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01/07/2022 Abbott 

Diagnostics 

Scarborough, 

Inc. 

BinaxNOW 

COVID-19 Ag Card 

Home Test 

12/16/2020 

Lateral Flow, Visual Read, Prescription 

Home Testing, Telehealth Proctor 

Supervised  

Home, H, M, W HCP, IFU, IFU (Home 

Test) 

01/07/2022 Abbott 

Diagnostics 

Scarborough, 

Inc. 

BinaxNOW 

COVID-19 Antigen 

Self Test 

03/31/2021 

Lateral Flow, Visual Read, Over the 

Counter (OTC) Home Testing, Serial 

Screening 

Home, H, M, W HCP, Individuals, IFU, IFU 

(Home Test) 

01/07/2022 Abbott 

Diagnostics 

Scarborough, 

Inc. 

BinaxNOW 

COVID-19 Ag Card 

2 Home Test 

03/31/2021 

Lateral Flow, Visual Read, Over the 

Counter (OTC) Home Testing, Telehealth 

Proctor Supervised, Serial Screening 

Home, H, M, W HCP, Individuals, IFU, IFU 

(Home Test)  

01/05/2022 SD Biosensor, 

Inc. 

COVID-19 At-

Home Test 

12/24/2021 

Lateral Flow, Visual Read, Over the 

Counter (OTC) Home Testing, Serial 

Screening 

Home, H, M, W HCP, IFU, IFU (Home 

Test) 

https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2#iaft1
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2#iaft2
https://www.fda.gov/media/144576/download
https://www.fda.gov/media/144576/download
https://www.fda.gov/media/144576/download
https://www.fda.gov/media/144573/download
https://www.fda.gov/media/144574/download
https://www.fda.gov/media/144575/download
https://www.fda.gov/media/144575/download
https://www.fda.gov/media/147251/download
https://www.fda.gov/media/147251/download
https://www.fda.gov/media/147251/download
https://www.fda.gov/media/147252/download
https://www.fda.gov/media/147253/download
https://www.fda.gov/media/147254/download
https://www.fda.gov/media/147255/download
https://www.fda.gov/media/147255/download
https://www.fda.gov/media/147256/download
https://www.fda.gov/media/147256/download
https://www.fda.gov/media/147256/download
https://www.fda.gov/media/147257/download
https://www.fda.gov/media/147258/download
https://www.fda.gov/media/147259/download
https://www.fda.gov/media/147260/download
https://www.fda.gov/media/147260/download
https://www.fda.gov/media/155123/download
https://www.fda.gov/media/155123/download
https://www.fda.gov/media/155124/download
https://www.fda.gov/media/155125/download
https://www.fda.gov/media/155126/download
https://www.fda.gov/media/155126/download
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12/29/2021 Siemens 

Healthineers 

CLINITEST Rapid 

COVID-19 Antigen 

Self-Test 

12/29/2021 

Lateral Flow, Visual Read, Over the 

Counter (OTC) Home Testing, Serial 

Screening 

Home, H, M, W HCP, IFU, IFU (Home 

Test) 

12/22/2021 iHealth 

Labs, Inc. 

iHealth COVID-19 

Antigen Rapid 

Test 

11/05/2021 

Lateral Flow, Visual Read, Over the 

Counter (OTC) Home Testing, Serial 

Screening 

Home, H, M, W HCP, IFU, IFU (Home 

Test) 

12/01/2021 Access Bio, 

Inc. 

CareStart COVID-

19 Antigen Home 

Test 

08/02/2021 

Lateral Flow, Visual Read, Over the 

Counter (OTC) Home Testing, Serial 

Screening 

Home, H, M, W HCP, IFU, IFU (Home 

Test) 

11/23/2021 Becton, 

Dickinson 

and 

Company 

(BD) 

BD Veritor At-

Home COVID-19 

Test 

8/24/2021 

Lateral Flow, Digital Read, Over the 

Counter (OTC) Home Testing, Serial 

Screening 

Home, H, M, W HCP, Individuals, IFU, IFU 

(Home Test) 

https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2#iaft1
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2#iaft2
https://www.fda.gov/media/155173/download
https://www.fda.gov/media/155173/download
https://www.fda.gov/media/155173/download
https://www.fda.gov/media/155174/download
https://www.fda.gov/media/155175/download
https://www.fda.gov/media/155176/download
https://www.fda.gov/media/155176/download
https://www.fda.gov/media/153925/download
https://www.fda.gov/media/153925/download
https://www.fda.gov/media/153925/download
https://www.fda.gov/media/153925/download
https://www.fda.gov/media/153922/download
https://www.fda.gov/media/153923/download
https://www.fda.gov/media/153924/download
https://www.fda.gov/media/153924/download
https://www.fda.gov/media/151245/download
https://www.fda.gov/media/151245/download
https://www.fda.gov/media/151245/download
https://www.fda.gov/media/151246/download
https://www.fda.gov/media/151248/download
https://www.fda.gov/media/152188/download
https://www.fda.gov/media/152188/download
https://www.fda.gov/media/151771/download
https://www.fda.gov/media/151771/download
https://www.fda.gov/media/151771/download
https://www.fda.gov/media/151760/download
https://www.fda.gov/media/151770/download
https://www.fda.gov/media/151761/download
https://www.fda.gov/media/151763/download
https://www.fda.gov/media/151763/download
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11/22/2021 InBios 

International 

Inc. 

SCoV-2 Ag Detect 

Rapid Self-Test 

11/22/2021 

Lateral Flow, Visual Read, Over the 

Counter (OTC) Home Testing, Serial 

Screening 

Home, H, M, W HCP, IFU, IFU (Home 

Test) 

11/01/2021 OraSure 

Technologies, 

Inc. 

InteliSwab COVID-

19 Rapid Test 

06/04/2021 

Lateral Flow, Visual Read, Over the 

Counter (OTC) Home Testing, Serial 

Screening  

Home, H, M, W HCP, Individuals, IFU, IFU 

(Home Test)  

10/21/2021 Celltrion 

USA, Inc. 

Celltrion DiaTrust 

COVID-19 Ag 

Home Test 

10/21/2021 

Lateral Flow, Visual Read, Over the 

Counter (OTC) Home Testing, Serial 

Screening 

Home, H, M, W HCP, IFU, IFU (Home 

Test) 

10/21/2021 Quidel 

Corporation 

QuickVue At-

Home OTC COVID-

19 Test 

03/31/2021 

Lateral Flow, Visual Read, Over the 

Counter (OTC) Home Testing, Serial 

Screening 

Home, H, M, W HCP, Individuals, IFU, IFU 

(Home Test)  

https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2#iaft1
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2#iaft2
https://www.fda.gov/media/154338/download
https://www.fda.gov/media/154338/download
https://www.fda.gov/media/154335/download
https://www.fda.gov/media/154336/download
https://www.fda.gov/media/154337/download
https://www.fda.gov/media/154337/download
https://www.fda.gov/media/149908/download
https://www.fda.gov/media/149908/download
https://www.fda.gov/media/149909/download
https://www.fda.gov/media/149910/download
https://www.fda.gov/media/149911/download
https://www.fda.gov/media/149912/download
https://www.fda.gov/media/149912/download
https://www.fda.gov/media/153418/download
https://www.fda.gov/media/153418/download
https://www.fda.gov/media/153418/download
https://www.fda.gov/media/153419/download
https://www.fda.gov/media/153420/download
https://www.fda.gov/media/153421/download
https://www.fda.gov/media/153421/download
https://www.fda.gov/media/147247/download
https://www.fda.gov/media/147247/download
https://www.fda.gov/media/147247/download
https://www.fda.gov/media/147248/download
https://www.fda.gov/media/147249/download
https://www.fda.gov/media/147265/download
https://www.fda.gov/media/147250/download
https://www.fda.gov/media/147250/download
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10/19/2021 ACON 

Laboratories, 

Inc 

Flowflex COVID-

19 Antigen Home 

Test 

10/04/2021 

Lateral Flow, Visual Read, Over the 

Counter (OTC) Home Testing, Screening 

Home, H, M, W HCP, IFU, IFU (Home 

Test) 

06/04/2021 OraSure 

Technologies, 

Inc. 

InteliSwab COVID-

19 Rapid Test Rx 

06/04/2021 

Lateral Flow, Visual Read, Prescription 

Home Testing 

Home, H, M, W HCP, IFU, IFU (Home 

Test)  

03/01/2021 Quidel 

Corporation 

QuickVue At-

Home COVID-19 

Test 

03/01/2021 

Lateral Flow, Visual Read, Prescription 

Home Testing 

Home, H, M, W HCP, Patients, IFU, IFU 

(Home Test)  

02/11/2021 Ellume 

Limited 

Ellume COVID-19 

Home Test 

12/15/2020 

Lateral Flow, Fluorescence, Instrument 

Read, Over the Counter (OTC) Home 

Testing, Screening 

Home, H, M, W HCP, IFU, IFU (Home 

Test), FAQ 

 

https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2#iaft1
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2#iaft2
https://www.fda.gov/media/152700/download
https://www.fda.gov/media/152700/download
https://www.fda.gov/media/152700/download
https://www.fda.gov/media/152697/download
https://www.fda.gov/media/152698/download
https://www.fda.gov/media/152699/download
https://www.fda.gov/media/152699/download
https://www.fda.gov/media/149904/download
https://www.fda.gov/media/149904/download
https://www.fda.gov/media/149905/download
https://www.fda.gov/media/149906/download
https://www.fda.gov/media/149907/download
https://www.fda.gov/media/149907/download
https://www.fda.gov/media/146309/download
https://www.fda.gov/media/146309/download
https://www.fda.gov/media/146309/download
https://www.fda.gov/media/146310/download
https://www.fda.gov/media/146311/download
https://www.fda.gov/media/146312/download
https://www.fda.gov/media/146313/download
https://www.fda.gov/media/146313/download
https://www.fda.gov/media/144457/download
https://www.fda.gov/media/144457/download
https://www.fda.gov/media/144591/download
https://www.fda.gov/media/144592/download
https://www.fda.gov/media/144593/download
https://www.fda.gov/media/144593/download
https://www.fda.gov/media/144747/download

