COV-19C25S
Sienna COVID-19 Antigen

Rapid Diagnostic Test for the Detection

of SARS-CoV-2 Antigen(Nasopharyngeal)

For use under an Emergency Use
Authorization (EUA) only

ﬂ' e For prescription only

For in vitro use only

N
N

PACKING INFORMATION

25 Tests / Kit
49 Kits (1,225 Tests) / Case
12 Cases (14,700 Tests) / Pallet

208 Cases (254,800 Tests) / Truck

The Sienna™ COVID-19 Antigen Rapid Test Cassette is a rapid chromatographic immunoassay intended
for the qualitative detection of the nucleocapsid protein antigen from SARS-CoV-2 in direct nasopharyngeal
swab (NP) specimens from individuals who are suspected of COVID-19 by their healthcare provider within
the first six days of symptom onset.

This test is authorized for use at the Point of Care (POC), i.e., in patient care settings operating under a CLIA

Certificate of Waiver, Certificate of Compliance, or Certificate of Accreditation. This product has not been
FDA cleared or approved, but has been authorized by FDA under an EUA for use by authorized laboratories.

Unmatched Convenience

®

& Easy to use and authorized by the FDA under
an EUA for use in Point of Care settings

Results in just 10 minutes

®

Used with nasopharyngeal swab specimen
& No additional equipment or training required

®

Individual buer vials and sterile swabs
&4 Qualitative detection of the nucleocapsid allow multiple individuals to be tested
protein antigen from SARS-CoV-2 simultaneously

f © O

I ks App CONTACT US TODAY

Visit our o |
R Team Member &, 2039302154 & sales@liloclean.com

[=] Website



https://www.facebook.com/LILOclean-104954108298019
https://www.instagram.com/liloclean/
https://www.linkedin.com/company/lilogy/
mailto:sales%40liloclean.com?subject=Enquiry
http://liloclean.com
https://wa.me/+12039302154

COV-19C25S
Sienna COVID-19 Antigen

Rapid Diagnostic Test for the Detection
of SARS-CoV-2 Antigen(Nasopharyngeal)

Test Procedure

Step 1: Sample Collection Step 2: Sample Processing
o (1 )
Dcapl
w‘? nd
(2 e
2 18 8 00
T T T| T T
3 drops
— T Positive Negative Invalid
=T
Kit Contents
e Extraction Buers e Instructions for Use
e Sterile NP Swabs e Individually Pouched Tests Cassettes
e  Quick User Guide e  Workstation
e Negative Control e Positive Control Swab

Quantity: 25 Tests per kit
For professional in-vitro diagnostic use only.

PRODUCT CODE PRODUCT NAME QUANTITY
COV-19C25S Sienna COVID-19 Antigen Rapid Test 25 Tests

This product has not been FDA cleared or approved, but has been authorized by FDA under an EUA for use by authorized laboratories. This product has
been authorized only for the detection of proteins from SARS-CoV-2, not for any other viruses or pathogens. Testing is limited to laboratories certified
under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C.

§263a, that meet the requirements to perform moderate complexity, high complexity, or waived tests.
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/@- U.S. FOOD & DRUG
%%;R ADMINISTRATION

Christoffer Riska

May 20, 2021

Vice President Regulatory Affairs, Quality Assurance

Salofa Oy
Orninkatu 15
Salo, Finland 24100

Device:
EUA Number:
Company:

Indication:

Authorized Laboratories:

Dear Mr. Riska:

Sienna-Clarity COVID-19 Antigen Rapid Test Cassette
EUA210062
Salofa Oy

Qualitative detection of the nucleocapsid protein antigen from
SARS-CoV-2 in direct nasopharyngeal swab (NP) specimens from
individuals who are suspected of COVID-19 by their healthcare
provider within the first six days of symptom onset. Emergency
use of this test is limited to authorized laboratories.

Laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet the
requirements to perform moderate complexity, high complexity, or
waived tests. This test is authorized for use at the Point of Care
(POC), i.e., in patient care settings operating under a CLIA
Certificate of Waiver, Certificate of Compliance, or Certificate of
Accreditation.

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

On February 4, 2020, pursuant to Section 564(b)(1)(C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is a public health
emergency that has a significant potential to affect national security or the health and security of
United States citizens living abroad, and that involves the virus that causes COVID-19.

! For ease of reference, this letter will use the term “you” and related terms to refer to Salofa Oy.
2 For ease of reference, this letter will use the term “your product” to refer to the Sienna-Clarity COVID-19 Antigen
Rapid Test Cassette, used for the indication identified above.



Sienmna.

COVID-19 Antigen Rapid Test Cassette
(Nasopharyngeal Swab)

Instruction for use

Ref: 102242

A rapid test for the qualitative detection of Novel Coronavirus SARS-CoV-2 antigen in
nasopharyngeal swab.

C€

For prescription usea only
For professional in vitro diagnostic use only
For Emergency Use Authorization only

Store at 2*C — 30°C (26°F — 86°F)
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1.2.

INTENDED USE

The Sienna™ COVID-19 Antigen Rapid Test Cassette is a rapid chromatographic immunoassay intended for the
qualitative detection of the nucleocapsid protein antigen from SARS-CoV-2 in direct nasopharyngeal swab (NP)
spedamens from individuals who are suspected of COVID-19 by their healthcare provider within the first six days of
symptom onset.

Testing is limited to laboratories e2itified under the Clinical Laboratory Improvement Amendments of 1988
(CUA), 42 U.S.C. §2633, that meet the requirements to peiform moderate complexity, high complexity, or waived
tests. This test is authorized for use at the Point of Care (POC), i.e., in patient care settings operating under a CLIA
Certificate of Waiver, Certificate of Compliance, or Certificate of Accreditation.

The Sienna™ COVID-19 Antigen Rapid Test Cassette does not differentiate between SARS-CoV and SARS-CoV-2
viruses.

Results are for the identification of SARS-CoV-2 nudeoapsid protein antigen. Antigen is generally detectable in
nasopharyngeal swab specimens during the acuse phase of infection. Positive results indicate the presence of viral
antigens, but dinical correlation with patient 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. Laboratories within the United States and its territories are
required to report all results to the approgpriate public haalth authorities.

Negative resutts should be treated as presumptive and confirmation with @ 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 dedsions, including infection control dedsions.
Negative resulw should be considered in the context of a patient’s recent exposures, history, and the presence of
dinical signs and symptoms consistent with COVID-19.

The Sienna™ COVID-19 Antigen Rapid Test Cassette is intended for use by trained dinical laboratory personnel
and individuals tigined in point of care. The Sienna™ COV1D-19 Antigen Rapid Test Cassete is only for use under
the Food and Drug Administration’s Emergency Use Authorization.

Abbreviations

SARS-CoV-2: novel coronavirus

COVID-19: novel coronavirus pneumonia
Summary

The new coronavirus belongs to the coronavirus of the genus B. it has an envelope and the particles are round
or elliptial. They are often polymorphic and have a diameter of 60-140 nm. % genetic characteristics are
significantly different from SARS-CoV and MERS-CoV. Current research shosws that the Liomology with bat SARS-like
corona virus (bat-SL-CoVZC45) is more than 85%. When isolated and cultured in vitro, the new coronavirus can be
found in human respiratory epithelial cells in about 96 hours, while it takes about 6 days to separate and culture in
VeroE6 and Huh-7 eell fines.

The diagnosis is fast, accurate and requires low equipment and personnel, suitable for rapid investigation of
suspected cases of novel coronavirus infechon on a large scale. The rapid investigation of suspected cases can be
used as a supplementaty test for nudeic acid testing.
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PRINCIPLE

The COVID-19 Antigen Rapid Test Cassette (Nasopharyngeal Swab) is a qualitative, lateral flow immunoassay
for the detection of the N protein of SARS-CoV-2 in nasopharyngeal swab. In this test, antibody specific to the N
protein of SARS-CoV-2 is separately coated on the test Ime regions of the test cassette. During testing, the extracted
spedmen reacts with the antibody to N protein of SARS-CoV-2 that are coated onto particles. The mixture migrates
up the membiane to react with the antibody to N protein of SARS-Co\+2 on the membrane and generate one
coloted line in the test regions. The presence of this colored line of the test regions indicates a positive result. To
setve as 3 procedural eontrol, a colored line will always appear in the conttol region if the test has performed
properly.

REAGENTS

The test cassette contains antibodies against SARS-CoV-2 Nudeocapsid protein coated on the membrane.

CHEMICAL AND SAFETY
The extraction buffers included in the test kit contains Nad, Casein Sodium, Tris and Proclin 300.
| ingredients Hazards Link to SDS
Tris Causes skin irritation Qiclable link (Tris Material Safety

Causes serious eye irritation Data Sheet]
May cause respiratory iritation _

| Prodin™ 300 Hanmful if swallowed or if inhaled Qickable Link {Proclin 300 i

| Causes severe skin bums and eye Material Safety Oata Sheet)

| damage.
May cause an allergic skin reaction.

The extraction buffer solution in the extraction buffer tube contains Ttis and ProdinTM 300, which are
hazardous ingredients as shown in above teble. If the extraction buffer solution contacts the skin or eye,
immediately wash with plenty of running water. In case the irmritation persists, please seek medical advice at:
https: //www.poison.org/contact-us or 1-800-222-1222
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For professional in vitro diagnostic use only.
For presaiption use only.
Only for use under an Emeigency Use Authorization In the USA.

This product has not been FLA cleared or approved, but has been authorized by FDA under an EUA for use
by laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 US.C.
§2633, to perfortn moderate, high or waived complexity tesss. This test is authorized for use at the Point of

Care (POC), i.e. in patient Qre settings operating under a CLIA Certificate of Waiver, Certificate of
Compliance, or Certificate of Accreditation.

This product has been authorized only for detecting the presence of the nudeocapsid protein from SARS-
CoV-2, not from any other viruses or pathogens.

The emergency use of this product is only authoriaed for the duration of the dedaration that drcumstances
exist justifying the authorization of emergency use of in vitro diagnosties 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. & 360bbb3(b)(1),
unless the dedaration is terminated or the autharization is revoked sooner

Laboratories within the thiited States and its territories ate required to report all results to the appropriate
public health laborataries.

Follow the instructions for use carefully. Reliability of assay results cannot be guaranteed if there is any
deviation from the instructions in this instruction for use.

The test should remain in the sealed pouch until ready to use.

All speadmens should be considered potentially hazardous and handled in the same manner as an infectious
agent.

All samples, even after the extraction procedure, and reagent containing biological materials used for the
assay must be considered as potentially able to ransmit infectious agents; aecordingly samples, reagents
and the waste must be handled with utmost care and disposed of in compliance with the laboratory
guidelines and the statutory provisions in force in each country.

Avoid using sampies with visible blood on the swab.

Wear protective dothing such as laboratory coats, disposable gloves and eye protection before start of
testing.

The used tests, specimens and potentially contaminated materiat should be discarded aecording to the local
regulations.

Allow the test @ssetee, spedmen, supporting buffer to equilibrate to room temperature 15°C — 30°C (59°F —
86°F) prior to testing.

Do not store thiskit in frozen condition.

Do not use the product if package is damaged.

Do not use the product after expiration date.

Do not re-ise the product.

Use only the extraction solution provided w/th the kit.

Read and interpret the results at 10 minutes, do not interpret the results after 20 minutes.

Do not eat, drink or simoke in the area whete the specimens or kits are handled.
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STORAGE AND STABILITY

The test kit should be stored as packaged at room temperature or refrigerated 2°C — 30°C (36°F — 86°F). The
test is stable through the expgation date printed on the sealed pouch. The test must remain in the sealed pouch
until use. DO NOT FREEZE. Do not use beyond the expiration date.

SPECIMEN TRANSPORT AND STABILITY

For the best results, specimen should be tested inunediately after eollection. If collected spedmen cannot be
tested immediately, the swabs can be stored in a dry tube at room temgerature for no longer than 1 hour and at 2-
8°C for no longer than 24 hours

Test should be performed immediately after adding the swab intothe extraction tube.

SPECIMEN COLLECTION AND PREPARATION

The COVID-19 Antigen Rapid Test Cassette {Nasopharyngeal Swab) <an be performed using nasopharyngeal
swab spedmens. The quality of spedmens obtained is of extreme impoitance. Detection of COVID-19 Antigen
requires a vigorous and thorough collection technique that provides COViD-19 Antigen rather than just body fluids.

To collect Nasophatyngeal swab Specmen;
1 Tiit patient’s head back 70 degrees.

24 Gently and slowly insert the swab with a flexible shaft (wire of plastic) through the nostril parallel to
the palate {not upwards) unti! resistance is encountered or the distance is equivalent to that from
the ear to the nostril of the patient, indicating contact with the nasopharynx.

3 Gently rub and roll the swab.
4, Leave swab in place for several seconds to absorb secretion:s,

S. Slowly remove swab while rotating it. Specimens can be collected from both sides using the same
swab, but it is not necessary to collect specimens from both sides if the minitip is saturated with
fluid from the first collection.

6. If 3 deviated septum or blockage create difficulty in obtaining the specimen from one nostril, use the
same swab to obtain the spedmen from the other nostril.

7. Place swab, tip first, into the a dry tube or directly into the &xtaction buffer tube.

For more information, visit; https. //www.cdc gov/coronavirus/2019-
ncov/downloads/lab/NP Specimen Collection Info hic FINAL S08.pdf



9 MATERIALS
9.1. Material Provided

Item number Content Quantity

1 Instruction for use 1piece

2 Quick User Guide 1 piece

3 Individually Pouched Test Cassettes 25 cassetees
4 mgcfggssel:: Sodium + Tris + Proclin 300) e

5 Sterile Nasopharyngeal swabs 25 pieces

6 Workstation 1 piece

7 Positive Control swab 1piece

3 Negative Control swab 1 piece

9.2. Materials required but not provided

Timer

Gloves

Addition contiol swabs (1 positive + 1 negative control swab) can be purchased sepaiately.
Catalog Number: 10224PS/ 10224NS




10 DIRECTIONS FOR USE
Allow the test cassette, specimen, extraction buffer to equilibrate to room temperature 15°C — 30°C (59°F —
86"F) prior to testing.

1.

Remove the test cassette from the sealed foil pouch and use it within one hour. Best results will be
obtained if the assay is performed immediately after opening the foil pouch.

Place the extraction buffer m the workstation. Open the cap 1 (See illustration 1) and place the swab
speamen in the extraction buffer. Rotate the swab for approximately 10 seconds while pressing the
twead against the inside of the tube to release the antigen in the swab. (See illustration 2). leave the
swab in the extraction buffer for 1 minute.

Remove the swab while squeezing the swab head against the inside of the extraction buffer as you
remove it to expel as much liquid as possible from the swab. Discard the swab in accordance with
your biohazard waste disposal pratocal (See illustration 3).

Tighten cap 2 {See illustretion &), place the test cassette on a clean and level surface.

Add 3 drops (approx. 8%ul) of the solution to the sample well (See illustation 5) and then start the
timer. Read the result at 10 minutes. Do not interpret the result after 20 minutes.

Note: Eironeous results can accur if the test resutts are read before or after 10-20 minutes.

00 0 08

Fositive Negative Invalid
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INTERPRETATION OF THE RESULTS

111

NEGATIVE

One cotored line appears in the eontrol line region
{C). Noline appears in the test line region (T). A
negative result indicates that COVID-19 antigen is
not present in the spedimen, of is present below the i
detectable level of the test.

O

11.2

POSITIVE:*

Two lines appear. One colored line should be in the
control line region (C) and another apparent colored
line should be in the test line region (T). A positive
result indicates that COVID-19 was detected in the
specimen.

*NOTE: The intensity of the color in the test line T T
region (T) will vary depending on the concentration
of COVID-19 Antigen present n the specimen.
Therefore, any shade of color in the test line region
(T) should be considered positive.

@)
O

11.3

INVALID:

Control line fails to appear. Insufficient specimen
volume or incorrect proeedural techniguies are the
most likely reasons for control line failure. Review
the procedure and repeat the test with a new test.
If the problem persists, discontirue using the test
kit immediately and contact the manufacturer or
your supplier.

- 0
-1

12

QUALITY CONTROL

An intemal procedural control is included in the test. A line appearing in the control line region (C) is an
intemal valid procedural control, and it confirms adequate membrane wicking. Positive and Negative Control
standards are supplied with this kit; it is recommended that positive and negative controls be tested as a good
laboratory practice with every newlot, shipment, or a new operator.

To perform a eontrol test, remove the control swabs from the packaging and follow the instructions under
“DIRECTION FOR USE” and interpret the result as per “INTERPRETATION OF RESULTS"™. If the correct control resuhs
are not obrained, do not perform patient testing or report patient results. Contact the US Techniczl Support at 1

-877-453-0537/ 1echniql@serodinix.com.



LIMITATIONS

1
2.

10.

11

12.

13.

14.

15.

16.

This dewice is for professional in vitro diagnostic use only.

This device is only used for testing direct human nasophaiyngeal swab spedamens. Viral transport media
(VTM] should not be used with this test.

Not for use in at-home testing settings.

Neither the quantitative value nor the rate of incarease in SAR-CoV-2 virus concentration ¢an be determined
by this qualitative test.

The accuracy of the test depends on the quality of the swab sample. False negatives may result ftom
improper sample collection or storage.

The COVID-19 Antigen Rapid Test Cassette (Nasopharyngeal Swab) will indicate the presence of SARS-CoV-2
in the speamen from both viable and non-viable SARS-CoV-2 coronavirus strains.

As with all diagnostic tests, all results must be anterpreted together with other dinical information available
to the physidan.

A negative result should be treated as presumptive and confirmed by PCR. A negative result may be
obtained if the concentration of the SARS-CoV-2 virus present in the sample is not adequate or is below the
detectable level of the test.

A positive result for COVID-19 does not predude an underlying co-infection with another pathogen,
therefore the possbility of an underlying bacterial infection should be considered.

If the differentiation of speafic coronaviruses and strains is needed, additional testing, in consultation with
state or local public heaith departments, is itequired.

The amount of antigen in a sample may decarease as the duration of illness increases. Specmens collected
after six days are more likely to be negative compared to RT-PCR.

Negative resulw do not rule out SARS-CoV-2 infection, particularly in those who have been in aontact with
the virus. Follow-up testing with a molecular diaghostic should be considered to rule out infection in these
individuals,

Negative test resulw are not intended to rule in other non-SARS viral or bacterial infections.

Positive results may be due to present infection with non-SARS-CoV-2 coronavirus sttains, such as
coronavirus HKU1 and SARS-Co\.

Results from antigen testing should not be used as the sole basis to diaghose or exdude SARS-CoV-2
infection or to inform infection status.

The performance of this test was established based on the evaluation of a limited number of dinical
specimens collected between 11/16/2020 and 12/30/2020. The dinical performance has not been
established in all drculating varianws but is anticipated to be reflective of the prevalent varian® in
drculation at the time and location of the dinical evaluation. Performance at the time of testing may vaty
depending on the variants arculating, induding newly emerging strains of SARSCoV-2 and their
prevalence, which change over time.
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CONDITIONS OF AUTHORIZATION FOR THE LABORATORY

The Sienna™ COVID-19 Antigen Rapid Test Cassette Letter of Authorization, along with the authorized Fact
Sheet for Healthcare Providers, the authorized Fact Sheet for Patients, and authorized Iabelmg are available on the
FDA website: 5

mmwmmw However, to assist cllnlcal laboratones using the Slenna
OOVID-19 Antigen Rapid Test Cassette {"your product” in the conditions below), the relevant Conditions of

Authorization are listed below:

A_ Authorized laboratories® using your product must include, with test result reporss, all Fact Sheets. Under
exigent circumstances, other appropriate methods for disseminating these Fact Sheets may be used, which may
incdude mass media.

B. Authorized labosatories using your product must use your product as outlined in the “authoxized labeling.
Deviations from the authorized procedures, including the authorized instruments, authorized dinical spedmen
types, authonized control materials, authorized other andillary reagents and authorized materials required to use
your product are not permistted.

C. Authorized laboratories that receive your product must natify the relevant public health authorities of their
intent to run your product prior to initiating tests.

D. Authorized laboratones using your product must have a process in place for repoiting test results to
heaithcare providers and relevant public health authorities, as appropriate.

E. Authorized laboratories must collect information on the performance of your product and repoit to

DMD/OHT7-OIR/OPEQ/CDRH (via email: CDRH-EUA-Reporting@fda.hhs.gov) and Salofa Oy (via email:
info@salofa.com)] any suspected occurrence of false positive or false negative results and significant deviations

from the established performance characteristics of your product of which they become aware.

F. All operators using your product must be appropriately trained in performing and interpreting the results of
your product. Use appropriate pesrsonal protective equipment when handling this kit, and use your product in
accordance with the labeling.

G. Salcfa Oy and authorized laboratories using your product must ensure that any records associated with this
EUA are mainteined until otherwise notified by the FDA. Such reeords will be made available to the FDA for
inspection upon request.

*The letter of authorization refers to, “Laboratories certified under the Clinkal Laboratory Improvement
Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet requirements to pesform high, moderate or waived
complexity tests. This test is authorized for use at the Point of Care (POC) i.e. in patient care settings operating
under CUA Certificate of Waiver, Certificate of Compliance, or Certificate of Accreditation” as “authorized
laboratories.”

PERFORMANCE CHARACTERISTICS

Limit of Detection

The LOD for the Sienna COVID-19 Antigen Rapid Test Cassette (Nasopharyngeal Swab) was established using
serial dilutions of an inactivated viral sample (ZeptoMetrix, 0810587CFHI) in natural nasal clinical matrix. Contrived
nasal swab samples were prepared by absotbing 50 microliters of each virus dilution onto the swab. The contrived
swab samples were tested according to the test procedure. The LOD was determined as the lowest virus
concenttation that was detected = 95% of the time (i.e., concentiation at which at least 19 out of 20 replicates
tested positive). The determined LOD is 1.25 x 10 TCIDy/mL.



15.2. Clinical Evidence

To evaluate the performance of the Sienna COVID-19 Antigen Rapid Test Cassette at a POC setting, a
prospective, non-interventional study was perfonned with 133 nasopharyngeal swab samples. The samples were
sequentially collected from 133 symptomatic patients who presented symptoms of COVID-19 infection within 7
days of symptom onset, at one POC site in the United States, from November to December, 2020. All tests were
performed by 5 non-laboratory healthcare providers (2 medical assistants, 1 registered nurse, 1 radiography
technician, and 1 dinical trial coordinator) who were only provided with a Quick Reference Guide and the
instruction for Use on how to use the test and irterpret the results. Two (2) nasopharyngeal swabs spedamens (one
for RT-PCR confirmation, and the another for antigen rapid test) were then collected randomly from each nostril.
An US FDA EUA authorized RT-PCR was used as the reference method for the COVID-19 Antigen Rapid Test Cassette
(Nasopharyngeal Swab). Specimens were considered positive if PCR indicated a positive result.

Subject Demographics
Age Group No. of Subjeces Antigen Positive Prevalence
< Syears 0 N/A N/A
6 — 21 vears 8 3 37.50%
22 - 59 vears 96 25 26.04%
2 60 years 29 8 27.69%
Total 133 36 27.07%

Specimen Positivity by days post symptom onset

Days post symptom onset No. of Subjecs Antigen Positive Prevalence
1 4 1 25.00%
2 59 15 25.42%
3 44 14 31.82%
4 9 2 22.22%
S 4 0 0.00%
6 11 4 36.36%
7 2 0 0.00%
Resuls
Method RT-PCR
Total Results
Results Postive Negative
Sienna™ COVID-19
Antigen Rapid Test Positive s 1 36
Cassete
Negative S 92 97
Total Results 40 93 133

Relative Sensitivity: | 35/40 87.5% (95% Cl: 68.6%-93.0%)

Relative Specifiaty: | 92/93 98.9% (95% Cl: 94.2%-99.9%)




15.3. Cross Reactivity
The following potentially cross-reactive microorganisms were tested with SARS-CoV-2 negative and spiked
positive spedmens at 3x LoD with inactivated SARS-CoV-2. All testing were peirformed with three different lots and
tested in triplicate. The below listed organisms or vituses do not cross-react at the stated concentiation.

Regults
Potential Cross-Reaceant Concentration Negative Positive
Specimen | Specimen
Human Coxsackievirus 2.8x10° TCD/ml Negative Positive
Mumps virus 2.8x10° TODy/ml Negative Positive
Haemophilus para-influenzae 6x10® bacteria/ml Negative Positive
Staphylococcus aureus 6x10° bacteria/ml Negative Positive
Neisseria meningitides 10® organisms/ml Negative Positive
Streptococcus sp. Group A 10" organisms/ml Negative Positive
Streptococcus sp. Group B 6x10° bacteria/ml Negative Positive
Streptococaus s p. Group C 6x10°* bacteria/ml Negative Positive
Influenza A Virus H3N2 CEIDy =10° per 0.2 mi Negative Positive
Mumps vitus 2.8x10* TQID./mi Negative Positive
Adenovirus (e.g. C1 Ad. 71)-Type 7A 7.05 x10' TCID/ml Negative Positive
Enterovirus { eg. EV68) 1.67 x10’ TCID/mI Negative Positive
Human Metapneumovirus 5.43 x10° TCID/ml Negative Positive
Influenza A HIN1 (New Cal/20/99) 1.64 x1¢¢ TCID /ml Negative Positive
Influenza B {Florida/02 /06) 7.05 x10" 1CID«/ml Negative Positive
Parainfluenza virus 1 1.30x10° TCID /ml Negative Positive
Parainfluenza virus 2 1.64x10° TCID/ml Negative Positive
Parainfluenza virus 3 9.44x10° TCIDy/ml Negative Positive
Parainfluenza virus 4 4.03 x10* TCID«/ml Negative Positive
Respiratory syncytial virus-Type A 5.43 x10°’ TCID/ml Negative Positive
Rhinovitus (Type 1A) 1.78 x10’ TCID/ml Negative Positive
Bovdetedla pertussis 1.61x10° CFU/mI Negative Positive
Candida albicans 8.96 x10’ CFU/ml Negative Positive
Haemophilus influenzae 7.76 x10’ CFU/ml Negative Positive
Legionella pneumophila 2.69 x10°CFU/m} Negative Positive
Mycobacterium tuberculosis 9.80 x10° CFU/ml Negative Positive
Mycoplasma pneumoniae 4.51 x10’ CCU/m!} Negative Positive
Pneumocysbs jiroveqi (PJP)-S cerevisiae Recombinant 4,93 x10’ CFU/ml Negative Positive
Pseudomonas aeruginosa 1.21 x10’ CFU/mi NeEative Positive
Staphylococcus epidernis 1.73 x10" CFU/ml Negative Positive
Streptococcus pneumoniae 3.23 x10*CFU/ml Negative Positive
Streptococcus pyogenes 2.34 x10*CFU/mI Negative Positive
Streatococcu s salivarius 1.17 x10" CFU/mi} Negative Positive
Human coronavirus 229€ 2.09 x10' TCIDx/m! Negative Positive
Human coronavirus 0C43 1.50 x10’ TCID/mI Negative Positive
Human coronavirus NL63 8.50 x10* TCID/ml Negative Positive
MERS-coronavirus 451 x10° TCiDw/mI Negative Positive
Chiamydophila pneumoniae 1.75 x10” IFU/ml Negative Positive

*in silico analysis using Protein BILAST indiates that homology between SARS-CoV-2 nucleocapsid protein and
hCoV-HKU1 nucleocapsil ptotein is at 379% aaose 87% of the sequences, therefore, aross-reactivity cannot be ruled
out.



“in silico analysis using Protein BLAST indicates that homology between SARS-CoV-2 nucleocapsid protein and
SARS-CoV nudeocapsid protein is at 91% across 100% of the sequences, therefore, cross-reactivity cannot be ruled

out

15.4. Interfering Substances
The following potentially interfering substances. were added to SARS-CoV-2 negative and spiked positive

speamens at 3x LoD. No substances showed any interference with the test.

Whole Blood (4% Mucin (0.5%)
NeilMed NasaGEL (5% v/v) Zicam Cold Remedy Nasal Spray
(5% v/v)
Flonase nasal spray (5% v/v) CVS Nasal Droos (Phemw!ephrinel (15% v/v)
Afrin Original {Oxymetazoline} (15% v/v} NasalCrom Nasal Snray {15% v/v)
Chloraseptic (15% v/v) Alkalo! Nasat Wash {10% v/v)
Tobramycin {4 ug/ml) Mupirocin (10 mg/mL)
Oseftamivir Phosphate (5 mg/mi)

15.5. High Dose Hook Effect
The potential high-dose hook effect on the performance of the Sienna™ COVID-19 Antigen Rapid Test Cassette
was evaluated using positve inactiveted virus culture. All testing were performed with three different lots and
tested in triplicate. No hook effect was observed when tested at up to 1.0 x 105 TCIDSO/m.

15.6. Specimen Stability
The spedmen stability of @ nasophatyngeal swab spedmen with the Sienna™ COVID-19 Antigen Rapid Test

Cassette was evaluated with SARS-CoV-2 negative and spiked positive spedmens at 2x LoD. The stability at room
temperature was evaluated by pladng the samples in a dry tube and stored at 30°C, for up to 180 minutes; the
stability at refrigerated temperature was evaluated by storing the samples at ~4°C, for up to 36 hours. No false
results were obtained during the study.
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