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Test Procedure

Kit Contents

Step 1: Sample Collection

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

• Extraction Buers
• Sterile NP Swabs
• Quick User Guide
• Negative Control

Step 2:  Sample Processing

• Instructions for Use
• Individually Pouched Tests Cassettes
• Workstation
• Positive Control Swab
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May 20, 2021

Christoffer Riska
Vice President Regulatory Affairs, Quality Assurance   
Salofa Oy   
Örninkatu 15
Salo, Finland 24100 

Device:  Sienna-Clarity COVID-19 Antigen Rapid Test Cassette
EUA Number: EUA210062
Company:  Salofa Oy
Indication: 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.

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.

Dear Mr. Riska:

This letter is in response to your1 request that the Food and Drug Administration (FDA) issue an 
Emergency Use Authorization (EUA) for emergency use of your product,2 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.  

1 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.
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1 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 na.sopharyngeal swab (NP) 

specimens from individuals who are suspected of COVID-19 by their healthcare provider within the first six days of 

symptom on.set. 

Testing is limited to laboratories certified under the Oinical laboratory Improvement Amendments of 1988 

(CUA), 42 U.S.C. §263a, that meet the requirements to perform moderate complexity, high complexity,« waived 

tests. This test is authorized for use at the Point of care (POq, i.e., in patient care settings operating under a CUA 

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 nudeocapsid protein antigen. Antigen is generally detectable in 

nasopharyngeal swab specimens during the aaite 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 out bacterial infection or co·infection with other virwes. 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 appropriate public health authorities. 

Negative resutts should be treated as 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 a patient's recent exposures, history. and the presence of 

clinical signs and symptoms consistent with COVl�19. 

The Sienna™ COVI0-19 Antigen Rapid Test Cassette is intended for use by trained dinical laboratory personnel 

and individuals trained in point of care. The Sienna ™ 
COVI� 19 Antigen Rapid Test cassette is only for use under 

the Food and Drug Administration's Emergency Use Authorization. 

1.1. Abbreviation s  

SARS-C.oV-2: novel coronavirus 

CDVID-19: novel coronavirus pneumonia 

1.2. Summary 

The new coronavirus belongs to the coronavirw of the genus jl tt has an envelope and the partides are round 

or elliptical. They are often polymorphic and have a diameter of 6(}140 nm. Its genetic characteristics are 

significantly different from SARS--CoV and MERS<oV. Q.Jrrent research shows that the homology with bat SARS·like 

corona virus (bat-Sl-CoVZC45) is more than 853/o.. When isolated and rultured in vitro, the new coronavirus can be 

found in human respiratory epithelial cells in about 96 hours, white it takes about 6 days to separate and culture in 

VeroE6 and Huh-7 cell lines. 

The diagnosis is fast, accurate and requires low equipment and personnel. suitable for rapid investigation of 

suspected cases of novel coronavirus infection on a large scale➔ The rapid investigation of suspected cases can be 

used as a supplementary test for nudeic acid testing. 
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PRINCIPLE 

The COVID-19 Antigen Rapid Test cassette {Na.sopharyngeal Swab) is a qualitative, lateral flow immunoassay 

for the detection of the N protein of SARS-CoV-2 in oasopharyngeal swab. In this test, antibody specific to the N 

protein of SARS-CoV-2 is separately coated on the test line regions of the test cassette. During testing, the extracted 

specimen reacts with the antibody to N protein of SARS-CoV-2 that are coated onto partides. The mixture migrates 

up the membrane to react 'Nith the antibody to N protein of SARS-Co'J-2 on the membrane and generate one 

colored line in the test regions. The presence of this colored tine of the test regions indicates a positive result. To 

serve as a procedural control, a cotored line wiU always appear in the control region if the test has performed 

properly. 

REAGENTS 

The test cassette contains ant1llodies against SARS-CoV-2 Nudeoc.apsid protein coated on the membrane. 

CHEMICAL AND SAFETY 

The extraction buffers induded in the test kit contains NaCl, casein Sodium, Tris and Proclin 300. 

Ingredients Hazards link to SD5 

Tris causes skin irritation Oickable Link (Iris Material Safe� 

causes serious eve irritation Para Sheet) 
May cause respiratory irritation 

Prodin™ 300 Hannful if swallowed or if inhaled Oickable Link {Proclin 300 

causes severe skin bums and eye Material Sateri: Data Sheet) 
damage. 
May cause an allergic skin reaction. 

The extraction buffer solution in the extraction buffer tube contains Tris and ProdinTM 300, which are 

hazardous ingredients as shown in above table. If the extraction buffer solution contacts the skin or eye, 

immediately wash with plenty of running water. In case the irritation persi.sts, please seek medical advice at: 

haps://www.poison.org/contaa-us or 1 ·800-222-1222 



5 PRECAUTIONS 

1. For professional in vitro diagnostic use only.

2. For pcescription use only.

3. Only for use under an Emergency Use Authorization In the USA..

4. This product has not been F0A 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 U.S.C.

§263a, to perfonn moderate, high or waived complexity tests. This test is authorized for use at the Point of

care (POC), Le. in patient tare settings operating under a QJA Certificate of Waiver, Certificate of

Compliance, or Certificate of Accreditation.

S. This produa has be-NI authorized only for detecting the presence of the nucleocapsid protein from SARS

CoV-2. not from any other viruses or pathogens.

6. 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 dJagnosis of 

COVID-19 under Sectioo 564(b)(1) of the Federal Food Cxug and Cosmetic Act, 21 U.S.C. § 360bbb3(b)(1),

unless the declaration is terminated or the authorization is revoked sooner

7. Laboratories within the lklited States and its territories are required to 1repon all result s  to the appropriate

public health laboratories.

8. Follow the instructions for use carefully. Reliability of assay results cannot be guaranteed if there is any

deviation from the instruaions in this instruction for use.

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

10. AU specimens should be considered potentially hazardous and handled in the same manner as an infectious

agent.

11. All samples, eve,, after the extraction procedure, and reagents containillg biological materials used for the

assay must be considered as potentially able to transmit infeaious agents ; accordingly samples, reagents

and the waste must be handled with utmost care and disposed of in compliance with the laboratory

guidelines and the staMOfV provisions in force in each country.

12. Avoid using samples with visible blood on the swab.

13. wear protective clotl1ing such as laboratory coats, disposable gloves .and eye protection before start of

testing.

14. The used tests, specimens and potentially contaminated material should be discarded according to the local

regulations.

15. AIIOY/ the test cassette. specimen, supporting buffer to equilibrate to room temperature 15°C- 30°C (59°F -

86°f) prior to testing.

16. Do not store this kit in frozen condition.

17. Do not use the product if package is damaged.

18. Do not use the product after expiration date.

19. Do not re-use the product.

20. Use only the extraction solution provided Ynth the kit.

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

22. Do not eat. drink or smoke in the area where the specimens or kits are h:andled.
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STORAGE AND STABILITY 

The test kit should be stored as packaged at room temperature or refrigerated 2°C- 304C (36°-F - 86°F). Ttle 

test is stable through the expiration date printed on the seated pooch➔ Ttle 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 invne<fiately after collection. If collected specimen cannot be 

tested immediately, the swabs can be stored in a dry rube at room temperature for no longer than 1 hour and at 2 -

S"C for no longer than 24 hours. 

Test should be pertormed immediately after adding the swab into the extraction tube. 

SPECIMEN COLLECTION AND PREPARATION 

The COVID-19 Antigen Rapidl Test cassette (Nasopharyngeal Swab) <an be performed using nasophary�eal 

swab specimens. The quality of specimens obtained is of extreme imP<Wtance➔ Detection of COVI� 19 Antigen 

requires a vigorous and thorough collection technique that provides COVID-19 Antigen rather than just body fluids. 

To collect Na.sopharyngeaJ swab Specimen: 

1. TIit patient's head back 70 degrees.

2. Gently and slowly insert the swab with a flexible shaft (wire or plastic) through the nostril parallel co

the palate (not upwards) until resistance is encountered or the distance is equivalent to that from

the ear to the nostril of the patient, indicating contaa with the nasopharynx.

3. Gently nb and roll the swab.

4 .  Leave swab in place for several seconds to absorb secretionrS.

S. Stowty remove swab while rotating it. Specimens can be collected from both sides using the same

swab, but it is not necessary to collea specimens from both sides if the minitip is saturated with

fluid from the first collection.

6. If a deviated septum or blockage create drfficulty in obtaining the specimen from one nostril, use the

same swab to obtain the specimen from the other nostril.

7. Place swab, tip first, into the a dry tube or dir.ectty into the extraction buffer tube.

For more information, visit: hnps:/jwww.cdc.gov/coronavirus/2019-

ncov/downloadsAab/NP Specime11 C.Ollection lnfographic FINAL 508.pcff 



9 MATERIALS 

9.1. Material Provided 

ltemnwnber 

1 

2 

3 

4 

5 

6 

7 

8 

Content 

Instruction for use 

Quick User Guide 

Individually Pouched Test cassenes 

Extraction Buffers 
(Nao+ casein Sodium+ Tris+ Proclin 300) 

Sterile Nasopharyngeal swabs 

W:>rkstation 

Positive Control swab 

Negative Control swab 

9.2. Materials required but not provided 

Timer 

Gloves 

U,.,antity 

1 piece 

1 piece 

25 cassettes 

25 tubes 

25 pieces 

1 piece 

1 piece 

1 piece 

Addition control swabs (1 positive+ 1 negative control swab) can be purchased separately. 

catalog Number: 10224PS/ 10224NS 



10 DIRECTIONS FOR USE 

Allow the test tassene, specimen. extraction buffer to equilibrate to room temperature 15°C - 30°C {59°F -

86°F) prior to testing. 

1. Remcwe the test cassette from the seated 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 in the workstation. Open the cap 1 (See illustration 1) and place the swab

specimen in the extraction buffer. Rotate the swab for approximately 10 seconds whi le pressing the

head against the inside of the tube to ref ease the antigen in the swab. (See illustration 2). Leave the

swab in the extractioo buffer for 1 minute.

3. Remcwe the swab while squeezing the swab head against the inside of the extraction buffer as you

remove it to expel as much liquid as sx,ssible from the swab. Discard the swab in accordance with

your biohazard waste disposal protocol (See illustration 3).

4. Tighten cap 2 (See iUustration 4), place the test cassene on a clean and level sulface.

S. Add 3 drops (approx. �I) of the solution to the sample well (See illustration S) and then start the

timer. Read the result at 10 minutes. Do not interpret the result after 20 minutes.

Note: Erroneous results can occur if the test results are read before or after 1(}20 minutes.
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11 INTERPRETATION OF THE RESULTS 

lLl 

11.2 

11.3 

u 

NEGATIVE 

One colored line appears in the control line region 
{q. No line appears in the test line region {TI. A 
negative result indicates that COV1D-19 antigen is 
not present in the specimen. or is pre.sent below the

detectable level of the test. 

POSITIVE:• 

Two lines appear. One colored line should be in the 
control tine region (q and another apparent colored 
line should be in the test fine region (T). A positive 
resolt indJcates that COVID-19 was detected in the 
specimen. 

• NOTE: The intensity of the color in the test line 
region m will vary depending on the concentration
of COVID-19 Antigen present in the specimen➔ 

Therefore, any shade of color in the test line region
(TI should be considered positive.

INVALID: 
Control line fails to appear. Insufficient specimen 
volume or incorrea procedural techniques are the 
most like ly reasons tor control line failure. Review 
the procedure and repeat the test with a new test. 
If the problem persists, discontiooe using the test 
kit immediately and contaa the manufacturer or 
your supplier. 

QUALITY CONTROL 

An internal procedural control is included in the test. A line appearing in the control line region (q is an 

internal valid procedural control, and it confirms adequate membrane wicking. Positive and Negative Control 

standards are supplied with this k it; it is recommended that positive and negative controls be tested as a good 

laboratory practice with every new lot. shipment, or a new operator.

To perform a ,control test, remove the control swabs from the packaging and follow the instruaions under 
'DIRECTION FOR USE' and interpre t the result as per "INTERPRETATION Of RESULTS". If the correa control reS<Jlts 

are not obtained, do not perform patient testing or report patient results. Contact the US Technical Support at 1 

-877-453-0537 / rectJnical@serodioix rom.



13 LIMITATIONS 

L This device is for professional in vitro diagnostic use only. 

2. This device is only used for testing direa hurman nasopha.ryngeal swab specimens. Viral transport media

(VTM) should not be used with this test.

3 .  Not fol!' use in at-home testing settings.

4. Neither the quantitative value nor the rate of increase in SAR-COV-2 virus concentration can be determined

by this qualitative test.

S. The accuracy of the test depends on the quality of the swab sample. False negattVes may result from

improper sample collection or storage➔ 

6. The COVID-19 Antigen Rapid Test cassette (Nasopharyngeal Swab) will indicate tile presence of SARS-CoV-2

in the specimen from both viable and no�viable SA�CoV-2 coronavirus strains.

7. As with all diagnostic tests, all results must be interpreted together with other dinical information available

to the physician➔ 

8. A negative result should be treated as prest1mptive and confirmed by PCR. A negative result may be

obtained if the concentration of the SARS-C.OV-2 virus present in the sample ,is not adequate or is below the

detectable level of the test.

9. A positive result for COVID-19 does not predude an underlying c<Hnfection with another pathogen,

therefore the possibility of an underlying bacterial infection should be considered.

10. If the differentiation of specific coronaviruses and strains is needed, additional testing
,, 

in consultation with

state o.r local public health departments, is required.

11. The amount of antigen in a samp le may decrease as the duration of illness increases. Specimens collected

after six days are more likely to be negative compared to RT·PCR.

12. Negative results do not rule oot SARS-CoV-2 infection, particularly in those who have been in contact with

the virus. Fono .. �up testing with a molecular diagnostic should be considered to rule out infection in these

individuals.

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

14. Positive results may be due to present infection with non-SARS-C.OV--2 coronavi rus strains, such as

coronarvirus HKUl and SARS-CoV.

15. Results from antigen testing should not be used as the sole basis to diagnose or exdude SARS--CoV·2

infection or to inform infection status.

16. The pertormance 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

establi:shed in all circulating variants but is anticipated to be reflective of the prevalent variants in

circulation at the time and location of the din:ical evaluation. Pertormance at the time of testing may vary

depending on the variants circulating. including newly emerging strains of SARS-CoV-2 and their

prevalence, vlhich dlange over time.



14 CONDITIONS OF AU THORIZATION 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 labeling are available on the 

FDA website: httns· //www fda goy/medical:devices/comoavin 15:<lisease-2019::CPYict-J 9-emereenw 1se

a1 rrborizations-me<1irnJ-devices Nit«kdiagn ostics-e10 s How·ever. to assist clinical laboratories using the Sienna™ 

COVID-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. Ynth test result reports, all Fact Sheets. Under 

exigent circumstances, other appropriate methods for disseminating these Fact Sheets may be used, which may

Rlctude mass mea1a. 

B. Authorized laboratories using your product must use your product as outlined in the ... authorized labeling.

Deviations from the authorized procedures, inducting the authorized instruments, authorized dinical specimen 
types, authorized control materials, authorized other ancillary reagents and authorized materials required to use 

your product are not penritted. 

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

D. Authorized laboratories using your product must have a process in place for reporting test results to

healthcare prCMders and relevant public health authorities, as appropriate. 

E➔ Authorized laboratories must collect information on the peiformance of your produa and repon to 
DMD/OHT7-0IR/DPEQ/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 produa of which they become aware➔ 

F. All operators using your produa must be appropriately trained in pertorming and interpreting the results of

your produa➔ Use appropriate personal protective equipment wtien handli'lg this kit, and use your produa in 

accordance with the labeling. 

G. Satofa OV and authorized laboratories using your product must ensure that any records associated with this

EUA are maintained until otherwise notified by the FDA SUch records will be made available to the FDA for 
inspection upon request. 

*The lener of authorization refers to, ·'laboratories certified under the Clinical Laboratory Improvement

Amendments of 1988 (CUA), 42 U.S.C. §263a, that meet requirements to perform high, moderate or waived 

complexity tests. This test is authorized for use- at the Point of care (POC) i.e. in patient care- settings ope-rating 

under CUA Cert ificate of Waiver, Certificate- of Compliance, or Certificate- of Accreditation" as "authorized 

laboratories." 

15 PERFORMANCE CHARACTERISTICS 

15.1. limit of Detection 

The LOO for the Sienna CDVID-19 Antigen Rapid Test cassette (NaSOl)llaryngeal SW.bl was established using 

serial diutions of an inactivated viral sample- (ZeptoMetrix, 0810587CFHI} in natural nasal clinical matrix. Contrived 

nasal swab samples were prepared by absorbing 50 micro liters of eacfl virus dilution onto the swab. The- contrived 

swab samples were tested according to the- test procedure-. The- LOO was determined as the- lowest virus 

conc.entration that was detected � 95% of the- time (i.e-., concentration at which at least 19 out of 20 replicates 

tested positive). The determined LOO is 1-25 x 10' TCID,./mL 



15.2. Clinical Evidence 

To evaluate the performance of the Sienna COVID-19 Antigen Rapid Test cassene at a POC setting, a 

prospective, non➔nterventional study was perfonned with 133 nasopharyngeal swab samples. The samples were 

seauentiaUv coUected from 133 svmptomatic oatients who presented svmotoms of COVID-19 infection within 7 

days of symptom onset, at one POC site in the United States, from November to December, 2020. AU tests were 

performed by 5 non-laboratory healthcare providers (2 medical assistants, 1 registered nurse, 1 radioe-aphy 

technician, and 1 dinicaJ trial coordinator) who were only provided with a Quick Reference Guide ard the 

Instruction for Use on how to use the test and interpret the results. Two (2) nasopharyngeal swabs specimens (one 

for RT-PCR confirmation, and the an other for antigen rapid test) were then collected randomly from each n:>striL 

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 SUbjects Antigen Positive Prevalence 
� Syears 0 N/A N/A 

6-21 vears 8 3 37.50% 
22- 59•-ars 96 25 26.04% 

� 60 years 29 8 27.69% 
Total 133 36 27.07% 

Specimen Positivity by days post symptom onset 

Days post symptom onset No. of subjects Antigen Positive Prevalence 

1 4 1 25.00% 

2 59 15 25.42% 
3 44 14 31.82% 
4 9 2 22.22% 
5 4 0 0.00% 

6 11 4 36.36% 
7 2 0 0.00% 

Results 

Method RT-PCR 
Total Results 

ReS<Jlts 
SiennarM OOVID-19 

Postive Negative 

Antigen Rapid Test Positive 35 1 36 

cassette 
Negative 5 92 97 

Total Results 40 93 133 

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

Relative Specificity: 92/93 98.9% (95%CI: 94.2%-99.9%) 



15.3. Cross Reactivity 

The following potentially cross-reactive microonganisms were tested with �CoV-2 negative and spiked 

positive specimens at 3x LoD with inactivated SARS-C.OV-2. AJI testing were pertormed with three tifferent lots and 

tested in tripl icate .  The below listed organisms or viruses do not cross-react at the stated concentration. 

Results 
Potential Cross-Reactant C:OOoentration Negat:Ne Positive 

Specimen Specimen 

Human Coxsackie\lirus 2.SXlO' TCID,./ml Negative Positive 

Mumps virus 2.SXlO' TCID,./ml Negative Positive 

Haemophilus para·influenzae 6><10' bacteria/ml Negative Positive 

Staphy1ococcus aureus 6><10' bacteria/ml Negative Positive 

Neisser ia meningitides 10� organisms/ml Negative Positive 

Streptococcus sp. Group A 10- organisms/ml Negative Positive 

Streptococcus sp. Group B 6><10' bacteria/ml Negative Positive 

StreptOCOCQJS s p .  Group C 6><10' bacteria/ml Negative Positive 

Influenza A Virus H3N2 CEID,, i:10' per 0.2 ml Negative Positive 

Mumps virus 2.SXlO'TCID,./ml Negative Positive 

Adenovirus{e.g. Cl Ad. 71)-Type 7A 7.05 xlO' TCID,Jml Negative Positive 

Enterovirus ( e .g .  EV68) 1.67 xlO' TCID,Jml Negative Positive 

Human Metapneumavirus 5.43 xlO' TCID,Jml Negative Positive 

Influenza A HlNl {New Cal/20/�) 1.64 xlO'TCID,Jml Negative Positive 

Influenza B {Aorida/02/06) 7.05 xlO' TCID,.,/ml NPoative Positive 

Parainfluenza virus 1 l.30x10' TCID 1ml N°=-tive Positive 

Parainfluenza virus 2 l.64x10'TCID,Jml Negative Positive 

Parainfluenza virus 3 9.44x10' TCIO,Jml Negative Positive 

Parainfluenza virus 4 4.03 xlO'TCIO,Jml Negative Positive 

Respiratory syncytial virus-Type A 5.43 xlO' TCIO,Jml Negative Positive 

Rhinovirus [Type lA) 1. 78 xlO' TCIO,Jml Negative Positive 

BordeteUa pertussis 1.61 xlO' CFU/ml Negative Positive 

candida albicans 8.96xlO'CfU/ml Negative Positive 

Haemophilus influenzae 7. 76 xlO' CfU/ml Negative Positive 

Legionella pneumophila 2 .69 xlO'CfU/ml Negative Positive 

Mycobacterium tuberculosis 9.80 xlO'CfU/ml Negative Positive 

Mycoplasma pneumoniae 4.51 xlO' CCU/ml Negative Positive 

Pneumocystis jirovecii (PJP}-S.cerevisiae Recombinant 4. 93 xlO' CfU/ml Negative Positive 

Pseudomonas aeruginosa 1.21 xlO'CfU/ml Negative Positive 

Staphylococcus epidennis 1. 73 xlO'CfU/ml Negative Positive 

Streptococcus pneumoniae 3.23 xlO'CfU/ml Negative Positive 

Streptococcus pyogenes 2.34 xlO'CfU/ml Negative Positive 

Strontococcus salivarius 1.17 xlO'CfU/ml N°"ative Positive 

Human coronavirus 229E 2.09 xlO' TCIO,.,/ml NPcr.itive Positive 

Human coronavirus OC43 1.50 xlO' TCIO,Jml Negative Positive 

Human coronavirus Nl63 8.50 xlO' TCIO,Jml Negative Positive 

MERS-coronavirus 4.51 xlO'TCID,o/ml Negative Positive 

Chlamydophila pneumoniae 1. 75 xlO' IFU/ml Negative Positive 

•in s1hco analysrs using Protesn BLAST 11d1cates that homology between �CoV-2 nucleocaps1d protein and 

hCoV-HKUl nucleocapsid protein i.s at 37%across 87% of the sequences, therefore. cross-reactivity cannot be ruled 

out. 



•in sitico analysis using Protein BLAST indicates that homology between SARS-CoV-2 nucleocapsid protein and

SARS-O>V nudeocapsid protein is at 91% across 100% of the sequences, therefore, cross-reactivity cannot be ruled 

out .  

15.4. Interfering Substances 

The following potentially interlefing substances. were added to SARS-CoV-2 negative and spiked positive 

specimens at 3x loD. No substances showed any interference with the test.

Whole Blood (4%) Mucin (0.5%) 
Neil Med NasoGEl (5% v/v) Zicam Cold Remedy Nasal Spray 

(5%v/v) 

Flonase nasal av.w (5%v/vl CVS Nasal Droos (PhenvlPnhrinel (15% vtv\ 

Afrin onmna1 tnv..rmetazofin""'-' 115% v/vl NasalCrom Nasal Sara" 115% v/vl 
Chloraseptic (15% v/v) Alkalol Nasal wash (10% v/v) 
Tobramycin (4 pg/ml) Mupirocin (10 mg/ml) 

Oseltamivir Phosphate (5 mg/ml) 

15.5. High Dose Hook Effect 

The potential high-dose hook effect on the performance of the Sie-nna'M COVID-19 Antigen Rapid Test cassette 

was evaluated using positive inactivated virus culture. All testing were performed with three different lots and 

tested in triplicate. No hook effect was observed wheni tested at up to 1.0 x 105 TCIDSO/ml. 

15.6. Specimen Stability 

The specimen stability of a nasopharyngeal swab specimen with the Sienna'M OOVID-19 Antigen Rapid Test 

cassette was evaluated with SARS-CoV-2 negative and spiked positive specimens at 2x LoD. The stability at room 

tenl)erature was evaluated by placing the samples in a av tube and stored at 30°C, for � to 180 nvnutes; the 

stability  at refrigerated temperature was evaluated b,y storing the samples at -4 "C, for up to 36 hours. No false 

results were obtained during the sructv. 



16 EXPLANATION OF THE SYMBOLS USED 

11vo1 For in vitro diagnostic use 

JREFI catalogue number 

JLOTJ Batch code 

... Manufacturer 

c:!I Date of manufacture 

� Use by 

® Do not use if package is damaged 

mJ Consult instruction for use 

,.ct= Temperature limit at 2°C- 30°C. 

W" Contents sufficient for n tests 

® Do not re-use 

& caution 

f Keep dry 

�•, ... 
..-,.r� Protect from direct sunlight ..... 

CE CE Mark 




