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TILSIGTET BRUG

RESUME OG FORKLARING AF TESTEN

INSTRUKTIONER TIL FORBEREDELSE OG OPBEVARING AF REAGENS

ANALYSEPROCEDURE

TESTPRINCIP

MEDFØLGENDE REAGENSER OG MATERIALER

MULIGVIS PÅKRÆVEDE MATERIALER, SOM IKKE MEDFØLGER PÅKRÆVEDE MATERIALER, SOM IKKE MEDFØLGER

INDSAMLING OG HÅNDTERING AF PRØVER

ADVARSLER OG FORHOLDSREGLER

KVALITETSKONTROL

OnSite COVID-19 Ag Rapid Testen er et lateral flow immunoassay til 
kvalitativ påvisning af SARS-CoV-2 nucleocapsid antigener i nasopharynx 
(NP) eller nasale podningsprøver fra personer med formodet COVID-19, 
inden for de første syv dage fra starten af symptomerne. Testen er beregnet 
til brug af sundhedspersonale som hjælp til identifikation af infektion med 
SARS-CoV-2.

OnSite COVID-19 Ag Rapid Test skelner ikke mellem SARS-CoV og SARS-
CoV-2.

Positive resultater angiver tilstedeværelsen af virale antigener, men klinisk 
korrelation med patientens sygdomshistorik og andre diagnostiske oplysnin-
ger er påkrævede for at fastslå infektionsstatus. Positive resultater udelukker 
ikke andre bakterielle eller virale infektioner.

Negative resultater fra patienter, hvor der er gået mere end 7 dage efter 
første symptomtegn/mistanke, skal bekræftes med en molekylæranalyse. 
Negative resultater udelukker ikke infektion med SARS-CoV-2 og bør ikke 
anvendes som det eneste grundlag for beslutninger om behandling eller 
patientadministration. Negative resultater bør overvejes i forbindelse med 
en patients nylige eksponeringer, sygdomshistorik og tilstedeværelsen af 
kliniske tegn og symptomer overensstemmende med COVID-19.

Produktet er beregnet til brug i ethvert miljø i og uden for laboratorier, som 
opfylder kravene angivet i brugsanvisningen og de lokale bestemmelser. 
Kun til in vitro-diagnostisk brug.

SARS-CoV-2 hører til den brede familie af coronavira, som kan forårsage 
sygdomme fra almindelig forkølelse til mere alvorlige sygdomme1. SARS-
CoV-2- infektioner er årsag til COVID-19-sygdommen, som resulterer i 
mange forskellige kliniske symptomer, der spænder fra asymptomatisk til 
feber, træthed og tør hoste, og disse kan potentielt føre til alvorlig sygdom 
og død. De fleste patienter kommer sig uden særlig behandling. I henhold til 
nylige data bliver omkring 15 til 20 % af inficerede personer alvorligt syge og 
udvikler åndedrætsbesvær2. Ældre personer og personer med underliggen-
de sundhedsproblemer såsom højt blodtryk, hjerteproblemer eller diabetes 
har større sandsynlighed for at udvikle alvorlig sygdom2.

Virusoverførsel mellem mennesker er blevet bekræftet og opstår primært  
via mikrodråber i udåndingsluften fra hoste og nys inden for et område på 
ca. 1,8m3. Virus-RNA er også blevet fundet i afføringsprøver fra patienter. 

Det er muligt, at virussen kan smitte selv i løbet af inkubationsperioden, men 
dette er endnu ikke blevet bevist4.

Den aktuelle laboratoriemetode til påvisning af COVID-19 er PCR. Denne 
metode kræver imidlertid avanceret udstyr og højtuddannede laboratorietek-
nikere.

OnSite COVID-19 Ag Rapid Test er en letanvendelig og omkostningseffektiv 
analyse, som kan udføres der, hvor patienten befinder sig.

OnSite COVID-19 Ag Rapid Test påviser tilstedeværelsen af antigener fra 
SARS-CoV-2-virus inden for de første syv dage fra starten af symptomerne. 
Testresultaterne skal fortolkes, når der er gået 15 minutter. Resultaterne bør 
ikke fortolkes efter 20 minutter. Testen kan udføres af minimalt uddannet 
personale uden brug af særligt laboratorieudstyr.

Alle reagenser er klar til brug ved leveringen. Ubrugte enheder skal opbe-
vares uåbnede mellem 2 og 30 °C. Hvis enheder opbevares mellem 2 og 8 
°C, skal de opnå rumtemperatur, før de åbnes. Kassetteenheden er stabil 

indtil udløbsdatoen på den forseglede pose. Kittet må ikke nedfryses eller 
eksponeres for temperaturer over 30 °C.

Analyseprocedure for podepindsprøver:
Trin 1: Bring om nødvendigt prøven og testkomponenterne til rumtemperatur (15-30 °C).
Trin 2: Tilsæt prøveekstraktionsbuffer til ekstraktionsrøret, indtil væskeoverfladebuen når den vandrette linje indgraveret på røret (~0,3 ml, 9-10 dråber). 
 Hold røret oprejst ved hjælp af det medfølgende prøveekstraktionsrørstativ.
Trin 3: Indfør podepinden i ekstraktionsbufferen i røret. Sving podepinden rundt mindst 5 gange. Klem røret mod den nedsænkede podepind flere gange  
 for at lette ekstraktion af prøven. Tag podepinden op, og bortskaf den på sikker vis.
Trin 4: Fastgør dysen på prøveekstraktionsrøret indeholdende den ekstraherede prøve. Den ekstraherede prøve i røret er nu klar til analyse.
Trin 5: Tag kassetteenheden ud af den forseglede pose lige før analysen. Læg enheden på en ren, flad overflade. Mærk enheden med prøvens id-nummer. 
Trin 6: Omvend røret, og tilføj 3 dråber (80-90 µL) af den ekstraherede prøve til prøvebrønden i kassetteenheden ved forsigtigt at klemme røret.

OnSite COVID-19 Ag Rapid Test er et lateral flow immunoassay. Testkasset-
ten består af: 1) en farvet konjugatpude med anti-SARS-CoV-2-antistoffer 
konjugeret med kolloidalt guld (antistof-konjugater) og 2) en nitrocellulose-
membranstrimmel med en testlinje (Ag-linje) og en kontrollinje (C). Testlinjen 
er på forhånd belagt med anti-SARS-CoV-2-antistoffer, og C-linjen er på 
forhånd belagt med kontrolantistoffer.

Prøven tages med en nasopharynx (NP) eller nasal podning og 
SARS-CoV-2-antigenet ekstraheres fra podepinden med ekstraktionsbuffer. 
Alternativt kan prøver lagret i viralt transportmedium (VTM) testes direkte. 

Når den udvundne prøve påføres prøvebrønden, migrerer den via kapillaritet 
gennem teststrimlen. Hvis der er SARS-CoV-2-antigen til stede i ekstraktet, 
bindes det til antistofkonjugaterne, og immunokomplekset opfanges dernæst 
på membranen af det på forhånd belagte anti-SARS-CoV-2-antistof og dan-
ner en farvet Ag-linje, som angiver et positivt testresultat for COVID-19.

Testen indeholder en intern kontrol (C-linjen), som bør vise en farvet linje 
uanset farveudviklingen i Ag-linjen. Hvis C-linjen ikke udvikles, er testresulta-
tet ugyldigt, og prøven skal testes igen med en ny enhed.

1. Individuelt forseglede folieposer med følgende: 
 a. En kassetteenhed 
 b. Et tørremiddel
2. Prøveekstraktionsrør
3. Prøveekstraktionsrørstativ
4. Prøveekstraktionsbuffer (2 flasker med hver 5 ml)
5. Dyser
6. Individuelt forseglede poser indeholdende en steril podepind
7. Brugsanvisning

1. Positiv kontrol
2. Negativ control
3. Nasal podningspinde

Alt materiale af human oprindelse skal betragtes som potentielt infektiøst og behandles ved hjælp af standardprocedurer for biologisk sikkerhed.
1. Fjern slim fra patientens næse. Indfør forsigtigt podepinden i det næsebor, som ved visuelt eftersyn fremviser mest sekret.
2. 

1. Kontrolur, ur eller anden tidsmåler
2. Engangshandsker, beholder til biologisk farligt affald

Til in vitro-diagnostisk brug
1. Læs hele denne brugsanvisning, før testen udføres. Hvis disse anvisninger ikke følges, kan det resultere i unøjagtige testresultater.
2. Åbn ikke den forseglede pose, medmindre du er klar til at udføre analysen.
3. Udløbne enheder må ikke benyttes.
4. Bring alle reagenser til rumtemperatur (15-30 °C) før brug.
5. Brug ikke komponenterne i nogen anden type af testkit som erstatning for komponenterne i dette kit.
6. Brug beskyttelsesbeklædning og engangshandsker ved håndtering af kitreagenser og kliniske prøver. Vask hænderne grundigt efter analyse.
7. Det er forbudt at ryge, drikke eller spise i områder, hvor prøver eller kitreagenser håndteres.
8. Bortskaf alle prøver og materialer anvendt til udførelse af analyse som biologisk farligt affald.
9. Håndter de negative og positive kontroller på samme måde som patientprøverne.

1. Intern kontrol: Denne test indeholder en indbygget kontrolfunktion, C-linjen. Hvis C-linjen ikke udvikles efter påføring af prøven, er  
 resultatet ugyldigt. Gennemgå hele proceduren, og gentag testen med en ny enhed.
2. Ekstern kontrol: God laboratoriepraksis anbefaler brug af eksterne kontroller, positive og negative, for at sikre korrekt ydelse af analysen,  
 især under følgende omstændigheder:
 a. Når en ny operatør benytter kittet, inden testning af prøverne.
 b. Når der anvendes et nyt lot af testkit.
 c. Når der anvendes en ny leverance af testkit.
 d. Når temperaturen under opbevaring af kittet kommer uden for 2-30 °C.
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       R0182C 

  Instructions for Use 

INTENDED USE 
The OnSite COVID-19 Ag Rapid Test is a lateral flow immunoassay for the qualitative detection of SARS-CoV-2 nucleocapsid antigens in 
nasopharyngeal (NP) or nasal swab specimens from individuals suspected of COVID-19, within the first seven days of the onset of symptoms. The 
test is intended for use by healthcare providers or personnel trained in rapid test procedure, as an aid in identifying SARS-CoV-2 infection.  
The OnSite COVID-19 Ag Rapid Test does not differentiate between SARS-CoV and SARS-CoV-2. 
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 other bacterial or viral infections. 
Negative results from patients with symptom onset beyond seven days should be confirmed with a molecular assay. 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. 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 COVID-19. 
The product is intended to be used in any laboratory and non-laboratory environment that meets the requirements specified in the Instructions for 
Use and local regulations. For in vitro diagnostic use only. 

SUMMARY AND EXPLANATION OF THE TEST 
SARS-CoV-2 belongs to the broad family of coronaviruses which are capable of causing illnesses ranging from the common cold to more severe 
diseases1. SARS-CoV-2 infections cause COVID-19 disease resulting in a wide range of clinical symptoms, ranging from asymptomatic to fever, 
tiredness and dry cough, and possibly leading to severe sickness and even death. Most patients recover without special treatment. According to 
recent data, approximately 15-20% of infected individuals become seriously ill and develop difficulty breathing2. The elderly and those with underlying 
medical problems, such as high blood pressure, heart problems or diabetes are more likely to develop serious illness2. 
Human-to-human transmission of the virus has been confirmed and occurs primarily via respiratory droplets from coughs and sneezes within a range 
of about six feet (1.8 m)3. Viral RNA has also been found in stool samples from patients. It is possible that the virus can be infectious even during the 
incubation period, but this has not yet been proven4. 
The current laboratory method for detecting COVID-19 is PCR. However, this method requires sophisticated equipment and highly trained laboratory 
technicians. The OnSite COVID-19 Ag Rapid Test is an easy-to-use and cost-efficient assay that can be performed at point-of-care settings.  
The OnSite COVID-19 Ag Rapid Test detects the presence of antigens from the SARS-CoV-2 virus within the first seven days of the onset of symptoms. 
Test results should be interpreted at 15 minutes. Results should not be interpreted after 20 minutes. Minimally skilled personnel can perform the test, 
without the use of cumbersome laboratory equipment.  

TEST PRINCIPLE 
The OnSite COVID-19 Ag Rapid Test is a lateral flow chromatographic immunoassay. The test cassette consists of: 1) a colored conjugate pad 
containing anti-SARS-CoV-2 antibodies conjugated with colloidal gold (antibody conjugates) and 2) a nitrocellulose membrane strip containing a test 
line (Ag line) and a control line (C line). The test line is pre-coated with anti-SARS-CoV-2 antibodies and the C line is pre-coated with control antibodies.  
The specimen is collected with a nasopharyngeal or nasal swab and the SARS-CoV-2 antigen is extracted from the swab with extraction buffer. 
Alternatively, samples stored in viral transport medium (VTM) can be directly tested. When applied to the sample well, the extracted specimen migrates 
across the test strip by capillary action. SARS-CoV-2 antigen, if present in the extract, binds to the antibody conjugates and the immunocomplex is then 
captured on the membrane by the pre-coated anti-SARS-CoV-2 antibody, forming a colored Ag line that indicates a COVID-19 positive test result.  
The test contains an internal control (C line), which should exhibit a colored line regardless of color development on the Ag line. If the C line does not 
develop, the test result is invalid and the specimen must be retested with a new device. 

REAGENTS AND MATERIALS PROVIDED 
1. Individually sealed foil pouches containing: 

a. One cassette device  
b. One desiccant   

2. Sample extraction tubes 
3.  Sample extraction tube rack 
4.     Sample extraction buffer (2 bottles, 5 mL each) 
5.     Nozzles 
6.     Individually sealed pouches containing a sterile swab 
7.  Instructions for Use 

MATERIALS MAY BE REQUIRED BUT NOT PROVIDED 
1. Positive control 
2. Negative control 
3. Nasal swabs 

MATERIALS REQUIRED BUT NOT PROVIDED 
1. Clock, watch or other timing device 
2. Disposable gloves, biohazard disposal container 

WARNINGS AND PRECAUTIONS 
For In Vitro Diagnostic Use 
1. Read these Instructions for Use completely before performing the test. Failure to follow these instructions could lead to inaccurate test results. 
2. Do not open the sealed pouch unless ready to conduct the assay. 
3. Do not use expired devices. 
4. Bring all reagents to room temperature (15-30°C) before use. 
5. Do not use the components in any other type of test kit as a substitute for the components in this kit. 
6. Wear protective clothing and disposable gloves while handling the kit reagents and clinical specimens. Wash hands thoroughly after testing. 
7. Do not smoke, drink or eat in areas where specimens or kit reagents are being handled. 
8. Dispose of all specimens and materials used to perform the test as bio-hazardous waste. 
9. Handle the negative and positive controls in the same manner as the patient specimens. 
10. Read test results at 15 minutes after specimen is applied to the sample well. Any results read after 20 minutes should be considered invalid  

and must be repeated. 

11. Do not perform the test in a room with strong air flow, i.e. an electric fan or strong air-conditioning.  
REAGENT PREPARATION AND STORAGE INSTRUCTIONS 

All reagents are ready to use as supplied. Store unused devices unopened at 2-30°C. If stored at 2-8°C, ensure that the device is brought to room 
temperature before opening. The cassette device is stable until the expiration date printed on the sealed pouch. Do not freeze the kit or expose the 
kit to temperatures above 30°C. 

SPECIMEN COLLECTION AND HANDLING 
Consider any materials of human origin as potentially infectious, and handle them with standard biosafety procedures. 
1. Remove mucus from patient’s nose. Carefully insert the swab into the nostril that presents the most secretion under visual inspection. 

2.  
a. Collection of nasopharyngeal (NP) swab specimens 

Insert the sterile swab provided with the kit into the patient’s 
nostril, keeping it near the septum floor of the nose while 
gently pushing into the posterior nasopharynx as shown in 
Figure A. Rotate the swab several times then remove it 
from the nasopharynx.  Withdraw the swab from the nasal 
cavity and proceed to specimen extraction following Assay 
Procedure described below. 

 

b. Collection of nasal swab specimens 
Insert the sterile swab provided with the kit into the patient’s nostril. 
Using gentle rotation, push the swab until resistance is met at the level 
of the turbinates (less than one inch into the nostril) as shown in 
Figure B. Rotate the swab several times against the nasal wall then 
remove it from the nostril. Using the same swab, repeat the process 
in the second nostril to ensure that sample is collected from both nasal 
cavities. Withdraw the swab from the nasal cavity and proceed to 
specimen extraction following Assay Procedure described below. 

3. Specimen transport and storage:  
Test specimens as soon as possible after collection, following the assay procedure below. If not tested immediately, specimens extracted 
from the swab can be stored at 2-8°C for up to 8 hours before testing. Specimens in VTM can be stored frozen until use. 

ASSAY PROCEDURE 
Assay procedure for testing swab specimens: 
Step 1: Bring the specimen and test components to room temperature (15-30°C) if needed. 
Step 2: Add sample extraction buffer into the extraction tube until the meniscus reaches the horizontal line engraved on the tube (~0.3 mL, 9-10 

drops). Keep the tube upright using the provided sample extraction tube rack. 
Step 3: Insert the swab into the extraction buffer in the tube. Swirl the swab at least 5 times. Squeeze the tube against the submerged swab several 

times to facilitate extraction of the specimen. Remove and discard the swab in a safe manner.  
Step 4: Attach the nozzle onto the sample extraction tube containing extracted specimen. The extracted specimen in the tube is now ready for testing. 
Step 5: Remove the cassette device from the sealed pouch just prior to testing. Lay the device on a clean, flat surface. Label the device with the 

specimen’s ID number. 
Step 6: Invert the tube and add 3 drops (~80-90 µL) of the extracted specimen into the sample well of the cassette device by gently squeezing the tube.  

Step 7: Set up the timing device.  
Step 8: Read results at 15 minutes. Positive results can be visible in as soon as 3 minutes. Results read after 20 minutes should be considered invalid 

and must be repeated with a new device. Discard used devices as biohazardous waste following local laws governing the disposal of devices. 

Alternative procedure for specimens stored in VTM:  
Add 90 µL of the VTM specimen directly into the sample well of the cassette device and proceed to step 7 above.  
Note: This method is only recommended for samples stored in VTM not containing pH indicator dye, as the dye color might interfere with the assay.  

QUALITY CONTROL 
1. Internal Control: This test contains a built-in control feature, the C line. If the C line does not develop after sample application, the result is 

invalid. Review the entire procedure and repeat the test with a new device. 
2. External Control: Good Laboratory Practice recommends using external controls, positive and negative, to ensure the proper performance 

of the assay, particularly under the following circumstances: 
a. A new operator uses the kit, prior to performing the testing of specimens. 
b. A new lot of test kits is used. 
c. A new shipment of test kits is used. 
d. The temperature during storage of the kits falls outside of 2-30°C. 
e. The temperature of the test area falls outside of 15-30°C. 

Barcode for RTR Use Only 

 

Figure A Figure B 
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and must be repeated with a new device. Discard used devices as biohazardous waste following local laws governing the disposal of devices. 

Alternative procedure for specimens stored in VTM:  
Add 90 µL of the VTM specimen directly into the sample well of the cassette device and proceed to step 7 above.  
Note: This method is only recommended for samples stored in VTM not containing pH indicator dye, as the dye color might interfere with the assay.  

QUALITY CONTROL 
1. Internal Control: This test contains a built-in control feature, the C line. If the C line does not develop after sample application, the result is 

invalid. Review the entire procedure and repeat the test with a new device. 
2. External Control: Good Laboratory Practice recommends using external controls, positive and negative, to ensure the proper performance 

of the assay, particularly under the following circumstances: 
a. A new operator uses the kit, prior to performing the testing of specimens. 
b. A new lot of test kits is used. 
c. A new shipment of test kits is used. 
d. The temperature during storage of the kits falls outside of 2-30°C. 
e. The temperature of the test area falls outside of 15-30°C. 
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Stregkode til RTR brugBrugsanvisning

10. Aflæs testresultaterne 15 minutter efter, at prøven blev påført prøvebrønden. Alle resultater, som aflæses efter 20 minutter, bør betragtes som ugyldige  
 og skal gentages.
11. Udfør ikke analysen i et rum med kraftig luftgennemstrømning, dvs. med en elektrisk ventilator eller kraftig aircondition.
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INTENDED USE 
The OnSite COVID-19 Ag Rapid Test is a lateral flow immunoassay for the qualitative detection of SARS-CoV-2 nucleocapsid antigens in 
nasopharyngeal (NP) or nasal swab specimens from individuals suspected of COVID-19, within the first seven days of the onset of symptoms. The 
test is intended for use by healthcare providers or personnel trained in rapid test procedure, as an aid in identifying SARS-CoV-2 infection.  
The OnSite COVID-19 Ag Rapid Test does not differentiate between SARS-CoV and SARS-CoV-2. 
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 other bacterial or viral infections. 
Negative results from patients with symptom onset beyond seven days should be confirmed with a molecular assay. 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. 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 COVID-19. 
The product is intended to be used in any laboratory and non-laboratory environment that meets the requirements specified in the Instructions for 
Use and local regulations. For in vitro diagnostic use only. 

SUMMARY AND EXPLANATION OF THE TEST 
SARS-CoV-2 belongs to the broad family of coronaviruses which are capable of causing illnesses ranging from the common cold to more severe 
diseases1. SARS-CoV-2 infections cause COVID-19 disease resulting in a wide range of clinical symptoms, ranging from asymptomatic to fever, 
tiredness and dry cough, and possibly leading to severe sickness and even death. Most patients recover without special treatment. According to 
recent data, approximately 15-20% of infected individuals become seriously ill and develop difficulty breathing2. The elderly and those with underlying 
medical problems, such as high blood pressure, heart problems or diabetes are more likely to develop serious illness2. 
Human-to-human transmission of the virus has been confirmed and occurs primarily via respiratory droplets from coughs and sneezes within a range 
of about six feet (1.8 m)3. Viral RNA has also been found in stool samples from patients. It is possible that the virus can be infectious even during the 
incubation period, but this has not yet been proven4. 
The current laboratory method for detecting COVID-19 is PCR. However, this method requires sophisticated equipment and highly trained laboratory 
technicians. The OnSite COVID-19 Ag Rapid Test is an easy-to-use and cost-efficient assay that can be performed at point-of-care settings.  
The OnSite COVID-19 Ag Rapid Test detects the presence of antigens from the SARS-CoV-2 virus within the first seven days of the onset of symptoms. 
Test results should be interpreted at 15 minutes. Results should not be interpreted after 20 minutes. Minimally skilled personnel can perform the test, 
without the use of cumbersome laboratory equipment.  

TEST PRINCIPLE 
The OnSite COVID-19 Ag Rapid Test is a lateral flow chromatographic immunoassay. The test cassette consists of: 1) a colored conjugate pad 
containing anti-SARS-CoV-2 antibodies conjugated with colloidal gold (antibody conjugates) and 2) a nitrocellulose membrane strip containing a test 
line (Ag line) and a control line (C line). The test line is pre-coated with anti-SARS-CoV-2 antibodies and the C line is pre-coated with control antibodies.  
The specimen is collected with a nasopharyngeal or nasal swab and the SARS-CoV-2 antigen is extracted from the swab with extraction buffer. 
Alternatively, samples stored in viral transport medium (VTM) can be directly tested. When applied to the sample well, the extracted specimen migrates 
across the test strip by capillary action. SARS-CoV-2 antigen, if present in the extract, binds to the antibody conjugates and the immunocomplex is then 
captured on the membrane by the pre-coated anti-SARS-CoV-2 antibody, forming a colored Ag line that indicates a COVID-19 positive test result.  
The test contains an internal control (C line), which should exhibit a colored line regardless of color development on the Ag line. If the C line does not 
develop, the test result is invalid and the specimen must be retested with a new device. 

REAGENTS AND MATERIALS PROVIDED 
1. Individually sealed foil pouches containing: 

a. One cassette device  
b. One desiccant   

2. Sample extraction tubes 
3.  Sample extraction tube rack 
4.     Sample extraction buffer (2 bottles, 5 mL each) 
5.     Nozzles 
6.     Individually sealed pouches containing a sterile swab 
7.  Instructions for Use 

MATERIALS MAY BE REQUIRED BUT NOT PROVIDED 
1. Positive control 
2. Negative control 
3. Nasal swabs 

MATERIALS REQUIRED BUT NOT PROVIDED 
1. Clock, watch or other timing device 
2. Disposable gloves, biohazard disposal container 

WARNINGS AND PRECAUTIONS 
For In Vitro Diagnostic Use 
1. Read these Instructions for Use completely before performing the test. Failure to follow these instructions could lead to inaccurate test results. 
2. Do not open the sealed pouch unless ready to conduct the assay. 
3. Do not use expired devices. 
4. Bring all reagents to room temperature (15-30°C) before use. 
5. Do not use the components in any other type of test kit as a substitute for the components in this kit. 
6. Wear protective clothing and disposable gloves while handling the kit reagents and clinical specimens. Wash hands thoroughly after testing. 
7. Do not smoke, drink or eat in areas where specimens or kit reagents are being handled. 
8. Dispose of all specimens and materials used to perform the test as bio-hazardous waste. 
9. Handle the negative and positive controls in the same manner as the patient specimens. 
10. Read test results at 15 minutes after specimen is applied to the sample well. Any results read after 20 minutes should be considered invalid  

and must be repeated. 

11. Do not perform the test in a room with strong air flow, i.e. an electric fan or strong air-conditioning.  
REAGENT PREPARATION AND STORAGE INSTRUCTIONS 

All reagents are ready to use as supplied. Store unused devices unopened at 2-30°C. If stored at 2-8°C, ensure that the device is brought to room 
temperature before opening. The cassette device is stable until the expiration date printed on the sealed pouch. Do not freeze the kit or expose the 
kit to temperatures above 30°C. 

SPECIMEN COLLECTION AND HANDLING 
Consider any materials of human origin as potentially infectious, and handle them with standard biosafety procedures. 
1. Remove mucus from patient’s nose. Carefully insert the swab into the nostril that presents the most secretion under visual inspection. 

2.  
a. Collection of nasopharyngeal (NP) swab specimens 

Insert the sterile swab provided with the kit into the patient’s 
nostril, keeping it near the septum floor of the nose while 
gently pushing into the posterior nasopharynx as shown in 
Figure A. Rotate the swab several times then remove it 
from the nasopharynx.  Withdraw the swab from the nasal 
cavity and proceed to specimen extraction following Assay 
Procedure described below. 

 

b. Collection of nasal swab specimens 
Insert the sterile swab provided with the kit into the patient’s nostril. 
Using gentle rotation, push the swab until resistance is met at the level 
of the turbinates (less than one inch into the nostril) as shown in 
Figure B. Rotate the swab several times against the nasal wall then 
remove it from the nostril. Using the same swab, repeat the process 
in the second nostril to ensure that sample is collected from both nasal 
cavities. Withdraw the swab from the nasal cavity and proceed to 
specimen extraction following Assay Procedure described below. 

3. Specimen transport and storage:  
Test specimens as soon as possible after collection, following the assay procedure below. If not tested immediately, specimens extracted 
from the swab can be stored at 2-8°C for up to 8 hours before testing. Specimens in VTM can be stored frozen until use. 

ASSAY PROCEDURE 
Assay procedure for testing swab specimens: 
Step 1: Bring the specimen and test components to room temperature (15-30°C) if needed. 
Step 2: Add sample extraction buffer into the extraction tube until the meniscus reaches the horizontal line engraved on the tube (~0.3 mL, 9-10 

drops). Keep the tube upright using the provided sample extraction tube rack. 
Step 3: Insert the swab into the extraction buffer in the tube. Swirl the swab at least 5 times. Squeeze the tube against the submerged swab several 

times to facilitate extraction of the specimen. Remove and discard the swab in a safe manner.  
Step 4: Attach the nozzle onto the sample extraction tube containing extracted specimen. The extracted specimen in the tube is now ready for testing. 
Step 5: Remove the cassette device from the sealed pouch just prior to testing. Lay the device on a clean, flat surface. Label the device with the 

specimen’s ID number. 
Step 6: Invert the tube and add 3 drops (~80-90 µL) of the extracted specimen into the sample well of the cassette device by gently squeezing the tube.  

Step 7: Set up the timing device.  
Step 8: Read results at 15 minutes. Positive results can be visible in as soon as 3 minutes. Results read after 20 minutes should be considered invalid 

and must be repeated with a new device. Discard used devices as biohazardous waste following local laws governing the disposal of devices. 

Alternative procedure for specimens stored in VTM:  
Add 90 µL of the VTM specimen directly into the sample well of the cassette device and proceed to step 7 above.  
Note: This method is only recommended for samples stored in VTM not containing pH indicator dye, as the dye color might interfere with the assay.  

QUALITY CONTROL 
1. Internal Control: This test contains a built-in control feature, the C line. If the C line does not develop after sample application, the result is 

invalid. Review the entire procedure and repeat the test with a new device. 
2. External Control: Good Laboratory Practice recommends using external controls, positive and negative, to ensure the proper performance 

of the assay, particularly under the following circumstances: 
a. A new operator uses the kit, prior to performing the testing of specimens. 
b. A new lot of test kits is used. 
c. A new shipment of test kits is used. 
d. The temperature during storage of the kits falls outside of 2-30°C. 
e. The temperature of the test area falls outside of 15-30°C. 
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recent data, approximately 15-20% of infected individuals become seriously ill and develop difficulty breathing2. The elderly and those with underlying 
medical problems, such as high blood pressure, heart problems or diabetes are more likely to develop serious illness2. 
Human-to-human transmission of the virus has been confirmed and occurs primarily via respiratory droplets from coughs and sneezes within a range 
of about six feet (1.8 m)3. Viral RNA has also been found in stool samples from patients. It is possible that the virus can be infectious even during the 
incubation period, but this has not yet been proven4. 
The current laboratory method for detecting COVID-19 is PCR. However, this method requires sophisticated equipment and highly trained laboratory 
technicians. The OnSite COVID-19 Ag Rapid Test is an easy-to-use and cost-efficient assay that can be performed at point-of-care settings.  
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8. Dispose of all specimens and materials used to perform the test as bio-hazardous waste. 
9. Handle the negative and positive controls in the same manner as the patient specimens. 
10. Read test results at 15 minutes after specimen is applied to the sample well. Any results read after 20 minutes should be considered invalid  

and must be repeated. 

11. Do not perform the test in a room with strong air flow, i.e. an electric fan or strong air-conditioning.  
REAGENT PREPARATION AND STORAGE INSTRUCTIONS 

All reagents are ready to use as supplied. Store unused devices unopened at 2-30°C. If stored at 2-8°C, ensure that the device is brought to room 
temperature before opening. The cassette device is stable until the expiration date printed on the sealed pouch. Do not freeze the kit or expose the 
kit to temperatures above 30°C. 

SPECIMEN COLLECTION AND HANDLING 
Consider any materials of human origin as potentially infectious, and handle them with standard biosafety procedures. 
1. Remove mucus from patient’s nose. Carefully insert the swab into the nostril that presents the most secretion under visual inspection. 

2.  
a. Collection of nasopharyngeal (NP) swab specimens 

Insert the sterile swab provided with the kit into the patient’s 
nostril, keeping it near the septum floor of the nose while 
gently pushing into the posterior nasopharynx as shown in 
Figure A. Rotate the swab several times then remove it 
from the nasopharynx.  Withdraw the swab from the nasal 
cavity and proceed to specimen extraction following Assay 
Procedure described below. 

 

b. Collection of nasal swab specimens 
Insert the sterile swab provided with the kit into the patient’s nostril. 
Using gentle rotation, push the swab until resistance is met at the level 
of the turbinates (less than one inch into the nostril) as shown in 
Figure B. Rotate the swab several times against the nasal wall then 
remove it from the nostril. Using the same swab, repeat the process 
in the second nostril to ensure that sample is collected from both nasal 
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Test specimens as soon as possible after collection, following the assay procedure below. If not tested immediately, specimens extracted 
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drops). Keep the tube upright using the provided sample extraction tube rack. 
Step 3: Insert the swab into the extraction buffer in the tube. Swirl the swab at least 5 times. Squeeze the tube against the submerged swab several 

times to facilitate extraction of the specimen. Remove and discard the swab in a safe manner.  
Step 4: Attach the nozzle onto the sample extraction tube containing extracted specimen. The extracted specimen in the tube is now ready for testing. 
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Step 8: Read results at 15 minutes. Positive results can be visible in as soon as 3 minutes. Results read after 20 minutes should be considered invalid 
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Alternative procedure for specimens stored in VTM:  
Add 90 µL of the VTM specimen directly into the sample well of the cassette device and proceed to step 7 above.  
Note: This method is only recommended for samples stored in VTM not containing pH indicator dye, as the dye color might interfere with the assay.  

QUALITY CONTROL 
1. Internal Control: This test contains a built-in control feature, the C line. If the C line does not develop after sample application, the result is 

invalid. Review the entire procedure and repeat the test with a new device. 
2. External Control: Good Laboratory Practice recommends using external controls, positive and negative, to ensure the proper performance 

of the assay, particularly under the following circumstances: 
a. A new operator uses the kit, prior to performing the testing of specimens. 
b. A new lot of test kits is used. 
c. A new shipment of test kits is used. 
d. The temperature during storage of the kits falls outside of 2-30°C. 
e. The temperature of the test area falls outside of 15-30°C. 
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a.  Indsamling af nasopharynx (NP) podningsprøve

Indsæt en steril podepind i patientens  
næsebor, hold podepinden tæt på bunden  
af næseskillevæggen, og skub den forsigtigt  
ind i nasopharynx som vist i Figur A. Roter  
podepinden flere gange, og træk den derpå ud  
af nasopharynx. Fjern podepinden fra næsen  
og fortsæt med prøveekstraktion som  
beskrevet i analyseproceduren  
beskrevet nedenfor.

b.  Indsamling af nasal podningsprøve 

Indsæt en steril podepind i patientens næsebor. 
Ved at rotere stille og roligt skubbes podepinden 
op, indtil der mødes modstand grundet tubinaterne 
(mindre end 2,5 cm oppe i næsen) som vist i 
figur B. Roter podepinden flere gange, mens den 
presses mod næsevæggene. Træk efterfølgende 
podepinden ud af næsen. Brug den samme pode-
pind og gentag proceduren i det andet næsebor 
for at opnå prøvemateriale fra begge. Fjern pode-
pinden fra næsen og fortsæt med prøveekstraktion 
som beskrevet i analyseproceduren beskrevet 
nedenfor.

3. Transport og opbevaring af prøver:
Prøverne skal testes snarest muligt efter indsamling i henhold til nedenstående analyseprocedure. Hvis prøverne ikke testes straks, kan de opbevares ved 2 
til 8 °C i op til 8 timer før test. Prøver i VTM kan opbevares nedfrosne indtil brugen.
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b. Collection of nasal swab specimens 
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of the turbinates (less than one inch into the nostril) as shown in 
Figure B. Rotate the swab several times against the nasal wall then 
remove it from the nostril. Using the same swab, repeat the process 
in the second nostril to ensure that sample is collected from both nasal 
cavities. Withdraw the swab from the nasal cavity and proceed to 
specimen extraction following Assay Procedure described below. 

3. Specimen transport and storage:  
Test specimens as soon as possible after collection, following the assay procedure below. If not tested immediately, specimens extracted 
from the swab can be stored at 2-8°C for up to 8 hours before testing. Specimens in VTM can be stored frozen until use. 

ASSAY PROCEDURE 
Assay procedure for testing swab specimens: 
Step 1: Bring the specimen and test components to room temperature (15-30°C) if needed. 
Step 2: Add sample extraction buffer into the extraction tube until the meniscus reaches the horizontal line engraved on the tube (~0.3 mL, 9-10 

drops). Keep the tube upright using the provided sample extraction tube rack. 
Step 3: Insert the swab into the extraction buffer in the tube. Swirl the swab at least 5 times. Squeeze the tube against the submerged swab several 

times to facilitate extraction of the specimen. Remove and discard the swab in a safe manner.  
Step 4: Attach the nozzle onto the sample extraction tube containing extracted specimen. The extracted specimen in the tube is now ready for testing. 
Step 5: Remove the cassette device from the sealed pouch just prior to testing. Lay the device on a clean, flat surface. Label the device with the 

specimen’s ID number. 
Step 6: Invert the tube and add 3 drops (~80-90 µL) of the extracted specimen into the sample well of the cassette device by gently squeezing the tube.  

Step 7: Set up the timing device.  
Step 8: Read results at 15 minutes. Positive results can be visible in as soon as 3 minutes. Results read after 20 minutes should be considered invalid 

and must be repeated with a new device. Discard used devices as biohazardous waste following local laws governing the disposal of devices. 

Alternative procedure for specimens stored in VTM:  
Add 90 µL of the VTM specimen directly into the sample well of the cassette device and proceed to step 7 above.  
Note: This method is only recommended for samples stored in VTM not containing pH indicator dye, as the dye color might interfere with the assay.  

QUALITY CONTROL 
1. Internal Control: This test contains a built-in control feature, the C line. If the C line does not develop after sample application, the result is 

invalid. Review the entire procedure and repeat the test with a new device. 
2. External Control: Good Laboratory Practice recommends using external controls, positive and negative, to ensure the proper performance 

of the assay, particularly under the following circumstances: 
a. A new operator uses the kit, prior to performing the testing of specimens. 
b. A new lot of test kits is used. 
c. A new shipment of test kits is used. 
d. The temperature during storage of the kits falls outside of 2-30°C. 
e. The temperature of the test area falls outside of 15-30°C. 

Barcode for RTR Use Only 

 

Figure A Figure B 

Trin 7: Indstil tidsmåleren.

Trin 8: Aflæs resultaterne efter 15 minutter. Positive resultater kan være synlige allerede efter 3 minutter. Resultater, som aflæses efter 20 minutter, bør  
 betragtes som ugyldige og skal gentages med en ny enhed. Bortskaf brugte enheder som biologisk farligt affald i henhold til de lokale love for  
 bortskaffelse af enheder.

Alternativ procedure for prøver opbevaret i VTM:

Tilføj 90 µL af VTM-prøven direkte til prøvebrønden i kassetteenheden, og gå til trin 7 ovenfor.

Bemærk: Denne metode anbefales kun til prøver opbevaret i VTM, som ikke indeholder pH-indikatorfarvestof, da farvestoffets farve kan  
interferere med analysen
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 e. Når temperaturen i testområdet kommer uden for 15-30 °C.
 f. For at verificere en hyppighed af positive eller negative resultater, der er højere end forventet.
 g. For at undersøge årsagen til gentagne ugyldige resultater.

FORTOLKNING AF ANALYSERESULTAT

PRÆSTATIONS KARAKTERISTIKA

1. NEGATIVT RESULTAT: Hvis det kun er C-linjen, der udvikles,  
 angiver testen, at der ikke er noget SARS-CoV-2-virus (antigen)  
 i prøven. Resultatet er negativt eller ikke-reaktivt.

2. POSITIVT RESULTAT: Hvis både C-linjen og Ag-linjen udvikles,  
 er der SARS-CoV- eller SARS-CoV-2-virus (antigen) i prøven.  
 Resultatet er positivt eller reaktivt. Visse prøver kan frembringe  
 et svagt bånd, men alle synlige testlinjebånd angiver et positivt  
 resultat uanset båndets intensitet.

3. UGYLDIG: Hvis der ikke udvikles en C-linje, er analysen  
 ugyldig, uanset om der udvikles farve i Ag-linjen. Gentag  
 analysen med en ny enhed.

1. Klinisk præstation

Den kliniske præstation af OnSite COVID-19 Ag Rapid Test blev evalueret på tre kliniske steder (Colombia, Kina og Indien) med næsesvælgrumspodepinds-
prøver (NP) indsamlet fra testpersoner med formodet COVID-19 og fra raske testpersoner. Der blev indsamlet to NP-podepindsprøver fra hver testperson, 
en til test med OnSite COVID-19 Ag Rapid Test og den anden til test med almindeligt tilgængelig polymerasekædereaktionsanalyse (RT-PCR) til påvisning af 
SARS-CoV-2, anvendt som referencemetode for denne undersøgelse. Præstationen af OnSite COVID-19 Ag Rapid Test i denne undersøgelse vises i tabellen 
herunder:
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f. To verify a higher than expected frequency of positive or negative results. 
g. To investigate the cause of repeated invalid results. 

INTERPRETATION OF ASSAY RESULT 
1. NEGATIVE RESULT: If only the C line develops, the test indicates no detectable SARS-CoV-2 virus (antigen) is present in the specimen. 

The result is negative or non-reactive. 
 
 
 
 
 
2. POSITIVE RESULT: If both the C line and Ag line develop, SARS-CoV or SARS-CoV-2 virus (antigen) is present in the specimen. The result 

is positive or reactive. Some specimens might produce a faint band, but every visible test line band indicates a positive result independently 
of the band  intensity. 
 
 
 
  

3. INVALID: If no C line develops, the assay is invalid regardless of color development on the Ag line. Repeat the assay with a new device.  

 
 
 

PERFORMANCE CHARACTERISTICS 
1. Clinical Performance 
Clinical performance of the OnSite COVID-19 Ag Rapid Test was evaluated at three clinical sites (Colombia, China, and India) in nasopharyngeal 
(NP) swabs specimens collected from subjects suspected of COVID-19 and from healthy individuals. Two NP swabs were collected from each subject, 
one for testing by the OnSite COVID-19 Ag Rapid Test and the other one for testing by commercially available real-time Polymerase Chain Reaction 
(RT-PCR) assay for the detection of SARS-CoV-2, used as the reference method for this study. The performance of the OnSite COVID-19 Ag Rapid 
Test in this study is shown on the table below: 

RT-PCR Test (Reference) 
OnSite COVID-19 Ag Rapid Test Result 

Positive Negative Total 

Positive 60 5 65 

Negative 0 370 370 

Total 60 375 435 

Relative Sensitivity: 92.3% (95% CI: 83.0-97.5%); Relative Specificity: 100% (95% CI: 99.0-100%); Overall Agreement: 98.9% (95% CI: 97.3-99.6%) 

2. Analytical Performance 
2.1 Analytical Sensitivity (Limit of Detection, LoD) 
The LoD of the OnSite COVID-19 Ag Rapid Test was determined by evaluating a serial dilution of Gamma-Irradiated SARS-CoV-2 virus lysate (BEI 
Resources, NR-52287). Negative nasopharyngeal swab specimens were eluted in PBS and were combined and mixed thoroughly to create a clinical 
negative matrix pool to be used as the diluent. Inactivated SARS-CoV-2 virus lysate was diluted in this matrix to generate virus dilutions for testing. 
Each swab was spiked with 50 µL of each virus dilution, extracted with extraction buffer and tested according to the product IFU. The assay LoD was 
determined as the lowest concentration that was detected ≥ 95% of the time.  
The LoD of the OnSite COVID-19 Ag Rapid Test in natural nasopharyngeal swab matrix was determined to be 280 TCID50/mL. 

 
2.2 Analytical Specificity (Cross-Reactivity and Microbial Interference) 
The analytical specificity of the OnSite COVID-19 Ag Rapid Test was evaluated by testing commensal and pathogenic microorganisms that may be 
present in the nasal cavity. Each of the organisms was tested in triplicate in the absence or presence of 3X LoD inactivated SARS-CoV-2 virus lysate. 
No cross-reactivity (except SARS-coronavirus) or interference were seen with the following microorganisms when tested at the concentration 
presented in the table below: 

Potential Cross-Reactant Concentration  Cross-Reactivity (Yes/No) Interference (Yes/No) 
SARS-coronavirus NP antigen 25 µg/mL Yes (3/3 positive) No (3/3 positive) 
MERS-coronavirus NP antigen 25 µg/mL No (3/3 negative) No (3/3 positive) 

Human coronavirus HKU1 NP antigen 66 µg/mL No (3/3 negative) No (3/3 positive) 
Human coronavirus 229E 1.77×105 TCID50/mL No (3/3 negative) No (3/3 positive) 
Human coronavirus OC43 0.53×105 TCID50/mL No (3/3 negative) No (3/3 positive) 
Human coronavirus NL63 0.51×105 TCID50/mL No (3/3 negative) No (3/3 positive) 

Adenovirus 7×108 NIU/mL No (3/3 negative) No (3/3 positive) 
Human Metapneumovirus (hMPV) 0.76×104 TCID50/mL No (3/3 negative) No (3/3 positive) 

Parainfluenza virus 1 5.01×104 TCID50/mL No (3/3 negative) No (3/3 positive) 
Parainfluenza virus 2 1.6 x 105 TCID50/mL No (3/3 negative) No (3/3 positive) 
Parainfluenza virus 3 1.6 x 106 TCID50/mL No (3/3 negative) No (3/3 positive) 
Parainfluenza virus 4 1.15×105 TCID50/mL No (3/3 negative) No (3/3 positive) 

Influenza A NP antigen 180 µg/mL No (3/3 negative) No (3/3 positive) 
Influenza B NP antigen 200 µg/mL No (3/3 negative) No (3/3 positive) 

Enterovirus 2.8 x 105 TCID50/mL No (3/3 negative) No (3/3 positive) 
Respiratory syncytial virus 2.8 x 104 TCID50/mL No (3/3 negative) No (3/3 positive) 

Rhinovirus 2.2 x 105 PFU/mL No (3/3 negative) No (3/3 positive) 
Haemophilus influenzae 5.2 x 105 CFU/mL No (3/3 negative) No (3/3 positive) 

Streptococcus pneumoniae >2×103 CFU/mL No (3/3 negative) No (3/3 positive) 

Streptococcus pyogenes 3.6 x 105 CFU/mL No (3/3 negative) No (3/3 positive) 
Candida albicans 4.5×106 TCID50/mL No (3/3 negative) No (3/3 positive) 

Pooled human nasal wash – representative of 
normal respiratory microbial flora 100% No (3/3 negative) No (3/3 positive) 

Bordetella pertussis 1.95 x 107 CFU/mL No (3/3 negative) No (3/3 positive) 
Mycoplasma pneumoniae 4.4 x 105 CFU/mL No (3/3 negative) No (3/3 positive) 

Chlamydophila pneumoniae 1.4 x 107 IFU/mL No (3/3 negative) No (3/3 positive) 
Legionella pneumophila 7.8 x 105 CFU/mL No (3/3 negative) No (3/3 positive) 

Mycobacterium tuberculosis >2×103 CFU/mL No (3/3 negative) No (3/3 positive) 
Pneumocystis jirovecii (PJP) 3.45×106 CFU/mL No (3/3 negative) No (3/3 positive) 

Staphylococcus aureus 1.38×108 CFU/mL No (3/3 negative) No (3/3 positive) 
Staphylococcus epidermidis 9.27×107 CFU/mL No (3/3 negative) No (3/3 positive) 

3. Interfering Substances 
The following substances, naturally present in respiratory specimens or that may be artificially introduced into the nasal cavity or nasopharynx, were 
evaluated with the OnSite COVID-19 Ag Rapid Test at the concentrations listed in the following table and were found not to affect test performance: 

Interfering 
Substance Concentration Interference 

(Yes/No) Interfering Substance Concentration Interference 
(Yes/No) 

Whole Blood  1% No (5/5 negative) Diphenhydramine  77.4 μg/dL No (5/5 negative) 

Menthol  0.8 g/mL No (5/5 negative) Dextromethorphan  1.56 μg/dL No (5/5 negative) 

Saline  15% No (5/5 negative) Mucin protein  2.5 mg/mL No (5/5 negative) 

Acetylsalicylic Acid  3 mg/dL No (5/5 negative) OTC Nasal Drops (Phenylephrine)  15% No (5/5 negative) 

Zanamivir  282 ng/mL No (5/5 negative) OTC Nasal Gel (Sodium Chloride)  5% No (5/5 negative) 

Budesonide  0.63 μg/dL No (5/5 negative) OTC Nasal Spray (Fluconazole)  5% No (5/5 negative) 

Ribavirin  1 mg/mL No (5/5 negative) Throat Lozenge (Benzocaine, Menthol)  0.15% No (5/5 negative) 

Oseltamivir  2.2 μg/mL No (5/5 negative) Antibiotic, Nasal Ointment (Mupirocin)  0.25% No (5/5 negative) 

4. Hook Effect 
No high dose hook effect was observed when tested with up to a concentration of 2.8×106 TCID50/mL of inactivated SARS-CoV-2 virus lysate with 
the OnSite COVID-19 Ag Rapid Test. 

LIMITATIONS OF TEST 
1. The Assay Procedure and the Interpretation of Assay Result must be followed closely when testing for the presence of SARS-CoV-2 antigen in 

the swab specimen from individual subjects. For optimal test performance, proper sample collection is critical. Failure to follow the procedure 
may lead to inaccurate results. 

2. It is intended for use only by healthcare professionals or personnel trained in rapid test procedure. For in vitro diagnostic use only. 
3. The OnSite COVID-19 Ag Rapid Test is limited to the qualitative detection of SARS-CoV-2 antigen. The intensity of the test line does not have 

linear correlation with virus titer in the specimen. 
4. Sensitivity can differ with various strains of SARS-CoV-2 due to differences of antigen expression. Specimens might contain a new or non-

identified strain of SARS-CoV-2 that expresses varying amounts of antigen. 
5. A negative or non-reactive result for an individual subject indicates absence of detectable of SARS-CoV-2 antigen. However, a negative or non-

reactive result does not preclude the possibility of SARS-CoV-2 virus infection. 
6. A negative or non-reactive result can occur if the quantity of the SARS-CoV-2 virus (antigen) present in the specimen is below the detection limit 

of the assay, or if the virus detected was not present in the swab specimen sampled, or the viruses have undergone minor amino acid mutation 
in the epitope recognized by the antibody utilized in the test. 

7. The OnSite COVID-19 Ag Rapid Test detects both viable and non-viable SARS-CoV and SARS-CoV-2 antigens. Test performance depends on 
antigen loaded in the sample. A positive test does not rule out the possibility that other pathogens may be present.  

8. Performance of the OnSite COVID-19 Ag Rapid Test has been validated in specimens stored in multiple viral transport media (VTM). However, 
specimens stored in PBS or saline solutions should not be tested on the OnSite COVID-19 Ag Rapid Test. 

9. Performance of the test has not been established for monitoring antiviral treatment of SARS-CoV-2 infection. 
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f. To verify a higher than expected frequency of positive or negative results. 
g. To investigate the cause of repeated invalid results. 

INTERPRETATION OF ASSAY RESULT 
1. NEGATIVE RESULT: If only the C line develops, the test indicates no detectable SARS-CoV-2 virus (antigen) is present in the specimen. 

The result is negative or non-reactive. 
 
 
 
 
 
2. POSITIVE RESULT: If both the C line and Ag line develop, SARS-CoV or SARS-CoV-2 virus (antigen) is present in the specimen. The result 

is positive or reactive. Some specimens might produce a faint band, but every visible test line band indicates a positive result independently 
of the band  intensity. 
 
 
 
  

3. INVALID: If no C line develops, the assay is invalid regardless of color development on the Ag line. Repeat the assay with a new device.  

 
 
 

PERFORMANCE CHARACTERISTICS 
1. Clinical Performance 
Clinical performance of the OnSite COVID-19 Ag Rapid Test was evaluated at three clinical sites (Colombia, China, and India) in nasopharyngeal 
(NP) swabs specimens collected from subjects suspected of COVID-19 and from healthy individuals. Two NP swabs were collected from each subject, 
one for testing by the OnSite COVID-19 Ag Rapid Test and the other one for testing by commercially available real-time Polymerase Chain Reaction 
(RT-PCR) assay for the detection of SARS-CoV-2, used as the reference method for this study. The performance of the OnSite COVID-19 Ag Rapid 
Test in this study is shown on the table below: 

RT-PCR Test (Reference) 
OnSite COVID-19 Ag Rapid Test Result 

Positive Negative Total 

Positive 60 5 65 

Negative 0 370 370 

Total 60 375 435 

Relative Sensitivity: 92.3% (95% CI: 83.0-97.5%); Relative Specificity: 100% (95% CI: 99.0-100%); Overall Agreement: 98.9% (95% CI: 97.3-99.6%) 

2. Analytical Performance 
2.1 Analytical Sensitivity (Limit of Detection, LoD) 
The LoD of the OnSite COVID-19 Ag Rapid Test was determined by evaluating a serial dilution of Gamma-Irradiated SARS-CoV-2 virus lysate (BEI 
Resources, NR-52287). Negative nasopharyngeal swab specimens were eluted in PBS and were combined and mixed thoroughly to create a clinical 
negative matrix pool to be used as the diluent. Inactivated SARS-CoV-2 virus lysate was diluted in this matrix to generate virus dilutions for testing. 
Each swab was spiked with 50 µL of each virus dilution, extracted with extraction buffer and tested according to the product IFU. The assay LoD was 
determined as the lowest concentration that was detected ≥ 95% of the time.  
The LoD of the OnSite COVID-19 Ag Rapid Test in natural nasopharyngeal swab matrix was determined to be 280 TCID50/mL. 

 
2.2 Analytical Specificity (Cross-Reactivity and Microbial Interference) 
The analytical specificity of the OnSite COVID-19 Ag Rapid Test was evaluated by testing commensal and pathogenic microorganisms that may be 
present in the nasal cavity. Each of the organisms was tested in triplicate in the absence or presence of 3X LoD inactivated SARS-CoV-2 virus lysate. 
No cross-reactivity (except SARS-coronavirus) or interference were seen with the following microorganisms when tested at the concentration 
presented in the table below: 

Potential Cross-Reactant Concentration  Cross-Reactivity (Yes/No) Interference (Yes/No) 
SARS-coronavirus NP antigen 25 µg/mL Yes (3/3 positive) No (3/3 positive) 
MERS-coronavirus NP antigen 25 µg/mL No (3/3 negative) No (3/3 positive) 

Human coronavirus HKU1 NP antigen 66 µg/mL No (3/3 negative) No (3/3 positive) 
Human coronavirus 229E 1.77×105 TCID50/mL No (3/3 negative) No (3/3 positive) 
Human coronavirus OC43 0.53×105 TCID50/mL No (3/3 negative) No (3/3 positive) 
Human coronavirus NL63 0.51×105 TCID50/mL No (3/3 negative) No (3/3 positive) 

Adenovirus 7×108 NIU/mL No (3/3 negative) No (3/3 positive) 
Human Metapneumovirus (hMPV) 0.76×104 TCID50/mL No (3/3 negative) No (3/3 positive) 

Parainfluenza virus 1 5.01×104 TCID50/mL No (3/3 negative) No (3/3 positive) 
Parainfluenza virus 2 1.6 x 105 TCID50/mL No (3/3 negative) No (3/3 positive) 
Parainfluenza virus 3 1.6 x 106 TCID50/mL No (3/3 negative) No (3/3 positive) 
Parainfluenza virus 4 1.15×105 TCID50/mL No (3/3 negative) No (3/3 positive) 

Influenza A NP antigen 180 µg/mL No (3/3 negative) No (3/3 positive) 
Influenza B NP antigen 200 µg/mL No (3/3 negative) No (3/3 positive) 

Enterovirus 2.8 x 105 TCID50/mL No (3/3 negative) No (3/3 positive) 
Respiratory syncytial virus 2.8 x 104 TCID50/mL No (3/3 negative) No (3/3 positive) 

Rhinovirus 2.2 x 105 PFU/mL No (3/3 negative) No (3/3 positive) 
Haemophilus influenzae 5.2 x 105 CFU/mL No (3/3 negative) No (3/3 positive) 

Streptococcus pneumoniae >2×103 CFU/mL No (3/3 negative) No (3/3 positive) 

Streptococcus pyogenes 3.6 x 105 CFU/mL No (3/3 negative) No (3/3 positive) 
Candida albicans 4.5×106 TCID50/mL No (3/3 negative) No (3/3 positive) 

Pooled human nasal wash – representative of 
normal respiratory microbial flora 100% No (3/3 negative) No (3/3 positive) 

Bordetella pertussis 1.95 x 107 CFU/mL No (3/3 negative) No (3/3 positive) 
Mycoplasma pneumoniae 4.4 x 105 CFU/mL No (3/3 negative) No (3/3 positive) 

Chlamydophila pneumoniae 1.4 x 107 IFU/mL No (3/3 negative) No (3/3 positive) 
Legionella pneumophila 7.8 x 105 CFU/mL No (3/3 negative) No (3/3 positive) 

Mycobacterium tuberculosis >2×103 CFU/mL No (3/3 negative) No (3/3 positive) 
Pneumocystis jirovecii (PJP) 3.45×106 CFU/mL No (3/3 negative) No (3/3 positive) 

Staphylococcus aureus 1.38×108 CFU/mL No (3/3 negative) No (3/3 positive) 
Staphylococcus epidermidis 9.27×107 CFU/mL No (3/3 negative) No (3/3 positive) 

3. Interfering Substances 
The following substances, naturally present in respiratory specimens or that may be artificially introduced into the nasal cavity or nasopharynx, were 
evaluated with the OnSite COVID-19 Ag Rapid Test at the concentrations listed in the following table and were found not to affect test performance: 

Interfering 
Substance Concentration Interference 

(Yes/No) Interfering Substance Concentration Interference 
(Yes/No) 

Whole Blood  1% No (5/5 negative) Diphenhydramine  77.4 μg/dL No (5/5 negative) 

Menthol  0.8 g/mL No (5/5 negative) Dextromethorphan  1.56 μg/dL No (5/5 negative) 

Saline  15% No (5/5 negative) Mucin protein  2.5 mg/mL No (5/5 negative) 

Acetylsalicylic Acid  3 mg/dL No (5/5 negative) OTC Nasal Drops (Phenylephrine)  15% No (5/5 negative) 

Zanamivir  282 ng/mL No (5/5 negative) OTC Nasal Gel (Sodium Chloride)  5% No (5/5 negative) 

Budesonide  0.63 μg/dL No (5/5 negative) OTC Nasal Spray (Fluconazole)  5% No (5/5 negative) 

Ribavirin  1 mg/mL No (5/5 negative) Throat Lozenge (Benzocaine, Menthol)  0.15% No (5/5 negative) 

Oseltamivir  2.2 μg/mL No (5/5 negative) Antibiotic, Nasal Ointment (Mupirocin)  0.25% No (5/5 negative) 

4. Hook Effect 
No high dose hook effect was observed when tested with up to a concentration of 2.8×106 TCID50/mL of inactivated SARS-CoV-2 virus lysate with 
the OnSite COVID-19 Ag Rapid Test. 

LIMITATIONS OF TEST 
1. The Assay Procedure and the Interpretation of Assay Result must be followed closely when testing for the presence of SARS-CoV-2 antigen in 

the swab specimen from individual subjects. For optimal test performance, proper sample collection is critical. Failure to follow the procedure 
may lead to inaccurate results. 

2. It is intended for use only by healthcare professionals or personnel trained in rapid test procedure. For in vitro diagnostic use only. 
3. The OnSite COVID-19 Ag Rapid Test is limited to the qualitative detection of SARS-CoV-2 antigen. The intensity of the test line does not have 

linear correlation with virus titer in the specimen. 
4. Sensitivity can differ with various strains of SARS-CoV-2 due to differences of antigen expression. Specimens might contain a new or non-

identified strain of SARS-CoV-2 that expresses varying amounts of antigen. 
5. A negative or non-reactive result for an individual subject indicates absence of detectable of SARS-CoV-2 antigen. However, a negative or non-

reactive result does not preclude the possibility of SARS-CoV-2 virus infection. 
6. A negative or non-reactive result can occur if the quantity of the SARS-CoV-2 virus (antigen) present in the specimen is below the detection limit 

of the assay, or if the virus detected was not present in the swab specimen sampled, or the viruses have undergone minor amino acid mutation 
in the epitope recognized by the antibody utilized in the test. 

7. The OnSite COVID-19 Ag Rapid Test detects both viable and non-viable SARS-CoV and SARS-CoV-2 antigens. Test performance depends on 
antigen loaded in the sample. A positive test does not rule out the possibility that other pathogens may be present.  

8. Performance of the OnSite COVID-19 Ag Rapid Test has been validated in specimens stored in multiple viral transport media (VTM). However, 
specimens stored in PBS or saline solutions should not be tested on the OnSite COVID-19 Ag Rapid Test. 

9. Performance of the test has not been established for monitoring antiviral treatment of SARS-CoV-2 infection. 
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f. To verify a higher than expected frequency of positive or negative results. 
g. To investigate the cause of repeated invalid results. 

INTERPRETATION OF ASSAY RESULT 
1. NEGATIVE RESULT: If only the C line develops, the test indicates no detectable SARS-CoV-2 virus (antigen) is present in the specimen. 

The result is negative or non-reactive. 
 
 
 
 
 
2. POSITIVE RESULT: If both the C line and Ag line develop, SARS-CoV or SARS-CoV-2 virus (antigen) is present in the specimen. The result 

is positive or reactive. Some specimens might produce a faint band, but every visible test line band indicates a positive result independently 
of the band  intensity. 
 
 
 
  

3. INVALID: If no C line develops, the assay is invalid regardless of color development on the Ag line. Repeat the assay with a new device.  

 
 
 

PERFORMANCE CHARACTERISTICS 
1. Clinical Performance 
Clinical performance of the OnSite COVID-19 Ag Rapid Test was evaluated at three clinical sites (Colombia, China, and India) in nasopharyngeal 
(NP) swabs specimens collected from subjects suspected of COVID-19 and from healthy individuals. Two NP swabs were collected from each subject, 
one for testing by the OnSite COVID-19 Ag Rapid Test and the other one for testing by commercially available real-time Polymerase Chain Reaction 
(RT-PCR) assay for the detection of SARS-CoV-2, used as the reference method for this study. The performance of the OnSite COVID-19 Ag Rapid 
Test in this study is shown on the table below: 

RT-PCR Test (Reference) 
OnSite COVID-19 Ag Rapid Test Result 

Positive Negative Total 

Positive 60 5 65 

Negative 0 370 370 

Total 60 375 435 

Relative Sensitivity: 92.3% (95% CI: 83.0-97.5%); Relative Specificity: 100% (95% CI: 99.0-100%); Overall Agreement: 98.9% (95% CI: 97.3-99.6%) 

2. Analytical Performance 
2.1 Analytical Sensitivity (Limit of Detection, LoD) 
The LoD of the OnSite COVID-19 Ag Rapid Test was determined by evaluating a serial dilution of Gamma-Irradiated SARS-CoV-2 virus lysate (BEI 
Resources, NR-52287). Negative nasopharyngeal swab specimens were eluted in PBS and were combined and mixed thoroughly to create a clinical 
negative matrix pool to be used as the diluent. Inactivated SARS-CoV-2 virus lysate was diluted in this matrix to generate virus dilutions for testing. 
Each swab was spiked with 50 µL of each virus dilution, extracted with extraction buffer and tested according to the product IFU. The assay LoD was 
determined as the lowest concentration that was detected ≥ 95% of the time.  
The LoD of the OnSite COVID-19 Ag Rapid Test in natural nasopharyngeal swab matrix was determined to be 280 TCID50/mL. 

 
2.2 Analytical Specificity (Cross-Reactivity and Microbial Interference) 
The analytical specificity of the OnSite COVID-19 Ag Rapid Test was evaluated by testing commensal and pathogenic microorganisms that may be 
present in the nasal cavity. Each of the organisms was tested in triplicate in the absence or presence of 3X LoD inactivated SARS-CoV-2 virus lysate. 
No cross-reactivity (except SARS-coronavirus) or interference were seen with the following microorganisms when tested at the concentration 
presented in the table below: 

Potential Cross-Reactant Concentration  Cross-Reactivity (Yes/No) Interference (Yes/No) 
SARS-coronavirus NP antigen 25 µg/mL Yes (3/3 positive) No (3/3 positive) 
MERS-coronavirus NP antigen 25 µg/mL No (3/3 negative) No (3/3 positive) 

Human coronavirus HKU1 NP antigen 66 µg/mL No (3/3 negative) No (3/3 positive) 
Human coronavirus 229E 1.77×105 TCID50/mL No (3/3 negative) No (3/3 positive) 
Human coronavirus OC43 0.53×105 TCID50/mL No (3/3 negative) No (3/3 positive) 
Human coronavirus NL63 0.51×105 TCID50/mL No (3/3 negative) No (3/3 positive) 

Adenovirus 7×108 NIU/mL No (3/3 negative) No (3/3 positive) 
Human Metapneumovirus (hMPV) 0.76×104 TCID50/mL No (3/3 negative) No (3/3 positive) 

Parainfluenza virus 1 5.01×104 TCID50/mL No (3/3 negative) No (3/3 positive) 
Parainfluenza virus 2 1.6 x 105 TCID50/mL No (3/3 negative) No (3/3 positive) 
Parainfluenza virus 3 1.6 x 106 TCID50/mL No (3/3 negative) No (3/3 positive) 
Parainfluenza virus 4 1.15×105 TCID50/mL No (3/3 negative) No (3/3 positive) 

Influenza A NP antigen 180 µg/mL No (3/3 negative) No (3/3 positive) 
Influenza B NP antigen 200 µg/mL No (3/3 negative) No (3/3 positive) 

Enterovirus 2.8 x 105 TCID50/mL No (3/3 negative) No (3/3 positive) 
Respiratory syncytial virus 2.8 x 104 TCID50/mL No (3/3 negative) No (3/3 positive) 

Rhinovirus 2.2 x 105 PFU/mL No (3/3 negative) No (3/3 positive) 
Haemophilus influenzae 5.2 x 105 CFU/mL No (3/3 negative) No (3/3 positive) 

Streptococcus pneumoniae >2×103 CFU/mL No (3/3 negative) No (3/3 positive) 

Streptococcus pyogenes 3.6 x 105 CFU/mL No (3/3 negative) No (3/3 positive) 
Candida albicans 4.5×106 TCID50/mL No (3/3 negative) No (3/3 positive) 

Pooled human nasal wash – representative of 
normal respiratory microbial flora 100% No (3/3 negative) No (3/3 positive) 

Bordetella pertussis 1.95 x 107 CFU/mL No (3/3 negative) No (3/3 positive) 
Mycoplasma pneumoniae 4.4 x 105 CFU/mL No (3/3 negative) No (3/3 positive) 

Chlamydophila pneumoniae 1.4 x 107 IFU/mL No (3/3 negative) No (3/3 positive) 
Legionella pneumophila 7.8 x 105 CFU/mL No (3/3 negative) No (3/3 positive) 

Mycobacterium tuberculosis >2×103 CFU/mL No (3/3 negative) No (3/3 positive) 
Pneumocystis jirovecii (PJP) 3.45×106 CFU/mL No (3/3 negative) No (3/3 positive) 

Staphylococcus aureus 1.38×108 CFU/mL No (3/3 negative) No (3/3 positive) 
Staphylococcus epidermidis 9.27×107 CFU/mL No (3/3 negative) No (3/3 positive) 

3. Interfering Substances 
The following substances, naturally present in respiratory specimens or that may be artificially introduced into the nasal cavity or nasopharynx, were 
evaluated with the OnSite COVID-19 Ag Rapid Test at the concentrations listed in the following table and were found not to affect test performance: 

Interfering 
Substance Concentration Interference 

(Yes/No) Interfering Substance Concentration Interference 
(Yes/No) 

Whole Blood  1% No (5/5 negative) Diphenhydramine  77.4 μg/dL No (5/5 negative) 

Menthol  0.8 g/mL No (5/5 negative) Dextromethorphan  1.56 μg/dL No (5/5 negative) 

Saline  15% No (5/5 negative) Mucin protein  2.5 mg/mL No (5/5 negative) 

Acetylsalicylic Acid  3 mg/dL No (5/5 negative) OTC Nasal Drops (Phenylephrine)  15% No (5/5 negative) 

Zanamivir  282 ng/mL No (5/5 negative) OTC Nasal Gel (Sodium Chloride)  5% No (5/5 negative) 

Budesonide  0.63 μg/dL No (5/5 negative) OTC Nasal Spray (Fluconazole)  5% No (5/5 negative) 

Ribavirin  1 mg/mL No (5/5 negative) Throat Lozenge (Benzocaine, Menthol)  0.15% No (5/5 negative) 

Oseltamivir  2.2 μg/mL No (5/5 negative) Antibiotic, Nasal Ointment (Mupirocin)  0.25% No (5/5 negative) 

4. Hook Effect 
No high dose hook effect was observed when tested with up to a concentration of 2.8×106 TCID50/mL of inactivated SARS-CoV-2 virus lysate with 
the OnSite COVID-19 Ag Rapid Test. 

LIMITATIONS OF TEST 
1. The Assay Procedure and the Interpretation of Assay Result must be followed closely when testing for the presence of SARS-CoV-2 antigen in 

the swab specimen from individual subjects. For optimal test performance, proper sample collection is critical. Failure to follow the procedure 
may lead to inaccurate results. 

2. It is intended for use only by healthcare professionals or personnel trained in rapid test procedure. For in vitro diagnostic use only. 
3. The OnSite COVID-19 Ag Rapid Test is limited to the qualitative detection of SARS-CoV-2 antigen. The intensity of the test line does not have 

linear correlation with virus titer in the specimen. 
4. Sensitivity can differ with various strains of SARS-CoV-2 due to differences of antigen expression. Specimens might contain a new or non-

identified strain of SARS-CoV-2 that expresses varying amounts of antigen. 
5. A negative or non-reactive result for an individual subject indicates absence of detectable of SARS-CoV-2 antigen. However, a negative or non-

reactive result does not preclude the possibility of SARS-CoV-2 virus infection. 
6. A negative or non-reactive result can occur if the quantity of the SARS-CoV-2 virus (antigen) present in the specimen is below the detection limit 

of the assay, or if the virus detected was not present in the swab specimen sampled, or the viruses have undergone minor amino acid mutation 
in the epitope recognized by the antibody utilized in the test. 

7. The OnSite COVID-19 Ag Rapid Test detects both viable and non-viable SARS-CoV and SARS-CoV-2 antigens. Test performance depends on 
antigen loaded in the sample. A positive test does not rule out the possibility that other pathogens may be present.  

8. Performance of the OnSite COVID-19 Ag Rapid Test has been validated in specimens stored in multiple viral transport media (VTM). However, 
specimens stored in PBS or saline solutions should not be tested on the OnSite COVID-19 Ag Rapid Test. 

9. Performance of the test has not been established for monitoring antiviral treatment of SARS-CoV-2 infection. 
REFERENCES 
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RT-PCR-test (reference)
Resultat af OnSite COVID-19 Ag Rapid Test

Positiv Negativ I alt

Positiv 60 5 65

Negativ 0 370 370

I alt 60 375 435

Relativ sensitivitet: 92,3 % (95 % CI: 83,0-97,5 %). Relativ specificitet: 100 % (95 % CI: 99,0-100 %). Samlet overensstemmelse: 98,9 % 
(95 % CI: 97,3-99,6 %)

2. Analytisk præstation

2.1 Analytisk sensitivitet (Grænse for påvisning, LoD)

LoD for OnSite COVID-19 Ag Rapid Test blev bestemt ved at evaluere en serie fortyndinger af gammabestrålet SARS-CoV-2 viruslysat (BEI Resources, NR-
52287). Negative nasopharyngealpodningsprøver r blev ekstraheret i PBS og blev mixet og blandet grundigt for at skabe en klinisk negativ matrix-pool til brug 
som fortyndingsvæske. Inaktiveret SARS-CoV-2 viruslysat blev fortyndet i denne matrix for at generere virusfortyndinger til analyse. Hver podepind blev tilsat 
50 µL af hver virusfortynding, ekstraheret med ekstraktionsbuffer og testet i henhold til produktets brugsanvisning. Assayets LoD blev bestemt som den laveste 
koncentration, hvor ≥ 95 % af replikaterne blev påvist.

LoD for OnSite COVID-19 Ag Rapid Test i naturlig matrix med nasopharyngealpodningsprøver blev bestemt til at være 280 TCID50/ml.

2.2 Analytisk specificitet (krydsreaktivitet og mikrobiel interferens)

Den analytiske specificitet ved OnSite COVID-19 Ag Rapid Test blev evalueret ved at teste kommensale og patogene mikroorganismer, som kan være til 
stede i næsehulen. Hver af organismerne blev testet tredobbelt med eller uden 3X LoD inaktiveret SARS-CoV-2 viruslysat. Ingen krydsreaktioner (undtagen 
SARS-coronavirus) eller interferens blev konstateret med følgende mikroorganismer ved test med koncentrationen angivet i tabellen herunder:

Potentielt krydsreaktant Koncentration Krydsreaktivitet (Ja/Nej) Interferens (Ja/Nej)

Antigen mod SARS-coronavirus NP 25 µg/ml Ja (3/3 positiv) Nej (3/3 positiv)

Antigen mod MERS-coronavirus NP 25 µg/ml Nej (3/3 negativ) Nej (3/3 positiv)

Humant antigen mod HKU1 NP 66 µg/ml Nej (3/3 negativ) Nej (3/3 positiv)

Humant coronavirus 229E 1,77×105 TCID50/ml Nej (3/3 negativ) Nej (3/3 positiv)

Humant coronavirus OC43 0,53×105 TCID50/ml Nej (3/3 negativ) Nej (3/3 positiv)

Humant coronavirus NL63 0,51×105 TCID50/ml Nej (3/3 negativ) Nej (3/3 positiv)

Adenovirus 7×108 NIU/ml Nej (3/3 negativ) Nej (3/3 positiv)

Humant metapneumovirus (hMPV) 0,76×104 TCID50/ml Nej (3/3 negativ) Nej (3/3 positiv)

Parainfluenzavirus 1 5,01×104 TCID50/ml Nej (3/3 negativ) Nej (3/3 positiv)

Parainfluenzavirus 2 1,6 x 105 TCID50/ml Nej (3/3 negativ) Nej (3/3 positiv)

Parainfluenzavirus 3 1,6 x 106 TCID50/ml Nej (3/3 negativ) Nej (3/3 positiv)

Parainfluenzavirus 4 1,15×105 TCID50/ml Nej (3/3 negativ) Nej (3/3 positiv)

Antigen mod influenza A NP 180 µg/ml Nej (3/3 negativ) Nej (3/3 positiv)

Antigen mod influenza B NP 200 µg/ml Nej (3/3 negativ) Nej (3/3 positiv)

Enterovirus 2,8 x 105 TCID50/ml Nej (3/3 negativ) Nej (3/3 positiv)

Respiratorisk syncytialvirus 2,8 x 104 TCID50/ml Nej (3/3 negativ) Nej (3/3 positiv)

Rhinovirus 2,2 x 105 PFU/ml Nej (3/3 negativ) Nej (3/3 positiv)

Haemophilus influenzae 5,2 x 105 CFU/ml Nej (3/3 negativ) Nej (3/3 positiv)

Streptococcus pneumoniae >2×103 CFU/ml Nej (3/3 negativ) Nej (3/3 positiv)

Streptococcus pyogenes 3,6 x 105 CFU/ml Nej (3/3 negativ) Nej (3/3 positiv)

Candida albicans 4,5×106 TCID50/ml Nej (3/3 negativ) Nej (3/3 positiv)

Samlet human næseskyllevæske – repræsentativ  
for normal respiratorisk mikrobiel flora 100 % Nej (3/3 negativ) Nej (3/3 positiv)

Bordetella pertussis 1,95 x 107 CFU/ml Nej (3/3 negativ) Nej (3/3 positiv)

Mycoplasma pneumoniae 4,4 x 105 CFU/ml Nej (3/3 negativ) Nej (3/3 positiv)

Chlamydophila pneumoniae 1,4 x 107 IFU/ml Nej (3/3 negativ) Nej (3/3 positiv)

Legionella pneumophila 7,8 x 105 CFU/ml Nej (3/3 negativ) Nej (3/3 positiv)

Mycobacterium tuberculosis >2×103 CFU/ml Nej (3/3 negativ) Nej (3/3 positiv)

Pneumocystis jirovecii (PJP) 3,45×106 CFU/ml Nej (3/3 negativ) Nej (3/3 positiv)

Staphylococcus aureus 1,38×108 CFU/ml Nej (3/3 negativ) Nej (3/3 positiv)

Staphylococcus epidermidis 9,27×107 CFU/ml Nej (3/3 negativ) Nej (3/3 positiv)

3. Interfererende stoffer

Følgende stoffer, som findes naturligt i respiratoriske prøver, eller som kan indføres kunstigt i næsehulen eller næsesvælgrummet, blev evalueret med OnSite 
COVID-19 Ag Rapid Test ved de koncentrationer, som er anført i den følgende tabel, og blev påvist til ikke at påvirke testresultatet:

Interfererende stof Koncentration Interferens 
(Ja/Nej) Interfererende stof Koncentration Interferens 

(Ja/Nej)

Fuldblod 1 % Nej (5/5 negativ) Diphenhydramin 77,4 μg/dl Nej (5/5 negativ)

Menthol 0,8 g/ml Nej (5/5 negativ) Dextromethorphan 1,56 μg/dl Nej (5/5 negativ)

Salt 15 % Nej (5/5 negativ) Mucinprotein 2,5 mg/ml Nej (5/5 negativ)

Acetylsalicylsyre 3 mg/dl Nej (5/5 negativ) OTC næsedråber (Phenylephrin) 15 % Nej (5/5 negativ)

Zanamivir 282 ng/ml Nej (5/5 negativ) OTC næsegel (natriumklorid) 5 % Nej (5/5 negativ)

Budesonid 0,63 μg/dl Nej (5/5 negativ) OTC næsespray (Fluconazol) 5 % Nej (5/5 negativ)

Ribavirin 1 mg/ml Nej (5/5 negativ) Halssugetabletter (Benzocain, Menthol) 0,15 % Nej (5/5 negativ)

Oseltamivir 2,2 μg/ml Nej (5/5 negativ) Antibiotika, næsesalve (Mupirocin) 0,25 % Nej (5/5 negativ)

4. Hook Effect

Der er ikke observeret Hook Effect ved en koncentration på 2,8 x 106 TCID50/mL af inaktiveret SARS-CoV-2 viruslysat ved brug  
af OnSite COVID-19 Ag Rapid Test.

TESTBEGRÆNSNINGER

REFERENCER

1. Sørg for at overholde analyseproceduren og fortolkningen af analyseresultatet nøje under analyse for tilstedeværelse af immunstoffer  
 mod COVID-19 i podepindsprøver fra individuelle personer. Korrekt prøveindsamling er afgørende for optimal testydelse.  
 Hvis analyseproceduren ikke følges, kan det resultere i unøjagtige resultater.
2. Den er kun beregnet til anvendelse af professionelt sundhedspersonale. Kun til in vitro-diagnostisk brug.
3. OnSite COVID-19 Ag Rapid Test er begrænset til kvalitativ påvisning af antigen mod SARS-CoV-2. Intensiteten af testlinjen  
 har ingen lineær sammenhæng med virustiteren i prøven.
4. Sensitiviteten kan variere med forskellige stammer af SARS-CoV-2 på grund af forskelle i tilkendegivelsen af antigener.  
 Prøver kan indeholde en ny eller ikke identificeret stamme af SARS-CoV-2, som angiver forskellige mængder af antigen.
5. Et negativt eller ikke-reaktivt resultat for en individuel person angiver fravær af påviselige antigener specifikke for denne test.  
 Et negativt eller ikke-reaktivt resultat udelukker imidlertid ikke muligheden for infektion med SARS-CoV-2 virus.
6. Et negativt eller ikke-reaktivt resultat kan forekomme, hvis mængden af SARS-CoV-2 virus (antigen), som findes i prøven,  
 er under analysens påvisningsgrænse, eller hvis det påviste virus ikke fandtes i den indsamlede podepindsprøve, eller hvis  
 virusset har gennemgået en mindre aminosyremutation i epitopen genkendt af antistoffet anvendt i testen.
7. OnSite COVID-19 Ag Rapid Test registrerer både levedygtige og ikke-levedygtige antigener mod SARS-CoV og SARS-CoV-2. Testresultatet  
 afhænger af det antigen, der er tilstede i prøven. En positiv test udelukker ikke muligheden for, at der kan være andre patogener til stede.
8. OnSite COVID-19 Ag Rapid Test er valideret til at blive brugt på prøver, der er opbevaret i en række virale transport medier (VTM). Dog bør hverken PBS  
 eller saltvand blive brugt til at opbevare prøvemateriale i, der skal testes med OnSite COVID-19 Ag Rapid Test.
9. Testen kan ikke bruges til monitorering af antivirusbehandling mod SARS-CoV-2.

1. Navngivning af coronavirus-sygdommen (COVID-19) og den virus, som forårsager den. (n.d.). Hentet fra https://www.who.int/emergencies/diseases/ 
 novel- coronavirus-2019/technical-guidance/naming-the-coronavirus-disease-(covid-2019)-and-the-virus-that-causes-it.
2. “Hyppigt stillede spørgsmål – De Forenede Nationers Generalforsamling”. De Forenede Nationer, www.un.org/pga/75/coronavirus/faqs/.
3. Verdenssundhedsorganisationen. (2020). Råd om brugen af masker i samfundet, under hjemmepleje og i sundhedsplejeomgivelser i forbindelse  
 med COVID-19: overgangsvejledning, 19. marts 2020 (Nr. WHO/2019-nCoV/IPC_Masks/2020.2). Verdenssundhedsorganisationen.
4. Professionelt sundhedspersonale: Ofte stillede spørgsmål og svar. (2020, 22. marts). Hentet fra https://www.cdc.gov/coronavirus/2019- ncov/hcp/faq.html.
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f. To verify a higher than expected frequency of positive or negative results. 
g. To investigate the cause of repeated invalid results. 

INTERPRETATION OF ASSAY RESULT 
1. NEGATIVE RESULT: If only the C line develops, the test indicates no detectable SARS-CoV-2 virus (antigen) is present in the specimen. 

The result is negative or non-reactive. 
 
 
 
 
 
2. POSITIVE RESULT: If both the C line and Ag line develop, SARS-CoV or SARS-CoV-2 virus (antigen) is present in the specimen. The result 

is positive or reactive. Some specimens might produce a faint band, but every visible test line band indicates a positive result independently 
of the band  intensity. 
 
 
 
  

3. INVALID: If no C line develops, the assay is invalid regardless of color development on the Ag line. Repeat the assay with a new device.  

 
 
 

PERFORMANCE CHARACTERISTICS 
1. Clinical Performance 
Clinical performance of the OnSite COVID-19 Ag Rapid Test was evaluated at three clinical sites (Colombia, China, and India) in nasopharyngeal 
(NP) swabs specimens collected from subjects suspected of COVID-19 and from healthy individuals. Two NP swabs were collected from each subject, 
one for testing by the OnSite COVID-19 Ag Rapid Test and the other one for testing by commercially available real-time Polymerase Chain Reaction 
(RT-PCR) assay for the detection of SARS-CoV-2, used as the reference method for this study. The performance of the OnSite COVID-19 Ag Rapid 
Test in this study is shown on the table below: 

RT-PCR Test (Reference) 
OnSite COVID-19 Ag Rapid Test Result 

Positive Negative Total 

Positive 60 5 65 

Negative 0 370 370 

Total 60 375 435 

Relative Sensitivity: 92.3% (95% CI: 83.0-97.5%); Relative Specificity: 100% (95% CI: 99.0-100%); Overall Agreement: 98.9% (95% CI: 97.3-99.6%) 

2. Analytical Performance 
2.1 Analytical Sensitivity (Limit of Detection, LoD) 
The LoD of the OnSite COVID-19 Ag Rapid Test was determined by evaluating a serial dilution of Gamma-Irradiated SARS-CoV-2 virus lysate (BEI 
Resources, NR-52287). Negative nasopharyngeal swab specimens were eluted in PBS and were combined and mixed thoroughly to create a clinical 
negative matrix pool to be used as the diluent. Inactivated SARS-CoV-2 virus lysate was diluted in this matrix to generate virus dilutions for testing. 
Each swab was spiked with 50 µL of each virus dilution, extracted with extraction buffer and tested according to the product IFU. The assay LoD was 
determined as the lowest concentration that was detected ≥ 95% of the time.  
The LoD of the OnSite COVID-19 Ag Rapid Test in natural nasopharyngeal swab matrix was determined to be 280 TCID50/mL. 

 
2.2 Analytical Specificity (Cross-Reactivity and Microbial Interference) 
The analytical specificity of the OnSite COVID-19 Ag Rapid Test was evaluated by testing commensal and pathogenic microorganisms that may be 
present in the nasal cavity. Each of the organisms was tested in triplicate in the absence or presence of 3X LoD inactivated SARS-CoV-2 virus lysate. 
No cross-reactivity (except SARS-coronavirus) or interference were seen with the following microorganisms when tested at the concentration 
presented in the table below: 

Potential Cross-Reactant Concentration  Cross-Reactivity (Yes/No) Interference (Yes/No) 
SARS-coronavirus NP antigen 25 µg/mL Yes (3/3 positive) No (3/3 positive) 
MERS-coronavirus NP antigen 25 µg/mL No (3/3 negative) No (3/3 positive) 

Human coronavirus HKU1 NP antigen 66 µg/mL No (3/3 negative) No (3/3 positive) 
Human coronavirus 229E 1.77×105 TCID50/mL No (3/3 negative) No (3/3 positive) 
Human coronavirus OC43 0.53×105 TCID50/mL No (3/3 negative) No (3/3 positive) 
Human coronavirus NL63 0.51×105 TCID50/mL No (3/3 negative) No (3/3 positive) 

Adenovirus 7×108 NIU/mL No (3/3 negative) No (3/3 positive) 
Human Metapneumovirus (hMPV) 0.76×104 TCID50/mL No (3/3 negative) No (3/3 positive) 

Parainfluenza virus 1 5.01×104 TCID50/mL No (3/3 negative) No (3/3 positive) 
Parainfluenza virus 2 1.6 x 105 TCID50/mL No (3/3 negative) No (3/3 positive) 
Parainfluenza virus 3 1.6 x 106 TCID50/mL No (3/3 negative) No (3/3 positive) 
Parainfluenza virus 4 1.15×105 TCID50/mL No (3/3 negative) No (3/3 positive) 

Influenza A NP antigen 180 µg/mL No (3/3 negative) No (3/3 positive) 
Influenza B NP antigen 200 µg/mL No (3/3 negative) No (3/3 positive) 

Enterovirus 2.8 x 105 TCID50/mL No (3/3 negative) No (3/3 positive) 
Respiratory syncytial virus 2.8 x 104 TCID50/mL No (3/3 negative) No (3/3 positive) 

Rhinovirus 2.2 x 105 PFU/mL No (3/3 negative) No (3/3 positive) 
Haemophilus influenzae 5.2 x 105 CFU/mL No (3/3 negative) No (3/3 positive) 

Streptococcus pneumoniae >2×103 CFU/mL No (3/3 negative) No (3/3 positive) 

Streptococcus pyogenes 3.6 x 105 CFU/mL No (3/3 negative) No (3/3 positive) 
Candida albicans 4.5×106 TCID50/mL No (3/3 negative) No (3/3 positive) 

Pooled human nasal wash – representative of 
normal respiratory microbial flora 100% No (3/3 negative) No (3/3 positive) 

Bordetella pertussis 1.95 x 107 CFU/mL No (3/3 negative) No (3/3 positive) 
Mycoplasma pneumoniae 4.4 x 105 CFU/mL No (3/3 negative) No (3/3 positive) 

Chlamydophila pneumoniae 1.4 x 107 IFU/mL No (3/3 negative) No (3/3 positive) 
Legionella pneumophila 7.8 x 105 CFU/mL No (3/3 negative) No (3/3 positive) 

Mycobacterium tuberculosis >2×103 CFU/mL No (3/3 negative) No (3/3 positive) 
Pneumocystis jirovecii (PJP) 3.45×106 CFU/mL No (3/3 negative) No (3/3 positive) 

Staphylococcus aureus 1.38×108 CFU/mL No (3/3 negative) No (3/3 positive) 
Staphylococcus epidermidis 9.27×107 CFU/mL No (3/3 negative) No (3/3 positive) 

3. Interfering Substances 
The following substances, naturally present in respiratory specimens or that may be artificially introduced into the nasal cavity or nasopharynx, were 
evaluated with the OnSite COVID-19 Ag Rapid Test at the concentrations listed in the following table and were found not to affect test performance: 

Interfering 
Substance Concentration Interference 

(Yes/No) Interfering Substance Concentration Interference 
(Yes/No) 

Whole Blood  1% No (5/5 negative) Diphenhydramine  77.4 μg/dL No (5/5 negative) 

Menthol  0.8 g/mL No (5/5 negative) Dextromethorphan  1.56 μg/dL No (5/5 negative) 

Saline  15% No (5/5 negative) Mucin protein  2.5 mg/mL No (5/5 negative) 

Acetylsalicylic Acid  3 mg/dL No (5/5 negative) OTC Nasal Drops (Phenylephrine)  15% No (5/5 negative) 

Zanamivir  282 ng/mL No (5/5 negative) OTC Nasal Gel (Sodium Chloride)  5% No (5/5 negative) 

Budesonide  0.63 μg/dL No (5/5 negative) OTC Nasal Spray (Fluconazole)  5% No (5/5 negative) 

Ribavirin  1 mg/mL No (5/5 negative) Throat Lozenge (Benzocaine, Menthol)  0.15% No (5/5 negative) 

Oseltamivir  2.2 μg/mL No (5/5 negative) Antibiotic, Nasal Ointment (Mupirocin)  0.25% No (5/5 negative) 

4. Hook Effect 
No high dose hook effect was observed when tested with up to a concentration of 2.8×106 TCID50/mL of inactivated SARS-CoV-2 virus lysate with 
the OnSite COVID-19 Ag Rapid Test. 

LIMITATIONS OF TEST 
1. The Assay Procedure and the Interpretation of Assay Result must be followed closely when testing for the presence of SARS-CoV-2 antigen in 

the swab specimen from individual subjects. For optimal test performance, proper sample collection is critical. Failure to follow the procedure 
may lead to inaccurate results. 

2. It is intended for use only by healthcare professionals or personnel trained in rapid test procedure. For in vitro diagnostic use only. 
3. The OnSite COVID-19 Ag Rapid Test is limited to the qualitative detection of SARS-CoV-2 antigen. The intensity of the test line does not have 

linear correlation with virus titer in the specimen. 
4. Sensitivity can differ with various strains of SARS-CoV-2 due to differences of antigen expression. Specimens might contain a new or non-

identified strain of SARS-CoV-2 that expresses varying amounts of antigen. 
5. A negative or non-reactive result for an individual subject indicates absence of detectable of SARS-CoV-2 antigen. However, a negative or non-

reactive result does not preclude the possibility of SARS-CoV-2 virus infection. 
6. A negative or non-reactive result can occur if the quantity of the SARS-CoV-2 virus (antigen) present in the specimen is below the detection limit 

of the assay, or if the virus detected was not present in the swab specimen sampled, or the viruses have undergone minor amino acid mutation 
in the epitope recognized by the antibody utilized in the test. 

7. The OnSite COVID-19 Ag Rapid Test detects both viable and non-viable SARS-CoV and SARS-CoV-2 antigens. Test performance depends on 
antigen loaded in the sample. A positive test does not rule out the possibility that other pathogens may be present.  

8. Performance of the OnSite COVID-19 Ag Rapid Test has been validated in specimens stored in multiple viral transport media (VTM). However, 
specimens stored in PBS or saline solutions should not be tested on the OnSite COVID-19 Ag Rapid Test. 

9. Performance of the test has not been established for monitoring antiviral treatment of SARS-CoV-2 infection. 
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