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A rapid test for the detection of SARS-Co V-2 nucleocapsid antigens in anterior nasal swab specimens.
For in vitro diagnostic use only. For Emergency Use Authorization only.

INTENDED USE

The Flowflex COVID-19 Antigen Home Test is a lateral flow chromatographic immunoassay ntended 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. This test is authorized for nonprescription 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. The Flowflex COVID-19 Antigen
Home Test does not differentiate between SARS-CoV and SARS-CoV-2

Results are for the identification of SARS-CoV-2 nucleocapsid protein antigen. This antigen is generally
detectable in anterior nasal swabs during the acute phase of infection. Positive results indicate the presence
of viral antigens, but clinical correlation with patient history and other diagnostic information is necessary to
determine infection status. Positive results do not rule outbacterial infection or co-infection with other viruses.
The agent detected may not be the definite cause of disease.

Individuals who test positive should self-isolate and consult their doctor as additional testing may be
necessary and for public health reporting.

Negative results are presumptive, and confirmation with a molecular assay, if necessary for patient
management, may be performed. Negative results do not rule out SARS-CoV-2 infection and should not be
used as the sole basis for treatment or patient management decisions, including 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 COVID-19.

Individuals should provide all results obtained with this product to their doctor or healthcare provider for public
health reporting. Doctors or healthcare providers will report all test results they receive from individuals who
use the authorized product to relevant public health authorities in accordance with local, state, and federal
requirements using appropriate LOINC and SNOMED codes, as defined by the Laboratory In Vitro
Diagnostics (LIVD) Test Code Mapping for SARS-CoV-2 Tests provided by CDC.

The Flowflex COVID-19 Antigen Home Test is intended for self-use or lay user testing another in a non-
laboratory setting. The Flowflex COVID-19 Antigen Home Test is only for use under the Food and Drug
Administration’s Emergency Use Authorization.

SUMMARY AND EXPLANATION

The novel coronaviruses belong to the B genus. COVID-19 is an acute respiratory infectious disease.
Currently, the patients infected by the novel coronavirus are the main source of infection; asymptomatic
infected people can also be an infectious source. Based on the current epidemiological investigation, the
incubation period is 1 to 14 days, mostly 3 to 7 days. The main manifestations include fever, fatigue and dry
cough. Nasal congestion, runny nose, sore throat, myalgia and diarrhea are found in a few cases.

PRINCIPLE

The Flowflex COVID-19 Antigen Home Test is a qualitative membrane based chromatographic immunoassay
for the qualitative detection of the nucleocapsid protein antigen from SARS-CoV-2 in human anterior nasal
swab specimens.

When specimens are processed and added to the test cassette, SARS-CoV-2 antigens, if present in the
specimen, will react with the colored anti-SARS-CoV-2 antbody-coated particles, which have been pre-
coated on the test strip. The antigen-antibody complex then migrates toward the membrane by capillary action.
This complex is then captured by anti-SARS-CoV-2 monoclonal antbodies immobilized at the test line region,
and a colored line appears on the membrane. Test results are interpreted visually at 15-30 minutes based on
the presence orabsence of visually colored lines.

To serve as a procedure control, a red or pink line will always appear in the control line region after proper
volume of specimen has been added, and membrane wicking has occurred.

REAGENTS

The test cassette contains anti-SARS-CoV-2 antibodies.
PRECAUTIONS

« Read the COVID-19 Antigen Home TestPackage Insert carefully before performing a test. Follow
directions foruse. Failure to follow directions may produce inaccurate testresults.

« For in vitro diagnostic use.

« This product has notbeenFDA cleared orapproved but has beenauthorizedby FDA underan EUA.

« This product has been authorized only for the detection of proteins from SARS-CoV-2, not for any other
viruses or pathogens.

« The emergency use of this product is 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.

« This product has been designed only for the detection of SARS-CoV-2 antigen, not for any other viruses
or pathogens.

« False negative test results may occurif a specimen is incorrectly collected orhandled.

« To obtain accurate results, the test must be performed as indicated in this Instructions forUse.

« INVALID RESULTS, indicated by no Control Line, can occur when an insufficient volume of sample
solution is added to the test cassette. Gently squeeze the tube and dispense 4 drops of solution into the
sample well of test cassette.

« Swabsin the kit are approved for use with Flowflex COVID-19 Antigen Home Test. Do not use other swabs.

« Do notuse on anyoneundertwo years of age. Keep test kit and materials out of the reach of children and
pets, before and afteruse.

« Children aged 2 to 13 years of age should be tested by an adult.

« Weara safely mask orotherface-covering when collecting a specimen from a child oranotherindividual

« Leave the test cassette sealedin its pouch until just before use. Once opened, the test cassette should
be used within 60 minutes.

« Do notuse the test afterthe expiration date shown on the test cassette pouch.

« Do notuse if any of the test kit contents or packaging is damaged oropen.

« Testcomponents are single use. Do not re-use. Do not use with multiple specimens.

« Make sure there is sufficient light when reading and interpreting test results.

« Do notuse nasal sprays forat least 30 minutes before collecting a nasal sample.

« Remove any piercings from the nose before starting the test. Do not use on anyone who is prone to
nosebleeds orhas had facial injuries or head injuries/surgery in the past six months.

« Inadequate orimpropernasal swab sample collection may result in false negative test results.

« Do nottouch the swab tip when handlingthe swab.

« Testsamplesimmediately after collection, and nomore than one hour afterthe swab is added to the
reagent solution, if stored at room temperature.

« Thetestis intended to be read at 15 minutes. If the testis read before 15 minutes or after 30 minutes,
false negative orfalse positive results may occur, and the test should be repeated with a new test cassette.

« Avoid exposure of your skin, eyes, nose, or mouth to the solution in the extractiontube.

« Do notingestany kit components.

« The reagent solutioncontains a harmful chemical (see table below). If the solution contacts the skin or
eye, flush with plenty of water. If irritation persists, seek medical advice.
https://www.poisonhelp.org or 1-800-222-1222

Hazardous Ingredients for the ReagentSolution

Chemical Name/ Harms (GHS) code foreach ingredient Concentration
Concentration
TX-100 Acute toxicity, Oral (Category 4), H302 Skin irritation (Category| 1%
2),H315
Serious eye damage (Category 1), H318 Short-term (acute)
aquatic hazard (Category 1), H400
Long-term (chronic) aquatic hazard (Category 1), H410
Sodium Azide Acute toxicity, Oral (Category 2), H300 Acute toxicity, Dermal | 0.02%

(Category 1), H310 Specific target organ toxicity - repeated
exposure, Oral (Category 2), Brain, H373 Short-term (acute)
aquatic hazard (Category 1), H400

Long-term (chronic) aquatic hazard (Category 1), H410

If INHALATION: Move to fresh air. If not breathing, give artificial respiration. Do not use mouth-to-mouth
method if victim ingested or inhaled; give artificial respiration with the aid of a pocket mask equipped with a
one-way valve orotherproperrespiratory medical device. Immediate medical attentionis required.

If SKIN Contact: Take offimmediately all contaminated clothing. Wash off immediately with plenty of water
forat least 15 minutes. Immediate medical attention is required.

If EYE Contact: Immediately flush eyes with plenty of water for at least15 minutes. Assure adequate flushing
by separating the eyelids with fingers. Get medical attention immediately.

If INGESTION: Clean mouth with water. Do notinduce vomiting. Risk of aspiration! Keep airways free.
Pulmonary failure possible after aspiration of vomit. Call a physician or Poison Control Centerimmediately.

« The kit can be stored at temperatures between 36-86°F (2-30°C).

The testis stable until the expiration date printed on the sealed pouch.
The test must remain in the sealed pouch untiluse.

DO NOT FREEZE.

Do not use afterthe expiration date.

MATERIALS
Materials Provided|

« TestCassettes « Extraction Buffer Tubes

« Disposable Nasal Swabs « Package Insert

« Tube Holder (only for 25 test quantity

Note: This testcomes in a 1test (REF: L031-118B5), 2 test (REF: L031-125M5), 5 test (REF: L031-125N5),
25 test (REF: L031-125P5) quantity. The number of items supplied in the kit will vary depending on which kit
was purchased.

Materials Required But Not Provided
« Timer

« Flowflex Web App (Optional) — if using the Web App, ensure you have an internet connection and go to
www.flowflexcovid.com prior to starting the test. Ensure you are using a compatible web browser
(Chrome, Firefox, or Safari)and yourelectronic device has a camera.

SPECIMEN COLLECTION AND PREPARATION

« The Flowflex COVID-19 Antigen Home Test is performed using anterior nasal swab specimens.
« Wash orsanitize your hands. Make sure they are dry before starting the test.
« Open the test cassette pouchand lay the cassette on a clean, flat surface.

« Tocollectan anterior nasal swab sample:
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1. Gently insert the entire absoment tip of the swab into 1 nostril (/2 to % of an inch). With children, the
maximum depth of insertion into the nostril may be less than % of an inch, and you may need to have a
second person to hold the child’s head while swabbing.

Note: A false negative result may occur ifthe nasal swab specimen is not properly collected.

. Firmly rub the swab in a circular motion around the inside wall of the nostril 5 times. Take approximately
15 seconds to collect the specimen. Be sure to collect any nasal drainage that may be present onto the
swab. Repeat this in the othernostril using the same swab.

3. Remove the swab from the nostril and place into the extraction buffer tube.

DIRECTIONS FOR USE

1. Punch through the perforated circle on the kit box to form a tube holder. For 25 test quantity kit box the
tube holderisincluded.

2. Remove the foil from the top of the extraction buffertube. Place thetube in the tube holder.

3. Immediately place the swab into the tube and swirl for 30 seconds.

4. Rotate the swab 5 times while squeezing the tube.

5. Remove the swab while squeezing the tube to extract as much liquid as possible. Dispose the swab in
the trash.

6. Attach the droppertip firmly onto the tube. Mix thoroughly by swirling or flicking the bottom of the tube.
Note: A false negative resultmay occur ifthe swab is not swirled atleast 30 seconds or rotated 5
times.

7. Gently squeeze the tube anddispense 4 drops of solution into the Sample Well. Dispose thetubein the
trash.

Note: A false negative or invalid resultmay occur ifless than 4 drops of fluid are added to the
Sample Well.

8. Setthe timerfor 15 minutes. Result should beread at 15 minutes. Do not read after 30 minutes. Dispose
the test cassette in the trash.
Note: A false negative or false positive result may occur ifthe testresultis read before 15 minutes
or after 30 minutes.
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INTERPRETATION OF RESULTS

(Please referto the illustration above)
NEGATIVE:
Only the contrl line (C) and no test line (T) appears. This means that no SARS-CoV-2 antigen was
detected. A negative test result indicates that antigens from the virus that causes COVID-19 were not
detected from the specimen. A negative result does not rule out COVID-19. There is a higher chance of
false negative results with antigen tests than with laboratory-based molecular tests. This means that there is
a higher chance this test will give you a negative result when you have COVID-19. If you test negative and
continue to experience COVID-19 like symptoms of fever, cough, and/or shortness of breath you should
seek follow up care with your healthcare provider.
POSITIVE:* -
Both the controlline (C) and testline (T) appear. This means that SARS-CoV-2 antigenwas detected.
A positive test result means that the virus that causes COVID-19 was detected in your sample and it is very
likely you have COVID-19 and are contagious. Please contact your doctor/primary care physician or your
local health authority immediately and adhere to the local guidelines regarding self-isolation. There is a very
small chance that this test can give a positive result that is incorrect (a false positive). Your healthcare
provider will work with you to determine how best to care for you based on your test results along with
medical history and your symptoms.
* NOTE: The intensity of the red or pink colbor in the test line (T) may vary depending on the level of the
SARS-CoV- 2 antigen present in the specimen. Therefore, any shade of red or pink in the test line region (T)
should be considered positive.
INVALID: Control line fails to appear. Insufficient specimen volume orincorrect operation are the most likely
reasons for control line failure. Review the procedure and repeat the test with a new swab and new test
cassette. If the problem persists, call (800) 838-9502 for assistance.

QUALITY CONTROL
Internal procedural controls are included in the test. A red or pink line appearing in the control line region (C)



https://www.poisonhelp.org/
https://www.poisonhelp.org/
http:www.flowflexcovid.com
http:HomeTest.Do

is an internal procedural control. The appearance of the procedural control line indicates that proper
volume of specimen has been added and capillary flow occurred. If the procedural control line does not
develbp in 15 minutes, the test result is considered invalid, and retesting with a new cassette is

recommended.



1. The Flowflex COVID-19 Antigen Home Test is for in vitro diagnostic use only. The test should be used for

Patient Demographics:
A total of 172 patients participatedin the clinical study. Ages of patients ranged from 2 years to 93 years.

Flowflex COVID-19 Antgen Home Test was not affected by any of the potentially interfering substances listed
in the table below at the concentrations tested.

the detection of SARS-CoV-2 antigens in anterior nasal swab specimens only. The intensity of the test ~ Age distribution and the positive results broken down by age of the patientare shown below. . Test Cross-Reactivity | |nterference
line does not necessarily correlate to SARS-CoV-2 viral titerin the specimen. AP : - o Interfering Substance Source/ltem : Results
y P Table 5. Age distribution of patients and specimen positivity Concentration Results
2. Specimens should be tested as quickly as possible after specimen collection. Flowflex COVID-19 Antigen Home Test (N=175 — - — -
3. Failure tofollow the instructions for use may adversely affecttest performance and/or invalidate the testresult. Age Group Total Tota?Posmve Fsrevalelnce g'r?lt:r‘ase o Throat Cozenae Sigma/ B4501 3500 ng/mL_ | No cross-reactivity | No interference
4. Afalse negative result mayoccurif the level ofantigenin a sampleis below the detection limit ofthe test. 513 vears 18 5 8% (Menthol/pBenzocaine) 9 Chloraseptic 1.5 mg/mL | No cross-reactivity | No interference
5. Afalse negative result may occur if the sample was collected incorrectly orhandled. Y - — -
. . . . . . 14-24 years 25 4 16% Cough Lozenge (Menthol) Ricola 1.5 mg/mL No cross-reactivity | No interference
S' ﬁlta:se nega:!ve result Tgy OCCI:” ifthe swa: IIS notthSW"Leg at Ieaﬁf%seconddds odrtmtt‘;teg five ItImVE\}/S i 25-64 years 94 21 23% Dyclonine Hydrochloride Sigma/PHR 1849 175mg/mL__ | No cross-reactivity | No interference
. alse negative orinvalid result may occurif less than 4 drops of fluid are added to the Sample Well. =V onat = v/ N Teactivity | No mnterf
8. Afalse negative orfalse positive result may occur if the testresultis read before 15 minutes or after 30 minutes = 65 years 35 9 2725 Mzcl::r]asone proplonare Signmaas/illasgs ) 5;0VW\;V Ng ggz:-i:ﬁt:z:ti Ng :2&&2222
9. This test detects both viable (live) and non-viable, SARS-CoV, and SARS-CoV-2. Test performance [ 10t 172 39 23% Mupiooi Sima/M 7694 70 ma/mL | No cross-reactivity | No interference
geesFL)JeItnsdpSe?fT)mﬁeegrc:‘gl:f?:aosfamrgssa(?nnpt:geen) in the sample and may or may not correlate with viral culture ical Sensitivity: Limit of Detection (LoD Nasal Drops (Phenylephrine) Equate (Walmart) 15% viv No cross-reactivity | No interference
: - ; ; ; ; fit Nasal Spray (Cromolyn NasalCrom 15% viv No cross-reactivit No interference
10. The Flowflex COVID-19 Antigen Home Testdoes notdifferentiate between SARS-CoV and SARS-CoV-2. The Limit of Detection (LoD) of the Flowflex COVID-19 Antigen Home Test was determined using limiting (2252 2% (romoly fh- ALRALOL ST B B
i e ; ici dilutions of the heat-inactivated SARS-CoV-2 virus (USA-WA1/2020). Nasal swabs from healthy donors were asal Spray (Homeopathic) ;19 Dilution 0 cross-reactivity | No interierence
11. Testresults should be correlated with other clinical data available to the physician. ! : ° ’ Nasal Spray (Oxymetazoline HCT) [Afrn T5% VIV No crossTeactivit No interference
12. A positive or negative test result does not rule out co-infections with other pathogens suchas otherviral  collected and eluted with PBS. The swab eluates were combined and mixed thoroughly to create a negative N GISL yN -"\X T NeTviad 50/0 7 N T _ty NG ntart
or bacterialinfections clinical matrix pool to be used as the diluent. Inactivated SARS-CoV-2 virus was diluted in this negative clinical aso (NeilMed) elivie o VIV o cross-reactivity | Mo Interierence
A ) . . . matrix pool to generate virus dilutions fortestin Sore Throat Phenol Spray Equate (Walmart) 15% viv No cross-reactivity | No interference
13. Negative results are presumptive, do not rule out COVID-19 and it may be necessary to obtain pooltog 9 ) . o Tamiflu (Oseltamivir Phosphate) | Tamiflu 5 mg/mL No cross-reactivity | No interference
additional testing with a molecular assay, if needed for patientmanagement. The contr!ved nasal swab samples were prepared by absorbngl50 pL of each virus dilution onto the swab. Tobramycin SigmalLRAC4255 2 ng/mL No cross-reactivity | No interference
14. Anegativetest resultis notintended to rule out other viral or bacterial infections. The contrived swab samples were processed and tested according to the packageinsert. Whole Blood n-house A% IV No cross-reactivity | No iterference
15. Ifthe differentiation of specific SARS virusesand strains is needed, additional testing is required, in SARS-CoV-2 Concentration in nasal matrix Number of Positives/Total % Detected Zicam ZTcam 5% VIV No cross-reactivity | No interference
consultation with state orlocal public health departments, is required. The performance of this test was 2.5x10° TCIDsy/mL 60/60 100%
established based on the evaluation of a limited number of clinical specimens collected between March Potential Interferina H hold T C R it 1 T
and May 2021. Clinical performance has not been established with all circulating variants but is LoD was determined as the lowest virus concentration that was detected = 95% of the time. It:n?:ﬂa s Al Lt UG Source /Item Concezf:ation r°s§;sﬁ7t°st"" Y "ﬁ;:&ﬁ:ce
anticipgted to be reflective ofthg prevalent'variants in circulatioq atthe time apd Iocgtioanthg cIiniclaI Based on this testing, the LoD in nasal matrix was confirmed to be 2.5 x 10°TCIDsymL Body & Hand Lotion Avesno 0.5% WiV No cross-reactivity | No interference
evaluation. Rerformgncefastthestmcwe of testing may vary depending on the variants circulating, including and Microbial Interference! Body Lotion, with 1.2% R 0% w] N wvitv | No mtort
newly emerging strains of SARS-CoV-2 and their prevalence, which change over time. Cross-reactivity was evaluated by testing a panel of related pathogens and microorganisms that are likely to dimethicone veeno D7 WV O cross-reactivity o Interterence
PERFORMANCE CHARACTERISTICS be present in the nasal cavity. Each organism and virus were tested in the absence or presence of heat- Hand Lotion Bath & Body 5% w/v No cross-reactivity | No interference
Clinical Sensitivi and Accuracy] inactivated SAR,’S_'COV'Z, vius (USA-WA1/2020) at a Iov.v concentrat|orl1. . H?\"? ?anr']t'fer with Aloe, 62% Hand in Hand 5% viv No cross-reactivity | No interference
) ) . . No cross-reactivity or interference was observed with the following organisms when tested at the ethyl alcoho
The performance of Flowflex COVID-19 Antigen Home Test was established in an aII-comers_ clinical study concentration presentedin the table below Hand Sanitizer cream lotion Dove 5% VIV No cross-reactivity | No interference
conducted between March 2021 and May 2021 with 172 nasal swabs self-collected or pair-collected by . Hand Sanitizer. 80% ethanol. fast |Allied Photo — -
another study participant from 108 individual symptomatic patients (within 7 days of onset) suspected of Potential Cross Reactant Test Concentration Cross-Reactivity | |nterference Results drying ' ' Chemical 15% wiv No cross-reactivity | No interference
COVID-19 and 64 asymptomatic patients. All subjects were screened forthe presence orabsence of COVID- Results Hand soap Tiquid gel SoftSoap T0% WiV No cross-reactivity | No interference
19 symptoms within two weeks of study enrollment. The study was conducted in a simulated home setting Adenovirus 1.14 x 10° TCIDs/mL No cross-reactivity No Interference
environment at two study sites in U.S. All study participants performed the test unassisted and intempreted the Enterovirus 9.50 x 10° TCIDsy/mL No cross-reactivity No Interference High Dose Hook Effect
result, using only the product labeling. The Flowflex COVID-19 Antigen Home Test results were compared to Human coronavirus 229E T.04x 10° TCTDs/mL No cross-reactivity No Interference No high dose hook effect was observed when tested with up to a concentration of 1.0 x 10 TCID50/mL of
an FDA EUA RT-PCR COVID-19 assay to determine test performance in the tablesbelow: Human coronavirus OC43 | 2.63 x 10° TCIDs/mL | No cross-reactivity No Interference heat-inactivated SARS-CoV-2 virus (USA-WA1/2020) with the Flowflex COVID-19 Antigen Home Test.
. . . Human coronavirus NL63 1.0 x 10° TCIDsy/mL No cross-reactivity No Interference rE
Table 1. Performance of Flowflex COVID-19 Antigen Hor;_?_ 'll;es't?m AL'I; subjects Human Metapneumoviras | 1.25 X T0° TCIDs/mL | No cross-reactivity NG Tnierarence A tom of 451 ‘ od Usabili Stu ool ’ o
Flowflex COVID-19 Antigen Home Test -PCR method MERS-Coronavirus 790X T0° TCTD gL No cross-reactivity No Interference tﬁ% of43 Istlébtjf?ds weye(;enro eilj in tlhet study adnq tvej/ere tnt?]trutctetd to SI? -collect t(;jqo ecta Slatrtegﬁ rom
Positive Negative Total Virus  [Tfldenza A T 04X T0" TCTD T No GrossTeactivity NG Thierference a child, comple e required procedural steps, and interpret the test results unassisted in a simula ome-
Positive 30 0 30 Thiuenz B T04 X T0° TCTD /T No cross-reactivity NG Tnierference setting. The overall success of every task completed by all subjects enrolled was determined by unassisted
. ) ) o
Negative 3 T30 133 Paranfluenza viras 1 725 X 70° TCIDs/mL No cross-reactivity No Interforence Erofﬁ§5|onal o]E)sewatl?n. Subjects performed 96.2% (409/425) of steps/tasks correctly compared to
Total 42 130 172 Parainfluenza virus 2 3.78 x 10° TCIDsy/mLC No cross-reactivity No Interference eafthcare pro es§lona users. . . .
Positive Percent Agreement (PPA) 93% (95%Cl: 81% - 99%) Parainfluenza virus 3 T.0x 10° TCTDs/mL No cross-reactivity No Interference After the completion of the test, the subjeoct (or Parentlegal Guardian) completed a test usability and
Negative Percent Agreement(NPA) 100% (95%CI: 97% - 100%) Parainfluenza virus 4 2.88 x 10° TCTDs/mL No cross-reactivity No Interference satisfaction questlonn’?llre. SpeCIflcaIIy,‘ 98.8% OI subjects indicated that it was easy to see ?nd understahd
Respiratory syncytialvirus | 3.75 X 10° TCIDs/mL | No cross-reactivity NG Interference the test results. Untrained lay users missed 7.9% of results compared to a healthcare provider, suggesting
Table 2. Performance of the Flowflex COVID-19 Antigen Homeg_lgs;gRSym%tﬂlon;atic subjects RRiNoVirus 315X T0° TCTDs/mL | No cross-reactivity NG Interference trt]actj Ia;;husers sh”oyld Cl'ac‘jrefu"yltmqt)ed meotsszoj?ige)tt;fof fz"”tt“”;fh Tthelllri]f\]/a“d TesthRgtngr(tjhe ?;!”_'Cat'
. 2 metho . g - — study: the ovenll invalid result rate was 0% , this indicated that all the users had added sufficien
Flowflex COVID-19 Antigen Home Test _ - Bordetella pertussis 2.83 x 10° CFU/mL No cross-reactivity No Interference
_ 5 Positive Negative Total Chlamydia pneumonia 3.5 x 107 [FU/mL NO cross-reactivity No Interference sample volume (4 drops)onto the test cassettes.
Positive 28 0 28 Chlamydia trachomatis 3.13 x 108 CFU/mL No cross-reactivity No Interference BIBLIOGRAPHY
Negative 2 78 80 Haemophilus influenzae 1.36 x 108 CFU/mL No cross-reactivity No Interference . ) ) . ) . )
Total 30 78 108 Legionella pneumophila 4.08 x 10° CFU/mL No cross-reactivity No Interference 1. gc?rlé?\:\zr,ucizgy ﬁg:gé\i/r\:illligggb‘isorlg et ill'J Eggg%obzgly’zfeﬁgtlg_rig%gtggahon’ and pathogenesis of
Positive Percent Agreement (PPA) 93% (95%CI: 78% - 99%) Mycobacterium tuberculosis| 1.72 x 10" CFU/mL No cross-reactivity No Interference o . . . 9y . o m T o
Negative Percent Agreement (NPA) T00% (95%CI. 95% - 100%) . [Mycoplasma pneumoniae 7.90 x 107 CFU/mL NO cross-reactivity No Interference 2. Su.san R. Weiss, Julian L. Leibowitz, Coronavirus Pathogenesis, Advances in Virus Research, Volume
_ _ _ _ Bacteria [Siaphylococcus aureus 1.38 x 107 CFU/mL No cross-reactivity No Interference 81:85-164
Table 3. Performance of the Flowflex COVID-19 Antigen Home ;_?_s';a:‘{-\?‘\‘/‘r:t%tgénatlc subjects Staphylococcus epidermidis | 2.32 X 10° CFU/mL No cross-reactivity No Interference Index of Symbols
Flowflex COVID-19 Antigen Home Test i Streptococcus pneumoniae 1.04 x 108 CFU/mL No cross-reactivity No Interference -y
Posi Po?|1t|ve Neggtlve Tﬂal Streptococcus pyogenes 4.10 x 10 CFU/mL No cross-reactivity No Interference [ Manufacturer ﬁg Date of manufacture
ositive P tis ji ji-S. L . . .
Negative 1 5D 53 CgreeL‘l/rgt?acgs s jirovect 8.63 x 107 CFU/mL No cross-reactivity No Interference W Contains sufficientfor <n> tests Catalogue number
Total 12 52 64 Pseudomonas aeruginosa 1.87 x 108 CFU/mL No cross-reactivity No Interference VD In vitro di i dical devi
Positive Percent Agreement (PPA) 92% (95%CI: 62% - 100%) Yeast |Candida albicans 1.57 x 108 CFU/mL No cross-reactivity No Inierference N1 viiro diagnostic medical device g Use-by date
Negative Percent Agreement(NPA) 100% (95%CI: 93% -100%) To estimate the likelihood of cross-reactivity with SARS-CoV-2 of organisms that were not available for wet DE Consultinstructionsfor use LQIl Batch code
. ) esting, in-silico analysis was used to assess the degree of protein sequence homology. The comparison
testing, in-sili lysi ed t the d f protei h I Th i
Table 4. Cumulative PPA relsu_lts t::y da_)fs since symptomonset between SARS-CoV-2nucleocapsid protein and human coronavirus HKU1 revealed a low homology of 36.7 % Jﬂf Temperature limit ® Do notreuse
Days Since # #Cumulative Positive | o . o positive | Cumulative across 82.8% of the SARS-CoV-2 nucleocapsid sequence. The result suggests that cross-reactivity with
Symptom Onset s'?ecs'zzgns ;Ir%wfelzixl-(l:oorr\\gl?r-:si RT-PCR PPA human coronavirus HKU1 cannot be completely ruled out.
0o 1 da 59 19 5 7 86 Compared the sequence homology between the SARS-CoV-2 nucleocapsid protein and the structural
y = proteins of SARS coronavirus (SARS-CoV) and with given the substantial homology rate 91.5%), there is S S====
0to2 days 64 15 16 940/" high probability of cross-reactivity between the nucleocapsid proteins of SARS-CoV-2 and SARS-CoV. The ACON Laboratories, Inc.
8 :OZ gays gg g? g; ggé" Flowflex COVID-19 Antigen Home Test does not differentiate between SARS-CoV and SARS-CoV-2. San ﬁ)l?,\?f?' CA 9(121 21, USA
0to 5 days 100 23 24 96% ] Endoenus Inerferm Sbstances o _ Customer Support: 1-800-838-9502
0106 days 106 56 58 93% The following substances, naturally present in respiratory specimens or that may be artificially introduced into
5 the nasal cavity ornasopharynx, were evaluated. In addition to the materials that are found in the nasal cavity,
Oto7 days 108 28 39 3% bstances that ly found on the hand lso tested. Each subst tested in th Number: 1151390302
Asymptomatic 57 T T A substances that are commonly found on the hands were also tested. Each substance was tested in the umber:
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