.fda.gov/media/147247/download) Read, Over the 

03/31/2021 Counter (OTC) Hor 
Testing, Serial 
Screening 

+ 10/19/2021 ACON Laboratories, Inc Flowfl ex COVID-19 Antigen Home Test Lateral Flow, Visua 
(/web/20211125124414/https://www.fda.gov/media/152700/download) Read, Over the 

10/04/2021 Counter (OTC) Hor 
Testing, Screening 

+ 10/12/2021 Xtrava Health SPERA COVID-19 Ag Test Lateral Flow, Visua 
(/web/20211125124414/httos://www.fda.goy/medi a/MINS/download) Read 
10/12/2021 

+ 09/24/2021 ANP Technologies, Inc NIDS COVID-19 Antigen Rapid Test Kit Lateral Flow, Visua 

(/web/20211125124414/https://www.fda.gov/media/152462/download) Read, Serial 
09/24/2021 Screening 

+ 09/10/2021 Qua nterix Corporation Simoa SARS-CoV-2 N Protein Antigen Test Paramagnetic 
(/web/20211125124414/httpsf/www.fda.gov/media/144925/download) Microbead-based 
01/05/2021 Immunoassay, Ser 

Screening, Saliva 

+ 09/03/2021 InBios International, Inc. SCoV-2 Aq Detect Rapid Test Lateral Flow, Visa 
(/web/20211125124414/https://www.fda.gov/media/148349/download) Read, Serial 

05/06/2021 Screening 

SAppx1901



Date EUA 

Issued or 
Last 
Updated Entity 

+ 09/01/2021 Celltrion USA, Inc. 

+ 08/05/2021 QIAGEN GmbH 

+ 07/16/2021 Access Bio, Inc. 

+ 07/12/2021 DiaSorin, Inc. 

+ 07/08/2021 Ellume Limited 

+ 06/11/2021 Quidel Corporation 

Showing 1 to 25 of 40 entries 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued Attributes 

Celltrion DiaTrust COVID-19 Ag Rapid Test Lateral Flow, Visua 
(/web/20211125124414/https://www.fda.gov/media/147691/download) Read, Serial 
04/16/2021 Screening 

glAreach SARS-CoV-2 Antigen Digital Lateral Flos 

(/web/20211125124414/hUps://www.fda.gov/media/151380/download) Fluorescence, 
08/05/2021 Instrument Read 

CareStart COVID-19 Antigen test Lateral Flow, Visua 
(/web/20211125124414/https://www.fde.gov/media/142916/download) Read, Serial 

10/08/2020 Screening 

LIAISON SARS-CoV-2 Ag CLIA 
(/web/20211125124414/https://www.fda.gov/media/147312/download)

03/26/2021 

ellume.lah COVID Antigen Test Lateral Flow, 

(/web/20211125124414/https://www.fda.gov/media/150684/download) Fluorescence, 
07/08/2021 Instrument Read 

Authorized settings include the following: 

Sofia SARS Antigen FIA Lateral Flow, 

(/web/20211125124414/httos://www.fda.gov/media/137886/download) Fluorescence, 
05/08/2020 Instrument Read, 

Serial Screening 

Previous 2 Next 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

SAppx1902



Revision Concerning Viral Mutations 
On September 23, 2021, the FDA revised the EUAs of certain molecular, antigen, and serology tests to establish additional Conditions of 

Authorization in response to the continued emergence of new variants of SARS-CoV-2. The revision requires test developers to update their 

authorized labeling and evaluate the impact of SARS-CoV-2 viral mutations on their test's performance as outlined in the letter. This revision is 

effective as of September 23, 2021 for all EUAs that are within the scope of the revision. This revision does not apply to EUAs for authorized IL-6 

assays or standalone specimen collection devices and does not apply to EUAs that include substantially equivalent viral mutation conditions of 

authorization. 

The FDA has determined that establishing additional conditions is necessary to mitigate the potential risk of false negative results due to either 

decreased sensitivity or non-reactivity associated with SARS-CoV-2 viral mutations. As set forth in the September 23, 2021 letter, developers of 

authorized tests that are within the scope of the revision are now required to routinely monitor emerging viral mutations and their potential 

impact on the performance of the authorized SARS-CoV-2 test(s). If potential impacts are identified, the EUA holder must communicate with the 

FDA and end users about the potential risk that presence of the mutations may have on test performance. The EUA holder must also update their 

authorized labeling consistent with the revision letter and submit the labeling to the FDA within 3 months of September 23, 2021. By taking these 

steps, the FDA and the test developer can quickly act in response to the potential risks identified arid, when applicable, share the findings on 

SARS-CoV-2 Viral Mutations: Impact on COVID-19 Tests. (Ws://web.archive.org/web/2021112512441A./https://www.fda.govimedical-

devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-viral-mutations-impact-covid-19-tests? 

utm medium=email&utm source=govdelivery) 

Viral Mutation Revision_Leiter — S‘p_Lember_23,  2021 (/web/202.u.12_512_4414,/https://www.fda  govimedia/152406/download) 

SAppx1903



The Wayback Machine- https://web.archiye.org/web/20211222003603/https-J/www.fda.goy/medical-devices/coronayirus-disease-2019-coyid-19-emergency-use-aulhorizations-medical-devices/in-y... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20211222003603/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-
authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20211222003603/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emerger y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 Uweb/20211222003603/https://www.fda.gov/medical-devices/coronavirus-
disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-
cc(-2) 

IVDs for Management of COVID-19 Patients (/web/20211222003603/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

On This Page: 
• Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 

• Revision Concerning Viral Mutations 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly 

listed. Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-

counter at-home tests). 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 

Search: 

Show 25 s' entries 

Date EUA 
Issued or 

Last 
Updated Entity 

+ 12/17/2021 Saida Oy 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued Attributes 

Sienna-Clari COVID-19 Antigen Rapid Test Cassette Lateral Flow, Visua 
(/web/20211222003603/https://www.fda.gov/media/149056/download) Read 

05/20/2021 

SAppx1904



Date EUA 

Issued or 
Last 
Updated 

+ 12/10/2021 

Entity 

Becton, Dickinson and Company (BD) 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

BD Veritor S stei  for lbpid Detection of SARS-CoV-2 

Attributes 

Chromatographic 
Digital 

Immunoassay, 
Instrument Read, 
Serial Screening 

Uweb/20211222003603/https://www.fda.gov/media/139752/download) 

07/02/2020 

+ 12/06/2021 Nano-Ditech Corp. Nano-Check COVID-19 Antigen Test Lateral Flow, Visua 

Read, Serial 
Screening 

f/web/20211222003603/https://www.fda.gov/media/154715/download) 
12/06/2021 

+ 12/02/2021 Access Bio, Inc. CareStart COVID-19 Antigen test Lateral Flow, Visua 

Read, Serial 

Screening 
f/web/20211222003603/httos://www.fda.gov/media/142916/download) 
10/08/2020 

+ 12/01/2021 Access Bio, Inc. CareStart COVID-19 Antigen Home Test Lateral Flow, Visua 
Read, Over the 

Counter (OTC) Hor 
Testing, Serial 
Screening 

Uweb/20211222003603/https://www.fda.gov/media/151245/download) 

08/02/2021 

+ 11/30/2021 iHealth Labs, 

Vweb/20211222003603/https://www.fda.gov/media/153925/d own load)Inc. 

iHealth COVID-19 Antigen Rapid Test Lateral Flow, Visa 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 

Screening 

f/web/20211222003603/https://www.fda.gov/media/153925/download) 
11/05/2021 

+ 11/23/2021 Becton, Dickinson and Company (BD) BD Veritor At-Home COVID-19 Test Lateral Flow, Digit[ 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 
Screening 

1/web/20211222003603/https://www.fda.gov/media/151771/download) 

8/24/2021 

+ 11/22/2021 InBios International Inc. SCoV-2 Ag Detect Rapid Self-Test Lateral Flow, Visua 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 
Screening 

Uweb/20211222003603/https://www.fda.gov/media/154338/download) 
11/22/2021 

+ 11/17/2021 GenBadyInc. GenBody COVID-19 Ag Lateral Flow, Visua 

Read, Serial 
Screening 

Vweb/20211222003603/https://www.fda.uov/media/150785/download) 
07/13/2021 

+ 11/16/2021 Ortho Clinical Diagnostics, Inc. VITROS Immunodiaonostic Products SARS-CoV-2 Antigen Reagent Pack Chemiluminescero 
Immunoassay, 

Instrument Read 

Uweb/20211222003603/https://www.fda.gov/media/145069/download) 

01/11/2021 

SAppx1905



Date EUA 

Issued or 
Last Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Updated Entity Originally Issued Attributes 

+ 11/15/2021 PHASE Scientific International, Ltd. INDICAID COVID-19 Rapid Antigen Test Lateral Flow, Visua 
Uweb/20211222003603/https://www.fda.gov/media/151212/download) Read, Serial 
07/28/2021 Screening 

+ 11/09/2021 Quidel Corporation guickVue SARS Antigen Test Lateral Flow, Visua 

(/web/20211222003603/https://www.fda.gov/media/144665/download) Read, Serial 
12/18/2020 Screening 

+ 11/08/2021 Abbott Diagnostics Scarborough, Inc. BinaxNOW CO VI D-19 Antigen Self Test Lateral Flow, Visa 

(/web/20211222003603/httos://www.fda.gov/media/147251/download) Read, Over the 
03/31/2021 Counter (OTC) Hor 

Testing, Serial 
Screening 

+ 11/01/2021 OraSure Technologies, Inc. InteliSwab COVID-19 Rapid Test Lateral Flow, Visua 
Read, Over the f/web/20211222003603/https://www.fda.goy/media/149908/download) 

06/04/2021 Counter (OTC) Hor 

Testing, Serial 
Screening 

+ 10/29/2021 LumiraDx UK Ltd. LumiraDx SARS-CoV-2Ag Test Microfluidic 
(tweb/202112220036O3/https://www.fda.qoy/media/141301/download) Immunofluorescen 
08/18/2020 Assay, Instrument 

Read, Screening 

+ 10/27/2021 Princeton BioMeditech Corp. Status COVID-19/Flu A&B Lateral Flow, Visua 
(/web/20211222003603/https://www.fda.goy/media/145694/download) Read, Multi-a nalytt 
02/04/2021 

+ 10/21/2021 Celltrion USA, Inc. Celltrion DiaTrust COVID-19 Ag Home Test Lateral Flow, Visua 
(/web/20211222003603/https://www.fda.goWmedia/15341B/download) Read, Over the 

10/21/2021 Counter (OTC) Hor 
Testing, Serial 
Screening 

+ 10/21/2021 Quidel Corporation QuickVue At-Home OTC COVI 0-19 Test Lateral Flow, Visua 
(/web/20211222003603/https://www.fda.goWmedia/147247/download) Read, Over the 
03/31/2021 Counter (OTC) Hor 

Testing, Serial 
Screening 

+ 10/19/2021 ACON Laboratories, Inc Flowfl ex COVID-19 Antigen Home Test Lateral Flow, Visua 

(/web/20211222003603/https://www.fda.gov/media/152700/download) Read, Over the 
10/04/2021 Counter (OTC) Hor 

Testing, Screening 

SAppx1906



Date EUA 

Issued or 
Last 
Updated Entity 

+ 10/12/2021 Xtrava Health 

+ 09/24/2021 ANP Technologies, Inc 

+ 09/10/2021 Quanterix Corporation 

+ 09/03/2021 InBios International, Inc. 

+ 09/01/2021 Celltrion USA, Inc. 

+ 08/05/2021 QIAGEN GmbH 

Showing 1 to 25 of 41 entries 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued Attributes 

SPERA COVID-19 Ag Test Lateral Flow, Visua 
Uweb/20211222003603/https://www.fda.gov/media/153093/download) Read 
10/12/2021 

NIDS COVID-19 Antigen Rapid Test Kit Lateral Flow, Visua 

f/web/20211222003603/https://www.fda.gov/media/152462/download) Read, Serial 
09/24/2021 Screening 

Simoa SARS-CoV-2 N Protein Antigen Test Paramagnetic 
Uweb/20211222003603/httos://www.fagov/media/144925/download) Microbead-based 
01/05/2021 Immunoassay, Ser 

Screening, Saliva 

SCoV-2 Ag  Detect Rapid Test Lateral Flow, Visua 
Uweb/20211222003603/https://www.fda.gov/media/148349/download) Read, Serial 

05/06/2021 Screening 

Celltrion DiaTrust COVID-19 Ag Rapid Test Lateral Flow, Visa 

j/web/20211222003603/https://www.fda.gov/media/147691/download) Read, Serial 
04/16/2021 Screening 

Authorized settings include the following: 

DIAreach SARS-CoV-2 Antigen Digital Lateral Flos 

f/web/20211222003603/httos://www.fda.gov/media/151380/download) Fluorescence, 
08/05/2021 Instrument Read 

Previous 2 Next 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

SAppx1907



Revision Concerning Viral Mutations 
On September 23, 2021, the FDA revised the EUAs of certain molecular, antigen, and serology tests to establish additional Conditions of 

Authorization in response to the continued emergence of new variants of SARS-CoV-2. The revision requires test developers to update their 

authorized labeling and evaluate the impact of SARS-CoV-2 viral mutations on their test's performance as outlined in the letter. This revision is 

effective as of September 23, 2021 for all EUAs that are within the scope of the revision. This revision does not apply to EUAs for authorized IL-6 

assays or standalone specimen collection devices and does not apply to EUAs that include substantially equivalent viral mutation conditions of 

authorization. 

The FDA has determined that establishing additional conditions is necessary to mitigate the potential risk of false negative results due to either 

decreased sensitivity or non-reactivity associated with SARS-CoV-2 viral mutations. As set forth in the September 23, 2021 letter, developers of 

authorized tests that are within the scope of the revision are now required to routinely monitor emerging viral mutations and their potential 

impact on the performance of the authorized SARS-CoV-2 test(s). If potential impacts are identified, the EUA holder must communicate with the 

FDA and end users about the potential risk that presence of the mutations may have on test performance. The EUA holder must also update their 

authorized labeling consistent with the revision letter and submit the labeling to the FDA within 3 months of September 23, 2021. By taking these 

steps, the FDA and the test developer can quickly act in response to the potential risks identified arid, when applicable, share the findings on 

SARS-CoV-2 Viral Mutations: Impact on COVID-19 Tests. (Ws://web.archive.org/web/20211222003603/https://www.fda.govimedical-

devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-viral-mutations-impact-covid-19-tests? 

utm medium=email&utm source=govdelivery) 

Viral Mutation Revision_Leiter — S‘plember_23,  2021 (/web/2021122200361B/https://www.fda.g0v/about-fda/page-not-found) 

SAppx1908



The Wayback Machine- https://web.archiye.org/web/20211231001554/https-J/www.fda.goy/medical-deyices/coronayirus-disease-2019-coyid-19-emergency-use-authorizations-medical-deyices/in-y... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20211231001554/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-
authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20211231001554/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emerger y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 Uweb/20211231001554/https://www.fda.gov/medical-devices/coronavirus-
disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-
cc(-2) 

IVDs for Management of COVID-19 Patients (/web/20211231001554/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

On This Page: 
• Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 

• Revision Concerning Viral Mutations 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly 

listed. Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-

counter at-home tests). 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 

Search: 

Show 25 s' entries 

Date EUA 
Issued or 

Last 
Updated Entity 

+ 12/29/2021 Siemens Flea Ithineers 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued Attributes 

CLINITEST Rapid COVID-19 Antigen Self-Test Lateral Flow, Visua 
(/web/20211231001554/https://www.fda.gov/medi a/155173/down load) Read, Over the 

12/29/2021 Counter (OTC) Nor 
Testing, Serial 
Screening 

SAppx1909



Date EUA 

Issued or 
Last 
Updated 

+ 12/24/2021 

Entity 

SD Biosensor, Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

COVID-19 At-Home Test 

Attributes 

Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 

Testing, Serial 
Screening 

Uweb/20211231001554/https://www.fda.gov/medi a/155123/down load) 
12/24/2021 

+ 12/22/2021 iHealth Labs, 

(/web/20211231001554/https://www.fda.gov/media/153925/d own load) Inc. 

iHealth COVID-19 Antigen Rapid Test Lateral Flow, Visua 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 

Screening 

f/web/20211231001554/https://www.fda.gov/media/153925/down load) 
11/05/2021 

+ 12/21/2021 Qua nterix Corporation Simoa SARS-CoV-2 N Protein Antigen Test Paramagnetic 

Microbead-based 

Immunoassay, Ser 

Screening, Saliva 

f/web/20211231001554/httos://www.fda.gov/medi a/144925/down load) 
01/05/2021 

+ 12/17/2021 Saida Oy Sienna-Clarity COVID-19 Antigen Rapid Test Cassette Lateral Flow, Visua 
Read Uweb/20211231001554/https://www.fda.gov/medi a/149056/down load) 

05/20/2021 

+ 12/10/2021 Becton, Dickinson and Company (BD) BD Veritor System for Rapid Detection of SARS-CoV-2 Chromatographic 

Digital 
Immunoassay, 
Instrument Read, 

Serial Screening 

f/web/20211231001554/https://www.fda.gov/medi a/139752/down load) 
07/02/2020 

+ 12/06/2021 Nano-Ditech Corp. Nano-Check COVID-19 Antigen Test Lateral Flow, Visua 

Read, Serial 
Screening 

f/web/20211231001554/httos://www.fda.gov/medi a/154715/down load) 
12/06/2021 

+ 12/02/2021 Access Bio, Inc. CareStart COVID-19 Antigen test Lateral Flow, Visua 
Read, Serial 
Screening 

f/web/20211231001554/https://www.fda.gov/medi a/142916/down load) 
10/08/2020 

+ 12/01/2021 Access Bio, Inc. CareStartCOVID-19 Antigen Home Test Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 

Testing, Serial 
Screening 

(Lweb/20211231001554/https://www.fda.gov/medi a/151245/down load) 
08/02/2021 

+ 11/23/2021 Becton, Dickinson and Company (BD) BD Veritor At-Home COVID-19 Test Lateral Flow, Digiti 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 

Screening 

faeb129a123110151112111141aMik991LMadiaLLUZJILS 
8/24/2021 

SAppx1910



Date EUA 

Issued or 
Last 
Updated 

+ 11/22/2021 

Entity 

InBios International Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

SCoV-2 Ag Detect Rapid Self-Test 

Attributes 

Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 

Testing, Serial 
Screening 

f/web/20211231001554/https://www.fda.gov/media/154338/down load) 
11/22/2021 

+ 11/17/2021 GenBody Inc. COVID-19 Ag Lateral Flow, Visua 

Read, Serial 
Screening 

f/web/20211231001554/https://www.fda.gov/medi a/150785/down load) 
07/13/2021 

+ 11/16/2021 Ortho Clinical Diagnostics, Inc. VITROS Immunodiagnostic Products SARS-CoV-2 Antigen Reagent Pack Chemiluminescent 

Immunoassay, 
Instrument Read 

1/web/20211231001554/httos://www.fda.gov/medi a/145069/down load) 
01/11/2021 

+ 11/15/2021 PHASE Scientific International, Ltd. INDICAID COVID-19 Rapid Antigen Test Lateral Flow, Visua 
Read, Serial 

Screening 

Uweb/20211231D01554/https://www.fda.gov/medi a/151212/down load) 

07/28/2021 

+ 11/09/2021 Quidel Corporation QuickVue SARS Antigen Test Lateral Flow, Visa 

Read, Serial 
Screening 

f/web/20211231801554/https://www.fda.gov/medi a/144665/down load) 
12/18/2020 

+ 11/08/2021 Abbott Diagnostics Scarborough, Inc. BinaxNOW COVID-19 Antigen Self Test Lateral Flow, Visue 
Read, Over the 

Counter (OTC) Hor 
Testing, Serial 
Screening 

f/web/202112311101554/https://www.fda.gov/medi a/147251/down load) 

03/31/2021 

+ 11/01/2021 OraSure Technologies, Inc. InteliSwab COVID-19 Rapid Test Lateral Flow, Visua 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 

Screening 

Uweb/20211231001554/https://www.fda.gov/medi a/149908/down load) 
06/04/2021 

+ 10/29/2021 LumiraDx UK Ltd. LumiraDx SARS-CoV-2 Ag Test Microfluidic 
Immu nofi uoreseen 

Assay, Instrument 
Read, Screening 

f/web/20211231801554/https://www.fda.gov/medi a/141301/down load) 

08/18/2020 

+ 10/27/2021 Princeton BioMeditech Corp. Status COVID-19/Flu A&B Lateral Flow, Visa 
Read, M u nalytt f/web/20211231D01554/https://www.fda.00v/medi a/145694/down load) 

02/04/2021 

SAppx1911



Date EUA 

Issued or 
Last 
Updated Entity 

+ 10/21/2021 Celltrion USA, Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued Attributes 

Celltrion DiaTrust COVID-19 Ag  Home Test 
J/web/20211231001554/https://www.fda.gov/media/153418/down load), 
10/21/2021 

Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 

Testing, Serial 
Screening 

+ 10/21/2021 Quidel Corporation guickVue At-Home OTC COVI 0-19 Test 

(/web/20211231001554/https://www.fda.gov/media/147247/down load) 
03/31/2021 

Lateral Flow, Visua 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 

Screening 

+ 10/19/2021 ACON Laboratories, Inc 

+ 10/12/2021 Xtrava Health 

+ D9/24/2021 ANP Technologies, Inc 

+ 09/03/2021 InBios International, Inc. 

Showing 1 to 25 of 43 entries 

Flowflex COVID-19 Antigen Home Test Lateral Flow, Visua 
web/20211231001554/https://www.fda.gov/medi a/152700/down load) Read, Over the 

10/04/2021 Counter (OTC) Hor 

Testing, Screening 

SPERA COVID-19 Ag Test Lateral Flow, Visa 
(/web/20211231001554/https://www.fda.gov/medi a/153093/down load) Read 
10/12/2021 

NIDS COVID-19 Antigen Rapid Test Kit Lateral Flow, Visua 
(/web/20211231001554/https://www.fda.gov/medi a/152462/down load) Read, Serial 

09/24/2021 Screening 

' Authorized settings include the following: 

SCril-2 kg  Detect Rapid Test Lateral Flow, Visua 
(/web/20211231D01554/httos://www.fda.gov/medi a/148349/down load) Read, Serial 
05/06/2021 Screening 

Previous 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

2 Next 

2  Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

SAppx1912



Revision Concerning Viral Mutations 
On September 23, 2021, the FDA revised the EUAs of certain molecular, antigen, and serology tests to establish additional Conditions of 

Authorization in response to the continued emergence of new variants of SARS-CoV-2. The revision requires test developers to update their 

authorized labeling and evaluate the impact of SARS-CoV-2 viral mutations on their test's performance as outlined in the letter. This revision is 

effective as of September 23, 2021 for all EUAs that are within the scope of the revision. This revision does not apply to EUAs for authorized IL-6 

assays or standalone specimen collection devices and does not apply to EUAs that include substantially equivalent viral mutation conditions of 

authorization. 

The FDA has determined that establishing additional conditions is necessary to mitigate the potential risk of false negative results due to either 

decreased sensitivity or non-reactivity associated with SARS-CoV-2 viral mutations. As set forth in the September 23, 2021 letter, developers of 

authorized tests that are within the scope of the revision are now required to routinely monitor emerging viral mutations and their potential 

impact on the performance of the authorized SARS-CoV-2 test(s). If potential impacts are identified, the EUA holder must communicate with the 

FDA and end users about the potential risk that presence of the mutations may have on test performance. The EUA holder must also update their 

authorized labeling consistent with the revision letter and submit the labeling to the FDA within 3 months of September 23, 2021. By taking these 

steps, the FDA and the test developer can quickly act in response to the potential risks identified arid, when applicable, share the findings on 

SARS-CoV-2 Viral Mutations: Impact on COVID-19 Tests. (Ws://web.archive.org/web/20211231001554/https://www.fda.govimedical-

devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-viral-mutations-impact-covid-19-tests? 

utm medium=email&utm source=govdelivery) 

Viral Mutation Revision_Leiter — S‘p_Lember_23,  2021 (/web/202112314415541thps://www.fda.gov/media/152406/download) 

SAppx1913



The Wayback Machine- https://web.archive.org/web/20220109034804/https-J/www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-v... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20220109034804/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-
authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20220109034804/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emerger y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 (tweb/20220109034804/https://wwwfda.gov/medical-devices/coronavirus-
disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-
cc(-2) 

IVDs for Management of COVID-19 Patients (/web/20220109034804/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

On This Page: 
• Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 

• Revision Concerning Viral Mutations 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly 

listed. Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-

counter at-home tests). 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 

Search: 

Show 25 s' entries 

Date EUA 
Issued or 

Last 
Updated Entity 

+ 01/07/2022 Abbott Diagnostics Scarborough, Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued Attributes 

BinaxNOW COVI D-19 Antigen Self Test Lateral Flow, Visua 
(/web/20220109034804/https://www.fda.gov/medi a/147251/down load) Read, Over the 

03/31/2021 Counter (OTC) Nor 
Testing, Serial 
Screening 

SAppx1914



Date EUA 

Issued or 
Last 
Updated 

+ 12/29/2021 

Entity 

Siemens Heahhineers 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

CLINITEST Rapid COVID-19 Antigen Self-Test 

Attributes 

Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 

Testing, Serial 
Screening 

j/web/20220109034804/https://www.fda.gov/media/155173/down load) 
12/29/2021 

+ 12/24/2021 SD Biasensor, Inc. COVID-19 At-Home Test Lateral Flow, Visua 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 

Screening 

(/web/20220109034804/https://www.fda.gov/media/155123/down load) 
12/24/2021 

+ 12/22/2021 iHealth Labs, 
(/web/20220109034804/https://www.fda.gov/media/153925/d own load) Inc. 

iHealth COVID-19 Antigen Rapid Test Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 
Testing, Serial 
Screening 

(/web/20220109034804/httos://www.fda.gov/medi a/153925/down load) 
11/05/2021 

+ 12/21/2021 Qua nterix Corporation Simoa SARS-CoV-2 N Protein Antigen Test Paramagnetic 

Microbead-based 

Immunoassay, Ser 

Screening, Saliva 

(/web/202201091B4804/https://www.fda.gov/medi a/144925/down load) 
01/05/2021 

+ 12/17/2021 Salafa Oy Sienna-Clarity COVID-19 Antigen Rapid Test Cassette Lateral Flow, Visa 

Read j/web/20220109034804/https://www.fda.gov/medi a/149056/down load) 
05/20/2021 

+ 12/10/2021 Becton, Dickinson and Company (BD) BI30, Mr System for Rapid Detection of SARS-CoV-2 Chromatographic 

Digital 
Immunoassay, 
Instrument Read, 
Serial Screening 

(/web/20220109034804/httos://www.fda.gov/medi a/139752/down load) 
07/02/2020 

+ 12/06/2021 Nano-Ditech Corp. Nano-Check COVID-19 Antigen Test Lateral Flow, Visua 
Read, Serial 
Screening 

(/web/20220109034804/https://www.fda.gov/medi a/154715/down load) 
12/06/2021 

+ 12/02/2021 Access Bio, Inc. CareStart COVID-19 Antigen test Lateral Flow, Visua 
Read, Serial 
Screening 

((web/20220109034804/https://www.fda.gov/medi a/142916/down load) 
10/08/2020 

+ 12/01/2021 Access Bio, Inc. CareStart COVID-19 Antigen Home Test Lateral Flow, Visua 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 

Screening 

(/web/20220109034804/https://www.fda.gov/medi a/151245/down load) 
08/02/2021 

SAppx1915



Date EUA 

Issued or 
Last Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Updated Entity Originally Issued Attributes 

+ 11/23/2021 Becton, Dickinson and Company (BD) BD Veritor At-Home COVID-19 Test Lateral Flow, Digits 

(/web/20220109034804/https://www.fda.gov/medi a/151771/down load) Read, Over the 

8/24/2021 Counter (OTC) Hor 

Testing, Serial 
Screening 

+ 11/22/2021 InBios International Inc. SCoV-2 Ag Detect Rapid Self-Test Lateral Flow, Visua 
Read, Over the web/20220109034B04/https://www.fda.goy/medi a/15433B/down load) 

11/22/2021 Counter (OTC) Hor 
Testing, Serial 

Screening 

+ 11/17/2021 GenBody Inc. Ger3ocyl COVID-19 Ag Lateral Flow, Visa 
( web/20220109034804/httpsi/www.fda.goy/medi a/150785/down load) Read, Serial 
07/13/2021 Screening 

+ 11/16/2021 Ortho Clinical Diagnostics, Inc. VITROS Immunodiagnostic Products SARS-CoV-2 Antigen Reagent Pack Chemiluminescem 
(/web/20220109034804/https://www.fda.goy/medi a/145069/down load) Immunoassay, 

Instrument Read 01/11/2021 

+ 11/15/2021 PHASE Scientific International, Ltd. INDICAID COVID-19 Rapid Antic en Test Lateral Flow, Visua 
(/weh/20220109034804/https://www.fda.gov/medi a/151212/down load) Read, Serial 

07/28/2021 Screening 

+ 11/09/2021 Quidel Corporation QuickVue SARS Antigen Test Lateral Flow, Visua 
(/web/20220109034804/httos://www.fda.goy/medi a/144665/down load) Read, Serial 
12/18/2020 Screening 

+ 11/01/2021 OraSure Technologies, Inc. InteliSwab COVID-19 Rapid Test Lateral Flow, Visua 

(/web/20220109034804/https://www.fda.gov/media/149908/down load) Read, Over the 
06/04/2021 Counter (OTC) Hor 

Testing, Serial 

Screening 

+ 10/29/2021 LumiraDx UK Ltd. LumiraDx SARS-CoV-2 Ag Test Microfluidic 
(/web/20220109034804/https://www.fda.goy/medi a/141301/down load) Immunofluorescen 

08/18/2020 Assay, Instrument 
Read, Screening 

+ 10/27/2021 Princeton BioMeditech Corp. Status COVID-19/Flu A&B Lateral Flow, Visa 
(/web/20220109034804/https://www.fda.goy/medi a/145694/down load) Read, Multi-analytc 
02/04/2021 

SAppx1916



Date EUA 

Issued or 
Last 
Updated Entity 

+ 10/21/2021 Celltrion USA, Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued Attributes 

Celltrion DiaTrust COVID-19 Ag  Home Test 
J/web/20220109034804/https://www.fda.gov/media/153418/down load), 
10/21/2021 

Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 

Testing, Serial 
Screening 

+ 10/21/2021 Quidel Corporation guickVue At-Home OTC COVI D-19 Test 

(/web/20220109034804/https://www.fda.gov/media/147247/down load) 
03/31/2021 

Lateral Flow, Visua 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 

Screening 

+ 10/19/2021 ACON Laboratories, Inc 

+ 10/12/2021 Xtrava Health 

+ D9/24/2021 ANP Technologies, Inc 

+ 09/03/2021 InBios International, Inc. 

Showing 1 to 25 of 43 entries 

Flowflex COVID-19 Antigen Home Test Lateral Flow, Visua 
web/20220109034604/https://www.fda.gov/medi a/15270D/down load) Read, Over the 

10/04/2021 Counter (OTC) Hor 

Testing, Screening 

SPERA COVID-19 Ag Test Lateral Flow, Visa 
(/web/20220109034804/https://www.fda.gov/medi a/153093/down load) Read 
10/12/2021 

NIDS COVID-19 Antigen Rapid Test Kit Lateral Flow, Visua 
(/web/20220109034804/https://www.fda.gov/medi a/152462/down load) Read, Serial 

09/24/2021 Screening 

' Authorized settings include the following: 

SCril-2 kg  Detect Rapid Test Lateral Flow, Visua 
(/web/20220109034804/httos://www.fda.gov/medi a/148349/down load) Read, Serial 
05/06/2021 Screening 

Previous 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

2 Next 

2 Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

SAppx1917



Revision Concerning Viral Mutations 
On September 23, 2021, the FDA revised the EUAs of certain molecular, antigen, and serology tests to establish additional Conditions of 

Authorization in response to the continued emergence of new variants of SARS-CoV-2. The revision requires test developers to update their 

authorized labeling and evaluate the impact of SARS-CoV-2 viral mutations on their test's performance as outlined in the letter. This revision is 

effective as of September 23, 2021 for all EUAs that are within the scope of the revision. This revision does not apply to EUAs for authorized IL-6 

assays or standalone specimen collection devices and does not apply to EUAs that include substantially equivalent viral mutation conditions of 

authorization. 

The FDA has determined that establishing additional conditions is necessary to mitigate the potential risk of false negative results due to either 

decreased sensitivity or non-reactivity associated with SARS-CoV-2 viral mutations. As set forth in the September 23, 2021 letter, developers of 

authorized tests that are within the scope of the revision are now required to routinely monitor emerging viral mutations and their potential 

impact on the performance of the authorized SARS-CoV-2 test(s). If potential impacts are identified, the EUA holder must communicate with the 

FDA and end users about the potential risk that presence of the mutations may have on test performance. The EUA holder must also update their 

authorized labeling consistent with the revision letter and submit the labeling to the FDA within 3 months of September 23, 2021. By taking these 

steps, the FDA and the test developer can quickly act in response to the potential risks identified arid, when applicable, share the findings on 

SARS-CoV-2 Viral Mutations: Impact on COVID-19 Tests. (Ws://web.archive.org/web/20220109034804/https://www.fda.govimedical-

devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-viral-mutations-impact-covid-19-tests? 

utm medium=email&utm source=govdelivery) 

Viral Mutation Revision_Leiter — S‘plember_23,  2021 (/web/2022olo9D341cWhttps://www.fda.govimedia/152406/download) 

SAppx1918



The Wayback Machine- https://web.archiye.org/web/20220118005025/https-J/www.fda.goy/medical-devices/coronayirus-disease-2019-coyid-19-emergency-use-authorizations-medical-deyices/in-y... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20220118005025/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-
authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20220118005025/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emerger y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 Uweb/20220118005025/https://www.fda.gov/medical-devices/coronavirus-
disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-
cc(-2) 

IVDs for Management of COVID-19 Patients (/web/20220118005025/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

On This Page: 
• Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 

• Revision Concerning Viral Mutations 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly 

listed. Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-

counter at-home tests). 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 

Search: 

Show 25 s' entries 

Date EUA 
Issued or 

Last 
Updated Entity 

+ 01/07/2022 Abbott Diagnostics Scarborough, Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued Attributes 

BinaxNOW COVID-19 Ag Card Lateral Flow, Visua 
(/web/20220118D05025/https://www.fda.gov/media/141567/download) Read 

08/26/2020 

SAppx1919



Date EUA 

Issued or 
Last Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Updated Entity Originally Issued Attributes 

+ 01/07/2022 Abbott Diagnostics Scarborough, Inc. BinaxNOW CO VI D-19 Ag Card Home Test Lateral Flow, Visua 
Uweb/20220118005025/https://vAvw.fda.gov/media/144576/download) Read, Prescription 

12/16/2020 Home Testing, 
Telehealth Proctor 
Supervised 

+ 01/07/2022 Abbott Diagnostics Scarborough, Inc. BinaxNOW CO VI D-19 Antigen Self Test Lateral Flow, Visua 

Read, Over the f/web/20220118005025/https://www.fda.gov/media/147251/download) 
03/31/2021 Counter (OTC) Hor 

Testing, Serial 

Screening 

+ 01/07/2022 Abbott Diagnostics Scarborough, Inc. BinaxNOW CO VID-19 Ag Card 2 Home Test Lateral Flow, Visua 
Read, Over the web/20220118005025/https://vAvw.fda.gov/media/147256/download) 

03/31/2021 Counter (OTC) Hor 

Testing, Tel ehealth 
Proctor Supervises 
Serial Screening 

+ 01/07/2022 Abbott Diagnostics Scarborough, Inc. BinaxNOW CO VID-19 Ag 2 Card Lateral Flow, Visua 
Vweb/20220118005025/https://www.fda.gov/media/147261/download) Read, Non-

prescription Testin 03/31/2021 

Serial Screening 

+ 01/05/2022 SD Biasensor, Inc. CDVID-19 At-Home Test Lateral Flow, Visua 

(/web/20220118D05025/https://www.fda.gov/media/155123/download) Read, Over the 
12/24/2021 Counter (OTC) Hor 

Testing, Serial 
Screening 

+ 12/29/2021 Siemens H ea Ithineers CLINITEST Rapid COVID-19 Antigen Self-Test Lateral Flow, Visua 

Read, Over the f/web/20220118D05025/httos://www.fda.gov/media/155173/download) 
12/29/2021 Counter (OTC) Hor 

Testing, Serial 
Screening 

+ 12/22/2021 iHealth Labs, 
(/web/20220118005025/https://www.fda.gov/media/153925/down load) Inc. 

iHealth COVID-19 Antigen Rapid Test Lateral Flow, Visua 
Read, Over the /web/20220118005025/https://www.fda.gov/media/153925/download) 

11/05/2021 Counter (OTC) Hor 
Testing, Serial 
Screening 

+ 12/21/2021 Qua nterix Corporation Simoa SARS-CoV-2 N Protein Antigen Test Paramagnetic 

Microbead-based f/web/20220118D05025/https://vAvw.fda.gov/media/144925/download) 

01/05/2021 Immunoassay, Ser 

Screening, Saliva 

+ 12/17/2021 Salofa Oy Sienna-Clarity COVID-19 Antigen Rapid Test Cassette Lateral Flow, Visua 

Vweb/20220118005025/https://www.fda.gov/media/149056/download) Read 
05/20/2021 

SAppx1920



Date EUA 

Issued or 
Last 
Updated 

+ 12/10/2021 

Entity 

Becton, Dickinson and Company (BD) 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

BD Veritor S sten ibpid Detection of SARS-CoV-2 

Attributes 

Chromatographic 
Digital 

Immunoassay, 
Instrument Read, 
Serial Screening 

Uweb/20220118005025/https://www.fda.gov/media/139752/download) 

07/02/2020 

+ 12/06/2021 Nano-Ditech Corp. Nano-Check COVID-19 Antigen Test Lateral Flow, Visua 

Read, Serial 
Screening 

f/web/20220118005025/https://www.fda.gov/media/154715/download) 
12/06/2021 

+ 12/02/2021 Access Bio, Inc. CareStart COVID-19 Antigen test Lateral Flow, Visua 

Read, Serial 

Screening 
f/web/20220118005025/httos://www.fda.gov/media/142916/download) 
10/08/2020 

+ 12/01/2021 Access Bio, Inc. CareStart COVID-19 Antigen Home Test Lateral Flow, Visua 
Read, Over the 

Counter (OTC) Hor 
Testing, Serial 
Screening 

Uweb/20220118005025/https://www.fda.gov/media/151245/download) 

08/02/2021 

+ 11/23/2021 Becton, Dickinson and Company (BD) BD Veritor At-Home COVID-19 Test Lateral Flow, Digit; 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 

Screening 

Vweb/20220118005025/https://www.fda.gov/media/151771/download) 

8/24/2021 

+ 11/22/2021 InBios International Inc. SCol-2 kg Detect Rapid Self-Test Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 

Testing, Serial 
Screening 

j/web/20220118005025/httos://www.fda.gov/media/15433B/download) 
11/22/2021 

+ 11/17/2021 GenBody Inc. GenBody COVID-19 Ag Lateral Flow, Visua 

Read, Serial 
Screening 

Uweb/20220118005025/https://www.fda.gov/media/150785/download) 
07/13/2021 

+ 11/16/2021 Ortho Clinical Diagnostics, Inc. VITROS Immunodiagnostic Products SARS-CoV-2 Antigen Reagent Pack Chemiluminescen; 

Immunoassay, 
Instrument Read 

j/web/20220118005025/httpsf/www.fda.gov/media/145069/download) 
01/11/2021 

+ 11/15/2021 PHASE Scientific International, Ltd. INDICAID COVID-19 Rapid Antigen Test Lateral Flow, Visua 
Read, Serial 

Screening 

Uweb/20220118005025/https://www.fda.gov/media/151212/download) 

07/28/2021 

SAppx1921



Date EUA 

Issued or 
Last 
Updated Entity 

+ 11/09/2021 Quidel Corporation 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued Attributes 

guickVue SARS Antigen Test Lateral Flow, Visua 
(/web/20220118005025/https://wwwfda.goy/medi a/144665/down load) Read, Serial 

12/18/2020 Screening 

+ 11/01/2021 OraSure Technologies, Inc. InteliSwab COVID-19 Rapid Test 

(/web/20220118005025/https://www.fda.gov/media/149908/down load) 
06/04/2021 

Lateral Flow, Visua 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 

Screening 

+ 10/29/2021 LumiraDx UK Ltd. 

+ 10/27/2021 Princeton BioMeditech Corp. 

+ 10/21/2021 Celltrion USA, Inc. 

+ 10/21/2021 Quidel Corporation 

Showing 1 to 25 of 43 entries 

LumiraDx SARS-CoV-2 Ag Test Microfluidic 
( web/20220118005025/https://wwwfda.goWmedi a/141301/down load) Immunofluorescen 

08/18/2020 Assay, Instrument 
Read, Screening 

Status COVID-19/Flu A&B Lateral Flow, Visa 
(/web/20220118005025/https://www.fda.goWmedi a/145694/down load) Read, M u nalytc 
02/04/2021 

Celltrion DiaTrust COVID-19 Ag  Home Test Lateral Flow, Visa 
(/weh/20220118005025/https://wwwfda.goy/medi a/153418/down load) Read, Over the 

10/21/2021 Counter (OTC) Hor 
Testing, Serial 
Screening 

Authorized settings include the following: 

QuickVue At-Home OTC COVI 0-19 Test Lateral Flow, Visua 
(/web/20220118005025/httos://mywfda.goy/medi a/147247/down load) Read, Over the 
03/31/2021 Counter (OTC) Hor 

Testing, Serial 
Screening 

Previous 2 Next 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

SAppx1922



Revision Concerning Viral Mutations 
On September 23, 2021, the FDA revised the EUAs of certain molecular, antigen, and serology tests to establish additional Conditions of 

Authorization in response to the continued emergence of new variants of SARS-CoV-2. The revision requires test developers to update their 

authorized labeling and evaluate the impact of SARS-CoV-2 viral mutations on their test's performance as outlined in the letter. This revision is 

effective as of September 23, 2021 for all EUAs that are within the scope of the revision. This revision does not apply to EUAs for authorized IL-6 

assays or standalone specimen collection devices and does not apply to EUAs that include substantially equivalent viral mutation conditions of 

authorization. 

The FDA has determined that establishing additional conditions is necessary to mitigate the potential risk of false negative results due to either 

decreased sensitivity or non-reactivity associated with SARS-CoV-2 viral mutations. As set forth in the September 23, 2021 letter, developers of 

authorized tests that are within the scope of the revision are now required to routinely monitor emerging viral mutations and their potential 

impact on the performance of the authorized SARS-CoV-2 test(s). If potential impacts are identified, the EUA holder must communicate with the 

FDA and end users about the potential risk that presence of the mutations may have on test performance. The EUA holder must also update their 

authorized labeling consistent with the revision letter and submit the labeling to the FDA within 3 months of September 23, 2021. By taking these 

steps, the FDA and the test developer can quickly act in response to the potential risks identified arid, when applicable, share the findings on 

SARS-CoV-2 Viral Mutations: Impact on COVID-19 Tests. (Ws://web.archive.org/web/20220118005025/https://www.fda.govimedical-

devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-viral-mutations-impact-covid-19-tests? 

utm medium=email&utm source=govdelivery) 

Viral Mutation Revision_Leiter — S‘p_Lember_23,  2021(/web/2o220118005925/_https://www.fda  govimedia/152406/download) 

SAppx1923



The Wayback Machine- https://web.archiye.org/web/20220202110620/https-J/www.fda.goyimedical-deyices/coronayirus-disease-2019-coyid-19-emergency-use-authorizations-medical-deyices/in-y... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20220202110620/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-
authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20220202110620/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emerg y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 Uweb/20220202110620/https://www.fda.gov/medical-devices/coronavirus-
disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-
cc(-2) 

IVDs for Management of COVID-19 Patients (/web/20220202110620/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

On This Page: 
• Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 

• Revision Concerning Viral Mutations 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly listed. 

Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-counter 

at-home tests). 

Tests with "single target" in the attribute column are: 

• designed to detect only one antigen target, currently either a section of the spike protein or a section of the nucleocapsid protein; 

• more susceptible to changes in performance due to viral mutations, meaning they are more likely to fail to detect new variants. 

Tests with "multiple targets" in the attribute column are: 

• designed to detect more than one section of the proteins that make up SARS-CoV-2; 

• more likely to continue to perform as labeled as new variants emerge. 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 

Search: 

Show 25 s' entries 

SAppx1924



Date EUA 

Issued or 
Last Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Updated Entity Originally Issued Attributes 

+ 01/27/2022 OraSure Technologies, Inc. InteliSwab COVID-19 Rapid Test Rx Lateral Flow, Visua 
(/web/20220202110620/https://www.fda.gov/media/149904/download) Read, Prescription 
06/04/2021 Home Testing, 

Single Target 

+ 01/27/2022 OraSure Technologies, Inc. InteliSwab COVID-19 Rapid Test Lateral Flow, Visua 

(/web/20220202110620/https://www.fda.gov/media/149908/download) Read, Over the 
06/04/2021 Counter (OTC) 

Home Testing, 

Serial Screening, 
Single Target 

+ 01/27/2022 OraSure Technologies, Inc. InteliSwab COVID-19 Rapid Test Pro Lateral Flow, Visua 
Read, Serial web/20220202110620/https://www.fda.gov/media/149913/download) 

06/04/2021 Screening , Single 
Target 

+ 01/25/2022 InBios International Inc. SCoV-2 Ag Detect Rapid Self-Test Lateral Flow, Visua 
Read, Over the f/web/20220202110620/https://www.fda.gov/media/154338/download) 

11/22/2021 Counter (OTC) 

Home Testing, 
Serial Screening, 
Single Target 

+ 01/22/2022 Access Bio, Inc. CareStart COVID-19 Antigen Home Test Lateral Flow, Visa 

Read, Over the j/web/20220202110620/https://www.fda.gov/media/151245/download) 
08/02/2021 Counter (OTC) 

Home Testing, 

Serial Screening, 
Single Target 

+ 01/19/2022 Maxim Biomedical, Inc. MaximBio ClearDetect COVID-19 Antigen Home Test Lateral Flow, Visua 
(/web/20220202110620/https://www.fda.gov/media/155632/download) Read, Over the 
01/19/2022 Counter (OTC) 

Home Testing, 
Serial Screening, 
Single Target 

+ 01/14/2022 PHASE Scientific International, Ltd. INDICAID COVID-19 Rapid Antigen Test Lateral Flow, Visua 

1/web/20220202110620/https://www.fda.goWmedia/151212/download) Read, Serial 
07/28/2021 Screening, Single 

Target 

+ 01/14/2022 iHealth Labs, Inc. iHealth COVID-19 Antigen Rapid Test Pro Lateral Flow, Visua 

(/web/20220202110620/https://www.fda.00v/media/155487/download) Read, Serial 
01/14/2022 Screening, Single 

Target 

+ 01/07/2022 Abbott Diagnostics Scarborough, Inc. BinaxNOW COVID-19 AEI Card Lateral Flow, Visua 
(/web/20220202110620/https://www.fda.gov/media/141567/download) Read, Single Targe 

08/26/2020 

SAppx1925



Date EUA 

Issued or 
Last Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Updated Entity Originally Issued Attributes 

+ 01/07/2022 Abbott Diagnostics Scarborough, Inc. BinaxNOW CO VI D-19 Ag Card Home Test Lateral Flow, Visua 
Uweb/20220202110620/https://www.fda.gov/media/144576/downloadl Read, Prescription 

12/16/2020 Home Testing, 
Telehealth Proctor 
Supervised , Single 

Target 

+ 01/07/2022 Abbott Diagnostics Scarborough, Inc. BinaxNOW CO VI D-19 Antigen Self Test Lateral Flow, Visua 
/web/20220202110620/https://www.fdasiov/media/147251/download) Read, Over the 

03/31/2021 Counter (OTC) 

Home Testing, 
Serial Screening, 

Single Target 

+ 01/07/2022 Abbott Diagnostics Scarborough, Inc. BinaxNOW CO VI D-19 Ag Card 2 Home Test Lateral Flow, Visua 

Read, Over the f/web/20220202110620/httos://www.fda.gov/media/147256/download) 
03/31/2021 Counter (OTC) 

Home Testing, 
Telehealth Proctor 

Supervised, Serial 
Screening, Single 

Target 

+ 01/07/2022 Abbott Diagnostics Scarborough, Inc. BinaxNOW CO VID-19 Aq 2 Card Lateral Flow, Visua 
Read, Non-

prescription 

f/web/20220202110620/https://www.fda.qov/media/147261/download) 

03/31/2021 
Testing, Serial 
Screening, Single 

Target 

+ 01/05/2022 SD Biosensor, Inc. COVID-19 At-Home Test Lateral Flow, Visual 

Read, Over the f/web/20220202110620/httos://www.fda.gov/media/155123/download) 
12/24/2021 Counter (OTC) 

Home Testing, 
Serial Screening, 

Single Target 

+ 12/29/2021 Siemens Heahhineers CLINITEST Rapid COVID-19 Antigen Self-Test Lateral Flow, Visua 
(/web/20220202110620/https://www.fda.gov/media/155173/download) Read, Over the 
12/29/2021 Counter (OTC) 

Home Testing, 
Serial Screening, 
Single Target 

+ 12/22/2021 iHealth Labs, 
(/web/20220202110620/https://www.fda.gov/media/153925/down load) Inc. 

iHealth COVID-19 Antigen Rapid Test Lateral Flow, Visua 
Read, Over the ftweb/20220202110620/https://www.fdasiov/media/153925/download) 

11/05/2021 Counter (OTC) 

Home Testing, 
Serial Screening, 
Single Target 

+ 12/21/2021 Quanterix Corporation Simoa SARS-CoV-2 N Protein Antigen Test Paramagnetic 
Vweb/20220202110620/https://www.fda.gov/media/144925/download) Microbead-based 
01/05/2021 Immunoassay, 

Serial Screening, 

Saliva, Single Targi 
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Date EUA 

Issued or 
Last 
Updated 

+ 12/17/2021 

Entity 

Salofa Oy 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

Sienna-Clarity COVID-19 Antigen Rapid Test Cassette 

Attributes 

Lateral Flow, Visua 
Read, Single Targe (/web/20220202110620/https://www.fda.gov/media/149056/download) 

05/20/2021 

+ 12/10/2021 Becton, Dickinson and Company (BD) BD Veritor S sten or Rapid Detection of SARS-CoV-2 Chromatographic 

Digital 
Immunoassay, 
Instrument Read, 

Serial Screening, 
Single Target 

(/web/20220202110620/https://www.fda.gov/media/139752/download) 
07/02/2020 

+ 12/06/2021 Nano-Ditech Corp. Nano-Check COVID-19 Antigen Test Lateral Flow, Visua 
Read, Serial 
Screening, Single 

Target 

(/web/20220202110620/https://www.fda.gov/media/154715/download) 
12/06/2021 

+ 12/02/2021 Access Bio, Inc. CareStart COVID-19 Antigen test Lateral Flow, Visua 

Read, Serial 
Screening, Single 
Target 

(/web/20220202110620/https://www.fdamov/media/142916/download) 
10/08/2020 

+ 11/23/2021 Becton, Dickinson and Company (BD) BD Veritor At-Horne COVID-19 Test Lateral Flow, Digits 
Read, Over the 
Counter (OTC) 

Home Testing, 
Serial Screening, 
Single Target 

(/web/20220202110620/https://www.fda.gov/media/151771/download) 

8/24/2021 

+ 11/17/2021 GenBody Inc. Ger3orly COVID-19 Ag Lateral Flow, Visua 
Read, Serial 
Screening, Single 
Target 

(/web/20220202110620/https://www.fda.gov/media/150785/download) 
07/13/2021 

+ 11/16/2021 Ortho Clinical Diagnostics, Inc. VITROS Immunodiagnostic Products SARS-CoV-2 Antigen Reagent Pack Chemiluminescem 
Immunoassay, 
Instrument Read, 

Single Target 

(/web/20220202110620/https://www.fda.gov/media/145069/download) 
01/11/2021 

+ 11/09/2021 Quidel Corporation QuickVue SARS Antigen Test Lateral Flow, Visua 
Read, Serial 
Screening, Single 

Target 

(Lweb/20220202110620/https://www.fda.gov/median 44665/download) 
12/18/2020 

Showing 1 to 25 of 45 entries 
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Authorized settings include the following: 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 
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• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

2  Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

Revision Concerning Viral Mutations 
On September 23, 2021, the FDA revised the EUAs of certain molecular, antigen, and serology tests to establish additional Conditions of 

Authorization in response to the continued emergence of new variants of SARS-CoV-2. The revision requires test developers to update their 

authorized labeling and evaluate the impact of SARS-CoV-2 viral mutations on their test's performance as outlined in the letter. This revision is 

effective as of September 23, 2021 for all EUAs that are within the scope of the revision. This revision does not apply to EUAs for authorized IL-6 

assays or standalone specimen collection devices and does not apply to EUAs that include substantially equivalent viral mutation conditions of 

authorization. 

The FDA has determined that establishing additional conditions is necessary to mitigate the potential risk of false negative results due to either 

decreased sensitivity or non-reactivity associated with SARS-CoV-2 viral mutations. As set forth in the September 23, 2021 letter, developers of 

authorized tests that are within the scope of the revision are now required to routinely monitor emerging viral mutations and their potential 

impact on the performance of the authorized SARS-CoV-2 test(s). If potential impacts are identified, the EUA holder must communicate with the 

FDA and end users about the potential risk that presence of the mutations may have on test performance. The EUA holder must also update their 

authorized labeling consistent with the revision letter and submit the labeling to the FDA within 3 months of September 23, 2021. By taking these 

steps, the FDA and the test developer can quickly act in response to the potential risks identified and, when applicable, share the findings on 

SARS-CoV-2 Viral Mutations: Impact on COVID-19 Tests. (1 s://web.archive.org/web/2022o2o2i1o62o/https://www.fda.govimedical-

devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-viral-mutations-impact-covid-19-tests? 

utm medium=email8rutm source=govdeliverv)

Viral Mutation Revision Letter — September 23,  2021 (/web/2o22o2o211062o/https://www.fda.gov/inedia/1524o6/download) 

SAppx1928



The Wayback Machine- https://web.archive.org/web/20220302093144/https-J/www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-aulhorizations-medical-devices/in-v... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20220302093144/https://www.fda.nov/medical-devices/coronavirus-disease-2019-covid-19-emeraency-use-
authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20220302093144/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emerg y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 Uweb/20220302093144/https://www.fda.gov/medical-devices/coronavirus-
disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-
cc(-2) 

IVDs for Management of COVID-19 Patients (/web/20220302093144/https://www.fda.gov/medical-devices/coranavirus-disease-2019-covid-19-
emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

On This Page: 
• Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 

• Revision Concerning Viral Mutations 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly listed. 

Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-counter 

at-home tests). 

For information on tests that have been revoked see Historical Information about Device Emergency Use Authorizations: In Vitro Diagnostics 

fIVD)_(/web/2022o3c : 3144/blips ://www.fda.govimedical-devices/emerge -use-authorizations-medical -devices/historical-

information-about-device-emergency-use-authorizations) 

Tests with "single target" in the attribute column are: 

• designed to detect only one antigen target, currently either a section of the spike protein or a section of the nucleocapsid protein; 

• more susceptible to changes in performance due to viral mutations, meaning they are more likely to fail to detect new variants. 

Tests with "multiple targets" in the attribute column are: 

• designed to detect more than one section of the proteins that make up SARS-CoV-2; 

• more likely to continue to perform as labeled as new variants emerge. 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 
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entries 

Search: 

Show 25 s' 

Date EUA 
Issued or 

Last Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Updated Entity Originally Issued Attributes 

+ D2/22/2022 PHASE Scientific International, Ltd. INDICAID COVID-19 Rapid Antigen Test Lateral Flow, Visua 
/web/20220302093144/https://www.fda.goy/media/151212/download) Read, Serial 

07/28/2021 Screening, Single 

Target 

+ 02/18/2022 ACON Laboratories, Inc Flowflex COVID-19 Antigen Home Test Lateral Flow, Visua 

(/web/20220302093144/httos://www.fda .goy/medi a/152700/down load) Read, Over the 
10/04/2021 Counter (OTC) Hor 

Testing, Screening 

Single Target 

+ 02/17/2022 LumiraDx UK Ltd. LumiraDx SARS-CoV-2 Ag Test Microfluidic 
Immunofluorescen web/20220302093144/https://www.fda.goy/media/141301/download) 

08/18/2020 Assay, Instrument 
Read, Screening, 
Single Target 

+ 02/16/2022 DiaSorin, Inc. LIAISON SARS-CoV-2 Ag CLIA, Single Target 
(/web/20220302093144/https://www.fda.goy/media/147312/download) 
03/26/2021 

+ D2/09/2022 Siemens Healthineers CLINITEST Rapid COVID-19 Antigen Self-Test Lateral Flow, Visua 

(/web/20220302093144/https://www.fda .goy/medi a/155173/down load) Read, Over the 
12/29/2021 Counter (OTC) Hor 

Testing, Serial 
Screening, Single 
Target 

+ 02/04/2022 Abbott Diagnostics Scarborough, Inc. BinaxNOW COVID-19 Ag Card Lateral Flow, Visua 

(/web/20220302093144/httos://www.fda.goy/media/141567/download) Read, Single Targe 
08/26/2020 

+ 02/04/2022 Abbott Diagnostics Scarborough, Inc. BinaxNOW COVID-19 Ag Card Home Test Lateral Flow, Visua 
(/web/20220302093144/https://www.fda .goy/medi a/144576/down load) Read, Over the 
12/16/2020 Counter (OTC) Hor 

Testing, Tel ehealth 
Proctor Supervises 
Single Target 

+ 02/04/2022 Abbott Diagnostics Scarborough, Inc. ifinaxNOW COVID-19 Ag 2 Card Lateral Flow, Visua 
(/web/20220302093144/https://www.fda.goy/media/147261/download) Read, Non-

prescription Tesiin 03/31/2021 

Serial Screening, 
Single Target 
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Date EUA 

Issued or 
Last 
Updated 

+ 02/01/2022 

Entity 

Nano-Ditech Corp. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

Nano-Check COVID-19 Antigen Test 

Attributes 

Lateral Flow, Visua 
Read, Serial 
Screening, Single 
Target 

(/web/20220302093144/https://www.fda.gov/media/154715/download) 
12/06/2021 

+ 01/27/2022 OraSure Technologies, Inc. InteliSwab COVID-19 Rapid Test Rx Lateral Flow, Visua 

Read, Prescription 
Home Testing, 
Single Target 

(/web/20220302093144/https://www.fda.gov/media/149904/download) 
06/04/2021 

+ 01/27/2022 OraSure Technologies, Inc. InteliSwab COVID-19 Rapid Test Lateral Flow, Visua 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 
Screening , Single 
Target 

(/web/20220302093144/httos://www.fda.gov/media/149908/download) 
06/04/2021 

+ 01/27/2022 OraSure Technologies, Inc. InteliSwab COVID-19 Rapid Test Pro Lateral Flow, Visua 
Read, Serial 
Screening , Single 

Target 

(/web/20220302093144/https://www.fda.gov/media/149913/download) 
06/04/2021 

+ 01/25/2022 InBios International Inc. SCoV-2 Ag Detect Rapid Self-Test Lateral Flow, Visua 
Read, Over the 

Counter (OTC) Hor 
Testing, Serial 
Screening, Single 

Target 

(/web/20220302093144/https://www.fda .gov/medi a/15433 B/down load) 

11/22/2021 

+ 01/22/2022 Access Bio, Inc. Care Start COVID-19 Antigen Home Test Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 
Testing, Serial 
Screening, Single 
Target 

(/web/20220302093144/https://www.fda .gov/medi a/151245/down load) 
08/02/2021 

+ 01/19/2022 Maxim Biomedical, Inc. MaximBio ClearDetect COVID-19 Antigen Home Test Lateral Flow, Visua 
Read, Over the 

Counter (OTC) Hor 
Testing, Serial 
Screening, Single 

Target 

(/web/20220302093144/https://www.fda .gov/medi a/155632/down load) 

01/19/2022 

+ 01/14/2022 iHealth Labs, Inc. Health COVID-19 Antigen Rapid Test Pro Lateral Flow, Visua 

Read, Serial 
Screening, Single 
Target 

(/web/20220302093144/https://www.fda.gov/media/155487/download) 
01/14/2022 

+ 01/07/2022 Abbott Diagnostics Scarborough, Inc. BinaxNOW CO VI D-19 Antigen Self Test Lateral Flow, Visua 
Read, Over the 

Counter (OTC) Hor 
Testing, Serial 
Screening, Single 

Target 

(/web/20220302D93144/https://www.fda.gov/media/147251/download) 

03/31/2021 
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Date EUA 

Issued or 
Last 
Updated 

+ 01/05/2022 

Entity 

SD Biosensor, Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

COVID-19 At-Home Test 

Attributes 

Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 

Testing, Serial 
Screening, Single 

Target 

(/web/20220302093144/https://www.fda .gov/medi a/155123/down load) 
12/24/2021 

+ 12/22/2021 iHealth Labs, 
(/web/20220302093144/https://www.fda.gov/media/153925/download)Inc. 

iHealth COVID-19 Antigen Rapid Test Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 

Testing, Serial 
Screening, Single 

Target 

/web/20220302093144/https://www.fda siov/medi a/153925/down load) 
11/05/2021 

+ 12/21/2021 Quanterix Corporation Simoa SARS-CoV-2 N Protein Antigen Test Paramagnetic 

Microbead-based 

Immunoassay, Ser 

Screening, Saliva, 

Single Target 

web/20220302093144/httpsJ/www.fda.gov/media/144925/download) 
01/05/2021 

+ 12/17/2021 Salofa Oy Sienna-Clarity COVID-19 Antige.Ethapid Test Cassette Lateral Flow, Visua 
Read, Single Targe (/web/20220302093144/https://www.fda.qov/media/149056/download) 

05/20/2021 

+ 12/10/2021 Becton, Dickinson and Company (BD) BD Veritor System for Rapid Detection of SARS-CoV-2 Chromatographic 
Digital 

Immunoassay, 
Instrument Read, 
Serial Screening, 

Single Target 

(/web/20220302093144/https://www.fda .gov/medi a/139752/down load) 

07/02/2020 

+ 12/02/2021 Access Bio, Inc. CareStart COVID-19 Antigen test Lateral Flow, Visua 
Read, Serial 
Screening, Single 
Target 

(/web/20220302093144/https://www.fda.gov/media/142916/download) 

10/08/2020 

+ 11/23/2021 Becton, Dickinson and Company (BD) BD Veritor At-Horne CDVID-19 Test Lateral Flow, Digits 
Read, Over the 
Counter (OTC) Hor 
Testing, Serial 
Screening, Single 
Target 

1/web/20220302093144/https://www.fda.gov/medi a/151771/down load) 

8/24/2021 

+ 11/17/2021 GenBady Inc. GenBady COVID-19 Aq Lateral Flow, Visua 

Read, Serial 
Screening, Single 

Target 

f/web/20220302093144/hitps://www.fda.qov/media/150785/download) 
07/13/2021 
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• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

2 Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

Revision Concerning Viral Mutations 
On September 23, 2021, the FDA revised the EUAs of certain molecular, antigen, and serology tests to establish additional Conditions of 

Authorization in response to the continued emergence of new variants of SARS-CoV-2. The revision requires test developers to update their 

authorized labeling and evaluate the impact of SARS-CoV-2 viral mutations on their test's performance as outlined in the letter. This revision is 

effective as of September 23, 2021 for all EUAs that are within the scope of the revision. This revision does not apply to EUAs for authorized IL-6 

assays or standalone specimen collection devices and does not apply to EUAs that include substantially equivalent viral mutation conditions of 

authorization. 

The FDA has determined that establishing additional conditions is necessary to mitigate the potential risk of false negative results due to either 

decreased sensitivity or non-reactivity associated with SARS-CoV-2 viral mutations. As set forth in the September 23, 2021 letter, developers of 

authorized tests that are within the scope of the revision are now required to routinely monitor emerging viral mutations and their potential 

impact on the performance of the authorized SARS-CoV-2 test(s). If potential impacts are identified, the EUA holder must communicate with the 
FDA and end users about the potential risk that presence of the mutations may have on test performance. The EUA holder must also update their 

authorized labeling consistent with the revision letter and submit the labeling to the FDA within 3 months of September 23, 2021. By taking these 

steps, the FDA and the test developer can quickly act in response to the potential risks identified arid, when applicable, share the findings on 

SARS-CoV-2 Viral Mutations: Impact on COVID-19 Tests. (Ws://web.archive.org/web/2022030 3144/https://www.fda.gov/medical-

devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-viral-mutations-impact-covid-19-tests? 

utm medium=email&utm source=govdelivery) 

Viral Mutation Revision_Leiter — September_23,  2021 (/web/2022o3o2o93L44,/https://www.fda.govimedia/1524o6/download) 
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The Wayback Machine- https://web.archive.org/web/20220414163950/https-J/www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-aulhorizations-medical-devices/in-v... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20220414163950/https://www.fda.nov/medical-devices/coronavirus-disease-2019-covid-19-emeraency-use-
authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20220414163950/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emerg y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 Uweb/20220414163950/https://www.fda.gov/medical-devices/coronavirus-
disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-
cc(-2) 

IVDs for Management of COVID-19 Patients (/web/20220414163950/https://www.fda.gov/medical-devices/coranavirus-disease-2019-covid-19-
emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

On This Page: 
• Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 

• Revision Concerning Viral Mutations 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly listed. 

Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-counter 

at-home tests). 

For information on tests that have been revoked see Historical Information about Device Emergency Use Authorizations: In Vitro Diagnostics 

'VDU/web/2022°41416395u daps://www.fda.gov/medical-devices/emerge -use-authorizations-medical-devices/historical-

information-about-device-emergency-use-authorizations) 

Tests with "single target" in the attribute column are: 

• designed to detect only one antigen target, currently either a section of the spike protein or a section of the nucleocapsid protein; 

• more susceptible to changes in performance due to viral mutations, meaning they are more likely to fail to detect new variants. 

Tests with "multiple targets" in the attribute column are: 

• designed to detect more than one section of the proteins that make up SARS-CoV-2; 

• more likely to continue to perform as labeled as new variants emerge. 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 
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Search: 

Show 25 s' entries 

Date EUA 
Issued or 

Last 
Updated Entity 

+ 04/12/2022 iHealth Labs, 
(/web/20220414163950/https://www.fda.gov/media/153925/down load) Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

iHealth COVID-19 Antigen Rapid Test 
/web/20220414163950/https://www.fda.gov/media/153925/download)

11/05/2021 

+ 04/12/2022 Abbott Diagnostics Scarborough, Inc. 

+ 04/12/2022 InBios International Inc. 

+ 04/07/2022 Xiamen Boson Biotech Co., Ltd." 

+ 04/06/2022 OSANG LLC 

+ 04/04/2022 SD Biosensor, Inc. 

+ 04/04/2022 Abbott Diagnostics Scarborough, Inc. 

DinaxNOW COVID-19 Ag  Card Home Test 
web/20220414163950/https://www.fda.gov/media/144576/download) 

12/16/2020 

SCoV-2 Ag  Detect Rapid Self-Test 
web/20220414163950/https://www.fda.gov/media/15433B/download) 

11/22/2021 

Rapid SARS-CoV-2 Antigen Test Card 
(/web/20220414163950/https://www.fda.qov/media/157546/download) 

04/06/2022 

OHC COVID-19 Antigen Self Test 

(/web/20220414163950/httos://www.fda.gov/media/15755D/download) 
04/06/2022 

Pilot COVID-19 At-Home Test 
(iweb/20220414163950/https://www.fda.gov/media/155123/download) 
12/24/2021 

BinaxNOW COVID-19 Antigen Self Test 
(/web/20220414163950/https://www.fdasiov/media/147251/download) 

03/31/2021 

Attributes 

Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 
Testing, Serial 
Screening, Single 
Target 

Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 

Testing, Tel ehealth 
Proctor Supervise( 
Serial Screening, 

Single Target 

Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 

Testing, Serial 
Screening, Single 

Target 

Lateral Flow, Visua 
Read, Over the 

Counter (OTC) Hor 
Testing, Serial 

Testing, Single 
Target 

Lateral Flow, Visua 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 
Testing, Single 
Target 

Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 

Testing, Serial 
Screening, Single 

Target 

Lateral Flow, Visua 
Read, Over the 

Counter (OTC) Hor 
Testing, Serial 
Screening, Single 

Target 
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Date EUA 

Issued or 
Last Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Updated Entity Originally Issued Attributes 

+ 03/30/2022 Maxim Biomedical, Inc. MaximBio ClearDetect COVID-19 Antigen Home Test Lateral Flow, Visua 
(/web/20220414163950/https://www.fda.gov/medi a/155632/down load) Read, Over the 
01/19/2022 Counter (OTC) Hor 

Testing, Serial 
Screening, Single 

Target 

+ 03/25/2022 Becton, Dickinson and Company (BD) BD Veritor At-Horne COVID-19 Test Lateral Flow, Digits 

(/web/20220414163950/https://www.fda.gov/media/151771/down load) Read, Over the 

8/24/2021 Counter (OTC) Hor 

Testing, Serial 
Screening, Single 

Target 

+ D3/25/2022 Access Bio, Inc. Care Start COVID-19 Antigen Home Test Lateral Flow, Visua 

Read, Over the f/web/20220414163950/httos://www.fda.gov/medi a/151245/down load) 
08/02/2021 Counter (OTC) Hor 

Testing, Serial 
Screening, Single 

Target 

+ 03/23/2022 Celltrion USA, Inc. Celltrion DiaTrust COVID-19 Ag Home Test Lateral Flow, Visua 

(/web/20220414163950/https://www.fda.gov/medi a/153418/down load) Read, Over the 
10/21/2021 Counter (OTC) Hor 

Testing, Serial 

Screening, Multiple 
Targets 

+ D3/23/2022 Siemens Healthineers CLINITEST Rapid COVID-19 Antigen Self-Test Lateral Flow, Visa 
(/weh/20220414163950/https://www.fda.gov/medi a/155173/down load) Read, Over the 

12/29/2021 Counter (OTC) Hor 
Testing, Serial 
Screening, Single 
Target 

+ 03/18/2022 Ellume Limited Ellume COVID-19 Home Test Lateral Flow, 

Fluorescence, 
Instrument Read, 
Over the Counter 

(/web/20220414163950/https://www.fda.gov/medi a/144457/down load) 
12/15/2020 

(OTC) Home Testir 

Serial Screening, 
Single Target 

+ 03/16/2022 PHASE Scientific International, Ltd. INDICAID COVID-19 Rapid Antigen At-Home Test Lateral Flow, Visua 

(/web/20220414163950/https://www.fda.gov/medi a/156956/down load) Read, Over the 
03/16/2022 Counter (OTC) Hor 

Testing, Serial 
Screening, Single 
Target 

+ 03/11/2022 Siemens Healthcare Diagnostics, Inc. Atellica IM SARS-CoV-2 Antigen (CoV2Ao) CLIA, Single Targel 
(/web/20220414163950/https://www.fda.gov/medi a/156964/down load) 

03/11/2022 
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Date EUA 

Issued or 
Last 
Updated 

+ 03/11/2022 

Entity 

Siemens Healthcare Diagnostics, Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

ADVIA Centaur SARS-CoV-2 AntigWCo g) 

Attributes 

CLIA, Single Taiga 
j/web/20220414163950/https://www.fda.gov/media/156968/down load) 
03/11/2022 

+ 03/04/2022 Luminostics, Inc. Clip COVID Rapid Antigen Test Lateral flow 

immunoluminesce 
assay, instrument 
read, Single Target 

f/web/20220414163950/https://www.fda.gov/medi a/144253/down load) 
12/07/2020 

+ 03/03/2022 InBios International, Inc. SCoV-2 Ag Detect Rapid Test Lateral Flow, Visua 

Read, Serial 

Screening, Single 
Target 

f/web/20220414163950/httos://www.fda.gov/medi a/148349/down load) 
05/06/2021 

+ 02/28/2022 Oceanit Foundry LLC ASSURE-100 Rapid COVID-19 Test Lateral Flow, Visua 
Read, Single Targe Uweb/20220414163950/https://www.fda.gov/medi a/15663B/down load) 

02/28/2022 

+ 02/22/2022 PHASE Scientific International, Ltd. INDICAID COVID-19 Rapid Antigen Test Lateral Flow, Visa 

Read, Serial 
Screening, Single 
Target 

j/web/20220414163950/https://www.fda.gov/medi a/151212/down load) 
07/28/2021 

+ 02/18/2022 ACON Laboratories, Inc Flowfi ex COVID-19 Antigen Home Test Lateral Flow, Visa 
Read, Over the 
Counter (OTC) Hor 

Testing, Screening 
Single Target 

(tweb/20220414163950/https://www.fda.goWmedi a/152700/down load) 
10/04/2021 

+ 02/17/2022 LumiraDx UK Ltd. lumiraDx SARS-CoV-2 Ag Test Microfluidic 
Immunofluorescer 
Assay, Instrument 

Read, Screening, 
Single Target 

Uweb/20220414163950/https://www.fda .goy/medi a/141301/down load) 
08/18/2020 

+ 02/16/2022 DiaSorin, Inc. LIAISON SARS-CoV-2 Aa CLIA, Single Target 
((web/20220414163950/https://www.fda.gov/medi a/147312/down load) 
03/26/2021 

+ 02/04/2022 Abbott Diagnostics Scarborough, Inc. BinaxNOW COVID-19 Ag Card Lateral Flow, Visua 
Read, Single Targe f/web/20220414163950/https://www.fda.goWmedi a/141567/down load) 

08/26/2020 

+ 02/04/2022 Abbott Diagnostics Scarborough, Inc. DinaxNOW COVID-19 Ag 2 Card Lateral Flow, Visa 
Read, Non-
prescription Testi n 

Serial Screening, 
Single Target 

j/web/20220414163950/https://www.fda.gov/medi a/147261/down load) 
03/31/2021 
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Authorized settings include the following: 

2 Next 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

Revision Concerning Viral Mutations 
On September 23, 2021, the FDA revised the EUAs of certain molecular, antigen, and serology tests to establish additional Conditions of 

Authorization in response to the continued emergence of new variants of SARS-CoV-2. The revision requires test developers to update their 

authorized labeling and evaluate the impact of SARS-CoV-2 viral mutations on their test's performance as outlined in the letter. This revision is 

effective as of September 23, 2021 for all EUAs that are within the scope of the revision. This revision does not apply to EUAs for authorized IL-6 

assays or standalone specimen collection devices and does not apply to EUAs that include substantially equivalent viral mutation conditions of 

authorization. 

The FDA has determined that establishing additional conditions is necessary to mitigate the potential risk of false negative results due to either 

decreased sensitivity or non-reactivity associated with SARS-CoV-2 viral mutations. As set forth in the September 23, 2021 letter, developers of 

authorized tests that are within the scope of the revision are now required to routinely monitor emerging viral mutations and their potential 

impact on the performance of the authorized SARS-CoV-2 test(s). If potential impacts are identified, the EUA holder must communicate with the 

FDA and end users about the potential risk that presence of the mutations may have on test performance. The EUA holder must also update their 

authorized labeling consistent with the revision letter and submit the labeling to the FDA within 3 months of September 23, 2021. By taking these 

steps, the FDA and the test developer can quickly act in response to the potential risks identified and, when applicable, share the findings on 

SARS-CoV-2 Viral Mutations: Impact on COVID-19 Tests. (hMos://web.archive.org/web/2o22o4141639,5o tps://www.fda.gov/medical-

devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-viral-mutations-impact-covid-19-tests? 

utm medium=email&utm source=govdelivery) 

Viral Mutation Revision Letter — September 23. 2021 (iweb/202204141639w/https://www.fda.gov/media/1524o6/download) 
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The Wayback Machine - https://web.archiye.org/web/20220521091049/https://www.fla.goWmedical-deyices/coronayirus-disease-2019-coyid-19-emergency-use-aulhorizations-medical-deyices/in-y... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20220521091049/https://www.fdastov/medical-devices/coronavirus-disease-2019-covid-19-emeraency-use-
authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20220521091049/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emerg y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Other Diagnostic Tests for SARS-CoV-2 (/web/20220521091049/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-
use-authorizations-medical-devices/in-vitro-diagnostics-euas-other-cliagnostic-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 (/web/20220521091049/https://www.fda.gov/medical-devices/coronavirus-
disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-

P2:2) 

IVDs for Management of COVID-19 Patients (/web/20220521091049/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-
emerger y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

On This Page: 
• Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 

• Revision Concerning  Viral Mutations 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly listed. 

Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-counter 

at-home tests). 

For information on tests that have been revoked see Historical Information about Device Emergelsiy Use Authorizations: In Vitro Diagnostics 

1M) (/web/2o22o5 _9i0A.Mgli gov/medical-devices/emergeisty-use-authorizations-medical-devices/historical-

information-about-device-emerg _eiLcy-use-authorizations) 

Tests with "single target" in the attribute column are: 

• designed to detect only one antigen target, currently either a section of the spike protein or a section of the nucleocapsid protein; 

• more susceptible to changes in performance due to viral mutations, meaning they are more likely to fail to detect new variants. 

Tests with "multiple targets" in the attribute column are: 

• designed to detect more than one section of the proteins that make up SARS-CoV-2; 

• more likely to continue to perform as labeled as new variants emerge. 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 
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entries 

Search: 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 

Show 25 s' 

Date EUA 
Issued or 

Last 
Updated Entity Originally Issued Attributes 

+ 05/16/2022 Celltrion USA, Inc. Celltrion DiaTrust COVID-19 Ag Rapid Test Lateral Flow, Visa 
/web/20220521091049/https://www.fda.gov/medi a/147691/down load) Read, Serial 

04/16/2021 Screening, Multiph 
Targets 

+ 05/12/2022 PHASE Scientific International, Ltd. INDICAID COVID-19 Rapid Antigen At-Home Test Lateral Flow, Visua 

Uweb/20220521091049/httos://www.fda.gov/medi a/156956/down load) Read, Over the 
03/16/2022 Counter (OTC) Hor 

Testing, Serial 

Screening, Single 
Target 

+ 05/12/2022 PHASE Scientific International, Ltd. INDICAID COVID-19 Rapiclu  tgen Test Lateral Flow, Visua 

Read, Serial f/web/20220521091049/httos://www.fda.gov/medi a/151212/down load) 
07/28/2021 Screening, Single 

Target 

+ 05/12/2022 Access Bio, Inc. CareStart COVID-19 Antigen Home Test Lateral Flow, Visua 
(/web/20220521091049/https://www.fda.gov/medi a/151245/down load) Read, Over the 

08/02/2021 Counter (OTC) Hor 
Testing, Serial 
Screening, Single 

Target 

+ D5/06/2022 Abbott Diagnostics Scarborough, Inc. BinaxN OW COVID-19 Ag Card Home Test Lateral Flow, Visa 

1/web/20220521091049/httos://www.fda.gov/medi a/144576/down load) Read, Over the 
12/16/2020 Counter (OTC) Hor 

Testing, Tel ehealth 

Proctor Supervise( 
Serial Screening, 
Single Target 

+ D5/05/2022 Abbott Diagnostics Scarborough, Inc. BinaxN OW COVI D-19 Antigen Self Test Lateral Flow, Visua 

Read, Over the f/web/20220521091049/https://www.fda.gov/medi a/147251/down load) 
03/31/2021 Counter (OTC) Hor 

Testing, Serial 
Screening, Single 
Target 

+ 05/05/2022 Xiamen Boson Biotech Co., Ltd." Rapid SARS-CoV-2 Antigen Test Card Lateral Flow, Visua 

Read, Over the j/web/20220521091049/https://www.fda.gov/media/157546/down load) 
04/06/2022 Counter (OTC) Hor 

Testing, Serial 
Testing, Single 
Target 

+ 05/04/2022 Oceanit Foundry LLC ASSURE-100 Rapid COVID-19 Test Lateral Flow, Visua 
Uweb/20220521091049/https://www.fda.qov/medi a/156638/down load) Read, Single Targe 

02/28/2022 
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Date EUA 

Issued or 
Last 
Updated 

+ 04/29/2022 

Entity 

ACON Laboratories, Inc 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

Flowflex COVID-19 Antigen Home Test 

Attributes 

Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 

Testing, Screening 
Single Target 

(/web/20220521091049/https://www.fda.gov/medi a/15270D/down load) 
10/04/2021 

+ 04/29/2022 OSANG LLC OHC COVID-19 Antigen Self Test Lateral Flow, Visua 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 

Testing, Single 
Target 

(/web/20220521091049/https://www.fda.gov/medi a/15755D/down load) 
04/06/2022 

+ 04/28/2022 SD Biosensor, Inc. Pilot COVID-19 At-Home Test Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 
Testing, Serial 
Screening, Single 
Target 

(/web/20220521091049/https://www.fda.gov/medi a/15512S/down load) 
12/24/2021 

+ 04/22/2022 Quidel Corporation DuickVue At-Home OTC COVI D-19 Test Lateral Flow, Visua 
Read, Over the 
Counter (OTC) Hor 

Testing, Serial 
Screening, Single 
Target 

(/web/20220521091049/htto gov/medi a/147247/down load) 
03/31/2021 

+ 04/15/2022 Ell ume Limited Ellume COVID-19 Home Test Lateral Flow, 
Fluorescence, 
Instrument Read, 

Over the Counter 

(OTC) Home Testir 
Serial Screening, 
Single Target 

(/web/20220521D91049/https://www.fda.qov/medi a/144457/down load) 
12/15/2020 

+ 04/14/2022 OraSure Technologies, Inc. InteliSwab COVID-19 Rapid Test Lateral Flow, Visua 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 
Screening , Single 
Target 

(/web/20220521091049/https://www.fda.gov/medi a/149908/down load) 
06/04/2021 

+ 04/12/2022 iHealth Labs, 
(/web/20220521091049/https://www.fda.gov/media/153925/d own load) Inc. 

iHealth COVID-19 Antigen Rapid Test Lateral Flow, Visua 

Read, Over the 
Counter (OTC) Hor 
Testing, Serial 
Screening, Single 
Target 

(/web/20220521091049/https://www.fda.gov/medi a/153925/down load) 
11/05/2021 

+ 04/12/2022 InBios International Inc. SCoV-2 Ag Detect Rapid Self-Test Lateral Flow, Visua 
Read, Over the 

Counter (OTC) Hor 
Testing, Serial 
Screening, Single 

Target 

(/web/20220521091049/https://www.fda.gov/medi a/154338/down load) 

11/22/2021 
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Date EUA 

Issued or 
Last Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Updated Entity Originally Issued Attributes 

+ 03/30/2022 Maxim Biomedical, Inc. Maxim Bio ClearDetect COVID-19 Antigen Home Test Lateral Flow, Visua 
Uweb/20220521D91D49/https://www.fda.gov/medi a/155632/down load) Read, Over the 
01/19/2022 Counter (OTC) Hor 

Testing, Serial 
Screening, Single 

Target 

+ 03/25/2022 Becton, Dickinson and Company (BD) BD Veritor At-Horne COVID-19 Test Lateral Flow, Digits 

Vweb/20220521091049/https://www.fda.mv/medi a/151771/down load) Read, Over the 

8/24/2021 Counter (OTC) Hor 

Testing, Serial 
Screening, Single 

Target 

+ 03/23/2022 Celltrion USA, Inc. Celltrion DiaTrust COVID-19 Ag Home Test Lateral Flow, Visua 

Read, Over the f/web/20220521091049/httos://www.fda.gov/medi a/153418/down load) 
10/21/2021 Counter (OTC) Hor 

Testing, Serial 
Screening, Multiply 
Targets 

+ 03/23/2022 Siemens Hea Nhineers CLINITEST Rapid COVID-19 Antigen Self-Test Lateral Flow, Visua 

(/web/20220521091D49/https://www.fda.gov/medi a/155173/down load) Read, Over the 
12/29/2021 Counter (OTC) Hor 

Testing, Serial 

Screening, Single 
Target 

+ 03/11/2022 Siemens Healthcare Diagnostics, Inc. Atellica IM SARS-CoV-2 Antiqer(CoV2Aci) CLIA, Single Targel 
1/weh/20220521091049/https://www.fda.gov/medi a/156964/down load) 

03/11/2022 

+ 03/11/2022 Siemens Healthcare Diagnostics, Inc. ADVIA Centaur SARS-CoV-2 Antigen (CoV2Ag) CLIA, Single Target 

Uweb/20220521D91D49/https://www.fda.gov/medi a/156968/down load) 
03/11/2022 

+ 03/04/2022 Luminostics, Inc. Clip COVID Rapid Antigen Test Lateral flow 

immunoluminesce 
assay, instrument 
read, Single Target 

1/web/20220521091049/hUps://www.fda.gov/medi a/144253/down load) 
12/07/2020 

+ 03/03/2022 InBios International, Inc. SCoV-2 Ag Detect Rapid Test Lateral Flow, Visua 

Vweb/20220521091049/https://www.fda.gov/medi a/148349/down load) Read, Serial 
05/06/2021 Screening, Single 

Target 

+ 02/17/2022 LumiraDx UK Ltd. LumiraDx SARS-CoV-2 Ag Test Microfluidic 
Uweb/20220521091049/https://www.fda.gov/medi a/141301/down load) Immunofluorescer 

08/18/2020 Assay, Instrument 
Read, Screening, 
Single Target 

Showing 1 to 25 of 49 entries 
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' Authorized settings include the following: 

i 2 Next 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

2 Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

Revision Concerning Viral Mutations 
On September 23, 2021, the FDA revised the EUAs of certain molecular, antigen, and serology tests to establish additional Conditions of 

Authorization in response to the continued emergence of new variants of SARS-CoV-2. The revision requires test developers to update their 

authorized labeling and evaluate the impact of SARS-CoV-2 viral mutations on their test's performance as outlined in the letter. This revision is 

effective as of September 23, 2021 for all EUAs that are within the scope of the revision. This revision does not apply to EUAs for authorized IL-6 

assays or standalone specimen collection devices and does not apply to EUAs that include substantially equivalent viral mutation conditions of 

authorization. 

The FDA has determined that establishing additional conditions is necessary to mitigate the potential risk of false negative results due to either 

decreased sensitivity or non-reactivity associated with SARS-CoV-2 viral mutations. As set forth in the September 23, 2021 letter, developers of 

authorized tests that are within the scope of the revision are now required to routinely monitor emerging viral mutations and their potential 

impact on the performance of the authorized SARS-CoV-2 test(s). If potential impacts are identified, the EUA holder must communicate with the 

FDA and end users about the potential risk that presence of the mutations may have on test performance. The EUA holder must also update their 

authorized labeling consistent with the revision letter and submit the labeling to the FDA within 3 months of September 23, 2021. By taking these 

steps, the FDA and the test developer can quickly act in response to the potential risks identified and, when applicable, share the findings on 

SARS-CoV-2 Viral Mutations: Impact on COVID-19 Tests. (hMos://web.archive.org/web/2o22o521091049/https://www.fda.gov/medical-

devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-viral-mutations-impact-covid-19-tests? 

utm medium=email&utm source=govdelivery) 

Viral Mutation Revision I..etter - September l a.(a)A9,&ftE,1,/__g__,/__,Lm_4__,/__)e www.fda. ov media 2 o6 download 
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The Wayback Machine - https://web.archiye.org/web/20220706015002/https://www.fda.gov/medical-deyices/coronayirus-disease-2019-covid-19-emergency-use-aulhorizations-medical-devices/in-v... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20220706015002/https://www.fdastov/medical-devices/coronavirus-disease-2019-covid-19-emeraency-use-

authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20220706015002/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-

emerg y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Other Tests for SARS-CoV-2 (/web/20220706015002/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-

authorizations-medical-devices/in-vitro-diagnostics-euas-other-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 (/web/20220706015002/https://www.fda.gov/medical-devices/coronavirus-

disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-

P2:2) 

IVDs for Management of COVID-19 Patients (/web/20220706015002/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-

emerger y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

On This Page: 
• Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 

• Revision Concerning  Viral Mutations 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly listed. 

Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-counter 

at-home tests). 

For information on tests that have been revoked see Historical Information about Device Emergency  Use Authorizations: In Vitro Diagnostics 

1M) (/web/2o22wo6oi5o02/https://www.fda,gov/medical-devices/emergelsiy-use-authorizations-medical-devices/historical-

information-about-device-emerg _eiisy-use-authorizations) 

Tests with "single target" in the attribute column are: 

• designed to detect only one antigen target, currently either a section of the spike protein or a section of the nucleocapsid protein; 

• more susceptible to changes in performance due to viral mutations, meaning they are more likely to fail to detect new variants. 

Tests with "multiple targets" in the attribute column are: 

• designed to detect more than one section of the proteins that make up SARS-CoV-2; 

• more likely to continue to perform as labeled as new variants emerge. 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 
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Search: 

Show 25 s' entries 

Date EUA 
Issued or 

Last Diagnostic (Most Recent Letter of Authorization) and Dale EUA Authorized 
Updated Entity Originally Issued Attributes Setting(s)1 Authorization Documentsl 

+ D6/29/2022 InBios SCoV-2 Ag  Detect Rapid Self-Test Lateral Flow, Home, H, M, W HCP 

International (/web/20220706015002/https://www.fda.gov/media/154338/download) Visual Read, Uweb/20220706015002/https://www.fda.ga
Inc. 11/22/2021 Over the (/web/20220706015002/https://www.fda.ga

Counter (Home
(OTC) Home Uweb/20220706015002/https://www.fda.ga
Testing, Serial 
Screening, 

Single Target 

+ 06/24/2022 PHASE INDICAID COVID-19 Rapid Antigen At-Home Test Lateral Flow, Home, H, M, W HCP 

Scientific (/web/20220706015002/https://www.fda gov/media/156956/download) Visual Read, (/web/20220706015002/https://www.fda ggy, 
International, 03/16/2022 Over the (/web/20220706015002/https-J/www.fda.gar
Ltd. Counter (Home Test 

(OTC) Home (/web/20220706015002/https://www.fda ggy, 
Testing, Serial 
Screening, 

Single Target 

+ D6/24/2022 SD Biosensor, Pilot COVID-19 At-Home Test Lateral Flow, Home, H, M, W HCP 
Inc. (/web/20220706015002/https://www.fda.gov/media/155123/download) Visual Read, (/web/20220706015002/https://www.fda.gov,

12/24/2021 Over the yweb/20220706015002/https://www.fda.ga
Counter (Home Test 
(OTC) Home Uweb/20220706015002/https://www.fda.gov,
Testing, Serial 
Screening, 
Single Target 

+ 06/24/2022 Quidel guickVue At-Home OTC COVID-19 Test Lateral Flow, Home, H, M, W HCP 

Corporation (/web/20220706015002/https://www.fda.gov/media/147247/download) Visual Read, Oweb/20220706015002/https://www.fda.ggy,
03/31/2021 Over the Individuals 

Counter (/web/20220706015002/https://www.fda.ga

(OTC) Home Qweb/20220706015002/https://www.fda.ggy,
Testing, Serial (Home Test) 
Screening, (/web/20220706015002/https://www.fda.gov, 
Single Target 

+ 06/23/2022 iHealth Labs, iHealth COVID-19 Antigen Rapid Test Lateral Flow, Home, H, M, W HCP 

Inc. (/web/20220706015002/https://www.fda.gov/media/153925/download) Visual Read, Uweb/20220706015002/https://www.fda.gov, 
11/05/2021 Over the Uweb/20220706015002/https://www.fda.gov, 

Counter (Home Test) 
(OTC) Home (/web/20220706015002/https://www.fda.ga
Testing, Serial 
Screening, 

Single Target 

+ 06/23/2022 Celltrion USA, Celltrion DiaTrust COVID-19 Ag  Home Test Lateral Flow, Home, H, M, W HCP 
Inc. (/web/20220706015002/https://www.fda.gov/media/153418/download) Visual Read, (/web/20220706015002/https://www.fda.ga

10/21/2021 Over the (/web/20220706015002/https://wwwfda,gov,

Counter (Home Test) 

(OTC) Home (/web/20220706015002/httos://www.fda.gov,
Testing, Serial 
Screening, 

Multiple 
Targets 
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Date EUA 

Issued or 
Last Diagnostic (Most Recent Letter of Authorization) and Date EUA Authorized 
Updated Entity Originally Issued Attributes Setting(s)i Authorization Documents? 

+ 06/23/2022 Siemens CLINITEST Rapid COVID-19 Antigen Self-Test Lateral Flow, Home, H, M, W HCP 
Healthineers (fweb/20220706015002/https://www.fda.gov/media/155173/download) Visual Read, (/web/20220706015002/https://www.fda.gov,

12/29/2021 Over the Uweb/20220706015002/https://wwwida,gov,

Counter (Home
(OTC) Home (/web/20220706015002/https://www.fda.gat
Testing, Serial 
Screening, 
Single Target 

+ 06/23/2022 Maxim MaximBlo ClearDetect COVID-19 Antigen Home Test Lateral Flow, Home, H, M, W HCP 

Biomedical, (/web/20220706015002/https://www.fda.gov/media/155632/download) Visual Read, Uweb/20220706015002/https://www.fda.gov,
Inc. 01/19/2022 Over the (/web/202207060150021https://www.fda.ga

Counter (Home Test) 
(OTC) Home (/web/20220706015002/https-J/www.fda.gat
Testing, Serial 

Screening, 
Single Target 

+ D6/21/2022 ACON Flowflex COVID-19 Antigen Home Test Lateral Flow, Home, H, M, W HCP 
Laboratories, (/web/20220706015002/https://www.fda.gov/media/152700/download) Visual Read, (/web/20220706015002/https://www.fda.ga
Inc 10/04/2021 Over the (/web/20220706015002/https://www.fda.ga

Counter (Home Test 

(OTC) Home (tweb/20220706015002/https://www.fda.gar
Testing, 
Screening, 

Single Target 

+ 06/13/2022 GenBody Inc. GenBody COVID-19 Ag Lateral Flow, H, M, W HCP 
(/web/20220706015002/https://mvw.fda.gov/media/150785/download) Visual Vweb/20220706015002/https://mvw.fda.gov,

07/13/2021 Read, Serial Patients 
Screening, (/web/20220706015002/https://www.fda.ga

Single Target (/web/20220706015002/https://www.fda.ga

+ 06/09/2022 Salofa Oy Sienna-Clarity COVID-19 Antigen Rapid Test Cassette 
(/web/20220706015002/https://www.fda.gov/media/149056/download) 
05/20/2021 

Lateral Flow, H, M, W HCP 
Visual Read, (/web/20220706015002/https://www.fda.gov, 
Single Target Patients 

(/web/20220706015002/https://www.fda.gov, 
(/web/20220706015002/https://www.fda.gov, 

+ 06/07/2022 Access Bio, Caratart COVID-19 Antigen Home Test Lateral Flow, Home, H, M, W HCP 
Inc. (/web/20220706015002/https://wwwfda.gov/media/151245/download) Visual Read, Vweb/20220706015002/https://wwwida,gov,

08/02/2021 Over the Uwel3/20220706015002/https-J/www.fda.ga
Counter (Home Test) 

(OTC) Home Vweb/20220706015002/https://wwwida,gov,

Testing, Serial 
Screening, 
Single Target 

+ 06/01/2022 Xiamen Rapid SARS-CoV-2 Antigen Test Card Lateral Flow, Home, H, M, W HCP 
Boson (/web/20220706015002/https://www.fda.gov/media/157546/download) Visual Read, Vweb/20220706015002/https://www.fda.gar

Biotech Co., 04/06/2022 Over the Vweb/20220706015002/https://www.fda goy, 
Ltd." Counter (Home Test) 

(OTC) Home (/web/20220706015002/https://www.fda.gov, 

Testing, Serial 
Testing, 
Single Target 
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Date EUA 

Issued or 
Last 
Updated 

+ 05/27/2022 

Entity 

QIAGEN 
GmbH 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

QIAreach SARS-CoV-2 Antigen 

Attributes 

Digital Lateral 
Flow, 

Fluorescence, 
Instrument 
Read, Single 
Target 

Authorized 
Setting(s)i 

H, M 

Authorization Documents? 

HCP 
(/web/20220706015002/https://www.fda.gov, (fweb/20220706015002/https://wmv.fda.gov/media/151380/download) 

08/05/2021 Patients 
Uweb/20220706015002/https://www.fda.ga 
(/web/20220706015002/https://www.fda.ga 

+ 05/26/2022 InBios 
International, 
Inc. 

SCoV-2Ag Detect Rapid Test Lateral Flow, 
Visual Read, 
Serial 

Screening, 
Single Target 

H, M, W HCP 
(/web/20220706015002/https://www.fda.ga (/web/20220706015002/https://www.fda.gov/media/148349/download) 

05/06/2021 Patients 

(/web/20220706015002/https://www.fda.gov, 
(/web/20220706015002/https://www.fda.ga 

+ 05/24/2022 Siemens 
Healthcare 
Diagnostics, 
Inc. 

Atellica IM SARS-CoV-2 AntiggL(cl.p g) CLIA, Single 

Target 

H, M HCP 
(/web/20220706015002/https)/www.fda.ga (/web/20220706015002/https://wwwida.gov/media/156964/download) 

03/11/2022 Patients 

(/web/20220706015002/https://www.fda.gar 
(/web/20220706015002/https)/www.fda.ga 

+ 05/24/2022 Siemens 

Healthcare 
Diagnostics, 
Inc. 

ADVIA Centaur SARS-CoV-2 Antigel (CoV2Ag) CLIA, Single 

Target 

H, M HCP 

Uweb/20220706015002/https://www.fda.gov (/web/20220706015002/https://wmv.fda.gov/media/156968/download) 
03/11/2022 Patients 

(/web/20220706015002/https://www.fda.gov 

Uweb/20220706015002/https://www.fda.gov 

+ 05/16/2022 Celltrion USA, 
Inc. 

Celltrion DiaTrust COVID-19 Ag Rapid Test Lateral Flow, 
Visual Read, 
Serial 

Screening, 
Multiple 
Targets 

H, M, W HCP 
(/web/20220706015002/https)/www.fda.ga (/web/20220706015002/https://www.fda.gov/media/147691/download) 

04/16/2021 Patients 

(/web/20220706015002/https://www.fda.gar 
(/web/20220706015002/https)/www.fda.ga 

+ 05/12/2022 PHASE 
Scientific 
International, 
Ltd. 

INDICAID COVID-19 Rapid Antigen Test Lateral Flow, 
Visual Read, 
Serial 

Screening, 
Single Target 

H, M, W HCP 
(/web/20220706015002/https://www.fda.gar (/web/20220706015002/https://www.fda.gov/media/151212/download) 

07/28/2021 Patients 
(/web/20220706015002/https)/www.fda.gov, 
(/web/20220706015002/https://www.fda.gov, 

+ 05/06/2022 Abbott 

Diagnostics 
Scarborough, 
Inc. 

BinaxNOW COVID-19 Ag Card Home Test Lateral Flow, 

Visual Read, 
Over the 
Counter 

(OTC) Home 
Testing, 
Teleheallh 

Proctor 
Supervised, 
Serial 
Screening, 
Single Target 

Home, H, M, W HCP 

(/web/20220706015002/https://www.fda.gov, (/web/20220706015002/httos://www.fda.gov/media/144576/download) 
12/16/2020 Individuals 

Oweb/20220706015002/https://www.fda.gov, 

(/web/20220706015002/https://www.fda.gov, 
(Home Test) 
Oweb/20220706015002/https://www.fda.gov, 

+ 05/05/2022 Abbott 
Diagnostics 

Scarborough, 
Inc. 

BinaxNOW COVID-19 Antigen Self Test Lateral Flow, 
Visual Read, 

Over the 
Counter 
(OTC) Home 

Testing, Serial 
Screening, 
Single Target 

Home, H, M, W HCP 
(/web/2112207060150021https://www.fda.gcA,r (/web/20220706015002/https://www.fda.gov/media/147251/download) 

03/31/2021 Individuals 
Vweb/20220706015002/https://www.fda.gov, 
(/web/20220706015002/https://www.fda.ga 

(Home Test) 
Vweb/20220706015002/https://www.fda.gov, 
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Date EUA 

Issued or 
Last Diagnostic (Most Recent Letter of Authorization) and Date EUA Authorized 
Updated Entity Originally Issued Attributes Setting(s)1 Authorization Documents? 

+ 05/04/2022 Oceanit ASSURE-DO Rapid COVID-19 Test Lateral Flow, H, M, W HCP 
Foundry LLC j/web/20220706015002/https://wviw.fda.gov/media/156638/download) Visual Read, Uweb/20220706015002/https://www.fda.gov,

02/28/2022 Single Target Patients 
(fweb/20220706015002/https://www.fda.ga 
(/web/20220706015002/https://www.fda.gar 

+ 04/29/2022 OSANG LLC OHC COVID-19 Antigen Self Test Lateral Flow, Home, H, M, W HCP 

Vweb/20220706015002/https://www.fda.gov/media/157550/download) Visual Read, Uweb/20220706015002/https://www.fda.gov,
04/06/2022 Over the (fweb/20220706015002/https://www.fda.gar

Counter (Home

(OTC) Home (/web/20220706015002/https://www.fda.gov,
Testing, Serial 
Testing, 

Single Target 

+ D4/15/2022 Ellume Ellume COVID-19 Home Test Lateral Flow, Home, H, M, W HCP 

Limited j/web/20220706015002/https://www.fda.gov/media/144457/download) Fluorescence, (/web/20220706015002/https://www.fda.gar
12/15/2020 Instrument (/web/20220706015002/https://www.fda.ga

Read, Over (Home

the Counter (/web/20220706015002/https://www.fda.gar
(OTC) Home FAR 
Testing, Serial (/web/20220706015002/https://www.fda.gar
Screening, 

Single Target 

+ 04/14/2022 OraSure IntellSwah COVID-19 Rapid Test Lateral Flow, Home, H, M, W HCP 

Technologies, Uweb/20220706015002/https://www.fda.gov/media/149908/download) Visual Read, Uweb/20220706015002/https://www.fda.gov,

Inc. 06/04/2021 Over the Individuals 
Counter Vweb/20220706015002/https://www.fda.gov,

(OTC) Home Uweb/20220706015002/https://www.fda.gov,
Testing, Serial (Home
Screening , Vweb/20220706015002/https://www.fda.gov,
Single Target 

Showing 1 to 25 of 49 entries 

Previous 

' Authorized settings include the following: 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

2 Next 

Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

Revision Concerning Viral Mutations 
On September 23, 2021, the FDA revised the EUAs of certain molecular, antigen, and serology tests to establish additional Conditions of 

Authorization in response to the continued emergence of new variants of SARS-CoV-2. The revision requires test developers to update their 

authorized labeling and evaluate the impact of SARS-CoV-2 viral mutations on their test's performance as outlined in the letter. This revision is 
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effective as of September 23, 2021 for all EUAs that are within the scope of the revision. This revision does not apply to EUAs for authorized IL-6 

assays or standalone specimen collection devices and does not apply to EUAs that include substantially equivalent viral mutation conditions of 

authorization. 

The FDA has determined that establishing additional conditions is necessary to mitigate the potential risk of false negative results due to either 

decreased sensitivity or non-reactivity associated with SARS-CoV-2 viral mutations. As set forth in the September 23, 2021 letter, developers of 

authorized tests that are within the scope of the revision are now required to routinely monitor emerging viral mutations and their potential 

impact on the performance of the authorized SARS-CoV-2 test(s). If potential impacts are identified, the EUA holder must communicate with the 

FDA and end users about the potential risk that presence of the mutations may have on test performance. The EUA holder must also update their 

authorized labeling consistent with the revision letter and submit the labeling to the FDA within 3 months of September 23, 2021. By taking these 

steps, the FDA and the test developer can quickly act in response to the potential risks identified and, when applicable, share the findings on 

SARS-CoV-2 Viral Mutations: Impact on COVID-19 Tests. (h Is://web.archive.org/web/20220706015002/https://www.fda.gov/medical-

devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-viral-mutations-impact-covid-19-tests? 

utm medium=email8rutm source=govdelivery) 

Viral Mutation Revision Letter — September 23, 2 21 /web/20220706015 2 htQ2_ 1251,1 ww.fa.gov/media/152406/download) 
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The Wayback Machine - https://web.archiye.org/web/20220816155507/https://vnywida.gov/medical-deyices/coronayirus-disease-2019-covid-19-emergency-use-aulhorizations-medical-devices/in-v... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20220816155507/https://www.fda.nov/medical-devices/coronavirus-disease-2019-covid-19-emeraency-use-

authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20220816155507/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-

emerg y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Other Tests for SARS-CoV-2 Uweb/20220816155507/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-

authorizations-medical-devices/in-vitro-diagnostics-euas-other-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 Uweb/20220816155507/https://www.fda.gov/medical-devices/coronavirus-

disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-

P2:2) 

IVDs for Management of COVID-19 Patients (/web/20220816155507/https://www.fda.gov/medical-devices/coranavirus-disease-2019-covid-19-

emerger y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

On This Page: 
• Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 

• Revision Concerning  Viral Mutations 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly listed. 

Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-counter 

at-home tests). 

For information on tests that have been revoked see Historical Information about Device Emergency Use Authorizations: In Vitro Diagnostics 

1M) Uweb/2o220816155527 LIitips://www.fda,gov/medical-devices/emergiejsy-use-authorizations-medical-devices/historical-information-

about-device-emergie_Lcy-use-authorizations) 

Tests with "single target" in the attribute column are: 

• designed to detect only one antigen target, currently either a section of the spike protein or a section of the nucleocapsid protein; 

• more susceptible to changes in performance due to viral mutations, meaning they are more likely to fail to detect new variants. 

Tests with "multiple targets" in the attribute column are: 

• designed to detect more than one section of the proteins that make up SARS-CoV-2; 

• more likely to continue to perform as labeled as new variants emerge. 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 
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entries 

Entity 

PHASE 

Scientific 
International, 
Ltd. 

Search: 

Authorized 
Setting(s)! 

Home, H, M, W 

Authorization Documental 

HCP 

Vweb/20220816155507/http vw 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

IN DICAID COVID-19 Rapid Antigen At-Home Test 

Attributes 

Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Show 25 s' 

Date EUA 
Issued or 

Last 
Updated 

+ D8/12/2022 

(/web/2O220816155507/https://www.fda.gov/media/156956/download) 
03/16/2022 Vweb/20220816155507/http vw 

(Home Test 
Vweb/20220816155507/http vw 

+ D8/12/2022 PHASE 
Scientific 
International, 

Ltd. 

INDICAID COVID-19 Rapid Antigen Test Lateral Flow, Visual 
Read, Serial 
Screening, Single 

Target 

H, M, W LLGE 
(/web/20220816155507/https://ww (/web/20220816155507/https-J/www.fda.gov/media/151212/download) 

07/28/2021 Patients 

Vweb/20220816155507/https://ww 
Vweb/20220816155507/https://ww 

+ 08/11/2022 Celltrion USA, 

Inc. 

Celltrion DiaTrust COVID-19 Ag Rapid Test Lateral Flow, Visual 

Read, Serial 

Screening, Multiple 
Targets 

H, M, W HCP 
Vweb/20220816155507/https://ww (/web/20220816155507/https://www.fda.gov/media/147691/download) 

04/16/2021 Patients 
Vweb/20220816155507/https://ww 
Vweb/20220816155507/https://ww 

+ 08/10/2022 GenBody Inc. Ger ody COVID-19 Ag Lateral Flow, Visual 
Read, Serial 

Screening, Single 
Target 

H, M, W HCP 
Vweb/20220816155507/https://ww (/web/2D220816155507/https://www.fda.gov/media/150785/download) 

07/13/2021 Patients 
Vweb/20220816155507/https://ww 
Vweb/20220816155507/https://ww 

+ 8/5/2022 Siemens 

Heahhineers 

CLINITEST Rapid COVID-19 Antigen Self-Test Lateral Flow, Visual 

Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Home, H, M, W HCP 

Vweb/20220816155507/http vw (/web/20220816155507/https://www.fda.gov/media/155173/download) 
12/29/2021 Vweb/20220816155507/https://ww 

(Home
Vweb/20220816155507/http vw 

+ 08/03/2022 OraSure 
Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test Rc Lateral Flow, Visual 
Read, Prescription 
Home Testing, 
Single Target 

Home, H, M, W 
Vweb/20220816155507/http (/web/20220816155507/https-J/www.fda.gov/media/149904/download) 

06/04/2021 Vweb/20220816155507/https://ww 

(Home Test) 
(/web/20220816155507/https://ww 

+ 08/03/2022 OraSure 
Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening , Single 

Target 

Home, H, M, W HCP 
(/web/20220816155507/https://ww (/web/20220816155507/https://www.fda.gov/media/149908/download) 

06/04/2021 Individuals 
Vweb/20220816155507/https://ww 
(/web/20220816155507/https://ww 
(Home Test). 
Vweb/20220816155507/https://ww 

+ 08/03/2022 OraSure 
Technologies, 

Inc. 

InteliSwab COVID-19 Rapid Test Pro Lateral Flow, Visual 
Read, Serial 

Screening , Single 
Target 

H, M, W HCP 
Vweb/20220816155507/https://ww (/web/20220816155507/https://www.fda.gov/media/149913/download) 

06/D4/2021 Patients 
Vweb/20220816155507/https://ww 
Vweb/20220816155507/https://ww 
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Date EUA 

Issued or 
Last 
Updated 

+ 07/29/2022 

Entity 

Qorvo 
Biotech nologies, 
LLC. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

Omnia SARS-CoV-2 Antigen Test 

Attributes 

Bulk Acoustic Wave 
(BAW) Biosensor, 

Instrument Read, 
Serial Screening, 
Single Target 

Authorized 
Setting(s)! 

H, M, W 

Authorization Documents2

HCP 
Vweb/20220816155507/https://ww (fweb/20220816155507/https://wwwfda.gov/media/147575/download) 

04/13/2021 Patients 
Vweb/20220816155507/https://ww 
Vweb/20220816155507/http vw 

+ 07/22/2022 Maxim 

Biomedical, Inc. 

MaximBio ClearDetect COVID-19 Antigen Home Test Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 

Screening, Single 
Target 

Home, H, M, W HCP 

(/web/20220816155507/https://ww' (/web/20220816155507/https://www.fda.gov/media/155632/download) 
01/19/2022 Vweb/20220816155507/https://ww 

(Home Test 

(/web/20220816155507/https://ww' 

+ 07/21/2022 LumiraDx UK 
Ltd. 

LumiraDx SARS-CoV-2 Ag Test Microfluidic 
Im mun °fluorescence 
Assay, Instrument 

Read, Serial 

Screening, Single 
Target 

H, M, W HCP 
(/web/20220816155507/http w (/web/20220816155507/https://www.fda.gov/media/141301/download) 

08/18/2020 Patients 
Vweb/20220816155507/https://ww 

(/web/20220816155507/http w 

+ 07/21/2022 Quidel 
Corporation 

fluickVue At-Home OTC COVI D-19 Test Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Screening, Single 
Target 

Home, H, M, W 1:02 
Vweb/20220816155507/https://ww (/web/20220816155507/https://www.fda.gov/media/147247/download) 

03/31/2021 Individuals 

(/web/20220816155507/https://ww 
Vweb/20220816155507/https://ww 
(Home Test 

(/web/20220816155507/https://ww 

+ 07/13/2022 SD Biosensor, 
Inc. 

Pilot COVID-19 At-Home Test Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Screening, Single 
Target 

Home, H, M, W HCP 
Vweb/20220816155507/https://ww (/web/20220816155507/https://www.fda.gov/media/155123/download) 

12/24/2021 (/web/20220816155507/https://ww 

(Home Test 
(/web/20220816155507/https://ww 

+ 07/13/2022 ACON 
Laboratories, 
Inc 

Flowflex COVID-19 Antigen Home Test Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Home, H, M, W HCP 
(/web/20220816155507/https://ww (/web/20220816155507/https://www.fda.gov/media/152700/download) 

10/D4/2021 Uweb/20220816155507/httos://ww 

(Home Test) 
(/web/20220816155507/https://ww 

+ 07/13/2022 Ellume Limited Ellume COVID-19 Home Test Lateral Flow, 
Fluorescence, 
Instrument Read, 

Over the Counter 
(OTC) Home Testing, 
Serial Screening, 

Single Target 

Home, H, M, W HCP 
Vweb/20220816155507/https://ww (/web/20220816155507/https-J/www.fda.gov/media/144457/download) 

12/15/2020 Vweb/20220816155507/https://ww 
(Home Test) 
/web/20220816155507/https://ww 

FAQ 

Vweb/20220816155507/https://ww 

+ D7/13/2022 OSANG LLC OHC COVID-19 Antigen Self Test Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Testing, Single 
Target 

Home, H, M, W 
Vweb/20220816155507/https://ww (/web/20220816155507/https://www.fda.gov/media/157550/download) 

04/06/2022 Vweb/20220816155507/https://ww 

(Home Test) 
Vweb/20220816155507/https://ww 

SAppx1952



Date EUA 

Issued or 
Last 
Updated 

+ 07/08/2022 

Entity 

iHealth Labs, 
Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

iHealth COV ID-19 Antigen Rapid Test 

Attributes 

Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Authorized 
Setting(s)! 

Home, H, M, W 

Authorization Documents2

HCP 
(/web/20220816155507/https://ww (fweb/20220816155507/https://www.fda.goy/media/153925/download) 

11/D5/2021 (/web/20220816155507/https://ww, 

(Home
(/web/20220816155507/https://ww 

+ 07/08/2022 Watmind USA Speedy Swab Rapid COVI D-19 Antigen Self-Test Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Testing, Single 
Target 

Home, H, M, W HCP 
(/web/20220816155507/https://ww (/web/20220816155507/https://www.fda.goy/media/159730/download) 

07/08/2022 Vweb/20220816155507/http 

(Home Test 
(/web/20220816155507/https://ww 

+ D7/08/2022 Genabio 
Diagnostics Inc. 

Genabio COVID-19 Rapid Self-Test Kit Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Home, H, M, W HCP 
Vweb/20220816155507/http (/web/20220816155507/https://www.fda.goWmedia/159831/download) 

07/08/2022 Vweb/20220816155507/https://ww,

(Home Test 
Vweb/20220816155507/http 

+ 06/29/2022 InBios 
International 

Inc. 

SCoV-2 Ag Detect Rapid Self-Test Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening, Single 

Target 

Home, H, M, W HCP 
(/web/20220816155507/https://ww, (/web/20220816155507/https://www.fda.goy/media/154338/download) 

11/22/2021 (/web/20220816155507/https://ww' 
(Home Test 
(/web/20220816155507/https://ww, 

+ 06/23/2022 Celltrion USA, 
Inc. 

Celltrion DiaTrust COVID-19 Ag Home Test Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Screening, Multiple 
Targets 

Home, H, M, W HCP 
(/web/20220816155507/https://ww (/web/20220816155507/https://www.fda.goWmedia/153418/download) 

10/21/2021 (/web/20220816155507/https://ww, 

(Home Test 
(/web/20220816155507/https://ww 

+ 06/09/2022 Salofa Oy Sienna-Clarity COVID-19 Antigen Rapid Test Cassette Lateral Flow, Visual 
Read, Single Target 

H, M, W HCP 
Vweb/20220816155507/https://ww (/web/20220816155507/https://www.fda.goy/media/149056/download) 

05/20/2021 Patients 
(/web/20220816155507/https://ww 
Vweb/20220816155507/https://ww 

+ 06/07/2022 Access Bio, Inc. CareStart COVID-19 Antigen Home Test Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 

Screening, Single 
Target 

Home, H, M, W HCP 

Uweb/20220816155507/httos://ww Uweb/20220816155507/httos://www.fda.goWmedia/151245/downloarh 
08/02/2021 (/web/20220816155507/https://ww 

(Home Test) 

(/web/20220816155507/https://ww' 

+ 06/01/2022 Xiamen Boson 
Biotech Co., 
Ltd." 

I pid SARS-CoV-2 Antigen Test Card Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Testing, Single 

Target 

Home, H, M, W HCP 
(/web/20220816155507/https://ww (/web/20220816155507/https://wwwfda.goy/media/157545/download) 

04/06/2022 f/web/20220816155507/http 

(Home Test). 
(/web/20220816155507/https://ww 

+ 05/27/2022 QIAGEN GmbH CI lAreach SARS-CoV-2 Antigen Digital Lateral Flow, 
Fluorescence, 
Instrument Read, 

Single Target 

H, M 
(/web/20220816155507/https://ww (/web/20220816155507/https://www.fdamoy/media/151380/download) 

08/05/2021 Patients 

Uweb/20220816155507/httos://ww 
(/web/20220816155507/https://ww 

SAppx1953



Showing 1 to 25 of 51 entries 

Previous 

' Authorized settings include the following: 

i 2 3 Next 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

2 Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

Revision Concerning Viral Mutations 
On September 23, 2021, the FDA revised the EUAs of certain molecular, antigen, and serology tests to establish additional Conditions of 

Authorization in response to the continued emergence of new variants of SARS-CoV-2. The revision requires test developers to update their 

authorized labeling and evaluate the impact of SARS-CoV-2 viral mutations on their test's performance as outlined in the letter. This revision is 

effective as of September 23, 2021 for all EUAs that are within the scope of the revision. This revision does not apply to EUAs for authorized IL-6 

assays or standalone specimen collection devices and does not apply to EUAs that include substantially equivalent viral mutation conditions of 

authorization. 

The FDA has determined that establishing additional conditions is necessary to mitigate the potential risk of false negative results due to either 

decreased sensitivity or non-reactivity associated with SARS-COV-2 viral mutations. As set forth in the September 23, 2021 letter, developers of 

authorized tests that are within the scope of the revision are now required to routinely monitor emerging viral mutations and their potential 

impact on the performance of the authorized SARS-CoV-2 test(s). If potential impacts are identified, the EUA holder must communicate with the 
FDA and end users about the potential risk that presence of the mutations may have on test performance. The EUA holder must also update their 

authorized labeling consistent with the revision letter and submit the labeling to the FDA within 3 months of September 23, 2021. By taking these 

steps, the FDA and the test developer can quickly act in response to the potential risks identified and, when applicable, share the findings on 

SARS-CoV-2 Viral Mutations: Impact on COVID-19 Tests. (htt tp

utm medium=email&utm source=govdelivery) 

Viral Mutation Revision Letter — September 23. 2021(/web/202208161c,55o7/https://www.fda.gov/media/i52406/download) 

SAppx1954



The Wayback Machine - https://web.archiye.org/web/20220829071900/https://vnywida.gov/medical-deyices/coronayirus-disease-2019-covid-19-emergency-use-aulhorizations-medical-devices/in-v... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20220829071900/https://www.fda.nov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-

authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20220829071900/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-

emerg y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Other Tests for SARS-CoV-2 (/web/20220829071900/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-

authorizations-medical-devices/in-vitro-diagnostics-euas-other-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 Uweb/20220829071900/https://www.fda.gov/medical-devices/coronavirus-

disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-

P2:2) 

IVDs for Management of COVID-19 Patients (/web/20220829071900/https://www.fda.gov/medical-devices/coranavirus-disease-2019-covid-19-

emerger y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

On This Page: 
• Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 

• Revision Concerning  Viral Mutations 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly listed. 

Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-counter 

at-home tests). 

For information on tests that have been revoked see Historical Information about Device Emergelsiy Use Authorizations: In Vitro Diagnostics 

1M) Uweb/2o22082gangoo/https://www.fda.gov/medical-devices/emergie_Lcy-use-authorizations-medical-devices/historical-

information-about-device-emerg _eiisy-use-authorizations) 

Tests with "single target" in the attribute column are: 

• designed to detect only one antigen target, currently either a section of the spike protein or a section of the nucleocapsid protein; 

• more susceptible to changes in performance due to viral mutations, meaning they are more likely to fail to detect new variants. 

Tests with "multiple targets" in the attribute column are: 

• designed to detect more than one section of the proteins that make up SARS-CoV-2; 

• more likely to continue to perform as labeled as new variants emerge. 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 
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entries 

Entity 

OSANG LLC 

Search: 

Authorized 
Setting(s)! 

Home, H, M, W 

Authorization Documental 

HCP 

Vweb/20220829071900/http ver 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

OHC COVID-19 Antigen Self Test 

Attributes 

Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Testing, Single 
Target 

Show 25 s' 

Date EUA 
Issued or 

Last 
Updated 

+ D8/19/2022 
(/web/20220829071900/https://www.fda.gov/media/157550/download) 
04/06/2022 Vweb/20220829071900/http 

(Home Test 
Vweb/20220829071900/http ver 

+ D8/12/2022 PHASE 
Scientific 
International, 

Ltd. 

INDICAID COVID-19 Rapigaligen At-Home Test Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Screening, Single 
Target 

Hom e, H, M, W LEE 
Vweb/20220829071900/http (/web/20220829071900/https://www.fda.gov/media/156956/download) 

03/16/2022 Vwel3/20220829071900/https://ww,

(Home Test) 
Vweb/20220829071900/http 

+ 08/12/2022 PHASE 

Scientific 
International, 
Ltd. 

INDICAID COVID-19 Rai An  Test Lateral Flow, Visual 

Read, Serial 
Screening, Single 
Target 

H, M, W HCP 
(/web/20220829071900/http w,(/web/20220829071900/https://www.fda.gov/media/151212/download) 

07/28/2021 Patients 
Vweb/20220829071900/https://ww,

(/web/20220829071900/https://ww,

+ 08/11/2022 Celltrion USA, 

Inc. 

Celltrion DiaTrust COVID-19 Act Rapid Test Lateral Flow, Visual 

Read, Serial 
Screening, Multiple 
Targets 

H, M, W HCP 

Vweb/20220829071900/https://ww,(/web/20220829071900/https://wwwida.gov/media/147691/download) 
04/16/2021 Patients 

Vweb/20220829071900/https://ww,

Vweb/20220829071900/https://ww,

+ 08/10/2022 GenBady Inc. Ger oisyl COVID-19 Ag Lateral Flow, Visual 

Read, Serial 

Screening, Single 
Target 

H, M, W HCP 
Vweb/20220829071900/https://ww,(/web/20220829071900/https://wwwida.gov/media/150785/download) 

07/13/2021 Patients 
Vweb/20220829071900/http 
Vweb/20220829071900/https://ww,

+ 8/5/2022 Siemens 
Hen lthineers 

CLINITEST Rapid COVID-19 Antigen Self-Test Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Home, H, M, W ILE 
(tweb/20220829071900/http (/web/20220829071900/https-J/www.fda.gov/media/155173/download) 

12/29/2021 Vweb/20220829071900/https://mn 

(Home Test) 
f/web/20220829071900/https://wer 

+ 08/03/2022 OraSure 
Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test Rx Lateral Flow, Visual 
Read, Prescription 
Home Testing, 
Single Target 

Home, H, M, W HCP 

f/web/20220829071900/https://ww,(/web/20220829071900/https://wwwida.gov/media/149904/download) 
06/04/2021 ffweb/20220829071900/https://wer 

(Home Test) 

f/web/20220829071900/https://ww,

+ 08/03/2022 OraSure 
Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Screening, Single 
Target 

Home, H, M, W II E 
Vweb/20220829071900/https://ww,(/wel3/20220829071900/https://www.fda.gov/media/149908/download) 

06/04/2021 Individuals 

Vweb/20220829071900/https://ww,
Vweb/20220829071900/https://ww,
(Home Test) 

Vweb/20220829071900/https://ww, 
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Date EUA 

Issued or 
Last 
Updated 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Entity Originally Issued 

+ 08/03/2022 OraSure 
Technologies, 
Inc. 

Attributes 

InteliSwab COVID-19 Rapid Test Pro Lateral Flow, Visual 
(fweb/20220829071900/https://www.fda.gov/media/149913/download) Read, Serial 
06/D4/2021 Screening , Single 

Target 

Authorized 
Setting(s)! Authorization Documents2

H, M, W HCP 
Vweb/20220829071900/https://wyn 

Patients 
Vweb/20220829071900/https://ww 
Vweb/20220829071900/http 

+ 07/29/2022 Qorvo 

Biotechnologies, 
LLC. 

Omnia SARS-CoV-2 Antigen Test Bulk Acoustic Wave 

(/web/20220829071900/https://wwwida.gov/media/147575/download) (BAW) Biosensor, 
04/13/2021 Instrument Read, 

Serial Screening, 

Single Target 

H, M, W HCP 

Vweb/20220829071900/https://ww,
Patients 
Vweb/20220829071900/https://wyn 

Vweb/20220829071900/https://ww,

+ D7/22/2022 Maxim 

Biomedical, Inc. 

M axi mBio ClearDetect COVID-19 Antigen Home Test 

(/web/20220829071900/https://www.fda.gov/media/155632/download) 
01/19/2022 

Lateral Flow, Visual Home, H, M, W HCP 

Read, Over the Vweb/20220829071900/https://ww,
Counter (OTC) Home Vweb/20220829071900/https://ww,
Testing, Serial (Hon est) 
Screening, Single Vweb/20220829071900/https://ww,
Target 

+ 07/21/2022 LumiraDx UK 

Ltd. 

LumiraDx SARS-CoV-2Ag Test 

(/web/20220829071900/https://www.fda.gov/media/141301/download)
08/18/2020 

Microfluidic H, M, W 

Immunofluorescence 
Assay, Instrument 
Read, Serial 

Screening, Single 
Target 

HCP 

Vweb/20220829071900/https://ww,
Patients 
Vweb/20220829071900/https://ww,

Vweb/20220829071900/https://ww,

+ D7/21/2022 Quidel QuickVue At-Home OTC COVI D-19 Test 
Corporation (/web/20220829071900/https://www.fda.gov/media/147247/download)

03/31/2021 

Lateral Flow, Visual Home, H, M, W HCP 
Read, Over the (/web/20220829071900/https://ww

Counter (OTC) Home Individuals 
Testing, Serial Vweb/20220829071900/https://ww,

Screening, Single Vweb/20220829071900/http
Target (Home

Vweb/20220829071900/https://ww,

+ D7/13/2022 SD Biosensor, 
Inc. 

Pilot COVID-19 At-Home Test 
(/web/20220829071900/https-J/www.fdastov/media/155123/download) 
12/24/2021 

Lateral Flow, Visual Home, H, M, W HCP 
Read, Over the Vweb/20220829071900/https://ww 
Counter (OTC) Home Vweb/20220829071900/https://wyn 
Testing, Serial (Home Test) 
Screening, Single Vweb/20220829071900/https://ww 
Target 

+ D7/13/2022 ACON 

Laboratories, 
Inc 

Flowflex COVID-19 Antigen Home Test 

(/web/20220829071900/https://www.fda.gov/media/152700/download) 
10/04/2021 

Lateral Flow, Visual Home, H, M, W HCP 

Read, Over the f/web/20220829071900/https://ww,
Counter (OTC) Home f/web/20220829071900/https://ww 
Testing, Serial (Home Test) 

Screening, Single f/web/20220829071900/https://ww,
Target 

+ 07/13/2022 Ellume Limited Ellume COVID-19 Home Test 
(/web/20220829071900/https://www.fda.gov/media/144457/download) 

12/15/2020 

Lateral Flow, Home, H, M, W HCP 
Fluorescence, Vweb/20220829071900/https://ww,

Instrument Read, Vweb/20220829071900/https://ww,
Over the Counter (Home Test) 
(OTC) Home Testing, Vweb/20220829071900/https://ww,

Serial Screening, FAQ 
Single Target Vweb/20220829071900/https://ww, 

SAppx1957



Date EUA 

Issued or 
Last 
Updated 

+ 07/08/2022 

Entity 

iHealth Labs, 
Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

iHealth COVID-19 Antigen Rapid Test 

Attributes 

Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Authorized 
Setting(s)! 

Home, H, M, W 

Authorization Documents2

HCP 
Vweb/20220829071900/https://ww,(fweb/20220829071900/https://www.f da.goy/media/153925/download) 

11/D5/2021 Vweb/20220829071900/https://ww,

(Home
Vweb/20220829071900/https://ww,

+ 07/08/2022 Watmind USA Speedy Swab Rapid COVI D-19 Antigen Self-Test Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Testing, Single 
Target 

Home, H, M, W HCP 
Vweb/20220829071900/https://ww,(/web/20220829071900/https://www.fda.goy/media/159730/download) 

07/08/2022 Vweb/20220829071900/http 

(Home Test 
Vweb/20220829071900/https://ww,

+ 07/08/2022 Genabio 
Diagnostics Inc. 

Genabio COVID-19 Rapid Self-Test Kit Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Home, H, M, W HCP 
Vweb/20220829071900/http (/web/20220829071900/https://www.fda.goy/media/159831/download) 

07/08/2022 Vweb/20220829071900/hUps://ww,
(Home Test 
Vweb/20220829071900/http 

+ 06/29/2022 InBios 
International 

Inc. 

SCoV-2 Ag Detect Rapid Self-Test Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening, Single 

Target 

Home, H, M, W HCP 
Vweb/20220829071900/https://ww,(/web/20220829071900/https://www.fda.goy/media/154338/download) 

11/22/2021 Vweb/20220829071900/https://ww,
(Home Test 
Vweb/20220829071900/https://ww,

+ 06/23/2022 Celltrion USA, 
Inc. 

Celltrion DiaTrust COVID-19 Ag Home Test Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Screening, Multiple 
Targets 

Home, H, M, W HCP 
Vweb/20220829071900/https://ww,(/web/20220829071900/https://www.fda.goy/media/153418/download) 

10/21/2021 Vweb/20220829071900/https://ww,

(Home Test 
Vweb/20220829071900/https://ww,

+ 06/09/2022 Salofa Oy Sienna-Clarity COVID-19 Antigen Rapid Test Cassette Lateral Flow, Visual 
Read, Single Target 

H, M, W HCP 
Vweb/20220829071900/https://ww,(/web/20220829071900/https://www.fda.goy/media/149056/download) 

05/20/2021 Patients 
Vweb/20220829071900/https://ww,
Vweb/20220829071900/https://ww,

+ 06/07/2022 Access Bio, Inc. CareStart COVID-19 Antigen Home Test Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 

Screening, Single 
Target 

Home, H, M, W HCP 

Uweb/20220829071900/httn://ww,(/web/20220829071900/httos://www.fda.gov/media/151245/download) 
08/02/2021 flweb/20220829071900/https://ww,

(Home Test) 

f/web/20220829071900/https://ww,

+ 06/01/2022 Xiamen Boson 
Biotech Co., 
Ltd." 

I pid SARS-CoV-2 Antigen Test Card Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Testing, Single 

Target 

Home, H, M, W HCP 
(/web/20220829071900/https://ww,(/web/20220829071900/https://www.fda.goy/media/157546/download) 

04/06/2022 f/web/20220829071900/http 

(Home Test). 
(/web/20220829071900/https://ww,

+ 05/27/2022 QIAGEN GmbH 0 lAreach SARS-CoV-2 Antigen Digital Lateral Flow, 
Fluorescence, 
Instrument Read, 

Single Target 

H, M 
Vweb/20220829071900/https://ww,(/web/20220829071900/https://www.fda.goy/media/151380/download) 

08/05/2021 Patients 

Uweb/20220829071900/httos://ww,
Vweb/20220829071900/https://ww, 
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Showing 1 to 25 of 51 entries 

Previous 

' Authorized settings include the following: 

i 2 3 Next 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

2 Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

Revision Concerning Viral Mutations 
On September 23, 2021, the FDA revised the EUAs of certain molecular, antigen, and serology tests to establish additional Conditions of 

Authorization in response to the continued emergence of new variants of SARS-CoV-2. The revision requires test developers to update their 

authorized labeling and evaluate the impact of SARS-CoV-2 viral mutations on their test's performance as outlined in the letter. This revision is 

effective as of September 23, 2021 for all EUAs that are within the scope of the revision. This revision does not apply to EUAs for authorized IL-6 

assays or standalone specimen collection devices and does not apply to EUAs that include substantially equivalent viral mutation conditions of 

authorization. 

The FDA has determined that establishing additional conditions is necessary to mitigate the potential risk of false negative results due to either 

decreased sensitivity or non-reactivity associated with SARS-COV-2 viral mutations. As set forth in the September 23, 2021 letter, developers of 

authorized tests that are within the scope of the revision are now required to routinely monitor emerging viral mutations and their potential 

impact on the performance of the authorized SARS-CoV-2 test(s). If potential impacts are identified, the EUA holder must communicate with the 
FDA and end users about the potential risk that presence of the mutations may have on test performance. The EUA holder must also update their 

authorized labeling consistent with the revision letter and submit the labeling to the FDA within 3 months of September 23, 2021. By taking these 

steps, the FDA and the test developer can quickly act in response to the potential risks identified and, when applicable, share the findings on 

SARS-CoV-2 Viral Mutations: Impact on COVID-19 Tests. (htt tp

utm medium=email&utm source=govdelivery) 

Viral Mutation Revision Letter — September 23. 20211/web/20220829o7i9oo/https://www.fda.gov/media/152406/download) 
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The Wayback Machine - https://web.archiye.org/web/20220831091839/https://www.fda.gov/medical-deyices/coronayirus-disease-2019-covid-19-emergency-use-aulhorizations-medical-devices/in-v... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20220831091839/https://www.fda.uov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-

authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20220831091839/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-

emerg y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Other Tests for SARS-CoV-2 (/web/20220831091839/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-

authorizations-medical-devices/in-vitro-diagnostics-euas-other-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 (/web/20220831091839/https://www.fda.gov/medical-devices/coronavirus-

disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-

P2:2) 

IVDs for Management of COVID-19 Patients (/web/20220831091839/https://www.fda.gov/medical-devices/coranavirus-disease-2019-covid-19-

emerger y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

On This Page: 
• Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 

• Revision Concerning  Viral Mutations 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly listed. 

Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-counter 

at-home tests). 

For information on tests that have been revoked see Historical Information about Device Emergelsiy Use Authorizations: In Vitro Diagnostics 

1M) Vweb/2o2208_g49i$39/htlp

Tests with "single target" in the attribute column are: 

• designed to detect only one antigen target, currently either a section of the spike protein or a section of the nucleocapsid protein; 

• more susceptible to changes in performance due to viral mutations, meaning they are more likely to fail to detect new variants. 

Tests with "multiple targets" in the attribute column are: 

• designed to detect more than one section of the proteins that make up SARS-CoV-2; 

• more likely to continue to perform as labeled as new variants emerge. 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 
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Show 25 s' entries 

Date EUA 
Issued or 

Last 
Updated Entity 

+ D8/29/2022 Access Bio, Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

CareStart COVID-19 Antigen Home Test 
(/web/20220831091839/https://www.fda.gov/media/151245/download) 
08/02/2021 

Attributes 

Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Authorized 
Setting(s)! Authorization Documental 

Home, H, M, W HCP 

(/web/20220831091839/http 
Vweb/20220831091839/http 

(Home Test 
(/web/20220831091839/http

+ D8/24/2022 ANP 
Technologies, 
Inc 

NIDS COVID-19 AntiggaRapid Test Kit 
(/web/20220831091839/https-J/www.fda.gov/media/152462/download) 
09/24/2021 

Lateral Flow, Visual 
Read, Serial 
Screening, Single 

Target 

H, M, W 
(/web/20220831091839/https://ww,
Patients 

(/web/20220831091839/https://ww,
(/web/20220831091839/https://ww,

+ 08/23/2022 Genabio 

Diagnostics Inc. 

Genabio COVID-19 Rapid Self-Test Kit 

(/web/20220831091839/https://www.fda.gov/media/159831/download) 
07/08/2022 

Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 

Screening, Single 
Target 

Home, H, M, W HCP 
(/web/20220831091839/https://ww,
Vweb/20220831091839/http w,
(Home Test 
(/web/20220831091839/https://ww,

+ D8/19/2022 OSANG LLC OHC COVID-19 Antigen Self Test 

(/web/20220831091839/https://wwwida.gov/media/157550/download) 
04/06/2022 

Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 

Testing, Single 

Target 

Home, H, M, W HCP 

(/web/20220831091839/https://ww,
Vweb/20220831091839/https://ww,
(Home Test 

(/web/20220831091839/https://ww,

+ D8/12/2022 PHASE 

Scientific 
International, 
Ltd. 

IN DICAID COVID-19 Rai An  At-Home Test 
(/web/20220831091839/https-J/www.fda.gov/media/156956/download) 
03/16/2022 

Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Home, H, M, W HCP 
Vweb/20220831091839/http 
Vweb/20220831091839/http 
(Horne Test) 
Vweb/20220831091839/http 

+ 08/12/2022 PHASE 
Scientific 
International, 
Ltd. 

IN DICAID COVID-19 Rapid Antigen Test 

(/web/20220831091839/https://wwwida.gov/media/151212/download) 
07/28/2021 

Lateral Flow, Visual 

Read, Serial 
Screening, Single 
Target 

H, M, W HCP 
f/web/20220831091839/https://ww,

Patients 
(/web/20220831091839/https://ww 
f/web/20220831091839/https://ww,

+ 08/11/2022 Celltrion USA, Celltrion DiaTrust COVID-19 Ag Rapid Test 
Inc. (/web/20220831091839/https-J/www.fda.gov/media/147691/download),

04/16/2021 

Lateral Flow, Visual 
Read, Serial 
Screening, Multiple 
Targets 

H, M, W HCP 
(/web/20220831091839/https://ww,
Patients 

(/web/20220831091839/https://ww,
(/web/20220831091839/https://ww,

+ 08/10/2022 GenBady Inc. GenBody COVID-19 Ag 
(/web/20220831091839/https://wwwida.gov/media/150785/download) 

07/13/2021 

Lateral Flow, Visual 
Read, Serial 

Screening, Single 
Target 

H, M, W HCP 
Vweb/202213831091839/https://ww,

Patients 
Vweb/20220831091839/https://ww,
Vweb/202213831091839/https://ww, 
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Date EUA 

Issued or 
Last 
Updated 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Entity Originally Issued 

+ 8/5/2022 Siemens 
Hen hhineers 

CLINITEST Rapid COVID-19 Antigen Self-Test 
(/web/20220831091839/https://www.fda.goy/media/155173/download) 
12/29/2021 

Attributes 
Authorized 
Setting(s)! Authorization Documents2

Lateral Flow, Visual Home, H, M, W HCP 
Read, Over the Vweb/20220831091839/https://wyn 

Counter (OTC) Home Vweb/20220831091839/https://ww,

Testing, Serial (Home
Screening, Single Vweb/20220831091839/https://wyn 
Target 

+ 08/03/2022 OraSure 
Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test Rx 
(/web/20220831091839/https-J/www.fda.goy/media/149904/download) 
06/04/2021 

Lateral Flow, Visual Home, H, M, W HCP 
Read, Prescription Vweb/20220831091839/https://wyr 
Home Testing, Vweb/20220831091839/http

Single Target (Home Test 
Vweb/20220831091839/http

+ 08/03/2022 OraSure 
Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test 
(/web/20220831091839/https://www.fda.goy/media/149908/download) 
06/04/2021 

Lateral Flow, Visual Home, H, M, W HCP 
Read, Over the Vweb/20220831091839/http w,
Counter (OTC) Home Individuals 
Testing, Serial Vweb/20220831091839/https://ww,
Screening , Single Vweb/20220831091839/http w,
Target (Home Test 

Vweb/20220831091839/https://ww,

+ 08/03/2022 OraSure 
Technologies, 

Inc. 

InteliSwab COVID-19 Rapid Test Pro 
(/web/20220831091B39/https://wwwida.goy/media/149913/download) 

06/D4/2021 

Lateral Flow, Visual 
Read, Serial 

Screening , Single 
Target 

H, M, W HCP 
Vweb/20220831091839/https://ww,

Patients 
Vweb/20220831091839/https://ww,
Vweb/20220831091839/https://ww,

+ D7/29/2022 Qorvo Omnia SARS-CoV-2 Antigen Test 

Biotech nologies, (/web/20220831091839/https://www.fda.gov/media/147575/download)
LLC. 04/13/2021 

Bulk Acoustic Wave 

(BAW) Biosensor, 
Instrument Read, 

Serial Screening, 
Single Target 

H, M, W HCP 

Uweb/20220831091839/httmliw,
Patients 

Vweb/20220831091839/httm/.ww 
Vweb/20220831091839/http 

+ D7/22/2022 Maxim 
Biomedical, Inc. 

Maxi mBio ClearDetect COVID-19 Antigen Home Test 
(/web/20220831091839/httos://www.fda.gov/media/155632/download) 
01/19/2022 

Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Home, H, M, W HCP 
Uweb/20220831091839/httos://ww,

Vweb/20220831091839/https://wyr 
(Home Test) 
Uweb/20220831091839/httos://ww,

+ 07/21/2022 LumiraDx UK 
Ltd. 

LumiraDx SARS-CoV-2Ag Test 
Vweb/20220831091839/https://www.fda.goy/media/141301/downloacfl 

08/18/2020 

Microfluidic H, M, W 
Im mun °fluorescence 

Assay, Instrument 
Read, Serial 
Screening, Single 

Target 

HCP 
Vweb/20220831091839/https://ww,
Patients 
Vweb/20220831091839/https://wyr 
Vweb/20220831091839/https://ww,

+ D7/21/2022 Quidel QuickVue At-Home OTC COVI D-19 Test 

Corporation (/web/20220831091839/https://www.fda.goy/media/147247/download),
03/31/2021 

Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Screening, Single 
Target 

Home, H, M, W HCP 

Vweb/20220831091839/https://ww,
Individuals 

Vweb/20220831091839/https://ww,
Vweb/20220831091839/https://ww,
(Home Test). 

Vweb/20220831091839/https://ww, 
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Date EUA 

Issued or 
Last 
Updated Entity 

+ 07/13/2022 SD Biosensor, 
Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

Pilot COVID-19 At-Home Test 
(fweb/20220831091839/https://www.fda.gov/media/155123/download) 
12/24/2021 

Attributes 

Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Authorized 
Setting(s)! Authorization Documents2

Home, H, M, W HCP 
Vweb/20220831091839/https://ww 
Vweb/20220831091839/https://ww,

(Home
Vweb/20220831091839/https://ww 

+ 07/13/2022 ACON 
Laboratories, 
Inc 

Flowflex COVID-19 Antigen Home Test 
(/web/20220831091839/https-J/www.fda.gov/media/152700/download) 
10/04/2021 

Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Screening, Single 

Target 

Home, H, M, W HCP 
Vweb/20220831091839/httpw 
Vweb/20220831091839/http 

(Home Test 
Vweb/20220831091839/httpw

+ D7/13/2022 Ellume Limited Ellume COVID-19 Home Test 
(/web/20220831091839/https://www.fda.gov/media/144457/download) 

12/15/2020 

Lateral Flow, 
Fluorescence, 
Instrument Read, 
Over the Counter 
(OTC) Home Testing, 
Serial Screening, 

Single Target 

Home, H, M, W HCP 
(/web/20220831091839/http 
Vweb/20220831091839/https://ww,
(Home Test 
(/web/20220831091839/http
FAQ 

Vweb/20220831091839/http w,

+ D7/08/2022 iHealth Labs, 

Inc. 

iHealth COVID-19 Antigen Rapid Test 

(/web/20220831091839/https://www.fda.gov/media/153925/download)
11/05/2021 

Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 

Screening, Single 
Target 

Home, H, M, W HCP 

Vweb/20220831091839/https://ww,
Vweb/20220831091839/https://ww,
(Home Test 

Vweb/20220831091839/https://ww,

+ D7/08/2022 Watmind USA Speedy Swab Rapid COVID-19 Antigen Self-Test 

(/web/20220831091839/https-J/www.fda.gov/media/159730/download) 
07/08/2022 

Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Testing, Single 
Target 

Home, H, M, W HCP 

Vweb/20220831091839/http 
Vweb/20220831091839/http 
(Home Test) 
Vweb/20220831091839/https://ww 

+ 06/29/2022 InBios 
International 

Inc. 

SCaV-2 Ag Detect Rapid Self-Test 

(/web/20220831091839/httas://wwwida.gov/media/154338/download) 
11/22/2021 

Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Home, H, M, W HCP 
Uweb/20220831091839/httos://ww,

Vweb/20220831091839/https://ww 
(Home Test) 
f/web/20220831091839/https://ww,

+ 06/23/2022 Celltrion USA, 
Inc. 

Celltrion DiaTrust COVID-19 Ag  Home Test 
(/web/20220831091839/https://www.fda.gov/media/153418/download) 

10/21/2021 

Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening, Multiple 
Targets 

Home, H, M, W HCP 
(/web/20220831091839/https://ww,
f/web/20220831091839/https://ww,
(Home Test) 
Uweb/20220831091839/http 

+ 06/09/2022 Salofa Oy Sienna-Clarity COVID-19 Antigen Rapid Test Cassette 
(/web/20220831091839/https://www.fdamov/media/149056/download) 
05/20/2021 

Lateral Flow, Visual 
Read, Single Target 

H, M, W ELM 
Vweb/20220831091839/https://ww,
Patients 

Vweb/20220831091839/https://ww,
Vweb/20220831091839/https://ww, 
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Date EUA 
Issued or 
Last Diagnostic (Most Recent Letter of Authorization) and Date EUA Authorized 
Updated Entity Originally Issued Attributes Setting(s)1 Authorization Documents2

+ 06/01/2022 Xiamen Boson yRa id SARS-CoV-2 Antigen Test Card Lateral Flow, Visual Home, H, M, W HCP 
Biotech Co., 
Ltd." 

(/web/20220831091839/https://www.fda.gov/media/157546/download) Read, Over the 
Counter (OTC) Home 
Testing, Serial 

Vweb/20220831091839/http w 
04/D6/2022 Vweb/20220831091839/https://ww,

(Home
Testing, Single Vweb/20220831091839/http w 
Target 

Showing 1 to 25 of 51 entries 

Previous 1 2 3 Next 

' Authorized settings include the following: 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

Revision Concerning Viral Mutations 
On September 23, 2021, the FDA revised the EUAs of certain molecular, antigen, and serology tests to establish additional Conditions of 

Authorization in response to the continued emergence of new variants of SARS-CoV-2. The revision requires test developers to update their 

authorized labeling and evaluate the impact of SARS-CoV-2 viral mutations on their test's performance as outlined in the letter. This revision is 

effective as of September 23, 2021 for all EUAs that are within the scope of the revision. This revision does not apply to EUAs for authorized IL-6 

assays or standalone specimen collection devices and does not apply to EUAs that include substantially equivalent viral mutation conditions of 

authorization. 

The FDA has determined that establishing additional conditions is necessary to mitigate the potential risk of false negative results due to either 

decreased sensitivity or non-reactivity associated with SARS-CoV-2 viral mutations. As set forth in the September 23, 2021 letter, developers of 

authorized tests that are within the scope of the revision are now required to routinely monitor emerging viral mutations and their potential 

impact on the performance of the authorized SARS-CoV-2 test(s). If potential impacts are identified, the EUA holder must communicate with the 

FDA and end users about the potential risk that presence of the mutations may have on test performance. The EUA holder must also update their 

authorized labeling consistent with the revision letter and submit the labeling to the FDA within 3 months of September 23, 2021. By taking these 

steps, the FDA and the test developer can quickly act in response to the potential risks identified and, when applicable, share the findings on 

SARS-CoV-2 Viral Mutations: Impact on COVID-ig Tests. (https://web.archive.org/web/2o2208lioqi8q .fhttps://www.fda.gov/medical-

devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-viral-mutations-impact-covid-19-tests? 

utm medium=email8mtm source=govdelivery) 

Viral Mutation Revision Letter — September 23, 2021 1, 11t9,/m1,/__g__/__I_5_4__/__)e www.fda. ov media 2 o6 download 
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The Wayback Machine - https://web.archiye.org/web/20220927000315/https://vnywida.gov/medical-deyices/coronayirus-disease-2019-covid-19-emergency-use-aulhorizations-medical-devices/in-v... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20220927000315/https://www.fda.nov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-

authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20220927000315/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-

emerg y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Other Tests for SARS-CoV-2 (/web/20220927000315/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-

authorizations-medical-devices/in-vitro-diagnostics-euas-other-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 Uweb/20220927000315/https://www.fda.gov/medical-devices/coronavirus-

disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-

P2:2) 

IVDs for Management of COVID-19 Patients (/web/20220927000315/https://www.fda.gov/medical-devices/coranavirus-disease-2019-covid-19-

emerger y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

On This Page: 
• Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 

• Revision Concerning  Viral Mutations 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly listed. 

Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-counter 

at-home tests). 

For information on tests that have been revoked see Historical Information about Device Emergelsiy Use Authorizations: In Vitro Diagnostics 

(M) (/web/2o22o927oo0315&ips://www.fda.gov/medical-devices/emergelsiy-use-authorizations-medical-devices/historical-

information-about-device-emerg _eiisy-use-authorizations) 

Tests with "single target" in the attribute column are: 

• designed to detect only one antigen target, currently either a section of the spike protein or a section of the nucleocapsid protein; 

• more susceptible to changes in performance due to viral mutations, meaning they are more likely to fail to detect new variants. 

Tests with "multiple targets" in the attribute column are: 

• designed to detect more than one section of the proteins that make up SARS-CoV-2; 

• more likely to continue to perform as labeled as new variants emerge. 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 
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entries 

Entity 

ACON 

Laboratories, 
Inc 

Search: 

Authorized 
Setting(s)! 

Home, H, M, W 

Authorization Documental 

HCP 

(/web/20220927000315/http 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

Flowflex COVID-19 Antigen Home Test 

Attributes 

Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Show 25 s' 

Date EUA 
Issued or 

Last 
Updated 

+ 09/02/2022 

(/web/20220927000315/https-J/www.fda.gov/media/152700/download) 
10/04/2021 Vweb/20220927000315/http 

(Home Test 
(/web/20220927000315/http 

+ 09/02/2022 Xiamen Boson 
Biotech Co., 
Ltd." 

Rapid SARS-CoV-2 Antigen Test Card Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Testing, Single 
Target 

Home, H, M, W HEE 
Vweb/20220927000315/http (/web/20220927000315/https-J/www.fda.gov/media/157546/download) 

04/06/2022 Vweb/20220927000315/https://ww,

(Home Test) 
Vweb/20220927000315/http 

+ 08/29/2022 Access Bio, Inc. CareStat COVID-19 Antigen Home Test Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Home, H, M, W HCP 
Vweb/20220927000315/http w,(/web/20220927000315/https://www.fda.gov/media/151245/download) 

08/02/2021 (Aveb/20220927000315/http 

(Home Test 
(/web/20220927000315/https://ww,

+ 08/24/2022 ANP 
Technologies, 
Inc 

NIDS COVID-19 Antigen Rapid Test Kit Lateral Flow, Visual 
Read, Serial 
Screening, Single 

Target 

H, M, W HCP 
(/web/20220927000315/https://ww (/web/20220927000315/https://wwwida.gov/media/152462/download) 

09/24/2021 Patients 

(/web/20220927000315/https://ww,
(/web/20220927000315/https://ww 

+ D8/23/2022 Genabio 
Diagnostics Inc. 

Genabio COVID-19 Rapid Self-Test Kit Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Home, H, M, W HCP 
Vweb/20220927000315/http (/web/20220927000315/httpsJ/www.fda.gov/media/159831/download) 

07/08/2022 Vweb/20220927000315/http 
(Home Test) 
(/web/20220927000315/http 

+ 08/19/2022 OSANG LLC OHC COVID-19 Antigen Self Test Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Testing, Single 
Target 

Home, H, M, W HCP 
Uweb/20220927000315/httos://ww,f/web/20220927000315/httos://www.fda.gov/media/157550/download) 

04/06/2022 (/web/20220927000315/https://ww,
(Home Test) 
(/web/20220927000315/https://ww,

+ 08/12/2022 PHASE 
Scientific 

International, 
Ltd. 

INDICAID COVID-19 Rapid Antigen At-Home Test Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening, Single 

Target 

Home, H, M, W HCP 
(/web/20220927000315/https://ww (/web/20220927000315/https://www.fda.gov/media/156956/download) 

03/16/2022 (/web/20220927000315/https://ww,
(Home Test) 
(/web/20220927000315/https://ww 

+ 08/12/2022 PHASE 
Scientific 
International, 

Ltd. 

INDICAID COVID-19 Rapid Antigen Test Lateral Flow, Visual 
Read, Serial 
Screening, Single 

Target 

H, M, W ELM 
(/web/20220927000315/https://ww (/web/20220927000315/httpsf/www.fda.gov/media/151212/download) 

07/28/2021 Patients 

(/web/20220927000315/https://ww,
(/web/20220927000315/https://ww 
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Date EUA 

Issued or 
Last 
Updated 

+ 08/11/2022 

Entity 

Celltrion USA, 
Inc. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

Celltrion DiaTrust COVID-19 Ag Rapid Test 

Attributes 

Lateral Flow, Visual 
Read, Serial 
Screening, Multiple 
Targets 

Authorized 
Setting(s)! 

H, M, W 

Authorization Documents2

HCP 
Vweb/20220927000315/https://my (fweb/20220927000315/https://www.fda.gov/media/147691/download) 

04/16/2021 Patients 
Vweb/20220927000315/https://wvn 
Vweb/20220927000315/http 

+ 08/10/2022 GenBady Inc. Ger iotyl COVID-19 Ag Lateral Flow, Visual 

Read, Serial 
Screening, Single 
Target 

H, M, W HCP 

Vweb/20220927000315/https://ww,(/web/20220927000315/https://wwwida.gov/media/150785/download) 
07/13/2021 Patients 

Vweb/20220927000315/https://my 

Vweb/20220927000315/https://ww,

+ 8/5/2022 Siemens 
Heatthineers 

CLINITEST Rapid COVID-19 Antigen Self-Test Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Home, H, M, W HCP 
Vweb/20220927000315/https://ww,(/web/20220927000315/https://www.fda.gov/media/155173/download) 

12/29/2021 Vweb/20220927000315/https://ww,
(Home Test 
Vweb/20220927000315/https://ww,

+ D8/03/2022 OraSure 

Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test Rx Lateral Flow, Visual 

Read, Prescription 
Home Testing, 
Single Target 

Home, H, M, W HCP 

Vweb/20220927000315/https://ww,(/web/20220927000315/https://www.fda.gov/media/149904/download) 
06/04/2021 Vweb/20220927000315/https://wvn 

(Home Test 

Vweb/20220927000315/https://ww,

+ 08/03/2022 OraSure 
Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Screening , Single 
Target 

Home, H, M, W HCP 
Vweb/20220927000315/https://wvn (/web/20220927000315/https://www.fda.gov/media/149908/download) 

06/D4/2021 Individuals 

(/web/20220927000315/http iw,
Vweb/20220927000315/https://wvn 
(Home Test 

(/web/20220927000315/http iw,

+ D8/03/2022 OraSure 
Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test Pro Lateral Flow, Visual 
Read, Serial 

Screening , Single 
Target 

H, M, W HCP 
Uweb/20220927000315/httos://ww,f/web/20220927000315/httos://wwwida.gov/media/149913/download) 

06/04/2021 Patients 
Vweb/20220927000315/https://my 
Uweb/20220927000315/httos://ww,

+ 07/29/2022 Qorvo 
Biotechnologies, 
LLC. 

Omnia SARS-CoV-2 Antigen Test Bulk Acoustic Wave 
(BAW) Biosensor, 
Instrument Read, 

Serial Screening, 
Single Target 

H, M, W LEE 
Vweb/20220927000315/https://wvn (/web/20220927000315/https-J/www.fda.gov/media/147575/download) 

04/13/2021 Patients 

f/web/20220927000315/https://ww,
flweb/20220927000315/https://wvn 

+ 07/22/2022 Maxim 
Biomedical, Inc. 

MaximBio ClearDetect COVID-19 Antigen Home Test Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Home, H, M, W HCP 
f/web/20220927000315/https://wve (/web/20220927000315/https://www.fda.gov/media/155632/download) 

01/19/2022 1/web/20220927000315/http 

(Home Test). 
(/web/20220927000315/https://wve 

+ 07/21/2022 LumiraDx UK 
Ltd. 

LumiraDx SARS-CoV-2 Agigat Microfluidic 
Immunofluorescence 
Assay, Instrument 

Read, Serial 
Screening, Single 
Target 

H, M, W 
Vweb/20220927000315/https://wvn (/web/20220927000315/https://www.fdamov/media/141301/download) 

08/18/2020 Patients 

Uweb/20220927000315/httos://ww,
Vweb/20220927000315/https://wvn 

SAppx1967



Date EUA 

Issued or 
Last 
Updated 

+ 07/21/2022 

Entity 

Quidel 
Corporation 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

QuickVue At-Home OTC COVI D-19 Test 

Attributes 

Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Authorized 
Setting(s)! 

Home, H, M, W 

Authorization Documents2

HCP 
Vweb/2022092700D315/https://ww (fweb/20220927000315/https://www.fda.gov/media/147247/download) 

03/31/2021 Individuals 
Vweb/20220927000315/https://ww 
Vweb/2022092700D315/http vw 

(Home Test 
Vweb/20220927000315/https://ww 

+ 07/13/2022 SD Biosensor, 
Inc. 

Pilot COVID-19 At-Home Test Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening, Single 

Target 

Home, H, M, W HCP 
Vweb/2022092700D315/http vw (/web/20220927000315/https://www.fda.gov/media/155123/download) 

12/24/2021 (Aveb/20220927000315/https://ww 
(Ho  lest) 
Vweb/2022092700D315/http vw 

+ D7/13/2022 Ellume Limited Ellume COVID-19 Home Test Lateral Flow, 

Fluorescence, 
Instrument Read, 
Over the Counter 

(OTC) Home Testing, 

Serial Screening, 
Single Target 

Home, H, M, W HCP 
Vweb/20220927000315/https://ww (/web/20220927000315/https://www.fda.gov/media/144457/download) 

12/15/2020 Vweb/20220927000315/http w 
(Home Test 
Vweb/20220927000315/https://ww 

(Aveb/2022092700D315/http 

+ 07/08/2022 iHealth Labs, 
Inc. 

iHealth COVID-19 Antigen Rapid Test Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 

Testing, Serial 
Screening, Single 
Target 

Home, H, M, W HCP 
Vweb/20220927000315/https://ww (/web/20220927000315/https://wwwida.gov/media/153925/download) 

11/05/2021 Vweb/2022092700D315/https://ww 

(Home Test 
Vweb/20220927000315/https://ww 

+ 07/08/2022 Watmind USA Speedy Swab Rapid COVI D-19 Antigen Self-Test Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Testing, Single 
Target 

Home, H, M, W HCP 

(Aveb/20220927000315/http iw (/web/20220927000315/https://wwwida.gov/media/159730/download) 
07/D8/2022 Vweb/20220927000315/https://ww 

(Home Test). 
Vweb/20220927000315/https://ww 

+ 06/29/2022 InBios 
International 
Inc. 

SCoV-2 Ag Detect Raoid Self-Test Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Screening, Single 
Target 

Home, H, M, W HCP 
Vweb/20220927000315/https://ww (/web/20220927000315/https-J/wwwida.gov/media/154338/download) 

11/22/2021 Vweb/2022092700D315/https://ww 

(Home Test) 
Vweb/20220927000315/https://ww 

+ 06/23/2022 Celltrion USA, 

Inc. 

Celltrion DiaTrust COVID-19 Ag Home Test Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 
Testing, Serial 

Screening, Multiple 
Targets 

Home, H, M, W HCP 

1/web/20220927000315/https://ww (/web/20220927000315/https://wwwida.gov/media/153418/download) 
10/21/2021 /web/20220927000315/https://ww 

(Home Test). 

1/web/20220927000315/https://ww 

+ 06/09/2022 Salofa Cly Si enna-C larit COVID-19 Antigen Rapid Test Cassette Lateral Flow, Visual 
Read, Single Target 

H, M, W HCP 
(/web/2022092700D315/https://ww (/web/20220927000315/https://wwwfda.gov/media/149056/download) 

05/20/2021 Patients 
Vweb/20220927000315/http vw 
Vweb/20220927000315/http w

Showing 1 to 25 of 51 entries 

Previous 2 3 Next 
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Authorized settings include the following: 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

2  Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

Revision Concerning Viral Mutations 
On September 23, 2021, the FDA revised the EUAs of certain molecular, antigen, and serology tests to establish additional Conditions of 

Authorization in response to the continued emergence of new variants of SARS-CoV-2. The revision requires test developers to update their 

authorized labeling and evaluate the impact of SARS-CoV-2 viral mutations on their test's performance as outlined in the letter. This revision is 

effective as of September 23, 2021 for all EUAs that are within the scope of the revision. This revision does not apply to EUAs for authorized IL-6 

assays or standalone specimen collection devices and does not apply to EUAs that include substantially equivalent viral mutation conditions of 

authorization. 

The FDA has determined that establishing additional conditions is necessary to mitigate the potential risk of false negative results due to either 

decreased sensitivity or non-reactivity associated with SARS-CoV-2 viral mutations. As set forth in the September 23, 2021 letter, developers of 

authorized tests that are within the scope of the revision are now required to routinely monitor emerging viral mutations and their potential 

impact on the performance of the authorized SARS-CoV-2 test(s). If potential impacts are identified, the EUA holder must communicate with the 

FDA and end users about the potential risk that presence of the mutations may have on test performance. The EUA holder must also update their 

authorized labeling consistent with the revision letter and submit the labeling to the FDA within 3 months of September 23, 2021. By taking these 

steps, the FDA and the test developer can quickly act in response to the potential risks identified and, when applicable, share the findings on 

SARS-CoV-2 Viral Mutations: Impact on COVID-19 Tests. (1 s://web.archive.org/web/2022o927000315/https://www.fda.gov/medical-

devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-viral-mutations-impact-covid-19-tests? 

utm medium=email8rutm source=govdeliverv)

Viral Mutation Revision Letter — September 23,  2021 (/web/2o220927000315/https://www.fda.gov/media/i5uo6/dowriload) 
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The Wayback Machine - https://web.archiye.org/web/20220929155820/https://www.fda.gov/medical-deyices/coronayirus-disease-2019-covid-19-emergency-use-aulhorizations-medical-devices/in-v... 

In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2 

In Vitro 

• 

• 

• 

• 

• 

Diagnostic EUAs: Overview and Templates 

Templates and Other Information (/web/20220929155820/https://www.fda.uov/medical-devices/coronavirus-disease-2019-covid-19-emeraency-use-

authorizations-medical-devices/in-vitro-diagnostics-euas) 

Molecular Diagnostic Tests for SARS-CoV-2 (/web/20220929155820/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-

emerg y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2) 

Other Tests for SARS-CoV-2 (/web/20220929155820/https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-

authorizations-medical-devices/in-vitro-diagnostics-euas-other-tests-sars-cov-2) 

Serology and Other Adaptive Immune Response Tests for SARS-CoV-2 Uweb/20220929155820/https://www.fda.gov/medical-devices/coronavirus-

disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-serology-and-other-adaptive-immune-response-tests-sars-

P2:2) 

IVDs for Management of COVID-19 Patients (/web/20220929155820/https://www.fda.gov/medical-devices/coranavirus-disease-2019-covid-19-

emerger y-use-authorizations-medical-devices/in-vitro-diagnostics-euas-ivds-management-covid-19-patients) 

On This Page: 
• Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 

• Revision Concerning  Viral Mutations 

Individual EUAs for Antigen Diagnostic Tests for SARS-CoV-2 
This table includes information about authorized SARS-CoV-2 antigen diagnostic tests that have been authorized individually. These EUAs have 

been issued for each individual test with certain conditions of authorization required of the manufacturer and authorized laboratories. Test 

attributes are listed in the "Attributes" column. For example, tests authorized for the screening of asymptomatic individuals without known 

exposure are listed with "screening" in the attribute column; pooling, multi-analyte, saliva, home collection, and home testing are similarly listed. 

Tests available without a prescription include the attribute "DTC" (for direct-to-consumer home collection tests) or "OTC" (for over-the-counter 

at-home tests). 

For information on tests that have been revoked see Historical Information about Device Emergelsiy Use Authorizations: In Vitro Diagnostics 

1M) Uweb/2o22ogggi5582o/https://www.fda.gov/medical-devices/emergency-use-authorizations-medical-devices/historical-

information-about-device-emerg uisy-use-authorizations) 

Tests with "single target" in the attribute column are: 

• designed to detect only one antigen target, currently either a section of the spike protein or a section of the nucleocapsid protein; 

• more susceptible to changes in performance due to viral mutations, meaning they are more likely to fail to detect new variants. 

Tests with "multiple targets" in the attribute column are: 

• designed to detect more than one section of the proteins that make up SARS-CoV-2; 

• more likely to continue to perform as labeled as new variants emerge. 

To see additional authorization documents, such as letters granting EUA amendments or revisions, and a list of other brand names authorized 

under a specific EUA, select the plus (+) button beside the "Date EUA Issued or Last Updated" for each EUA. 

Authorized EUA devices in the table below for SARS-CoV-2 antigen diagnostic tests are assigned the QKP product code. Antigen multi-analyte 

respiratory panel tests authorized in the table below are assigned the QMN product code. 
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Search: 

Show 25 s' entries 

Date EUA 
Issued or 

Last 
Updated Entity Originally Issued 

+ 09/23/2022 Quidel 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 

guickVue At-Home OTC COVI D-19 Test 
Corporation (/web/20220929155820/https://www.fda.gov/media/147247/download)

03/31/2021 

Attributes 
Authorized 
Setting(s)1 Authorization Documental 

Lateral Flow, Visual Home, H, M, W HCP 

Read, Over the Vweb/20220929155820/https://ww,
Counter (OTC) Home Individuals 
Testing, Serial Vweb/20220929155820/https://ww,

Screening, Single Vweb/20220929155820/https://ww,
Target (Home Test 

Vweb/20220929155820/https://ww,

+ 09/02/2022 ACON 
Laboratories, 

Inc 

Flowflex COVID-19 Antigen Home Test 
(/web/20220929155820/https://www.fda.gov/media/152700/download) 

10/D4/2021 

Lateral Flow, Visual Home, H, M, W HCP 
Read, Over the Vweb/20220929155820/https://ww,

Counter (OTC) Home Vweb/20220929155820/htfps://ww,
Testing, Serial (Home Test 
Screening, Single Vweb/20220929155820/https://ww,

Target 

+ D9/02/2022 Xiamen Boson 
Biotech Co., 
Ltd." 

iR at id SARS-CoV-2 Antigen Test Card 
(/web/20220929155820/https://www.fda.gov/media/157546/download) 
04/06/2022 

Lateral Flow, Visual Home, H, M, W HCP 
Read, Over the Vweb/2022092915582D/http

Counter (OTC) Home Vweb/20220929155820/https://ww,

Testing, Serial (Home
Testing, Single (/web/20220929155820/https://ww
Target 

+ 08/29/2022 Access Bio, Inc. CareStart COVID-19 Antigen Home Test 
(/web/20220929155820/https://www.fda.gov/media/151245/download) 

08/D2/2021 

Lateral Flow, Visual Home, H, M, W HCP 
Read, Over the (/web/20220929155820/https://ww,

Counter (OTC) Home (/web/20220929155820/https://ww,
Testing, Serial (Home Test 
Screening, Single (/web/20220929155820/https://ww,

Target 

+ D8/24/2022 ANP 

Technologies, 
Inc 

NIDS COVID-19 Antigen Rapid Test Kit 

(/web/20220929155820/htfps://wwwida.gov/media/152462/download) 
09/24/2021 

Lateral Flow, Visual 

Read, Serial 

Screening, Single 
Target 

H, M, W HCP 
Vweb/20220929155820/https://ww,

Patients 
(/web/20220929155820/https:
Uweb/20220929155820/httos://ww,

+ D8/23/2022 Genabio 
Diagnostics Inc. 

Genabio COVID-19 Raoid Self-Test Kit 
(/web/20220929155820/https-J/www.fda.uov/media/159831/download) 
07/D8/2022 

Lateral Flow, Visual Home, H, M, W HCP 
Read, Over the Vweb/20220929155820/https://ww,
Counter (OTC) Home (/web/20220929155820/https://ww 
Testing, Serial (Home Test) 
Screening, Single f/web/20220929155820/https://ww,
Target 

+ D8/19/2022 OSANG LLC OHC COVID-19 Antigen Self Test 

(/web/20220929155820/https://wwwida.gov/media/157550/download) 
04/06/2022 

Lateral Flow, Visual Home, H, M, W HCP 

Read, Over the f/web/20220929155820/https://ww,
Counter (OTC) Home Vweb/20220929155820/https://ww,
Testing, Serial (Home Test) 

Testing, Single f/web/20220929155820/https://ww,
Target 

+ 08/12/2022 PHASE 
Scientific 

International, 
Ltd. 

INDICAID COVID-19 Rapid Antigen At-Home Test 
(/web/20220929155820/https://www.fda.gov/media/156956/download) 

03/16/2022 

Lateral Flow, Visual Home, H, M, W HCP 
Read, Over the Vweb/20220929155820/https://ww,

Counter (OTC) Home (/web/20220929155820/https://ww,
Testing, Serial (Home Test) 
Screening, Single (/web/20220929155820/https://ww, 

Target 
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Date EUA 

Issued or 
Last 
Updated 

+ 08/12/2022 

Entity 

PHASE 
Scientific 
International, 
Ltd. 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Originally Issued 

INDICAID COVID-19 Rapid Antigen Test 

Attributes 

Lateral Flow, Visual 
Read, Serial 
Screening, Single 
Target 

Authorized 
Setting(s)! 

H, M, W 

Authorization Documents2

HCP 
Vweb/20220929155820/https://ww (fwela/20220929155820/https://www.fda.gov/media/151212/download) 

07/28/2021 Patients 
Vweb/20220929155820/https://ww 
Vweb/20220929155820/http 

+ 08/11/2022 Celltrion USA, 

Inc. 

Celltrion DiaTrust COVID-19 Ag Rapid Test Lateral Flow, Visual 

Read, Serial 
Screening, Multiple 
Targets 

H, M, W HCP 

Vweb/20220929155820/https://wwi (/web/20220929155820/https://www.fda.gov/media/147691/download) 
04/16/2021 Patients 

(/web/20220929155820/https://ww 

Vweb/20220929155820/https://wwi 

+ 08/10/2022 GenBody Inc. Ger3ocyl COVID-19 Ag Lateral Flow, Visual 

Read, Serial 

Screening, Single 
Target 

H, M, W HCP 
Vweb/20220929155820/https://ww (/web/20220929155820/https://www.fda.gov/media/150785/download) 

07/13/2021 Patients 
(/web/20220929155820/http 
Vweb/20220929155820/https://ww 

+ 8/5/2022 Siemens 
Heatthineers 

CLINITEST Rapid COVID-19 Antigen Self-Test Lateral Flow, Visual 
Read, Over the 

Counter (OTC) Home 
Testing, Serial 
Screening, Single 

Target 

Home, H, M, W HCP 
Vweb/202209291558211/https://wwi (/web/20220929155820/https://www.fda.gov/media/155173/download) 

12/29/2021 Vweb/20220929155820/https://wwi 
(Home
Vweb/202209291558211/https://wwi 

+ 08/03/2022 OraSure 
Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test Rx Lateral Flow, Visual 
Read, Prescription 
Home Testing, 

Single Target 

Home, H, M, W HCP 
(/web/20220929155820/https://wwi (/web/20220929155820/https://www.fda.gov/media/149904/download) 

06/D4/2021 Vweb/20220929155820/https://wwi 

(Home Test 
(/web/20220929155820/https://ww 

+ 08/03/2022 OraSure 
Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test Lateral Flow, Visual 
Read, Over the 
Counter (OTC) Home 
Testing, Serial 
Screening , Single 
Target 

Home, H, M, W HCP 

Vweb/20220929155820/http av (/web/20220929155820/https-J/www.fda.gov/media/149908/download) 
06/04/2021 Individuals 

Uweb/20220929155820/httos://wwi 

Vweb/20220929155820/https://ww 
(Home Test) 
Uweb/20220929155820/httos://wwi 

+ 08/03/2022 OraSure 
Technologies, 
Inc. 

InteliSwab COVID-19 Rapid Test Pro Lateral Flow, Visual 
Read, Serial 
Screening , Single 

Target 

H, M, W LEE 
(/web/20220929155820/https://ww (/web/20220929155820/https-J/www.fda.gov/media/149913/download) 

06/04/2021 Patients 

f/web/20220929155820/https://wwi 
f/web/20220929155820/https://ww 

+ 07/29/2022 Qorvo 
Biotechnologies, 
LLC. 

Omnia SARS-CoV-2 Antigen Test Bulk Acoustic Wave 
(BAW) Biosensor, 
Instrument Read, 

Serial Screening, 
Single Target 

H, M, W HCP 
f/web/20220929155B20/https://ww (/web/2D220929155820/https://www.fda.gov/media/147575/download) 

04/13/2021 Patients 

f/web/20220929155820/https://wwi 
(/web/20220929155B20/https://ww 

+ 07/22/2022 Maxim 

Biomedical, Inc. 

MaximBio ClearDetect COVID-19 Antigen Home Test Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 

Screening, Single 
Target 

Home, H, M, W HCP 

Uweb/20220929155820/httos://wwi (/web/21)220929155820/httos://www.fda.gov/media/155632/download) 
01/19/2022 Vweb/20220929155820/https://wwi 

(Home Test) 

Uweb/20220929155820/httos://wwi 
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Date EUA 

Issued or 
Last 
Updated 

Diagnostic (Most Recent Letter of Authorization) and Date EUA 
Entity Originally Issued 

+ 07/21/2022 LumiraDx UK 
Ltd. 

LumiraDx SARS-CoV-2Ag Test 
(fweb/20220929155820/https://wwwida.gov/media/141301/download) 

08/18/2020 

Attributes 
Authorized 
Setting(s)! Authorization Documents2

Microfluidic H, M, W 
Immunofluorescence 
Assay, Instrument 
Read, Serial 
Screening, Single 
Target 

HCP 
Vweb/20220929155829/https://wwr 

Patients 
Vweb/20220929155820/hUps://wvir 
Vweb/20220929155829/http Av 

+ 97/13/2022 SD Biosensor, 
Inc. 

Pilot COVID-19 At-Home Test 
(/veb/20220929155820/https-J/www.fda.gov/media/155123/download) 
12/24/2021 

Lateral Flow, Visual Home, H, M, W HCP 
Read, Over the Vweb/20220929155820/https://wvir
Counter (OTC) Home Vweb/20220929155820/http v

Testing, Serial (Home Test 
Screening, Single Vweb/20220929155820/https://wvir
Target 

+ D7/13/2022 Ellume Limited Ellume COVID-19 Home Test 
(/web/20220929155820/https://www.fda.gov/media/144457/download) 

12/15/2020 

Lateral Flow, 
Fluorescence, 
Instrument Read, 
Over the Counter 
(OTC) Home Testing, 
Serial Screening, 

Single Target 

Home, H, M, W HCP 
(/web/20220929155829/http 
Vweb/20220929155820/hUps://wvn 

(Home Test 
(/web/20220929155829/http
FAQ 

Vweb/20220929155820/http w,

+ 07/08/2022 iHealth Labs, 

Inc. 

iHealth COVID-19 Antigen Rapid Test 

(/web/20220929155820/https://wwwida.gov/media/153925/download)
11/05/2021 

Lateral Flow, Visual 

Read, Over the 
Counter (OTC) Home 
Testing, Serial 

Screening, Single 
Target 

Home, H, M, W HCP 

Vweb/20220929155820/https://ww,
Vweb/20220929155820/https://wAr 
(Home Test 

Vweb/20220929155820/https://ww,

+ 07/08/2022 Watmind USA Speedy Swab Rapid COVID-19 Antigen Self-Test 
(/web/20220929155820/https://wwwida.gov/media/159730/download) 

07/98/2022 

Lateral Flow, Visual Home, H, M, W HCP 
Read, Over the Vweh/20220929155820/https://wwi

Counter (OTC) Home Uweb/20220929155820/http ive
Testing, Serial (Home Test 
Testing, Single Vweb/20220929155820/http v
Target 

+ D6/29/2022 InBios 
International 

Inc. 

SCaV-2 Ag Detect Rapid Self-Test 

(/web/20220929155820/httas://www,fda.gov/media/154338/download) 
11/22/2021 

Lateral Flow, Visual Home, H, M, W HCP 

Read, Over the Uweb/20220929155820/httos://wwi 

Counter (OTC) Home Vweb/20220929155820/https://wvir 
Testing, Serial (Home Test) 
Screening, Single Uweb/20220929155820/httos://wwi 

Target 

+ 06/23/2022 Celltrion USA, 
Inc. 

Celltrion DiaTrust COVID-19 Ag  Home Test 
(/web/20220929155820/https://www.fda.gov/media/153418/download) 

10/21/2021 

Lateral Flow, Visual Home, H, M, W HCP 
Read, Over the (/web/20220929155820/https://wwi 
Counter (OTC) Home 1/web/20220929155820/https://ww,
Testing, Serial (Home Test) 
Screening, Multiple Uweb/20220929155820/http v

Targets 

+ D6/09/2022 Salafa Oy 

Showing 1 to 25 of 51 entries 

Si enna-C lari CDVID-19 AntigeRapid Test Cassette Lateral Flow, Visual 

(/web/20220929155820/https://www.fda.gov/media/149056/download) Read, Single Target 
05/20/2021 

H, M, W HCP 

1/web/20220929155820/https://ww,
Patients 

Uweb/20220929155820/https://ww,
Vweb/20220929155820/https://wAr 

Previous 2 3 Next 
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Authorized settings include the following: 

• H - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform high complexity tests. 

• M - Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet 

requirements to perform moderate complexity tests. 

• W - Patient care settings operating under a CLIA Certificate of Waiver. 

2  Authorization Documents include the Healthcare Provider (HCP) and Patient Fact Sheets and either the Manufacture Instructions/Package 

Insert (abbreviated to IFU) or the EUA Summary. 

Revision Concerning Viral Mutations 
On September 23, 2021, the FDA revised the EUAs of certain molecular, antigen, and serology tests to establish additional Conditions of 

Authorization in response to the continued emergence of new variants of SARS-CoV-2. The revision requires test developers to update their 

authorized labeling and evaluate the impact of SARS-CoV-2 viral mutations on their test's performance as outlined in the letter. This revision is 

effective as of September 23, 2021 for all EUAs that are within the scope of the revision. This revision does not apply to EUAs for authorized IL-6 

assays or standalone specimen collection devices and does not apply to EUAs that include substantially equivalent viral mutation conditions of 

authorization. 

The FDA has determined that establishing additional conditions is necessary to mitigate the potential risk of false negative results due to either 

decreased sensitivity or non-reactivity associated with SARS-CoV-2 viral mutations. As set forth in the September 23, 2021 letter, developers of 

authorized tests that are within the scope of the revision are now required to routinely monitor emerging viral mutations and their potential 

impact on the performance of the authorized SARS-CoV-2 test(s). If potential impacts are identified, the EUA holder must communicate with the 

FDA and end users about the potential risk that presence of the mutations may have on test performance. The EUA holder must also update their 

authorized labeling consistent with the revision letter and submit the labeling to the FDA within 3 months of September 23, 2021. By taking these 

steps, the FDA and the test developer can quickly act in response to the potential risks identified and, when applicable, share the findings on 

SARS-CoV-2 Viral Mutations: Impact on COVID-19 Tests. (1 s://web.archive.org/web/2022o9a915582o/https://www.fda.gov/medical-

devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-viral-mutations-impact-covid-19-tests? 

utm medium=email8rutm source=govdeliverv)

Viral Mutation Revision Letter — September 23,  2021 (/web/2o22o9a915582o/https://www.fda.govimedia/1924o6/download) 
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