FDA Approved Home COVID-19 Test Kits

(Celltrion USA)

Home Test Extracting Reagent ingredients, Product warnings Storage
volume (if available) container
BinaxNOW Sodium azide 0.025%, 1mL Nonspecific Dropper
(Abbott)
QuickVue Sodium phosphate Dibasic 0.7%, Eye irritation/damage, burns, | Test-tube
(Quidel) C12-14-alkyldimethylbetaines allergic reactions
0.7%), ProClin™ 300, EDTA 0.03%
InteliSwab Triton™ X-100 (detergent), ProClin Non-toxic Test-tube
(OraSure) ™ 950, 0.75mL
BD Veritor (BD) 0.1% sodium azide, Triton™ X-100, Harmful if inhaled, swallowed, | Test-tube
0.325mL or exposed to skin
Ellume ProClin® 300 Allergic skin reactions Dropper
Flowflex (ACON) | Sdoium Azide 0.02%, Triton™ X-100 | Hazardous to skin/eye Test-tube
CareStart (Access | Sodium tetraborate, ETDA, Triton™ | Eye irritant/damage, harmful | Test-tube
Bio) X-100, N-lauroylsarcosine, 0.5mL if swallowed, skin irritation,
toxic to aquatic life
iHealth Triton™ X-100 0.1%, ProClin™ 300 Skin/eye irritation, burns, Test-tube
0.05% allergic reactions
SCoV-2 Ag Detect | Tris(hydroxymethyl)aminomethane, | Skin/eye irritation, toxic to Dropper
(InBios) Nonidet P-40, sodium dodecyl aquatic life
sulfate, sodium deoxycholate, EDTA
(all <0.01%)
Celltrion DiaTrust | Sodium azide, 0.09% 0.3mL Skin/eye irritation/damage Test-tube

Source: In Vitro Diagnostics EUAs - Antigen Diagnostic Tests for SARS-CoV-2. U.S. Food and Drug
Administration. December 29, 2021. Accessed Jan 3, 2022. 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




