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tion of nucleic
at causes COVID-

Indication: Non-prescription ho
acid from the novel cor
19 with:

ividuals aged 2 years or older, without symptoms or other
logical reasons to suspect COVID-19 when tested twice

! For ease of reference, this letter will use the term “you” and related terms to refer to Detect, Inc.
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stated in the letter.? Based on your request, FDA granted updates to the authorized labeling on
January 12, 2022.3

On December 14, 2021, you requested to amend this EUA. Based on that request, and having
concluded that revising the October 28, 2021 EUA is appropriate to protect the public g

United States citizens living abroad, and that involves the vi
Pursuant to Section 564 of the Act, and on the basis of such
HHS then declared that circumstances exist justifying the a
vitro diagnostics for detection and/or diagnosis of thg virus

FDA considered the totality of scientific in Sl in authorizing the emergency use
of your product for the indication above ormance information FDA

2 The October 28, 2021, letter authori i o the qualitative detection of nucleic acid from
the novel coronavirus SARS-CoV-2 th elf-collected anterior nasal (nasal) swab samples
from individuals aged 14 years or older
COVID-19. Self-collected anterior nasal swab samples from

individuals aged 14gyear ected anterior nasal swab samples from individuals aged 2 years or

to; (1) update the Detect Application (App) with the FDA agreed
tion of Authorization Y. of the Letter of Authorization issued on October 28, 2021, that

f Authorization U. of the Letter of Authorization issued on October 28, 2021.
021, letter and authorized labeling include: (1) the option to use “Detect Covid-

Jalthcare Providers and the Fact Sheet for Individuals for consistency with more recent authorizations, (5) updates
the letter for consistency with language used in more recent authorizations, (6) addition of Condition of

e of reference, this EUA will use the term “your product” to refer to the Detect Covid-19 Test used for the
indication identified above.

6 U.S. Department of Health and Human Services, Determination of a Public Health Emergency and Declaration
that Circumstances Exist Justifying Authorizations Pursuant to Section 564(b) of the Federal Food, Drug, and
Cosmetic Act, 21 U.S.C. § 360bbb-3. 85 FR 7316 (February 7, 2020).
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Having concluded that the criteria for issuance of this authorization under Section 564(c) of the
Act are met, | am authorizing the emergency use of your product, described in the Scope of
Authorization of this letter (Section II), subject to the terms of this authorization.

I. Criteria for Issuance of Authorization

I have concluded that the emergency use of your product meets the criteria for is
authorization under Section 564(c) of the Act, because I have concluded that:

that your product may be effective in diagnosing CO
potential benefits of your product when used for dia
known and potential risks of your product; and

3. There is no adequate, approved, and availa
product.’

I1. Scope of Authorization

I have concluded, pursuant to Sectio scope of this authorization is
limited to the indication above.

Your product is a molecular in vitigdiagnostic tCSt tor the qualitative detection of nucleic acid
from the novel cor V-2 that causes COVID-19. This test is authorized for non-
prescription ho

7 No other criteria of issuance have been prescribed by regulation under Section 564(c)(4) of the Act.
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Negative results should be treated as presumptive and confirmation with a molecular assay
performed in a laboratory, if necessary for patient management, may be performed. Negative
results do not preclude SARS-CoV-2 infection and should not be used as the sole basis for
treatment or management decisions for the individual, including infection control decisions.
Negative results should be considered in the context of an individual’s recent exposure
and the presence of clinical signs and symptoms consistent with COVID-19.

Laboratory In Vitro Diagnostics (LIVD) Test Code Mappin
the Centers for Disease Control and Prevention (CDC). Aut
performed by the Detect App and the Detect secure cloud s

The Detect Covid-19 Test includes the materials, o
requested under Condition L. and N.), required to col
and perform the test procedure, as describedg id-19 Test Covid-19 Molecular

e “Detect Covid-19 Test Covid-

19 Instructions for Use.” Your producy i \ ble Detect Hub device,

Your product is performed usi les from individuals aged 2 years or
older. The individual using you ¥ follow the “Detect Covid-19 Test
Covid-19 Instructions for Use” o Onic- based step by- step Detect Covid-19

Test Covid-19 inst
compatible mobil

t Covid-19 Test Covid-19 Molecular Home Test Instructions for Use
’, the “Detect Covid-19 Test Covid-19 Instructions for Use,” the

ompatible smart phone includes Apple iPhone running Operation System (iOS) 13 or later versions of the iOS,
ad Android Phones Models released after 2013 and using the Android API level 26 (Android 8 or higher) with

9 “Detect Covid-19 Test” box labels include boxes for 1 test kit and “Detect Covid-19 Test” box labels for additional
test kits numbers/options as may be requested, and for which you receive appropriate authorization, in accordance
with Condition N. Detect Covid-19 Test numbers/options are described in the “Detect Covid-19 Test Covid-19
Molecular Home Test Instructions for Use For Healthcare Providers.”
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https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-
authorizations-medical-devices/in-vitro-diagnostics-euas), the “Detect App” software application
and the following fact sheets pertaining to the emergency use, is required to be made available as
set forth in the Conditions of Authorization (Section IV), and are collectively referred to as
“authorized labeling”:

e Fact Sheet for Healthcare Professionals: Detect, Inc. - Detect Covid,
e Fact Sheet for Individuals: Detect, Inc. - Detect Covid-19 Test

federal law.

I have concluded, pursuant to Section 564(d)(2) of the Act,
the known and potential benefits of your product, when use
Authorization of this letter (Section II), outweigh t

I have concluded pursuant to Sectlon 564(d)(3) of the ity of scientific
2k our product may be effective in
diagnosing COVID-19, when used congg uthorization of this letter

FDA has reviewed the scientifigiinfo i i DA, including the information

supporting the conclusions de R d concludes that your product (as
described in the Scope of Auth
Section 564(c) of the Act conce . 1al effectiveness.

er this EUA must be consistent with, and may not

the Scope of Authorization (Section II) and the
Subject to the terms of this EUA and under the

of HHS’s determination under Section 564(b)(1)(C) of
¢ and the Secretary of HHS’s corresponding declaration under Section
ct is authorized for the indication above.

urtent good manufacturing practice requirements, including the quality system
requirements under 21 CFR Part 820 with respect to the design, manufacture,
packaging, labeling, storage, and distribution of your product, but excluding Subpart
H (Acceptance Activities, 21 CFR 820.80 and 21 CFR 820.86), Subpart I
(Nonconforming Product, 21 CFR 820.90), and Subpart O (Statistical Techniques,
21 CFR 820.250).


https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas
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IV. Conditions of Authorization

Pursuant to Section 564(e) of the Act, I am establishing the following conditions on this
authorization:

Detect, Inc. (You) and Authorized Distributor(s)'’

A. Your product must comply with the following labeling requirements: t
statement in 21 CFR 809.10(a)(2), (b)(2); adequate directions for uga i

809.10(b)(12).

B. You and authorized distributor(s) must make availa
the “Detect App” software application as part of you|
Covid-19 Test” box labels (see Footnote 9)
and the “Detect Covid-19 Test Covid-19 In
electronically on your website(s).

C. You and authorized distributor(sgeer ] e Detect Hub device with the
“Detect Hub User Manual” in
make the “Detect Hub User W ronicdly on your website.

report to FDA any signi \ Fability or deviations from the
you and authorized distributor(s)

sitive or false negative results and significant deviations from the established
performance characteristics of the product of which you become aware and report any
such events to FDA in accordance with 21 CFR Part 803. Serious adverse events,
especially unexpected biosafety concerns, should immediately be reported to Division
of Microbiology (DMD)/Office of Health Technology 7 (OHT7)-Office of In Vitro

10 “Authorized Distributor(s)” are identified by you, Detect, Inc., in your EUA submission as an entity allowed to
distribute the Detect Covid-19 Test.
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Diagnostics and Radiological Health (OIR)/Office of Product Evaluation and Quality
(OPEQ)/Center for Devices and Radiological Health (CDRH) (via email: CDRH-
EUAReporting@tda.hhs.gov).

H. You and authorized distributor(s) are authorized to make available additional
information relating to the emergency use of your product that is consistent
does not exceed, the terms of this letter of authorization.

associated with this EUA are maintained until otherwise notifie
will be made available to FDA for inspection upon request.

Detect, Inc. (You)

J. You must notify FDA of any authorized distributor(
name, address, and phone number of any authorized

Instructions for Use For Healtih Ml ‘Dete® Covid-19 Test Covid-19
Instructions for Use,” a are Professionals electronically
available on your web
copy of the “Detect Co

request chan
rization Section I in

. equest new box labels to allow additional test kits numbers/options for your
product. Such additional labeling requests to this EUA should be submitted to and
require concurrence of DMD/OHT7-OIR/OPEQ/CDRH prior to implementation.

You must comply with the following requirements pursuant to FDA regulations: 21 CFR
820 Subpart H (Acceptance Activities, 21 CFR 820.80 and 21 CFR 820.86), Subpart I
(Nonconforming Product, 21 CFR 820.90), and Subpart O (Statistical Techniques, 21
CFR 820.250).


mailto:CDRH-EUAReporting@fda.hhs.gov
mailto:CDRH-EUAReporting@fda.hhs.gov
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P. You must have lot release procedures and the lot release procedures, including the study
design and statistical power, must ensure that the product released for distribution meet
the clinical and analytical performance claimed in the authorized labeling.

Q. Ifrequested by FDA, you must submit your lot release procedures to FDA, ig
sampling protocols, testing protocols, and acceptance criteria, that you usg
of your product for distribution in the U.S. If such lot release procedure$
FDA, you must provide them within 48 hours of the request.

OIR/OPEQ/CDRH). After submissiga ce with the data by FDA, you
i A al testing. Such labeling

updates will be made in consu

OIR/OPEQ/CDRH.

T. You must complete th
DMD/OHT7-OIR/OPE

ity study for your product and notify
Pults. After submission of the study

. If requested by FDA, you must update your labeling within 7 calendar days to include
any additional labeling risk mitigations identified by FDA, such as those related to the
impact of viral mutations on test performance. Such updates will be made in
consultation with, and require concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.

! Traceability refers to tracing analytical sensitivity/reactivity back to an FDA-recommended reference material.


mailto:CDRH-EUA-Reporting@fda.hhs.gov
mailto:CDRH-EUA-Reporting@fda.hhs.gov
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Conditions Related to Printed Materials, Advertising and Promotion

W. All descriptive printed matter, advertising, and promotional materials relating to the use
of your product shall be consistent with the authorized labeling, as well as the terms set
forth in this EUA and meet the requirements set forth in section 502(a), (q)(1),
the Act, as applicable, and FDA implementing regulations.

X. No descriptive printed matter, advertising, or promotional materials rela

e This product has not been FDA cleared or appro
under an EUA;

Section

Sincerely,

Jacqueline A. O’Shaughnessy, Ph.D.
Acting Chief Scientist
Food and Drug Administration

Enclosure
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