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PLEASE READ THIS COVID-19 TEST KIT NOTICE CAREFULLY BEFORE PURCHASING ANY TEST KITS (DEFINED
BELOW). THE TEST KITS HAVE BEEN AUTHORIZED BY THE FDA UNDER AN EMERGENCY USE AUTHORIZATION (THE
“EUA”). THE EUA AND THIS NOTICE CONTAIN VERY IMPORTANT INFORMATION ABOUT CUSTOMER'’S
OBLIGATIONS, INCLUDING WITH RESPECT TO THE CLINICAL ADMINISTRATION OF THE TEST KITS.

Information Relating to the Test Kits and Conditions of Use

a. The Flow/f/lex COVID-19 Antigen Home Test (“Test Kits”), manufactured by ACON Laboratories,
Inc., are indicated for non-prescription home use for the qualitative detection of the nucleocapsid
protein antigen from SARS-CoV-2 in anterior nasal swab specimens directly from individuals within
7 days of symptom onset or without symptoms or other epidemiological reasons to suspect COVID-
19 infection. The Test Kits are authorized for non-prescription home use with self-collected
anterior nasal swab specimens directly from individuals aged 14 years and older or with adult-
collected anterior nasal samples directly from individuals aged 2 years or older. A copy of the EUA
for the Test Kits is attached hereto as Exhibit A. The Test Kits are not returnable and purchase
orders are non-cancellable.

b. The Test Kits have not been FDA cleared or approved. The Test Kits have been authorized by the
FDA under an EUA. The Test Kits are only authorized for the duration of the declaration that
circumstances exist justifying the authorization of emergency use of in vitro diagnostics for
detection and/or diagnosis of COVID-19 under Section 564(b)(1) of the Federal Food, Drug and
Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the declaration is terminated or authorization is
revoked sooner. The Test Kits have been authorized only for the detection of proteins from SARS-
CoV-2, not for any other viruses or pathogens.

C. Please note that the EUA also lists materials authorized to be used with the Test Kits.

d. Please carefully read the Fact Sheet for Healthcare Providers for the Test Kits attached hereto as
Exhibit B and provide it to your Healthcare Providers.

e. Updated copies of the EUA and related Test Kit documentation, including the “Flowflex COVID-19
Antigen Home Test Package Insert for Healthcare Providers” instructions for use, the “Flowflex
COVID-19 Antigen Home Test Package Insert” lay user instructions for use, the “Flowflex COVID-
19 Antigen Home Test” box labels.

EXHIBIT A

Emergency Use Authorization




‘{é U.S. FOOD & DRUG

ADMINISTRATION

October 4, 2021

Quy1Xie

ACON Laboratories, Inc.
5850 Oberlin Drive, #2340,
San Diego, CA 92121

Device: Flowflex COVID-19 Antigen Home Test

EUA Number: EUA210494

Company: ACON Laboratories, Inc.

Indication: Cualitative detection of the nucleocapsid protemn antigen from

SARS-CoV-2 in anterior nasal swab specimens directly from
mndividuals within 7 days of symptom onset or without symptoms
ot other eprdemiological reasons to suspect COVID-19 infection.
This test 15 anthonzed for non-prescription home use with self-
collected anterior nasal swab specimens dwectly from mdividuals
aged 14 years and older or with adult-collected anterior nasal
samples directly from individuals aged 2 years or older.

Dear Qivi Xie:

This letter is in response to your! request that the Food and Drug Administration (FDA) issue
an Emergency Use Authorization (EUA) for emergency nse of your product,? pursuant to
Section 564 of the Federal Food, Diung, and Cosmetic Act (the Act) (21 U.5.C. §360bbb-3).

On February 4, 2020, purspant to Section 564(b)(1)(C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there 15 a public health
emergency that has a significant potential to affect national securify or the health and securtty of
United States citizens living abroad, and that mvolves the virns that causes COVID-19.
Pursuant to Section 564 of the Act, and on the bass of such deternunation. the Secretary of
HHS then declared that circumstances exist justifying the anthorization of emergency use of in
vitro diagnostics for detection and/or diagnosis of the vimus that canses COVID-19 subject io the
terms of any authorization issued under Section 564(a) of the Act.?

! For ease of refarenca this letterwill use the term “you” and related terms to referto ACONLaboratories, Inc.

* For ease of refarenca this letterwill use the term “yourproduct” to refer to the Flowfleax COVID-19 Antizen Home
Test, wzad forthe mdwation dentfied a bove.

1.5, Department of Heakh and Human Services, Darsrmination afa Public Health Emergaency and Declaration
that Circumstances ExistJusifiing Authorizationz Puwsuant to Section 504ib) of the Federal Food Drug, and
Cosmetic Act, 21 US.C. § 360bbb-3_ 85FB. 7316 (February 7, 20200
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FDA considered the totality of scientific information available in authorizing the emergency use
of your product for the indication above. A summary of the performance mformation FDA

relied npon is included in the “Flowflex COVID-19 Antipen Home Test Package Insert”™
Healtheare Provider mstmctions for use identified below.

Having concluded that the criteria for issuance of this authorization under Section 564(c) of the
Act are met, [ am authornzing the emergency use of your product, described in the Scope of
Authorization of this letter (Section IT), subject to the terms of this authonization

I. Criteria for Issuance of Aunthorization

I have concluded that the emergency use of your product meets the critenia for 1ssnance of an
authorization under Section 564(c) of the Act, because ] have concluded that:

1. The SARS-CoV-2 can cause a serious or life-threatening disease or condition,
mcluding severe respiratory illness. to humans mfected by this vims;

2. Based on the totality of scientific evidence avalable to FDA, it is reasonable to believe
that your product may be effective in diagnosing COVID-19, and that the known and
potential benefits of your product when used for diagnosing COVID-19, outweigh the
known and potential risks of your product; and

3. There is no adequate, approved, and available alternative to the emergency vse of vour
product.

IL. Scope of Authorization

I have concluded. pursuant to Section 564(d)(1) of the Act, that the scope of this authorizationis
limited to the indication above.

Authorized Product Details

Your product is a lateral flow test intended for the qualitative detection of the nucleocapsid
protem antigen from SARS-CoV-2 in anterior nasal swab specimens directly from indrviduals
within 7 days of symptom onset or without symptoms or other epidemiclogical reasons to
suspect COVID-19 infection This test 1s anthorized for non-prescription home use with self-
collected anterior nasal swab specimens directly from indrviduals aged 14 years and older or
with adult-collected anterior nasal samples directly from individuals aged 2 vears or older. It
does not differentiate between SARS-CoV and SARS-CoV-2.

The SARS-CoV-2 nucleocapsid protein anfigen 15 generally detectable in anterior nasal swabs
during the acute phase of infection. Posttive results indicate the presence of viral antipens. but
chnical correlation with past medical history and other diagnostic information 1s necessary to
determine infection status. Positive results do not rule out bactenal infection or co-mfection with
other viruses. The agent detected may not be the definite cavse of disease. Indriduals who test

* Mo other crteria oftssuance have besnpreserbed by mpnlationunder Section 5644 of the Act.
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posttive with your product should self-1solate and consult thewr doctor as additional testing may
be necessary and for public healthreporting.

Negative results are presumptive, and confirmation with a molecular assay, if necessary for
patient management may be performed. Negative results do not mile out SARS-CoV-2 infection,
and should not be used as the sole basis for treatment or patient management decisions, inchudmg
infection control decisions. Negative results should be considered in the context of an

individual’s recent exposures, history, and the presence of clinical signs and symptoms
consistent with COVID19.

Individuals should provide all results obtamed with this product to their doctor or healthcare
provider for public health reporting Doctors or healtheare providers will report all test results
they recerve from mdividuals who vse the authorized product to relevant public health anthorites
in accordance with local state, and federal requirements nsing appropriate LOINC and
SNOMED codes. as defned by the Laboratory In Vitro Diagnostics (LIVD) Test Code Mappmg
for SARS-CoV-2 Tests provided by CDC.

Your product 1s performed using anterior nasal samples from individuals aged 14 years or older
or aduli-collected anterior nasal samples from individuals age 2 years or older. Whenusing your
product the individual unpacks all the test components, before removing the test cassette from its
pouch. The extraction buffer tube is then opened and inserted into the tube holder. The swab s
then removed from its packaging and the individual collects an anterior nasal swab sample by
inserting the swab into the nostril firmly rubbing the swab in a circular motion around the inside
wall of the nostril 5 times before repeating in the second nostril. The swab is then immediately
inserted into the extraction fube and swirled for 30 seconds before rotating the swab 5 times
while squeezing the tube. The swab is then removed and the tube capped with the dropper cap.
The contents of the extraction vial is then mixed before four drops of the solution are applied to
the sample well Test Cassette. When the anterior nasal swab specimen migrates in the test strip,
SARS-CoV-2 antigens, if present in the specimen_ will react with the colored anti-SARS-CoV-2
antibody-coated particles, whichhave been pre-coated on the test strip. The antigen-antibody
complex then migrates toward the membrane by capillary action. This complex is then capiured
by anti-SARS-CoV-2 monoclonal antibodies immeobilized at the test line region. and a red line
appears on the membrane Test results are interpreted visnally after 15 minutes based on the
presence or absence of visnally detectable colored lines at the control line (C) and/or test line
(T). Upon completion of the test and result interpretation the vser should share their results with
their healthcare provider.

The Flowflex COVID-19 Antigen Home Test kit inclndes the following materials or other
authorized materials: Test Cassettes, Disposable Nasal Swabs, Extraction Buffer Tubes, Tube
Holder. and Package Insert.

Your product inchudes an internal control test line (“C™) that must generate the expected result
for a test to be considered valid, as outlined in the “Flowjflex COVID-19 Antigen Home Test

Package Insert” and the “Flowflex COVID-19 Antigen Home Test Package Insert for Healthcare
Providers.”

The labeling entifled “Flowflex COVID-19 Antigen Home Test Package Insert for Healthcare
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Providers” mstructions foruse, the “Flowflex COVID-19 Antigen Home Test Package Insert™
lay user mstructions foruse, and the “Flowflex COVID-19 Antigen Home Test” box labels
(available at hitps/www fda sovimedical-devicescoronavimsdizease-2019-covid-19-
emergency-use-authonzations-medical-devices/m-vitro-diagnostics-enas), and the followmng fact
sheet pertaining to the emergency use, 1s required to be made available as set forth in the
Conditions of Anthonzation (Section IV), and are collectively referred to as “aunthonized
labeling™

» Fact Sheet for Healthcare Professionals™: ACON Laboratories, Inc. - Flowflex
COVID-19 Antigen Home Test

The above described product, with the anthorized labeling as set forth in the Conditions of
Authonzation (Section IV) is authonized to be distnibuted and nsed under this EUA  despite the

fact that 1t does not meet certam requirements otherwise requured by applicable federal law.

[ have concluded, pursuant to Section 564(d)(2) of the Act, that it is reasonable to believe that
the known and potential benefits of your product, when used consistent with the Scope of
Authorization of this letter (Section IT), outweigh the known and potential nsks of yowr product.

[ have concluded, pursnant to Section 564(d)(3) of the Act, based on the totality of scientific
evidence available to FDA, that it 15 reasonable to believe that your product may be effectivem
diagnosing COVID-19, when used consistent with the Scope of Authorization of this letter
(Section IT). pursvant to Section 364(c)(2)(A) of the Act.

FDA has reviewed the scientific information available to FDA, mcluding the information
supporting the conclusions described in Section [ above, and concludes that your product (as
described i the Scope of Authorization of this letter (Section II)) meets the critenia set forth in
Section 564(c) of the Act concerning safety and potential effectiveness.

The emergency nse of your prodoct under this EUA mmst be consistent with, and may not
exceed, the terms of this letter, mcluidmng the Scope of Authonzation (Section IT) and the
Conditions of Authorization (Section [\V). Subject to the terms of this EUA and under the
circumstances set forth in the Secretary of HHS s determination under Section 564(b)(1C) of
the Act described above and the Secretary of HHS s corresponding declaration under Section
564(b)(1) of the Act, your product is authorized for the indication above.

III. Waiver of Certain Requirements
I am waiving the following requirements for your product during the duration of thus EUA:
e Current good manufactuning practice requirements, includmg the quality system

requirements under 21 CFR Part 820 with respect to the design manufacture.
packaging, labeling, storage, and distibufion of your product. but excluding Subpart

£ Mote thatthe mformation typically found m a Fact Sheet for Indmiduals 15 contamed m the awhonzed “Flowflex
COVID-19 Antizen Home Test Package Insert” layusermstmohons foruse, thatwill be avalable to endusers as
sat forth m the Condiions of Anthonzaton (Sectoon IWV).
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H (Acceptance Activities, 21 CFR.820.80 and 21 CFE. 820 _86), Subpart I
(Nonconformmg Product, 21 CFE.820.90), and Subpart O (Stafistical Techniques,
21 CFR 820.250).

IV. Conditions of Authorization

Pursuant to Section 564(g) of the Act I am establishing the following condiions on this
authonzation:

ACON Laboratories, Inc. (You) and Authorized Distributor(s)®

A Your product mmst comply with the followmg labelng requrements: the mtendeduse
statement m 21 CFE. 309 10(a}2), (b)(2); adequate direchions forusem 21 U.5.C. 332(f)
and 21 CFR 809 10(b)(3), (7), and (8); appropnate hmitations on the use of the device
mcludmg information required under 21 CFER. 309.10(a)(4); and any avalable
mformation regarding performance of the device, meluding requirements under 21 CEE

809.10(b)(12).

B. Youand authonzed dismbutor(s) must make available the Flowjlex COVID-19 Anhgen
Home Test Package Insert” lay user mstmichons for use in the shipped kit usmg the
“Flowiflex COVID-19 Antigen Home Test” box labels and make these two documents
electronically available on your website.

C. You and authonzed dismbutor(s) must mamtam records of customer complamt files and
report to FDA any significant complamts about usability or deviabons from the
established perfnrmaure charactenstics of whichyou and authorized distmbutorn(s)
become aware.

D. You and authonzed dismbutor(s) must inform relevant public health authonties of this
EUA, mchdmg the terms and condifions herain, and any updates made to your product
and/or the authonzed labelmg.

E. Through a process of mventory control, you and authonzed distnbutor(s) mmst mamtam
records of the locations (e.g., pharmacies, doctor’s offices, etc.) to which your product 15
distnbuted and the number of tests distnbuted to each location

F. You and authonzed distmbutor(s) nust collect mformaton on the performance of your
product and have a process m place to track adverse events, including any occurrence
of false positive or false negative results and sisnificant deviations from fhe established
performance charactenstics of the product of which youbecome aware and report any
such events to FDA in accordance with 21 CFE. Part 803. Serious adverse events,
especially unexpected biosafety concems, shouldimmediately be reported to the
Division of Microbiology (DMD)/Office of Health Technology 7 (OHT7)-Office ofIn
Vitro Diagnestics and Radiological Health (OIR)/Office of Product Evaluation and

* = Anthorized Distributor(s)” are identfied by vou, AC0N Laboratmdes, Inc, in your EUA submission a s an entity
allowed to distribute your produoct.
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Cahity (OPEQ)Center for Devices and Radiologcal Health (CDEH) (via emal-
CDRH-EUAReporing @ fda.hhs sov).

Y ou and authonzed distmbutor(s) are authonzed to make avalable additional
mformation relatng to the emergency use of your product that 1s consistent with, and
does not exceed, the ferms of this letter of authonzation.

. You and authonzed dismbutor(s) using your product must ensure that any records

associated with this EUA are maintained until otherwise notified by FDA. Such records
will be made available fo FDA for mspection upon request.

ACON Laboratories, Inc. (You)

L

I

You must notfy FDA of any authonzed distnbutor(s) of vour product, mclodmng the
name, address, and phone number of any authonzed distnbutor(s).

You mmst provide authonzed distnbutor(s) with a copy of this EUA and commumcate to
authonzed distnbutor(s) any subsequent revisions that mught be made to this EUA and 1ts
authonzed accompanymg materials, inchading the authonzed labeling

You must make the authonzed “Flow flex COVID-19 Antigen Home Test Package Insert
for Healtheare Providers” mstmictions for use and the “Fact Sheet for Healtheare
Professionals™ electromically available on your webate. Additonally, you must provide
the opporunity to request a copy of the © Hﬂwﬂa:r COVID-1 9551111@11 Home Test
Package Insert for Healthcare Providers™ instruchons for use and “Fact Sheet for
Healthcare Professionals™ in paper form and after suchrequest, promptly provide the
requested labeling at no addibonal cost.

You may request changes to this EUA for your product, inclidmg to the Scope of
Authonzation (Section I m this letter) o1 to the authonzed labelng, meluding requests to
make available additional authonzed labelng specific to an authonzed dismbutor. Such
addibonal labeling may use another name for the product but otherwise must be
consistent with the authorized labeling. and shall not exceed the terms of authonzation of
this letter. Any request for changes to thus EUA should be submutted to DMD/OHT -
OIR/OPEQ/CDRHE and requure appropriate authonzation from FDA pnor to
mmplementation.

. You nmst comply with the followmg requurements pursuant to FDA regulatons: 21 CFE

820 Subpart H (Acceptance Activibies, 21 CFR. 820.80 and 21 CFE. 820.86), Subpart I
(Nonconformmg Preduct, 21 CFE. 820.90), and Subpart O (Statistical Techniques, 21
CFR 820.250).

You must have lot release procedures and the lot release procedures, mcluding the study
design and statisthical power, must ensure that the product released for distnbution meet
the climical and analytical performance claimed m the authonzed labeling.
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0. If requested by FDA, you mmust submit your lot release procedures to FDA, meluding
sampling protocols, testing protocols, and acceptance cntena, that you use fo release lots
of vour product for distribution in the U.S. If such lot release procedures are requested by
FDA. you must provide them withm 48 hours of the request.

P. Youmustevaluate the analytical inut of detechon and assess traceability” of your
product with any FDA-recommended reference matenal(s). After submissionto and
concurrence with the data by FDA, you will update your labeling to reflect the
additional testing. Suchlal:lehng updates will be made in consultation with, and require
concurrence of, DMD/OHT 7-OIF/OPEQ/CDEH.

Q. You must develop a mobile phone applicabion or webate o further facilitate results
reporting by the mdnidual using your preduct, and submut to FDA such application or
website within 2 months of the date of this letter (unless otherwise agreed to with
DMDV/OHT7-OIF/OPEQ/CDEH). After submission of the mobile phone apphcation or
website to, and review of and concwrence with the developed mobile phone appheaton
or website by FDA, you must update the authonzedlabeling. Such labeling updates wall
be made in consultation with, and require concimrence of FDA.

E_ You mmst evaloate the clinical performance of your product in addimonal asymptomatic
mdividuals in an FDA agreed upon post authonzation climical evaluation study within 6
months of the date of this letter (unless otherwise agreed to with DMDVYOHT7 -
OIF/OPEQ/CDEH). After submission to and concumrence with the data by FDA, you
must update the authonzed labeling to reflect the addihonal testing. Such labelmg
updates will be made in consultation with, and require concurrence of, DMD/OHT7 -
OIR/OPEQ/CDEH.

5. You mmst further develop your video mstructions for end users and submut to FDA
withm 4 months of the date of this letter (unless otherwise agreed to with DMDVOHT /-
OIF/OPEQ/CDEH), pnior to making the video mstmictions available foruse. After
submussion of the video mstracthons and review of and concurrence with the developed
video mstmctions by FDA you mustupdate the anthonzed labelmg. Such labelng
updates will be made in consultation with, and require concurrence of, FDA.

T. Youmnmstcomplete the agreed upon real-time stability study for your product and
notfy DMD/OHT7-OIR/OPEQ/CDEH of the testmg results as they become avalable
until completion of the study. After submission of the study data, and review and
concurrence with the data by FDA, you must update your product labelng accordmgly.

Such labeling updates must be made m consultation with, and require concurrence of,
DMDVOHT7- OIF/OPEQ/CDRH.

U You must submit your product for any FDA-recommended imdependent evaluahon to
confirm the performance characteristics of your test, if requested by FDA_ After
submussion to and concurrence with the data by FDA. yvou will update your labeling to

" Traceabdity refers to tracing analytic al sensitivityreactivity back to an FDA-recommended reference material
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reflect the addibonal testmg. Such labeling updates will be made m consultation with,
and require concurrence of, DMD/OHT 7-OIR/OPEQ/CDEH.

V. You must evaluate the mpact of SARS-CoV-2 viral mutations en your product’s
performance. Such evaluations must occur on an ongomg basis and must include any
addibonal data analysis that1s requested by FDA in response fo any performance
concems you of FDA 1dentify durmg routine evaluation. Addiionally, if requested by
FDA, you must submut records of these evaluations for FDA review withm 42 hours of
the request. If your evalnation identifies viral mutations that affect the stated expected
performance of your device, youmust notify FDA mmmediately.

W. If requested by FDA, you mustupdate your labelmg withm 7 calendar days to mclude
any addiional labeling sk mitigations 1dentified by FDA, such as those related to the

impact of viral mutations on test performance. Such updates will be made in
censultafion with, and require concurrence of, DMD/OHT7-OIF/OPEQ/CDEH.

Conditions Related to Printed Materials, Advertsing and Promotion

X. All descnptive printed matter, adverhising, and promotional matenals relating to the use
of your product shall be consistent with the authonzed labeling, as well as the terms set
forth m this EUA and meet the requirements set forth m section 302(a), (g)(1), and (r) of
the Act, as applicable, and FDA mplementing regulations.

Y. No descnptive printed matter, adverismg, or promotional matenals relating to the

use of your product may represent or suggest that this test 1s safe or effectove for the
detection of SARS-CoV-2.

Z.  All descriptive printed matter, adverising, and promotional materials relafing to the
use of your product shall clearly and conspicuously state that:

* This product has not been FDA cleared or approved; but has been authonized by
FDA under an EUA;

* This product has been authonzed only for the detection of protems from
SARS- CoV-2, not for any other viruses or pathogens; and,

#  This product 1s only authorized for the duration of the declaration that
circumstances exist justafying the authonzaton of emergency use of m vitro
diagnostics for detection and/or diagnosis of COVID-19 under Section
5364(b)1) of the Federal Foed, Drug and Cosmetic Act 21 US.C. § 360bbb-
3(b)(1), unless the declaration is terminated or authorization is revoked socner

The emergency use of your product as desanbed m thas letter of authonzaton mmst
comply with the condibons and all other terms of this authorization
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V. Duradon of Authorizaton

This EUA will be effectiveuntil the declaration that circumstances exist jusafymg the
authonzaton of the emergency use of m viire diagnostics for detection and/or diagnoss of
COVID-19 15 termmated under Section 364(b)2) of the Act or the EUA 15 revoked under
Section 564(g) of the Act.

Smeerely,

EADM Denise M Hinton
Chief Scientist
Food and Dmg Admimistration

Enclosure
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ACON Laboratories, Inc.
Flowflex COVID-19 Antigen Home Test

FACT SHEET FOR HEALTHCARE PROFESSIONALS

Coronavirus
Disease 2019
(COVID-19)

October4, 2021

This Fact Sheet informs you of the significant known and
potentid risks and benefits of the emergency use of the
Flowflex COVID-19 Antigen Home Test.

The Flowflex COVID-19 Anfigen Home Testis
authorized for non-prescription home use with saif-
collected anterior nasal swab spedmens direclly from
individuals within 7 days of symptom onsat or without
symptoms or other epidemiological reasons to suspect
COVID-19 infection. This test is authorized for non-
prescription home use with self-collected anterior nas al
samples from individuals 14 years or older or adult
collected anterior nagal samples from individuals age 2
years or older.

All individuals who use this assay are required
to receive and should carefully review the
Flowflex COVID-19 Antigen Home Test
Instructions for Use before they use the test.

What are the symptoms of COVID-197

Many patients with COVID-19 have developed fever
andfor symptoms of acute respiratory illiness (e.g.,
cough, dyspnea), alithough some individuals experience
only mild sympioms or no symptoms at all. The current
information avalable to characterize the spectrum of
clinical iliness assodated with COVID-19 suggests that,
when prezent, sympioms include cough, shoriness of
breath or dyspnea, fever, chills, myalgias, headache,
sore throat, new loss of taste or smell, nausea or
vomiting or diamhea. Signs and symptoms may appear
any time from 2 to 14 days after exposure to the vinus,
and the median time to symptom onset is approximately
o days. Forfurther information on the symptoms of
COVID-19 please see the link provided in “Where can |
go for updates and more information? section.

Public health officials have identified cases of COVID-19
infection throughout the world, including the United
States. Please check the CDC COVID-19 webpage (see
link provided in *Where can | go for updates and more
information > section at the end of this document) or
your local jurizdictions website for the most up to date
information.

This test is for use at home with self-collected
anterior nasal swab specimens from individuals
within 7 days of symptom or without symptoms
or other epidemiological reasons to suspect
COVID-19 infection. This test is authorized for
non-prescription home use with self-collected
anterior nasal samples from individuals 14 years
or older or adult collected anterior nasal samples
from individuals age 2 years or older.

What do | need to know about COVID-19 testing?
Current information on COVID-19 for healthcare
providers is available at CDC's webpage, Information for
Heaithcare Professionals (see links provided in “Where
can | go for updates and more information? section).

* The Flowflex COVID-19 Home Antigen Test

can be used totest directly collected Anterior
MNazal Swab zpecimens

*  The Flowflex COVID-19 Antigen Home Test
can be used to test individuals within 7 days of
symptom or without sympioms or other
epidemiological reasons to suspect COVID-19
infection.

* The Flowflex COVID-19 Anfigen Home Testis
for non-prescrption home use with self-
collected anterior nazsal sampies from
individuals 14 years or olderor adult collected
anterior nasal samples from individuals age 2
years or older.

What does it mean if the specimen tests positive for
thie virus that causes COVID-497

A posifive test result for COVID-19 indicates that
nucleccapsid antigens from SARS-CoV/-2 were detecied,
and the patient is infected with the virus and presumed
to be contagiows. COVID-19 test results should always
be considered in the context of clinical observations and
epidemiclogical data such as local prevalence rates and
current outbreakiepicenter locations) in making a final
diagnosis and patient management decisions. Patient

Report Adverse events, including problems with test performance orresults, to Med'Watch by submiting theonline FOA Form 2500
{htps2fwww.accessdata fd a.qow/s criptsimedwatchiindex . cfm ¥action =repoming.home)} or by calling 1-800-FDA-1088
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FACT SHEET FOR HEALTHCARE PROFESSIONALS

ACON Laboratories, Inc.
Flowflex COVID-19 Antigen Home Test

Coronavirus
Disease 2019
(COVID-19)

Octoberd, 2021

management decisions should be made by a healthcare
provider and follow current CODC guidelines.

The Flowflex COVID-19 Anfigen Home Test has been
designed to minimize the likelihood of fake positive test
results. However, in the event of a false positive result,
risks to patients could include the following: a
recommendation for isolation of the pafient, monitoring
of household or other close contacts for symptoms,
patient isolation that might limit contact with family or
friends and may increase contact with other potentially
COVID-19 patients, limits in the ability to work, the
delayed diagnosiz and treatment for the true infection
causing the symptoms, unnecessary prescription of a
treatment or therapy, or other unintended adverse
effects.

All healthcare providers must follow the standard testing
and reporting guidelines according to their appropriate
public health authorities.

What does it mean if the specimen tests negative for
the virug that causes COVID197

A negative test result for this test means that
nucleocapsid antigens from SARS- CoV-2 were not
present in the specimen above the limit of detection.
However, a negative result does not rule out COVID-19
and should not be used as the sole basis for treatment
or patient management decisions, including infection
control decisions. Antigen tests are known to be less
zenzitive than molecular tests that d etect viral nucleic
acids. The amount of antigen in a sample may decrease
as the duration of iliness increases. Specimens collected
after day 7 of illness may be more likely to be negative
compared to a RT-PCR assay Therefore, negative
results should be reated az presumpiive and
confimation with a molecular assay, if necessany for
patient management.

When diagnosiic tesiing is negative, the possibility of a
falze negafive result should be conzidered in the context
of a patient’s recent exposures and the presence of
clinical gigns and symptoms consistent with COVID-19.
The possibility of a false negafive result should
especially be considerad if the palient's recent
exposures or clinical presentation indicate that COVID-
19 is likely, and diagnostic tests for other causes of

illness (e.g., other respiratory illness) are negative. If
COVID-19 is still suspected based on exposure history
together with other clinical indings, re-testing or tesiing
with molecular methods should be considered by
healthcare providers in consultation with public health
authornties.

Risks to a patient of a false negative include: delayed or
lack of supporiive treatment, lack of monitoring of
infected individuak and their household or other close
contacts for sympioms resulfing in increased risk of
spread of COVID-19 within the community, or other
unintended adverse events.

A negative antigen test =hould not be the sole baze
uzed to determine if a patient can end isolaticn
precautions. For additional recommendations regarding
infection control, refer to CDC's Digcontinuation of
Izolation for Persons with COVID-19 Mot in Healthcare
Settings (Interim Guidance) (see links provided in
“Where can | go for updates and more information®
section).

The perfomance of this test was established based on
the evaluation of a limited number of dinical specimens
collected between March and May 2021 _The clinical
performance has not been established in all circulating
variants but iz anticipated to be reflective of the
prevalent variants in circulation at the time and location
of the clinica evaluation. Performance at the time of
testing may vary depending on the variant circulating,
including newly emerging strains of SARS-CoV-2 and
their prevalence, which change over time._

MNegative results, particulary in asymptomatic
individuals, should be considered to be presumpiive and
additional festing with a highly sensifive molecular
SARS-CoV-2 test may be necessary to help rule out
infection.

What iz an EUA?

The United States FDA has made this test available
under an ememgency access mechanism called an
Emergency Use Authorization (EUA). The EUA is
supported by the Secretary of Health and Human
Semvice's (HHS's) declaration that circumstances exist to
justify the emergency use of in vitro diagnostics (IVDs)

Report Adverse events, including problems with test performance or results, to MedWatch by submitting the online FDA Form 2500
{hiipsJwww.accessd ata fd a.gov/s cripts/medwatchlindex cfm ?action=reporting.home) or by ealling 1-800-FDA-1088
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ACON Laboratories, Inc.
Flowflex COVID-19 Antigen Home Test

FACT SHEET FOR HEALTHCARE PROFESSIONALS

Coronavirus

October4, 2021 Disease 2019
(COVID-19)

fior the detection andfor diagnosis of the virus that
causes COVID-19.An VD made available under an
EUA has not undengone the same type of review as an
FDA-approved or cleared VD . FDA may issue an EUA
when certain criteria are met, which incudes that there
are no adeguate, approved, available altematives, and
baszed on the totality of scentific evidence available, it is
reaszonable to believe that this VD may be effective in
diagnosing COVID-19. The EUA for this test is in effect
for the durafion of the COVID-19 declaration justifying
emergency useof VDs, unless terminated or revoked
(after which the testmay no longer be uzed).

What are the approved available alternatives?
There are no approved available alternafive antigen
testz. Any tests that have received full marketing status
(e.g., cleared, approved), as opposed to an EUA, by
FDA can be found by searching the medical device
databases here:

https-fhwaw ds govwmedicaldevicesidevice-advice-
comprehensive-requlatory assistance/medical-device-
databases_ A clkeared or approved test should be used
instead of a test made available under an EUA, when
appropriate and available. FDA has issued EUAs for
other tests that can be found at:

https-fhwaw fds gow emergencypreparednes s-and-
responsemem-egal-reguilatonyand-policy-
frameworkiemergency-uss-aut horization.

Where can | go for updates and more
information?

CDC webpages:

General: hitpsiwww.cde.govicoronavirus2013-ncoviindex_himl
Symptoms:

testing/symptoems_himl

Healthcare Professionals:

Information for Laboratories:
hp s-ihwww.cd c.gov/coronavins/2018-nCoVilabdind ex himl
Laboratory Biosafety: hitps:iwew.cdc.gowcoren avirus/2013-
niCoVilab-biosafety-guidelines.himil

Isnlatmn Precautions in Heal‘thl:an!- Settlngs

i FIL= =~
Spemmen Cullec'tlnn hﬂq:ﬁ_.';‘ﬂww cdcgnu.’mmnaulnﬁﬂﬂ'lil

nCo\Viguidelines-dinical-specimens. himil
Infection Control: https:fwow cdc.govw/coronavins 201 8-

nhpfnfect il

FDA webpages:

General: www.ida.gov/novelcoronavins

EUAs:(includes links to factsheet forindividuals and
manufactrer's instructons) htips-www fd3 gowmedical
devices/coronavirus-disease-2018-covid -13-emergency-use-
authorizations-medical-d evices/in-witro-diagn estics-euas

Manufacturer Information:
ACON Laboratories Inc.

5850 Oberlin Drive, #340

San Diege, CA-B2121, USA

Customer Support:
+1 B0D-838-2502
supportiiaconlabs.com

Technical Support:
+1 B00 &2B-8502
supporti@acenlabs com

Report Adverse events, including problems with test performance arresults, to MedWatch by submitting the online FDA Form 3500
(hilps-fwww.accessdata fd 3. gow/soripts imedwatchiindex. cfm ?action=repofing.h cme) or by calling 1-800-FDA-1088
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‘{é U.S. FOOD & DRUG

ADMINISTRATION

October 4, 2021

Quy1Xie

ACON Laboratories, Inc.
5850 Oberlin Drive, #2340,
San Diego, CA 92121

Device: Flowflex COVID-19 Antigen Home Test

EUA Number: EUA210494

Company: ACON Laboratories, Inc.

Indication: Cualitative detection of the nucleocapsid protemn antigen from

SARS-CoV-2 in anterior nasal swab specimens directly from
mndividuals within 7 days of symptom onset or without symptoms
ot other eprdemiological reasons to suspect COVID-19 infection.
This test 15 anthonzed for non-prescription home use with self-
collected anterior nasal swab specimens dwectly from mdividuals
aged 14 years and older or with adult-collected anterior nasal
samples directly from individuals aged 2 years or older.

Dear Qivi Xie:

This letter is in response to your! request that the Food and Drug Administration (FDA) issue
an Emergency Use Authorization (EUA) for emergency nse of your product,? pursuant to
Section 564 of the Federal Food, Diung, and Cosmetic Act (the Act) (21 U.5.C. §360bbb-3).

On February 4, 2020, purspant to Section 564(b)(1)(C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there 15 a public health
emergency that has a significant potential to affect national securify or the health and securtty of
United States citizens living abroad, and that mvolves the virns that causes COVID-19.
Pursuant to Section 564 of the Act, and on the bass of such deternunation. the Secretary of
HHS then declared that circumstances exist justifying the anthorization of emergency use of in
vitro diagnostics for detection and/or diagnosis of the vimus that canses COVID-19 subject io the
terms of any authorization issued under Section 564(a) of the Act.?

! For ease of refarenca this letterwill use the term “you” and related terms to referto ACONLaboratories, Inc.

* For ease of refarenca this letterwill use the term “yourproduct” to refer to the Flowfleax COVID-19 Antizen Home
Test, wzad forthe mdwation dentfied a bove.

1.5, Department of Heakh and Human Services, Darsrmination afa Public Health Emergaency and Declaration
that Circumstances ExistJusifiing Authorizationz Puwsuant to Section 504ib) of the Federal Food Drug, and
Cosmetic Act, 21 US.C. § 360bbb-3_ 85FB. 7316 (February 7, 20200
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FDA considered the totality of scientific information available in authorizing the emergency use
of your product for the indication above. A summary of the performance mformation FDA

relied npon is included in the “Flowflex COVID-19 Antipen Home Test Package Insert”™
Healtheare Provider mstmctions for use identified below.

Having concluded that the criteria for issuance of this authorization under Section 564(c) of the
Act are met, [ am authornzing the emergency use of your product, described in the Scope of
Authorization of this letter (Section IT), subject to the terms of this authonization

I. Criteria for Issuance of Aunthorization

I have concluded that the emergency use of your product meets the critenia for 1ssnance of an
authorization under Section 564(c) of the Act, because ] have concluded that:

1. The SARS-CoV-2 can cause a serious or life-threatening disease or condition,
mcluding severe respiratory illness. to humans mfected by this vims;

2. Based on the totality of scientific evidence avalable to FDA, it is reasonable to believe
that your product may be effective in diagnosing COVID-19, and that the known and
potential benefits of your product when used for diagnosing COVID-19, outweigh the
known and potential risks of your product; and

3. There is no adequate, approved, and available alternative to the emergency vse of vour
product.

IL. Scope of Authorization

I have concluded. pursuant to Section 564(d)(1) of the Act, that the scope of this authorizationis
limited to the indication above.

Authorized Product Details

Your product is a lateral flow test intended for the qualitative detection of the nucleocapsid
protem antigen from SARS-CoV-2 in anterior nasal swab specimens directly from indrviduals
within 7 days of symptom onset or without symptoms or other epidemiclogical reasons to
suspect COVID-19 infection This test 1s anthorized for non-prescription home use with self-
collected anterior nasal swab specimens directly from indrviduals aged 14 years and older or
with adult-collected anterior nasal samples directly from individuals aged 2 vears or older. It
does not differentiate between SARS-CoV and SARS-CoV-2.

The SARS-CoV-2 nucleocapsid protein anfigen 15 generally detectable in anterior nasal swabs
during the acute phase of infection. Posttive results indicate the presence of viral antipens. but
chnical correlation with past medical history and other diagnostic information 1s necessary to
determine infection status. Positive results do not rule out bactenal infection or co-mfection with
other viruses. The agent detected may not be the definite cavse of disease. Indriduals who test

* Mo other crteria oftssuance have besnpreserbed by mpnlationunder Section 5644 of the Act.
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posttive with your product should self-1solate and consult thewr doctor as additional testing may
be necessary and for public healthreporting.

Negative results are presumptive, and confirmation with a molecular assay, if necessary for
patient management may be performed. Negative results do not mile out SARS-CoV-2 infection,
and should not be used as the sole basis for treatment or patient management decisions, inchudmg
infection control decisions. Negative results should be considered in the context of an

individual’s recent exposures, history, and the presence of clinical signs and symptoms
consistent with COVID19.

Individuals should provide all results obtamed with this product to their doctor or healthcare
provider for public health reporting Doctors or healtheare providers will report all test results
they recerve from mdividuals who vse the authorized product to relevant public health anthorites
in accordance with local state, and federal requirements nsing appropriate LOINC and
SNOMED codes. as defned by the Laboratory In Vitro Diagnostics (LIVD) Test Code Mappmg
for SARS-CoV-2 Tests provided by CDC.

Your product 1s performed using anterior nasal samples from individuals aged 14 years or older
or aduli-collected anterior nasal samples from individuals age 2 years or older. Whenusing your
product the individual unpacks all the test components, before removing the test cassette from its
pouch. The extraction buffer tube is then opened and inserted into the tube holder. The swab s
then removed from its packaging and the individual collects an anterior nasal swab sample by
inserting the swab into the nostril firmly rubbing the swab in a circular motion around the inside
wall of the nostril 5 times before repeating in the second nostril. The swab is then immediately
inserted into the extraction fube and swirled for 30 seconds before rotating the swab 5 times
while squeezing the tube. The swab is then removed and the tube capped with the dropper cap.
The contents of the extraction vial is then mixed before four drops of the solution are applied to
the sample well Test Cassette. When the anterior nasal swab specimen migrates in the test strip,
SARS-CoV-2 antigens, if present in the specimen_ will react with the colored anti-SARS-CoV-2
antibody-coated particles, whichhave been pre-coated on the test strip. The antigen-antibody
complex then migrates toward the membrane by capillary action. This complex is then capiured
by anti-SARS-CoV-2 monoclonal antibodies immeobilized at the test line region. and a red line
appears on the membrane Test results are interpreted visnally after 15 minutes based on the
presence or absence of visnally detectable colored lines at the control line (C) and/or test line
(T). Upon completion of the test and result interpretation the vser should share their results with
their healthcare provider.

The Flowflex COVID-19 Antigen Home Test kit inclndes the following materials or other
authorized materials: Test Cassettes, Disposable Nasal Swabs, Extraction Buffer Tubes, Tube
Holder. and Package Insert.

Your product inchudes an internal control test line (“C™) that must generate the expected result
for a test to be considered valid, as outlined in the “Flowjflex COVID-19 Antigen Home Test

Package Insert” and the “Flowflex COVID-19 Antigen Home Test Package Insert for Healthcare
Providers.”

The labeling entifled “Flowflex COVID-19 Antigen Home Test Package Insert for Healthcare
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Providers” mstructions foruse, the “Flowflex COVID-19 Antigen Home Test Package Insert™
lay user mstructions foruse, and the “Flowflex COVID-19 Antigen Home Test” box labels
(available at hitps/www fda sovimedical-devicescoronavimsdizease-2019-covid-19-
emergency-use-authonzations-medical-devices/m-vitro-diagnostics-enas), and the followmng fact
sheet pertaining to the emergency use, 1s required to be made available as set forth in the
Conditions of Anthonzation (Section IV), and are collectively referred to as “aunthonized
labeling™

» Fact Sheet for Healthcare Professionals™: ACON Laboratories, Inc. - Flowflex
COVID-19 Antigen Home Test

The above described product, with the anthorized labeling as set forth in the Conditions of
Authonzation (Section IV) is authonized to be distnibuted and nsed under this EUA  despite the

fact that 1t does not meet certam requirements otherwise requured by applicable federal law.

[ have concluded, pursuant to Section 564(d)(2) of the Act, that it is reasonable to believe that
the known and potential benefits of your product, when used consistent with the Scope of
Authorization of this letter (Section IT), outweigh the known and potential nsks of yowr product.

[ have concluded, pursnant to Section 564(d)(3) of the Act, based on the totality of scientific
evidence available to FDA, that it 15 reasonable to believe that your product may be effectivem
diagnosing COVID-19, when used consistent with the Scope of Authorization of this letter
(Section IT). pursvant to Section 364(c)(2)(A) of the Act.

FDA has reviewed the scientific information available to FDA, mcluding the information
supporting the conclusions described in Section [ above, and concludes that your product (as
described i the Scope of Authorization of this letter (Section II)) meets the critenia set forth in
Section 564(c) of the Act concerning safety and potential effectiveness.

The emergency nse of your prodoct under this EUA mmst be consistent with, and may not
exceed, the terms of this letter, mcluidmng the Scope of Authonzation (Section IT) and the
Conditions of Authorization (Section [\V). Subject to the terms of this EUA and under the
circumstances set forth in the Secretary of HHS s determination under Section 564(b)(1C) of
the Act described above and the Secretary of HHS s corresponding declaration under Section
564(b)(1) of the Act, your product is authorized for the indication above.

III. Waiver of Certain Requirements
I am waiving the following requirements for your product during the duration of thus EUA:
e Current good manufactuning practice requirements, includmg the quality system

requirements under 21 CFR Part 820 with respect to the design manufacture.
packaging, labeling, storage, and distibufion of your product. but excluding Subpart

£ Mote thatthe mformation typically found m a Fact Sheet for Indmiduals 15 contamed m the awhonzed “Flowflex
COVID-19 Antizen Home Test Package Insert” layusermstmohons foruse, thatwill be avalable to endusers as
sat forth m the Condiions of Anthonzaton (Sectoon IWV).
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H (Acceptance Activities, 21 CFR.820.80 and 21 CFE. 820 _86), Subpart I
(Nonconformmg Product, 21 CFE.820.90), and Subpart O (Stafistical Techniques,
21 CFR 820.250).

IV. Conditions of Authorization

Pursuant to Section 564(g) of the Act I am establishing the following condiions on this
authonzation:

ACON Laboratories, Inc. (You) and Authorized Distributor(s)®

A Your product mmst comply with the followmg labelng requrements: the mtendeduse
statement m 21 CFE. 309 10(a}2), (b)(2); adequate direchions forusem 21 U.5.C. 332(f)
and 21 CFR 809 10(b)(3), (7), and (8); appropnate hmitations on the use of the device
mcludmg information required under 21 CFER. 309.10(a)(4); and any avalable
mformation regarding performance of the device, meluding requirements under 21 CEE

809.10(b)(12).

B. Youand authonzed dismbutor(s) must make available the Flowjlex COVID-19 Anhgen
Home Test Package Insert” lay user mstmichons for use in the shipped kit usmg the
“Flowiflex COVID-19 Antigen Home Test” box labels and make these two documents
electronically available on your website.

C. You and authonzed dismbutor(s) must mamtam records of customer complamt files and
report to FDA any significant complamts about usability or deviabons from the
established perfnrmaure charactenstics of whichyou and authorized distmbutorn(s)
become aware.

D. You and authonzed dismbutor(s) must inform relevant public health authonties of this
EUA, mchdmg the terms and condifions herain, and any updates made to your product
and/or the authonzed labelmg.

E. Through a process of mventory control, you and authonzed distnbutor(s) mmst mamtam
records of the locations (e.g., pharmacies, doctor’s offices, etc.) to which your product 15
distnbuted and the number of tests distnbuted to each location

F. You and authonzed distmbutor(s) nust collect mformaton on the performance of your
product and have a process m place to track adverse events, including any occurrence
of false positive or false negative results and sisnificant deviations from fhe established
performance charactenstics of the product of which youbecome aware and report any
such events to FDA in accordance with 21 CFE. Part 803. Serious adverse events,
especially unexpected biosafety concems, shouldimmediately be reported to the
Division of Microbiology (DMD)/Office of Health Technology 7 (OHT7)-Office ofIn
Vitro Diagnestics and Radiological Health (OIR)/Office of Product Evaluation and

* = Anthorized Distributor(s)” are identfied by vou, AC0N Laboratmdes, Inc, in your EUA submission a s an entity
allowed to distribute your produoct.
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Cahity (OPEQ)Center for Devices and Radiologcal Health (CDEH) (via emal-
CDRH-EUAReporing @ fda.hhs sov).

Y ou and authonzed distmbutor(s) are authonzed to make avalable additional
mformation relatng to the emergency use of your product that 1s consistent with, and
does not exceed, the ferms of this letter of authonzation.

. You and authonzed dismbutor(s) using your product must ensure that any records

associated with this EUA are maintained until otherwise notified by FDA. Such records
will be made available fo FDA for mspection upon request.

ACON Laboratories, Inc. (You)

L

I

You must notfy FDA of any authonzed distnbutor(s) of vour product, mclodmng the
name, address, and phone number of any authonzed distnbutor(s).

You mmst provide authonzed distnbutor(s) with a copy of this EUA and commumcate to
authonzed distnbutor(s) any subsequent revisions that mught be made to this EUA and 1ts
authonzed accompanymg materials, inchading the authonzed labeling

You must make the authonzed “Flow flex COVID-19 Antigen Home Test Package Insert
for Healtheare Providers” mstmictions for use and the “Fact Sheet for Healtheare
Professionals™ electromically available on your webate. Additonally, you must provide
the opporunity to request a copy of the © Hﬂwﬂa:r COVID-1 9551111@11 Home Test
Package Insert for Healthcare Providers™ instruchons for use and “Fact Sheet for
Healthcare Professionals™ in paper form and after suchrequest, promptly provide the
requested labeling at no addibonal cost.

You may request changes to this EUA for your product, inclidmg to the Scope of
Authonzation (Section I m this letter) o1 to the authonzed labelng, meluding requests to
make available additional authonzed labelng specific to an authonzed dismbutor. Such
addibonal labeling may use another name for the product but otherwise must be
consistent with the authorized labeling. and shall not exceed the terms of authonzation of
this letter. Any request for changes to thus EUA should be submutted to DMD/OHT -
OIR/OPEQ/CDRHE and requure appropriate authonzation from FDA pnor to
mmplementation.

. You nmst comply with the followmg requurements pursuant to FDA regulatons: 21 CFE

820 Subpart H (Acceptance Activibies, 21 CFR. 820.80 and 21 CFE. 820.86), Subpart I
(Nonconformmg Preduct, 21 CFE. 820.90), and Subpart O (Statistical Techniques, 21
CFR 820.250).

You must have lot release procedures and the lot release procedures, mcluding the study
design and statisthical power, must ensure that the product released for distnbution meet
the climical and analytical performance claimed m the authonzed labeling.
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0. If requested by FDA, you mmust submit your lot release procedures to FDA, meluding
sampling protocols, testing protocols, and acceptance cntena, that you use fo release lots
of vour product for distribution in the U.S. If such lot release procedures are requested by
FDA. you must provide them withm 48 hours of the request.

P. Youmustevaluate the analytical inut of detechon and assess traceability” of your
product with any FDA-recommended reference matenal(s). After submissionto and
concurrence with the data by FDA, you will update your labeling to reflect the
additional testing. Suchlal:lehng updates will be made in consultation with, and require
concurrence of, DMD/OHT 7-OIF/OPEQ/CDEH.

Q. You must develop a mobile phone applicabion or webate o further facilitate results
reporting by the mdnidual using your preduct, and submut to FDA such application or
website within 2 months of the date of this letter (unless otherwise agreed to with
DMDV/OHT7-OIF/OPEQ/CDEH). After submission of the mobile phone apphcation or
website to, and review of and concwrence with the developed mobile phone appheaton
or website by FDA, you must update the authonzedlabeling. Such labeling updates wall
be made in consultation with, and require concimrence of FDA.

E_ You mmst evaloate the clinical performance of your product in addimonal asymptomatic
mdividuals in an FDA agreed upon post authonzation climical evaluation study within 6
months of the date of this letter (unless otherwise agreed to with DMDVYOHT7 -
OIF/OPEQ/CDEH). After submission to and concumrence with the data by FDA, you
must update the authonzed labeling to reflect the addihonal testing. Such labelmg
updates will be made in consultation with, and require concurrence of, DMD/OHT7 -
OIR/OPEQ/CDEH.

5. You mmst further develop your video mstructions for end users and submut to FDA
withm 4 months of the date of this letter (unless otherwise agreed to with DMDVOHT /-
OIF/OPEQ/CDEH), pnior to making the video mstmictions available foruse. After
submussion of the video mstracthons and review of and concurrence with the developed
video mstmctions by FDA you mustupdate the anthonzed labelmg. Such labelng
updates will be made in consultation with, and require concurrence of, FDA.

T. Youmnmstcomplete the agreed upon real-time stability study for your product and
notfy DMD/OHT7-OIR/OPEQ/CDEH of the testmg results as they become avalable
until completion of the study. After submission of the study data, and review and
concurrence with the data by FDA, you must update your product labelng accordmgly.

Such labeling updates must be made m consultation with, and require concurrence of,
DMDVOHT7- OIF/OPEQ/CDRH.

U You must submit your product for any FDA-recommended imdependent evaluahon to
confirm the performance characteristics of your test, if requested by FDA_ After
submussion to and concurrence with the data by FDA. yvou will update your labeling to

" Traceabdity refers to tracing analytic al sensitivityreactivity back to an FDA-recommended reference material
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reflect the addibonal testmg. Such labeling updates will be made m consultation with,
and require concurrence of, DMD/OHT 7-OIR/OPEQ/CDEH.

V. You must evaluate the mpact of SARS-CoV-2 viral mutations en your product’s
performance. Such evaluations must occur on an ongomg basis and must include any
addibonal data analysis that1s requested by FDA in response fo any performance
concems you of FDA 1dentify durmg routine evaluation. Addiionally, if requested by
FDA, you must submut records of these evaluations for FDA review withm 42 hours of
the request. If your evalnation identifies viral mutations that affect the stated expected
performance of your device, youmust notify FDA mmmediately.

W. If requested by FDA, you mustupdate your labelmg withm 7 calendar days to mclude
any addiional labeling sk mitigations 1dentified by FDA, such as those related to the

impact of viral mutations on test performance. Such updates will be made in
censultafion with, and require concurrence of, DMD/OHT7-OIF/OPEQ/CDEH.

Conditions Related to Printed Materials, Advertsing and Promotion

X. All descnptive printed matter, adverhising, and promotional matenals relating to the use
of your product shall be consistent with the authonzed labeling, as well as the terms set
forth m this EUA and meet the requirements set forth m section 302(a), (g)(1), and (r) of
the Act, as applicable, and FDA mplementing regulations.

Y. No descnptive printed matter, adverismg, or promotional matenals relating to the

use of your product may represent or suggest that this test 1s safe or effectove for the
detection of SARS-CoV-2.

Z.  All descriptive printed matter, adverising, and promotional materials relafing to the
use of your product shall clearly and conspicuously state that:

* This product has not been FDA cleared or approved; but has been authonized by
FDA under an EUA;

* This product has been authonzed only for the detection of protems from
SARS- CoV-2, not for any other viruses or pathogens; and,

#  This product 1s only authorized for the duration of the declaration that
circumstances exist justafying the authonzaton of emergency use of m vitro
diagnostics for detection and/or diagnosis of COVID-19 under Section
5364(b)1) of the Federal Foed, Drug and Cosmetic Act 21 US.C. § 360bbb-
3(b)(1), unless the declaration is terminated or authorization is revoked socner

The emergency use of your product as desanbed m thas letter of authonzaton mmst
comply with the condibons and all other terms of this authorization
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V. Duradon of Authorizaton

This EUA will be effectiveuntil the declaration that circumstances exist jusafymg the
authonzaton of the emergency use of m viire diagnostics for detection and/or diagnoss of
COVID-19 15 termmated under Section 364(b)2) of the Act or the EUA 15 revoked under
Section 564(g) of the Act.

Smeerely,

EADM Denise M Hinton
Chief Scientist
Food and Dmg Admimistration

Enclosure





EXHIBIT B

Fact Sheet for Healthcare Professionals

(Starts on Following Page)

10





ACON Laboratories, Inc.
Flowflex COVID-19 Antigen Home Test

FACT SHEET FOR HEALTHCARE PROFESSIONALS

Coronavirus
Disease 2019
(COVID-19)

October4, 2021

This Fact Sheet informs you of the significant known and
potentid risks and benefits of the emergency use of the
Flowflex COVID-19 Antigen Home Test.

The Flowflex COVID-19 Anfigen Home Testis
authorized for non-prescription home use with saif-
collected anterior nasal swab spedmens direclly from
individuals within 7 days of symptom onsat or without
symptoms or other epidemiological reasons to suspect
COVID-19 infection. This test is authorized for non-
prescription home use with self-collected anterior nas al
samples from individuals 14 years or older or adult
collected anterior nagal samples from individuals age 2
years or older.

All individuals who use this assay are required
to receive and should carefully review the
Flowflex COVID-19 Antigen Home Test
Instructions for Use before they use the test.

What are the symptoms of COVID-197

Many patients with COVID-19 have developed fever
andfor symptoms of acute respiratory illiness (e.g.,
cough, dyspnea), alithough some individuals experience
only mild sympioms or no symptoms at all. The current
information avalable to characterize the spectrum of
clinical iliness assodated with COVID-19 suggests that,
when prezent, sympioms include cough, shoriness of
breath or dyspnea, fever, chills, myalgias, headache,
sore throat, new loss of taste or smell, nausea or
vomiting or diamhea. Signs and symptoms may appear
any time from 2 to 14 days after exposure to the vinus,
and the median time to symptom onset is approximately
o days. Forfurther information on the symptoms of
COVID-19 please see the link provided in “Where can |
go for updates and more information? section.

Public health officials have identified cases of COVID-19
infection throughout the world, including the United
States. Please check the CDC COVID-19 webpage (see
link provided in *Where can | go for updates and more
information > section at the end of this document) or
your local jurizdictions website for the most up to date
information.

This test is for use at home with self-collected
anterior nasal swab specimens from individuals
within 7 days of symptom or without symptoms
or other epidemiological reasons to suspect
COVID-19 infection. This test is authorized for
non-prescription home use with self-collected
anterior nasal samples from individuals 14 years
or older or adult collected anterior nasal samples
from individuals age 2 years or older.

What do | need to know about COVID-19 testing?
Current information on COVID-19 for healthcare
providers is available at CDC's webpage, Information for
Heaithcare Professionals (see links provided in “Where
can | go for updates and more information? section).

* The Flowflex COVID-19 Home Antigen Test

can be used totest directly collected Anterior
MNazal Swab zpecimens

*  The Flowflex COVID-19 Antigen Home Test
can be used to test individuals within 7 days of
symptom or without sympioms or other
epidemiological reasons to suspect COVID-19
infection.

* The Flowflex COVID-19 Anfigen Home Testis
for non-prescrption home use with self-
collected anterior nazsal sampies from
individuals 14 years or olderor adult collected
anterior nasal samples from individuals age 2
years or older.

What does it mean if the specimen tests positive for
thie virus that causes COVID-497

A posifive test result for COVID-19 indicates that
nucleccapsid antigens from SARS-CoV/-2 were detecied,
and the patient is infected with the virus and presumed
to be contagiows. COVID-19 test results should always
be considered in the context of clinical observations and
epidemiclogical data such as local prevalence rates and
current outbreakiepicenter locations) in making a final
diagnosis and patient management decisions. Patient

Report Adverse events, including problems with test performance orresults, to Med'Watch by submiting theonline FOA Form 2500
{htps2fwww.accessdata fd a.qow/s criptsimedwatchiindex . cfm ¥action =repoming.home)} or by calling 1-800-FDA-1088
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management decisions should be made by a healthcare
provider and follow current CODC guidelines.

The Flowflex COVID-19 Anfigen Home Test has been
designed to minimize the likelihood of fake positive test
results. However, in the event of a false positive result,
risks to patients could include the following: a
recommendation for isolation of the pafient, monitoring
of household or other close contacts for symptoms,
patient isolation that might limit contact with family or
friends and may increase contact with other potentially
COVID-19 patients, limits in the ability to work, the
delayed diagnosiz and treatment for the true infection
causing the symptoms, unnecessary prescription of a
treatment or therapy, or other unintended adverse
effects.

All healthcare providers must follow the standard testing
and reporting guidelines according to their appropriate
public health authorities.

What does it mean if the specimen tests negative for
the virug that causes COVID197

A negative test result for this test means that
nucleocapsid antigens from SARS- CoV-2 were not
present in the specimen above the limit of detection.
However, a negative result does not rule out COVID-19
and should not be used as the sole basis for treatment
or patient management decisions, including infection
control decisions. Antigen tests are known to be less
zenzitive than molecular tests that d etect viral nucleic
acids. The amount of antigen in a sample may decrease
as the duration of iliness increases. Specimens collected
after day 7 of illness may be more likely to be negative
compared to a RT-PCR assay Therefore, negative
results should be reated az presumpiive and
confimation with a molecular assay, if necessany for
patient management.

When diagnosiic tesiing is negative, the possibility of a
falze negafive result should be conzidered in the context
of a patient’s recent exposures and the presence of
clinical gigns and symptoms consistent with COVID-19.
The possibility of a false negafive result should
especially be considerad if the palient's recent
exposures or clinical presentation indicate that COVID-
19 is likely, and diagnostic tests for other causes of

illness (e.g., other respiratory illness) are negative. If
COVID-19 is still suspected based on exposure history
together with other clinical indings, re-testing or tesiing
with molecular methods should be considered by
healthcare providers in consultation with public health
authornties.

Risks to a patient of a false negative include: delayed or
lack of supporiive treatment, lack of monitoring of
infected individuak and their household or other close
contacts for sympioms resulfing in increased risk of
spread of COVID-19 within the community, or other
unintended adverse events.

A negative antigen test =hould not be the sole baze
uzed to determine if a patient can end isolaticn
precautions. For additional recommendations regarding
infection control, refer to CDC's Digcontinuation of
Izolation for Persons with COVID-19 Mot in Healthcare
Settings (Interim Guidance) (see links provided in
“Where can | go for updates and more information®
section).

The perfomance of this test was established based on
the evaluation of a limited number of dinical specimens
collected between March and May 2021 _The clinical
performance has not been established in all circulating
variants but iz anticipated to be reflective of the
prevalent variants in circulation at the time and location
of the clinica evaluation. Performance at the time of
testing may vary depending on the variant circulating,
including newly emerging strains of SARS-CoV-2 and
their prevalence, which change over time._

MNegative results, particulary in asymptomatic
individuals, should be considered to be presumpiive and
additional festing with a highly sensifive molecular
SARS-CoV-2 test may be necessary to help rule out
infection.

What iz an EUA?

The United States FDA has made this test available
under an ememgency access mechanism called an
Emergency Use Authorization (EUA). The EUA is
supported by the Secretary of Health and Human
Semvice's (HHS's) declaration that circumstances exist to
justify the emergency use of in vitro diagnostics (IVDs)

Report Adverse events, including problems with test performance or results, to MedWatch by submitting the online FDA Form 2500
{hiipsJwww.accessd ata fd a.gov/s cripts/medwatchlindex cfm ?action=reporting.home) or by ealling 1-800-FDA-1088
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fior the detection andfor diagnosis of the virus that
causes COVID-19.An VD made available under an
EUA has not undengone the same type of review as an
FDA-approved or cleared VD . FDA may issue an EUA
when certain criteria are met, which incudes that there
are no adeguate, approved, available altematives, and
baszed on the totality of scentific evidence available, it is
reaszonable to believe that this VD may be effective in
diagnosing COVID-19. The EUA for this test is in effect
for the durafion of the COVID-19 declaration justifying
emergency useof VDs, unless terminated or revoked
(after which the testmay no longer be uzed).

What are the approved available alternatives?
There are no approved available alternafive antigen
testz. Any tests that have received full marketing status
(e.g., cleared, approved), as opposed to an EUA, by
FDA can be found by searching the medical device
databases here:

https-fhwaw ds govwmedicaldevicesidevice-advice-
comprehensive-requlatory assistance/medical-device-
databases_ A clkeared or approved test should be used
instead of a test made available under an EUA, when
appropriate and available. FDA has issued EUAs for
other tests that can be found at:

https-fhwaw fds gow emergencypreparednes s-and-
responsemem-egal-reguilatonyand-policy-
frameworkiemergency-uss-aut horization.

Where can | go for updates and more
information?

CDC webpages:

General: hitpsiwww.cde.govicoronavirus2013-ncoviindex_himl
Symptoms:

testing/symptoems_himl

Healthcare Professionals:

Information for Laboratories:
hp s-ihwww.cd c.gov/coronavins/2018-nCoVilabdind ex himl
Laboratory Biosafety: hitps:iwew.cdc.gowcoren avirus/2013-
niCoVilab-biosafety-guidelines.himil

Isnlatmn Precautions in Heal‘thl:an!- Settlngs

i FIL= =~
Spemmen Cullec'tlnn hﬂq:ﬁ_.';‘ﬂww cdcgnu.’mmnaulnﬁﬂﬂ'lil

nCo\Viguidelines-dinical-specimens. himil
Infection Control: https:fwow cdc.govw/coronavins 201 8-

nhpfnfect il

FDA webpages:

General: www.ida.gov/novelcoronavins

EUAs:(includes links to factsheet forindividuals and
manufactrer's instructons) htips-www fd3 gowmedical
devices/coronavirus-disease-2018-covid -13-emergency-use-
authorizations-medical-d evices/in-witro-diagn estics-euas

Manufacturer Information:
ACON Laboratories Inc.

5850 Oberlin Drive, #340

San Diege, CA-B2121, USA

Customer Support:
+1 B0D-838-2502
supportiiaconlabs.com

Technical Support:
+1 B00 &2B-8502
supporti@acenlabs com

Report Adverse events, including problems with test performance arresults, to MedWatch by submitting the online FDA Form 3500
(hilps-fwww.accessdata fd 3. gow/soripts imedwatchiindex. cfm ?action=repofing.h cme) or by calling 1-800-FDA-1088
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