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NOTES: UNLESS OTHERWISE SPECIFIED
1. MATERIAL: 80 LB. GLOSS TEXT

2. BLEED TO BE CONTROLLED BY SUPPLIER TO ENSURE
FULL COVERAGE.

3. FOLDED DIMENSIONS +3/32:51/2x4 1/4

/A\ FOLD

5. STYLE: 8 PANEL WITH 3 Z FOLDS, FINISHED WITH 1 PARALLEL FOLD.

"QUICK REFERENCE INSTRUCTIONS" FACING OUT. PRINTED BOTH SIDES.

6. PRINT QUALITY: NO APPARENT MISREGISTRATION, MOTTLING,
GHOSTING, SMEARING, SMUDGING, OR BROKEN COPY

7. PHYSICAL CONDITION: FREE OF TEARS, CUTS, BLEMISHES,
DIRT, GREASE AND OIL
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TYP

UNLESS OTHERWISE
SPECIFIED, DIMENSIONS
ARE IN INCHES
TOLERANCES:
DECIMALS ANGULAR

X %1 +.5°
XX .02 SURFACE
XXX +.005
FRACTIONS +1/16"
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conditions of the Non-Disclosure
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on the disclosure and use of this
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Artwork Notes:

1. Die lines and/or Key lines do not print
2. All unspecified colors print 4C Process ALL PRINTS 4C PROCESS
3. All unspecified color tint values are 100%
4. Fonts: ‘
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Aok 7 b J QuickVue INETRIJE TIONE A QuickVue NS TIRUE TIORS
OCRA . . At— H ome For Emergency Use . .

Reservation Wide Regular Authorization (EUA) only.

ReservationWide-Bold o QUIIDE L OTC COVID-19 Test In vitro diagnostic use only. QUIIDE L OTC COVID-19 Test
Universal News w. Commercial Pi 97

At_ H O me For Emergency Use

Authorization (EUA) only.
In vitro diagnostic use only.

Continued from other side
Scan QR Code with phone camera to learn

more or visit quickvueathome.com. STEP 11
Check for a Negative COVID-19 Result
Place the TEST STRIP on the test strip outline below and compare . Negative COVID-19 Result
Wash Your Hands STEP1 STEP 2 with test result examples shown. © Anegative test result means that proteins from the virus that causes COVID-19 were not
Before you start testing, Check Your Test Kit Place Tube in the Tube Holder i foundinyour sample.
wash your hands or use ) o : i i i i i isi ive) i
. your | Locate the kit components: e Remove cap from one : Iltis posmble for this test to give a negative result that is incorrect (false negative) in some
and sanitizer. ed o ded TUBE and place it in the : people with COVID-19. This means that you could possibly still have COVID-19 even
It is recommended gloves (not provide g . : i i i i i -191
Make sure your hands are o b o dur g'ove (notp ) TUBE HOLDER. Negative Result Results shown at 2x © though the test is negative. If you test negative and continue to experience COVID-19 ||‘ke
dry before starting. also be used during testing. 7 . : symptoms of fever, cough and/or shortness of breath you should seek follow up care with
3 T NOTE: Use of gloves A NEGATIVE result will show a our healthcare provider. Your healthcare provider will consider the test result together
3 A is recommended. BLUE line but NO PINK line. with all other aspects of your medical history (such as symptoms, possible exposures, and
> i geographical location of places you have recently traveled) in deciding how to care for
E BSg : you. For example, your healthcare provider may suggest you need another test to
g : determine if you have contracted the virus causing COVID-19.
@ 3' EEE < : It is important that you work with your healthcare provider to help you
Bl B
3 understand the next steps you should take.
TUBE HOLDER
STEP 12 STEP 13 Wash Your
) . ands
Tub Tube Hold Swab Watch or Ti Test St % Check for an Invalid COVID-19 Result Dispose
upbes upbe rolaer wabs atch or limer es rips . . . . H .
(not included) P Place the TEST STRIP on the test strip outline below and compare . Invalid COVID-19 Result Used Testin After completing all
with test result examples shown. : If at 10 minutes, the blue Control Line the Trash stepﬁ, WSSh hands or
: ' use hand sanitizer.
- does not appear, even if any shade of All used test compo-
STEP 3 STEP 4 : ink i hould b
: pink to-red Test Line appears, the nents should be
Swab the Nostrils Place Swab in the Tube : .resu|.t is invalid. If the Test Result is disposed of in your
: invalid, a new swab should be household waste.
Remove the SWABfrom (E) Gently insert the SWAB % to % of an inch into the nostril, depending on the Immediately place r (3 Leave the swab in the Invalid Result E:E Results shown at 2x. : collected, and t'he test should be )
its wrapper, being careful size of the person's nose. Firmly rub the SWAB in a circular motion around the SWAB into the : solution for ONE MINUTE. If there is NO LINE. or if there is . performed again with a new pre-filled
not to touch the : the inside wall of EACH NOSTRIL at least 4 times. liquid inside the : ONLY a PINK line. the test is E:E © tubeand Test Strip.
SWAB head. : TUBE, and ensure T NOTE:fthe swabisin INVALID and you should - Ifth d QuickVue AtH
: Be sure to rub BOTH nostrils with the SAME SWAB. wi : - : o and you should repeat : € second LLuickVue At-fome
: !ELIS LOL{I;:hIng : the solution for more the steps starting atthe : OTC COVID-19 Test is also INVALID,
) e bottom. : i : > ; :
NOTE: If you are swabbing others, please wear a face mask. Stir 3-4 times O : t:an |1d0 mtlnbutes ltd beginning using a new TUBE, © call 833-QUICKVUE (833-784-2588)
With children, you may not need to insert the swab as far into shouldinot be used. SWAB, and TEST STRIP. . forassistance.
the nostril. For very young children, 3.4 :
you may need another person -ax
to steady the child's head N N N
while swabbing. N\ < Please notify your Healthcare provider of the results of your QuickVue At-Home OTC COVID-19 Test.
NOTE: Failure to swab = A second test should be obtained with at least 24 hours (and no more than 36 hours) between tests.
properly may cause = - :
false negative results = 5= == The QuickVue At-Home OTC COVID-19 Test is . Intended Use
>; for FDA Emergencyv Use Authorization (EUA) Onl © The QuickVue AtHome OTC COVID-19 Test is intended for the qualitative detection of the nucleocapsid protein antigen from SARS-CoV-2
s . Leavcla swab — For In Vitro Diag n?stic (|\>//D) Use ( ) Y . from individuals with or without symptoms or other epidemiological reasons to suspect COVID-19 when tested twice over two or three days
e : in at least . * with at least 24 hours and no more than 36 hours between tests. This test is authorized for nonprescription home use with self-collected
1 minute!  =—— ® This product has not been FDA cleared or approved but has been authorized by FDA under an EUA. (,\L‘Jgc;?;eg]/:;d{)ﬁ;e;tj;c{tg&s; r;gseaclj(zl\ljg;xit; Zﬁggmens from individuals aged 14 years and older or with adult-collected anterior
L " :thsfg;(;il;lcétia; Sﬁizeasuébggiﬁgg?rgfor the detection of proteins from SARS-CoV-2, The QuickVue At-ll-lome. OTC COVID-19 Test does not diﬁlerentiatg bet\llveen SARS'C?V and SARS-CoV-2. . . .
® The emergency use of this product is only authorized for the duration of the declaration that circumstances : Sesgltst?]re for:he ﬁientlf}c‘at;o&of S/;RS.;.COVQ nlltxcl_eggaptafhproteln antlge](n:Artlgtgn s gebneirallAly‘deltectablletlln an?tehrlor rlasaljpe‘cwgllins d
exist justifying the authorization of emergency use of IVDs for detection and/or diagnosis of COVID-19 under : ;Jh”n% c acufe _pfase Ot' Infection. Fosi "t’e (rjestu SN '.Cafect. N p;eienc';e o_ty|ra an ;tgec?sr ”t clwmcat%orcrf @ 'lof‘ ]‘(N' i pastmeg '?ad.'s oryt?n
Section 564(b)(1) of the Federal Food, Drug and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the : other '1agnos |cd|?horma |c;nd|stne;:edssary 0 tebertrﬁ'nj '?, e’t on sta ufsavom 'Velrzsfu.ds ? noh rtietou f erliHQhecéon i(/co-izteH on V\(/)ITC
STEP5 STEP 6 STEP 7 STEP 8 declaration s erminated o author zation s revoked Sooner - otherviuces and the agent detected may not b he dfine cause of disease. ndividls who test posive it the Qe AtHome
. o ' = For more information on EUAs go here: -19 Test should selfisolate and seek follow-up care with their physician o healthcare provider as additional testing may be necessary.
Remove Swab from the Tube Open the Test Strip Place Test Strip in the Tube Remove Test Strip from the Tube https:/www. da.gov/emergency-preparednessand-response/ D e ] L e e o ofan
After ONE MINUTE, remove 3 Dispose of swab Open the TEST STRIP pouch Place the TEST STRIP into the TUBE At TEN MINUTES, remove the TEST STRIP from . ;)Crr:l;leegna:srtefu,tfzzgzr;:f-s:)nl::{c/iz?ronnegoor\,;/lgﬁirgelg?:euji-iiu\:fv:\:f:g:nov/COVID1 9 - individual's recent exposures, history and the presence of clinical signs and symptoms consistent with COVID-19, and confirmed with a
the swab from the TUBE by : in the trash. carefully at the slitand hold with the arrows pointing down. the TUBE. Next, place the TEST STRIP on the detailod ploc ease v o P bome.com & : m°‘e°.”'arasslay' 'f”egessary' for e lF.ﬁ’SZ”afl SaReLprograms, .add't"’?]a' C?”f‘rmaé9%tesr‘”9hw'th g 1”0'““'3”9“.{?:
rubbing the swab | the TEST STRIP as indicated. Leave the stripin the TUBE (3 outline in Steps 10-12. Ensure the TEST STRIP e e asdetone o | COMD15orwih sspeced oxpor > VDY 01 ncoymunies wihigh el of Hecion. Adiona conimstory e it
head against the for a FULL TEN MINUTES - ?;_’, is on a flat surface in good lighting. Warnings, Precautions and Safety Information amolecular test for positive results may also be necessary, if there is a low likelihood of SARS-CoV-2 infection, such as in individuals without
inside wall of the . do not handle or remove. Z NOTE: The test is intended to be read at ® The QuickVue At-Home OTC COVID-19 Test is intended for the qualitative detection of the nucleocapsid protein : k”O_W_” exposures to SARSTCOV'Z or rel5|d|ng In communities with Iowlprevalence of infection. .
tube to squeeze Y Tear here ) = etestis e_ edtoberea a antigen from SARS-CoV-2 from SARS-CoV-2 from individuals with or without symptoms of COVID-19. The test is . Individuals who test negative and continue to experience COVID-19 like symptoms of fever, cough and/or shortness of breath may still have
out as much O 3 10 minutes. If the test is read before this intended to be used twice over two to three days, with at least 24 hours and no more than 36 hours between tests. © SARS-CoV-2infection and should seek follow up care with their physician or healthcare provider.
quuid as possible g _— H oris read more than 5 minutes after the ® Read the written instructions fully before starting the test procedure Indivjduals ghould provide all results obtaingd with this prgduc‘[to their healthcare providerfor public health repgr‘(ing. All healthgarg
. : ) indicated read time, results may be ® To ensure correct results, you must follow the instructions : providers will report all test results they receive from individuals who use the authorized product to relevant public health authorities in
E} . . i ) : : accordance with local, state, and federal requirements using appropriate LOINC and SNOMED codes, as defined by the Laboratory In Vitro
2l L Hold inaccurate (false negative, false m Keep test kit and materials out of the reach of children and pets before and after use : Diagnostics (LIVD) Test Code Mapping for SARS-CoV-2 Tests provided by CDC.
~ H here positive, or invalid) and the B Wear safety mask or other face covering when collecting swabs from children or others The QuickVue At-Home OTC COVID-19 Test is authorized for non-prescription self-use and/or, as applicable for an adult lay user testing
g test should be repeated. m Use of personal protection materials such as gloves are recommended . another person aged 2 years or older in a non-laboratory setting. The QuickVue At-Home OTC COVID-19 Test is only for use under the Food
v - ® Do not open the materials until ready for use. If the test strip is open for an hour or longer, - and Drug Administration’s Emergency Use Authorization.
. invalid test results may occur. : . . >
!—eave strip ® Improper swab collection may result in incorrectly negative (false negative) results What do | need to know about Results from Serial TeStlng :
| i at least " hetest s tenced to be read at 10 minutes. f the test s read before this o1 i ead more then | CBUIDTD. Ty s st i s e Reome COMBTE T v shousl s sk v s arewihgout e
> 4 (b — | Do Not 10 minutes! N . Y 5 minutes after the indicated read time, results may be inaccurate and the test should be repeated. . A ) . el A o . .
~ 1 7 . . . : provider to determine the next steps you should take. You may need additional testing, depending on your personal health history and other factors.
B Touch ﬂ : BO notuse aht(?t ki tza:] * pr|hred handling h b : Ifyourfirst test is negative, you should test again in 24-36 hours. If both your first and second tests are negative, you may not have
— Here Arrows 0 nottouch the swab head when handling the swa o - COVID-19, however, you should follow-up with your healthcare provider if you are at high risk for COVID-19 infection. If you test negative
pointing ——— = Avoid exposure of your skin, eyes, nose, or mouth to the solution in the tube. . and continue to experience COVID-19 like symptoms of fever, cough and/or shortness of breath you should seek follow up care with your
d . . . . healthcare provider. For example, your healthcare provider may suggest you need another test to determine if you have contracted the virus
own Hazardous |ﬂgredleﬂt8 for |—|QU|d Reageﬂt : causing COVID-19. Itis important that you work with your healthcare provider to help you understand the next steps you should take.
Chemical Name/CAS Harms (GHS Code) for each ingredient Concentration Frequent|y Asked Questions
Sodium Phosphate Monobasic Monohydrate/10049-21-5 | Causes skin irritation (H315) 0.7% Will this test hurt?
Causes serious eye irritation (H319) * No, the nasal swab is not sharp and it should not hurt. Sometimes the swab can feel slightly uncomfortable.
STEP 9 STEP 10 May cause respiratory irritation (H335) © Ifyou feel pain, please stop the test and seek advice from a healthcare provider.
Check Your Results Check for a Positive COVID-19 Result Sodium Phosphate Dibasic Anhydrous/7558-79-4 Causes ser!ous eye ldalmalge (H318) 0.7% What are the known and potential risks and benefits of this test?
) ] ) o Causes serious eye irritation (H319) * Potential risks include:
There are th'ree type of Plgce the TEST STRIP on the test strip outline below and compare : Positive COVID-19 Result C12-14-Alkyldimethyl-betaines/66455-29-6 Causes severe skin burns and eye damage (H314) 0.03% * m Possible discomfort during sample collection.
results pOSSIbIe. with test result examples shown. . A positive test result means that proteins from the virus Causes serious eye damage (H318) : m Possible incorrect test results (see Results section).
- : p ; Causes skin irritation (H315) : Potential benefits include:
1. Check for a Positive Result : Fhat Ca?iels COVE—1 98’8{2[1;0;];(:' |r(1j)‘/o‘u r sample and lg Causes serious eye irritation (H319) : ® The results, along with other information, can help your healthcare provider make informed recommendations about your care.
2. Check for a Negative Result IS erytL ely youf ave h |th- an lt,'; lmﬁqnalnt tlc,)k |e ProClin® 300 Harmful if swallowed (H302) 0.03% - ® The results of this test may help limit the spread of COVID-19 to your family and others in your community.
: : under the care of your healthcare provider. It is also likely Harmful f inhaled (H332) . What is Serial Testing?
3. Check for an Invalid Result Positive Resul : that you may be placed n isolation to avoid SPread'”Q Causes severe skin burms and eye damage (H314) - COVID-19 Serial testing is when one person tests themselves multiple times for COVID-19 on a routine basis, such as every day or
ositive Result E:E Results shown at 2X. the virus to others. There is a very small chance that this May cause an allergic skin reaction (H317) * every other day. By testing more frequently, you may detect COVID-19 more quickly and reduce spread of infection.
A POSITIVE result must show :  testcangive you a positive test result that is wrong (false EDTA Tetrasodium Salt/64-02-8 Harmful if swallowed (H302) 0.2% What is the difference between an antigen and molecular test?
BOTH a BLUE line and a PINK : p05|t|Ve~) If you test positive with the QuickVue At-Home Causes serious eye _da_ma_ge (H318) An antigen test, such as the QuickVue At-Home OTC COVID-19 Test, detects proteins from the virus. Molecular tests detect genetic
- B E:E : OTC COVID-19 Test you should self-isolate and seek Causes serious eye irritation (H319) * material from the virus. Antigen tests are very specific for the virus, but not as sensitive as molecular tests. This means that a positive
line near the BLUE line. ! . follow- re with r healthcare provider Harmful if inhaled (H332) - resultis highly accurate, but a negative result does not rule out infection. If your test result is negative, you should discuss with your
Look closely' Even a very faint : c:jc?t Uplcta i youb ealthcare pYo E a|sth May cause respiratory irritation (H335) : healthcare provider on whether an additional test is necessary and if you should continue isolating at home.
C y: 1 aaditional testing may oe necessary. Your healthcare May cause damage to organs (H371), single exposure : . .
Emk Te|s|E Line angoasl?-erSE E:E : prOVider will work with youto determine how best to : BHas(zc\i/\;nﬁecﬁtgrrrf}:u|§o$?lﬁni1&i$:l§ where the QuickVue At-Home OTC COVID-19 Test was compared to an FDA authorized
ontrol Line is a i ® The solution in the tube contains hazardous ingredients (see table above). If the solution contacts the skin or eye, flush with : . . e b ” ] o
result, The intensity of the (r;?erzlfg:l {ﬁ;:&siﬂg;gﬁ:sr;ris;tf;ilt along with your plenty of water. If irrtation persists, seek medical advice. https://www.poison.org/contact-us or 1-800-222-1222 : ;neo;;cfgsscl?iig:s\/Q test, QuickVue At-Home OTC COVID-19 Test correctly identified 83.5% of positive specimens and 99.2% of
lines may vary. ' The performance of this test is still being studied in patients without signs and symptoms of respiratory infection and for serial
screening. Performance may differ in these populations.
NP Proof 2 (April 6, 2021)
) ) Assistance Quidel Corporation
Continued on other side it 10165 McKellar Court, San Diego, CA 92121 USA
the test does not perform as expected, . d 90,
call 833-QUICKVUE (833-784-2588). quidel.com
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