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The BinaxXNOW"™ COVID-19 Ag Card 2 Home Test Is for
FDA Emergency Use Authorization (EUA) Only

For In Vitro Diagnostic (IVD) Use

e This product has not been FDA cleared or approve @)een authorized by FDA
under an EUA.

 This product has been authorized only for
not for any other viruses or pathogens

on of proteins from SARS-CoV-2,

orized forthe duration ofthe declaration
horlzatlon of emergency use of 1VDs for

4P under Section 564(b)(1) of the Federal Food,
60bbb-3(b)(1),unlessthe declaration is terminated

e The emergency use of this product
thatcircumstances exist justifyi
detection and/or diagnosis o
Drug and Cosmetic Act, 21
or authorization is revoked sodger.

 For more information on EUAs go here: https://www.fda.gov/emergency-preparedness-
and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization

* Forthe mostuptodate information onCOVID-19, please visit: www.cdc.gov/COVID19
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http://www.fda.gov/emergency-preparedness-
http://www.cdc.gov/COVID19

 For detailed instructions, please visit: BinaxNOWhometest.abbott.com
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Frequently Asked Questions

Will this testhurt?

No, the nasal swab is not sharp and it should not hurt. Sometimes
the swab canfeel slightly uncomfortable or tickly. Ifyou feel pain,
please stop the test and seek advice from ahealthcare provider.

What are the known and potential risks and
benefits of thistest?

Potentialrisksinclude:
 Possible discomfort during sample collection.

» Possible incorrect test results (see Results section).
Potential benefits include:
* The results, along with other information, cggfhelp y

healthcare provider make informed recomme
your care.

» Theresults of this test may help limt
COVID-19 toyour family and othersiny

community.

Hazardous Ingredients for the Reagent Solution

Chemical Name/CAS | GHS Codefor each Ingredient | Concentration

Sodium Azide/26628-22-8 | Acute Tox. 2(Oral), H300
Acute Tox. 1 (Dermal), H310

0.0125%

The solution in the tube contains ahazardous ingredient (see
table above). Ifthesolutioncontactstheskinoreye, flushwith

BinaxNOW COVID-19Ag CARD 2 HOME TEST KIT

plenty of watgg Ifirritation persists, seek medical advice.

.org/contact-us or 1-800-222-1222.

erence between an antigen and
est?

Ifferent kinds of tests for COVID-19. Molecular tests
0 known as PCR tests) detect genetic material from the virus.
ntMyen tests detect proteins from the virus. Antigen tests are
ery specific for the virus, but are not as sensitive as molecular
tests. This means that a positive result is highly accurate, but
anegative result does not rule out infection. If your test result
ISnegative, you should discuss with your healthcare provider
whether an additional molecular test would help with your care,
and when you should discontinue home isolation.

T

How Accurate Is thisTest?

Based ontheinterim results of aclinical study where the
BinaxNOW™ COVID-19 Ag Card 2 Home Test was compared
to an FDA authorized high sensitivity SARS-CoV-2 test,
BinaxNOW COVID-19 Ag Card 2 Home Test correctly
identified 91.7% of positive specimens and 100% of negative
specimens.
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Frequently Asked Questions

Due to the relatively small sample size for the home use clinical What is Serial Testing?

study, the BinaxNOW COVID-19 Ag Card 2 Home Test is
estimated to correctly identify between 73.0% and 98.9% of .
é psting Is when one person tests
Ie times for COVID-19 on a routine basis,
eryNfay or every other day. By testing more

positive specimens asreflected inthe 95% Confidence Interval.
u may detect COVID-19 more quickly and

This is consistent with the performance established in a separate
multi-site clinical study in the US, where the BinaxNOW
COVID-19 Ag Card test was performed and results interpreted
by test operators with no laboratory experience. Inthat study,
BinaxNOW COVID-19 Ag Card test correctly identified
84.6% of positive specimens and 98.5% of negative
specimens.

The performance of this test is still b
studied in patients without signs a
symptoms of respiratory infection
serial screening. Performance
these populations.

di

Based on this information, negative results maySequire additional
testing to confirm your result. Please talk to your healthcare
provider to determine if you need additional testing.
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Indication

The BinaxNOW COVID-19 Ag Card 2 Home Testis alateral COVID-19 Ag Card Home Test should self-isolate and seek
flow immunoassay intended for the qualitative detection of fOHOW'_UP care W'Fh their physician or healthcare provider
nucleocapsid protein antigen from SARS-CoV-2 indirect as addition ting may be necessary.

anterior nasal (nares) swabs from individuals with or without
symptoms or other epidemiological reasons to suspect
COVID-19 infection when tested twice over three days with
atleast 36 hours between tests. This testisauthorized for
nonpesaition home use with self- collected observed direct
anterior nasal (nares) swab samples from individuals aged 15
years or older or adult collected nasal swab samples from
individuals aged two years or older.

The BinaxNOW COVID-19 Ag Card 2 Home Testist
performed only with the supervision of atelehealth gfoctor.

The BinaxNOW COVID-19 Ag Card 2Home Tes n
differentiate between SARS-CoV and 0

Results are for the identification of SARS- nuCr€ocapsid
protein antigen. Antigen is generally detect In anterior
nasal (nares) swabs during the acute phase of infection. Positive
results indicate the presence of viral antigens, but clinical
correlation with past medical history and other diagnostic
Information is necessary to determine infection status. Positive
results do not rule out bacterial infection or co-infection with other
viruses. The agent detected may not be the definite cause of
disease. Individuals who test positive with the BinaxNOW
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Negative results should be treated as presumptive and Authorization.
confirmation with amolecular assay, if necessary, for patient
management, may be performed. Negative results do not
rule out SARS-CoV-2 infection and should not be used asthe

sole basis for treatment or patient management decisions federal requirements using appropriate LOINC and SNOMED
iIncluding infection control decisions. Negative results should be codes, as defined by the Laboratory In Vitro Diagnostics (LIVD)

considered inthe context ofapatient’s recent exposures, Test Code Mapping for SARS-CoV-2 Testsprovided by CDC
history and '

the presence of clinical signs and symptoms consistent
with COVID-19. For serial testing programs,
additional confirmatory testing with a molecular
test for negative results may be necessary, if there
IS a high likelihood of COVID-19, such as, an
Individual with a close contact with COVID-19 or
with suspected exposure to COVID-19 or in
communities with high prevalence of infection.
Additional confirmatory testing with a molecular
test for positive results may also be necessary, if
there is a low likelinood of COVID-19, such as in
Individuals without known exposures to COVI
or residing in communities with low prevalerge
Infection.

The telehealth provider willreport all testresults they receive
from individuals who use the authorized product to relevant
public health authorities inaccordance with local, state, and

Individuals who test negative and conti
experience COVID-like symptoms offewer,
sortness of breath may still have SARSCo\-2 infection hould
seek follow up care from their healthcare provider.

The BinaxNOW COVID-19 Ag Home Test is intended for
observed non-prescription self-use and/or, as applicable
for an adult lay user testing another person aged 2 years
or older in a non-laboratory setting. The BinaxNOW
COVID-19 Ag Card 2Home Test is only foruse under the
Food and Drug Administration’s Emergency Use
BinaxNOW COVID-19Ag CARD 2 HOME TEST KIT ) Abbott



Wash Your Hands

Wash orsanitize yourhands.Makesuretheyaredrybeforestarting.
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Itisrecommended gloves (not provided) also be used during testing.

Set Up

DO NOT open items until instructed.

Open your test kit. You will need the ﬂ@

1 Swab

test:
1Test %

BinaxNOW COVID-19Ag CARD 2 HOME TEST KIT

Ing to perform a

1 Bottle

J\
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¢)open Pouch and Scan QR Code on Card

Ifusingamobile device: If using a computer:

/
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Open Card

Card must stay FLAT on table for entire test.

Top Hole

Bottom Hole

DO NOT
touch any
parts on
Inside of card.

Test Strip

ResultsWindow
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Apply Fluid to Top Hole

A. Removedropper
bottle cap.

B. Hold dropper bottle

straightover TOPHQ
not at anangle.

" BinaxNOW COVID-19Ag CARD 2 HOME TEST KIT

C. Put6 DROPSInto
TOPHOLE. Donot
touchcardwithtip.

Note: False negative results
may occuriflessthan6drops

) Abbott



of fluid Is used.
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Open Swab

Keepfingers away fromswab end.
A. Open swab package at . @Nab out.
stick end. I
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Swab Left Nostril

A. Insert the entire absorbent tip
of the swab (usually 1/2 to 3/4 of
aninch) into left nostril.

~
&

Up to 3/4 of
aninch. <

BinaxNOW COVID-19Ag CARD 2 HOME TEST KIT

&
¢

B. Firmlybrushagainstinsidesof

nos circularmotion5times
ratleast15seconds.

X5
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Swab Right Nostril

A. Remove swab and insert it B. Firmlybrushagainstinsidesof

Into rightnostril.

nos circularmotion5times
ratleast15seconds.

X9

Note: False negative results may
occurifthe nasalswabisnot
properly collected.
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Insert Swab into Bottom Hole

Insert srabtipintoBOTTOMHOLEa
fills TOP HOLE.

Keep card FLAT ontable.
i@pushup until tip
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Turn Swab 3Times

Keep card FLAT ontable.

Turnswab toright 3timesin cardan

Note: False negative results can
occurifthe sample swabis not
turned priortoclosing the card.

BinaxNOW COVID-19Ag CARD 2HOME TEST KIT

In place.




Peel Strip

Keep card FLAT on table.

DO NOT remove swab.
Keep swab in place. Peel adhesive %@
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(DCIose Card and Seal

DO NOT remove swab.
Closeleftside ofcardoverswabto sel%@pcardfaceupon table.

Keep card FLAT on table.
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@ Wait 15 Minutes

@ DO NOT disturb card during this time.

O 15:00

Note: False results can occur
if the card is disturbed/moved
or test results are read before
15 minutes.

Results should not be read
after 30 minutes
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@ Scan QR Code

Ifusingamobile device: If using a computer:

/
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¢I’'show Result to Your Proctor

CONTROL

SAMPLE

BinaxNOW
Gl Q |
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Steps to Check Your Results

There are three types of results possible. You will be instructed how to
readeachtypeinaspecificorder. Followterwithyour oroctor:

1. Check for a Positive Resu@
2. Check for a Negayv Qﬂt

3. Check for

d Result
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Check for Positive COVID-19 Result

Findresultwindowandlook carefullyfortwo pink/purplelinesinwindow.

CONTROL

SAMPLE Look veryclosely!

The bottom line canbeveryfaint.

Any pink/purple line visible here
Indicates apositive result.

Here are photos of actual positive tests. On the right, note how faint the bottom line can get.

- — . —
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Positive COVID-19Result

Apositivetestresultmeans itisverylikelyyouhave COVID-19

that you may be placed inisolation to
toothers. Thereisaverysmallcha
positive result that is wrong (a fals
positive with the BinaxNOW C(piig®Ag Card 2 Home Test kit, you
should self-isolate and seek fi 1@ ) care with your healthcare
provider. Your healthcare pryviNa&s®ill work with you to determine
how best to care for d onyour test result(s) along with
your medical histog, our symptoms.

Q.

and itis important to be under the care of yoyyeglthcare provider.
The telehealth proctorisnotahealthcare ‘@ Itisalso likely

ONAUINg the virus
Istestcangivea

BinaxNOW COVID-19Ag CARD 2 HOME TEST KIT
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Check for Negative COVID-19 Result

Findresultwindowandlook fora single pink/purpleline inwindow.

 Negative Result: Asinglepink/purplelin
whereitsays “Control.” COVID-19

CONTR%

-----------------------

ophalf
tected.

No Line
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Negative COVID-19Result

A negative test result means that proteins from
thevirusthatcauses COVID-19werenotfound
In your sample.

Itis possible forthistest togive anegative result
thatisincorrect (false negative) insome people
with COVID-19. This means that you could
possiblystillhave COVID-19eventhoughthe

testisnegative. If you test negative and
continue to experience COVID-19 like

symptoms of fever, cough and/or sho
breath you should seek follow up
your healthcare provider. Pleasg |
healthcare professional if you devey§
symptoms persist or become moresevere.

BinaxNOW COVID-19Ag CARD 2 HOME TEST KIT

The telehealth proctor is not a healthcare provider.

Your healj#mgre provider will consider the test
resul ~Q@@= withall otheraspects of your
gy (such as symptoms, possible

nd geographical location of places you
entlytraveled) indeciding howtocare for
u. For example, your healthcare provider
ay suggest you need another test to
determine if you have contracted the virus
causing COVID-19.

If you or the telehealth proctor disagree on the
presence of afaint line and/or the presence of
a line Is uncertain, additional testing should be
conducted.

Itisimportant that you work with your healthcare
provider to help you understand the next steps
you should take.
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What do | need
to know about
Results from
Serial Testing?

If your first test Is negative, you should test %Q
Ifbot

again in 24-36 hours.
_ | N ur first and second tests are
f your first or second test Is positive, then garve, you may not have COVID-19,

proteins from the virus that causes COVID-19 QO ever, you should follow-up with your

nave been found in your specimen and you ealthcare provider if you are at high risk for
Ikely have COVID-19. If you test positiveqyt COVID-19 infection or have known contacts
the BinaxNOW COVID-19 Ag Card 2 Hg#fe with COVID-19. Your healthcare provider may
Test with either test, you should seliggfat suggest you need another test to determine if
and seek follow-up care with YO% re you have contracted the virus causing COVID-
provider to determine the next SIS 19 or need other testing.

should take. You may need additiorml testing,

depending on your personal health history
and other factors.
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Check for Invalid Result

Qf you see any of these, the E@ Invalid.

Blue control Pink/purple Blue control line AND

No lines seen . . . .
line only sample line only pink/purple sample line

--------------------------------------------------
- ~ - -~

CONTROL

SAMPLE

~~~~~~
---------------------------------------------------------------------------

REMEMBER: Asecond BinaxNOWCOVID-19Ag Card 2Home Test is required to beperformed
within 3days with at least 36 hours between tests.
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Dispose In Trash

RO =z
8 8 @Q
\80AI\QIIIDD-19 Ag / \%

)
)
)
)
)
)
)
)
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Reporting Patient Results Using NAVICA

Upon completion of the test and result interpretation, the telehealth proctor will send your test
results via the NAVICA app. You will be notified by email and on your mobile device that your
results are ready. You will go to the results screen in NAVICA to obtain your test results.

Ifyour BinaxNOW COVID-19 AgCard2 Home Test
resultisNegative, youwill receive thefollowing:

08:10 al T .
< Back
Results 3

Steph Test's COVID-19 test result
is negative.

A negative test result means that proteins from
the virus that causes COVID-19 were not found
in your sample at the time of your test.

NAVICA Pass Now Available
Go to My Pass

BinaxNOW COVID-19 Test Details

Results Reported On

7 January 2021 at 08:09
Name

Steph Test

Test Result

Negative

Lot
1446756

Serial Number

nbVCFon5vAIpXKga7tAK

CDC Guidelines

- Wach vniir hande Aftan
I

[

Results

08:10 all T

|
{ Back Results 1)

BinaxNOW COVID-19 Test Details

Results Reported On

7 January 2021 at 08:09

Name
Steph Test

Test Result
Negative
Lot
1446756

Serial Number

nbVCFon5vAIpXKga7tAK

+ Avoid close co

ose with a cloth
others

- Cover your mouth
face cover when aro

- Cover coughs and sneezes
« Clean and disinfect

- Monitor your health daily

Read more at CDC.gov &

Results

Ifyour BinaxNOW COVID-19 AgCard2 Home Test
resultispP

very likely that you have COVID-19 because
proteins from the virus that causes COVID-19

were found in your sample at the time of your test.

BinaxNOW COVID-19 Test Details

Results Reported On

7 January 2021 at 08:11

Name
Steph Test

Test Result
Positive

Lot

1446756

Serial Number

ZFLKxeJwmo7JNdeFbu6C

CDC Guidelines

Self Quarantine. Proceed to your home and avoid
contact with others.

Read more at CDC.gov B

]

& |
@

@
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& e, youwill receivethefollowing:

c)}

e 1

08:1 -

< Back Results

Steph Test

Test Result
Positive

Lot

1446756

Serial Number

zFLKxeJwmo7JNdeFbu6C

CDC Guidelines

Self Quarantine. Proceed to your home and avoid
contact with others.

Read more at CDC.gov

Contact Your Healthcare Provider

Contact your healthcare provider to
determine the best treatment plan for you.

While most people experience minor
symptoms, if you develop a high fever or
trouble breathing, or your condition worsens,
seek emergency care immediately.

Results.Positive.publicHealth

You may be contacted by public
health officials.

[

Results




Reporting Patient Results Using NAVICA

Upon completion of the test and result interpretation, the telehealth proctor will send your test
results via the NAVICA app. You will be notified by email and on your mobile device that your
results are ready. You will go to the results screen in NAVICA to obtain your test results.

© 2021 Abbott. All rights reserved.
All trademarks referenced are trademarks of either the
Abbott group of companies or their respective owners.

IN195106 Rev 1 2021/03

Ifthe BinaxNOW COVID-19 AgCard 2 Home Test

resultisInvalid, youwillreceivethefol

g:

16:09 oll T @) ol |
@
< Back Its L
Results
Test Details
Steph Test's COVID-19 test
was invalid.
Follow-up COVID-19 testing may be neede
BinaxNOW COVID-19 Test Detai
Results Reported On
7 January 2021 at 16:09 Lot
1446756
Name
Steph Test Serial Number
SZPelUe3gnpKXcRbylgM
Test Result
Invalid
CDC Guidelines
Lot
1 - Wash your hands often
- Avoid close contact
SZPelU @K XcRbylgM + Cover your mouth and nose with a cloth
face cover when around others
« Cover coughs and sneezes
CDC Guidelines - Clean and disinfect
» Wash your hands often « Monitor your health daily
« Avoid close contact
Read more at CDC.gov B
- Cover your mouth and nose with a cloth
face cover when around others
) =
Result Re t
BinaxXNOW COVID-19 Ag CARD 2 HOME TEST KIT
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Abbott
BinaxNOW
COVID-19 Ag Card 2 Home Test

Colors

Procedure Card

Size:
16.35 in. x 12.21 in.

“or Reference Only

PMS 2995C
Primary Bue

PMS 303 C
Dark Blue
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	Wash or sanitize your hands. Make sure they are dry before starting.
	A. Open swab package at stick end.
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