
INTENDED USE
The INDICAID™ COVID-19 Rapid Antigen Self-Test is a lateral flow immunoassay 
intended for the qualitative detection of SARS-CoV-2 nucleocapsid protein 
antigen from individuals with or without symptoms or other epidemiological 
reasons to suspect COVID-19. The test is intended for non-prescription home use 
with self-collected direct anterior nasal swab samples from individuals aged 14 
years or older or adult-collected anterior nasal samples from individuals aged 2 
years or older.

SUMMARY
The SARS-CoV-2 (novel coronavirus) belongs to the β genus. COVID-19 is an acute 
respiratory infectious disease caused by infection with SARS-CoV-2. Currently 
patients infected by SARS-COV-2 are the main source of infection, where both 
symptomatic and asymptomatic individuals can infect others. Based on the 
current epidemiological investigation, the incubation period is 1 to 14 days, mostly 
3 to 7 days. Common symptoms may include fever, fatigue, cough, body aches, 
loss of taste and smell, shortness of breath, headaches, sore throat, and runny 
nose. 

TEST PRINCIPLE
The INDICAID™ COVID-19 Rapid Antigen Self-Test is a lateral flow immunoassay 
that uses highly sensitive antibodies to detect SARS-CoV-2 antigens from nasal 
and nasopharyngeal swab samples. The test line (T) region contains monoclonal 
anti-SARS-CoV-2 antibodies and the control line (C) region contains the control 
antibody. Monoclonal anti-SARS-CoV-2 antibodies conjugated with red latex 
microspheres are used to detect the SARS-CoV-2 antigen.

During the test, the sample swab is placed in a buffer solution vial. The buffer 
solution is then applied to the sample well of the test device. If SARS-CoV-2 
antigen is present, it will bind to the antibody-latex microsphere conjugate 
forming an immunocomplex. The immunocomplex will then travel across the 
strip and bind to the SARS-CoV-2 antibodies at the test line (T), forming a visible 
red line to indicate detection of antigen. If SARS-CoV-2 antigens are not present, 
no color will appear at the test line (T).

The control line (C) is used for procedural control and should appear red 
regardless of the test result to ensure the test is performing properly. 

KIT CONTENTS

NOTE: This product comes in a 2-test, 4-test, 12-test, or 24-test format. The 
number of items supplied in the kit will vary depending on which kit was 
purchased.

A timer is required to perform the test and is not included in the test kit. Do not 
begin if you do not have at least 25 minutes available to focus on performing the test. 
Before you begin, wash your hands for at least 20 seconds and then dry your hands. 
Perform the test indoors, at room temperature on a clean, flat surface.

STORAGE AND STABILITY
• The INDICAID™ COVID-19 Rapid Antigen Self-Test should be stored in a cool, dry 

place between 2-30°C (35.6-86°F). Do not freeze. Avoid direct sunlight. 
• Kit components in the INDICAID™ COVID-19 Rapid Antigen Self-Test are stable 

until the expiration date printed on the label. 
• The test device must remain in the sealed foil pouch until use. Once the 

pouch has been opened, the test device should be used within 60 minutes. 

WARNINGS PRECAUTIONS AND SAFETY INFORMATION
• Leave test kit sealed in its pouch until just before use. Once opened, the test kit 

should be used within 60 minutes.
• Do not touch swab tip.
• To ensure correct results, you must follow the instructions for use.
• Use only the contents provided in the test kit.
• Test components are single use. Do not re-use.
• Do not use this test kit beyond its expiration date.
• Keep testing kit and kit components away from children and pets before and 

after use. Avoid contact with your skin, eyes, nose, or mouth. Do not ingest any 
kit components. The reagent solution contains harmful chemicals. If contact to 
the body occurs, flush with copious amount of water.

• Do not use the test on children under 2 years of age.
• Children aged 2 to 13 years of age should be tested by an adult.
• Wear a safety mask or other face covering when collecting specimen from a 

child or another individual.
• False negative test results may occur if a specimen is incorrectly collected or 

handled.
• Do not use the test kit if the pouch is damaged or the seal is broken.

TEST LIMITATIONS 
• False negative results may occur if specimen is improperly collected or handled. 
• The amount of antigen in a sample may decrease as the duration of illness 

increases. Specimens collected after seven days are more likely to be negative 
compared to RT-PCR.

• A confirmed diagnosis should only be made by a healthcare professional after 
all clinical and laboratory findings have been evaluated.

• The control line (C) only indicates that the reagents have properly migrated 
up the test device. The control line does not indicate that an adequate human 
sample was added to the test device. 

• Negative results do not rule out COVID-19, should be treated as presumptive. 
If symptoms continue, you should repeat the test after 1-2 days, as the 
coronavirus may not be detectable in the very early phases of infection. You are 
also advised to continue following local guidelines and consult your doctor.

• Negative test results are not indicative of the presence/absence of other viral or 
bacterial pathogens. 

• This test is not intended for disease monitoring.
• Positive test results do not differentiate between SARS-CoV-2 and SARS-CoV. 
• Positive test results do not rule out co-infection with other pathogens. 
• Failure to follow the instructions for use may adversely affect test 

performance and/or invalidate the test result. 

FREQUENTLY ASKED QUESTIONS
Will this test hurt?
No. The nasal swab is not sharp and it should not hurt. Sometimes the swab can 
feel slightly uncomfortable. If you feel pain, please stop the test and seek advice 
from a healthcare provider. 

What is COVID-19?
COVID-19 is caused by the SARS-CoV-2 virus which is a new virus in humans 
causing a contagious respiratory illness. COVID-19 can present with a mild 
to severe illness, although some people infected with COVID-19 may have no 
symptoms at all. Older adults and people of any age who have underlying 
medical conditions have a higher risk of severe illness from COVID-19. Serious 
outcomes of COVID-19 include hospitalization and death. The SARS-CoV-2 virus 
can be spread to others not just while one is sick, but even before a person shows 
signs or symptoms of being sick (e.g., fever, coughing, difficulty breathing, etc.).

What are the known and potential risks and benefits of the test?
Potential risks include:

• Possible discomfort during sample collection.
• Possible incorrect results (see Warnings and Result Interpretation sections for 

more information).
Benefits include:

• The results, along with other information, can help you and your healthcare 
provider make informed recommendations about your care.

• The results of this test may help limit the potential spread of COVID-19 to 
your family and others in your community.

What is the difference between an antigen and molecular test? 
There are different kinds of tests for the virus that causes COVID-19. Molecular 
tests detect genetic material from the virus. Antigen Self-Tests, such as the 
INDICAID™ COVID-19 Rapid Antigen Self-Test, detects proteins from the virus. 
Antigen Self-Tests are very specific for the SARS-CoV-2 virus but are not as 
sensitive as molecular tests. This means that a positive result is highly accurate, 
but a negative result does not rule out infection. If your test result is negative, 
you should discuss with your healthcare provider whether an additional test is 
necessary and if you should continue isolating at home. There is a higher chance 
of false negative results with Antigen Self-Tests than with laboratory-based 
molecular test. This means that there is a higher chance this test will give you a 
negative result when you have COVID-19 than a molecular test would.
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How accurate is this test?
The INDICAID™ COVID-19 Rapid Antigen Self-Test was evaluated in a study 
performed by 580 subjects, 110 positive and 470 negative samples. The test 
demonstrated a sensitivity of 99.1% and specificity of >99% when compared to  
RT-PCR reference method that meets EU CE standards.

INDICAID™ COVID-19  
Rapid Antigen Self-Test

Comparator Method

Positive Negative Total

Positive 109 0 109

Negative 1 470 471

Total 110 470 580

Sensitivity 99.1% (95% CI: 95.0% - 99.8%)

Specificity  >99% (95% CI: 99.2% - 100.0%)

Overall Predictive Agreement 99.8% (95% CI: 99.0% - 100.0%)

What is the Detection Limit?
The confirmed limit for detection for the INDICAID™ COVID-19 Antigen Self-Test is 
2.8 X 103 TCID50 /mL.

Which interferences can occur?
The following potential interfering substances at the stated concentrations have 
no effect on the test.

Test Result

Potential Interferent Test  
Concentration

(+) SARS-CoV-2 
(3x LoD)

(-) SARS-CoV-2

Whole blood 4% v/v Positive Negative

Mucin 0.5% w/v Positive Negative

Chloraspetic (Menthol/Benozocaine) 1.5 mg/mL Positive Negative

Naso GEL (NeilMed) 5% v/v Positive Negative

CVS Nasal Drops (Phenylephrine) 15% v/v Positive Negative

NasalCrom (Cromolyn) 15% v/v Positive Negative

Afrin (Oxymetazoline) 15% v/v Positive Negative

Zicam (Zincum gluconium) 5% w/v Positive Negative

Homeopathic (alkalol) 10% v/v Positive Negative

Sore Throat Phenol Spray 15% v/v Positive Negative

Tobramycin 4 μg/mL Positive Negative

Mupirocin 10 mg/mL Positive Negative

Fluticasone Propionate (Flonase) 5% v/v Positive Negative

Tamiflu (Oseltamivir Phosphate) 5 mg/mL Positive Negative

Which cross-reactivities can occur?
No cross-reactivity or microbial interference was observed for the INDICAID™ 
COVID-19 Rapid Antigen Self-Test. The following cross-reactants and 
microorganisms were evaluated:

Type Potential Cross-reactant Test Concentration

Bacteria

Bordetella Pertussis A639 1.0 x 106 CFU/mL

Chlamydia Pneumoniae 1.0 x 106 IFU/mL

Haemophilus Influenzae 1.0 x 106 CFU/mL

Legionella Pneumophila 1.0 x 106 CFU/mL

Mycoplasma Pneumoniae 1.0 x 106 CFU/mL

Streptococcus Pneumoniae 1.0 x 106 CFU/mL

Streptococcus Pyrogenes 1.0 x 106 CFU/mL

Staphylococcus Aureus 1.0 x 106 CFU/mL

Staphylococcus Epidermidis 1.0 x 106 CFU/mL

Virus

Human Coronavirus 229E 1.0 x 105 TCID50/mL

Human Coronavirus OC43 1.0 x 105 TCID50/mL

Human Coronavirus NL63 1.0 x 105 TCID50/mL

Adenovirus 1.0 x 105 TCID50/mL

Human Metapneumovirus (hMPV) 1.0 x 105 TCID50/mL

Influenza A 1.0 x 105 TCID50/mL

Influenza B 1.0 x 105 TCID50/mL

Rhinovirus 1.0 x 105 TCID50/mL

Parainfluenza Virus Type 1 1.0 x 105 TCID50/mL

Parainfluenza Virus Type 2 1.0 x 105 TCID50/mL

Parainfluenza Virus Type 3 1.0 x 105 TCID50/mL

Parainfluenza Virus Type 4 1.0 x 105 TCID50/mL

Enterovirus Type 68 1.0 x 105 TCID50/mL

Respiratory Syncytial Virus Type A 1.0 x 105 TCID50/mL

Respiratory Syncytial Virus Type B 1.0 x 105 TCID50/mL

MERS-Coronavirus 1.0 x 105 TCID50/mL

EXPLANATION OF SYMBOLS

Nasal swab Manufacturer

Yeast Candida Albicans 1.0 x 106 CFU/mL

Other Pooled Human Nasal Wash 100%

What if I have a positive test result?
A positive result means that, it is very likely that you have COVID-19 because 
proteins from the virus that causes COVID-19 were found in your sample. You 
should self-isolate from others and contact healthcare provider for medical 
advice about your positive result. Your healthcare provider will work with you to 
determine how best to care for you based on your test result(s), medical history, 
and symptoms.

What if I have a negative test result?
A negative test result indicates that antigens from the virus that causes COVID-19 
was not found in your sample. If you have symptoms, you likely do not have 
COVID-19. If you do not have symptoms and you receive a second negative result 
24 to 48 hours after your first negative result, then you are likely not infected with 
COVID-19. However, negative results do not rule out SARS-CoV-2 infection. It is 
possible for this test to give a negative result that is incorrect (false negative) in 
some people with COVID-19. This means you could possibly still have COVID-19 
even though the test is negative. For example, you may get a false negative 
result if you did not perform the test correctly or if the level of antigen from the 
virus causing COVID-19 was below the test limits. The amount of antigen in a 
sample may decrease the longer you have symptoms of infection. If you test 
negative and continue to experience COVID-19 like symptoms of fever, cough 
and/or shortness of breath, you should seek follow up care with your healthcare 
provider. Your healthcare provider will consider the test result together with all 
other aspects of your medical history (such as symptoms, possible exposures, and 
geographical location of places you have recently traveled) in deciding how to 
care for you.

It is important that you should work with your healthcare provider to help you 
understand the next steps you should take.

What does invalid test result mean?
An invalid result means the test was not able to tell if you have COVID-19 or not.  
If the test is invalid, new swab should be used to collect a new nasal specimen 
and the test should be run again, using a new test and buffer vial.
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WHAT YOU NEED TO KNOW BEFORE YOU START
• This test aids in the clinical diagnosis of COVID-19, but it should not be the only guide to manage illness. Please consult a healthcare 

professional if your symptoms persist or worsen.
• This test kit is for testing for current infection only and cannot tell if you have had a COVID-19 infection in the past.
• You must follow the test directions carefully to get an accurate result. Read User Instructions carefully before starting the test.
• If you have symptoms of COVID-19, you can use a single test.
• If you do not have symptoms of COVID-19, you will need at least two tests per person.
• Make sure you have enough time to complete the entire testing process. It takes approximately 25 minutes to complete the process 

once you begin.
• This kit should not be used on children under 2 years of age. In children ages 2-13, the nasal swab sample must be collected and tested 

by an adult (18+ years old).
• Always wear a protective mask or other face-covering when collecting nasal swab samples from anyone, whether a child or an adult.

Gather your supplies
• Check the expiration date on the 

outside of the product box.
• Remove 1 swab, 1 test device 

pouch, and 1 buffer solution vial.
• Make sure you have a timer (that 

can time 20 minutes). The test kit 
does not come with one.

Performing Your Test

Interpreting Your Results
• Results should be considered in the context of an individual’s recent exposures, history, 

and the presence of clinical signs and symptoms consistent with COVID-19. 
• Read your results in a well-lit area.
• Look for lines next to the ‘C’ (Control) and the ‘T’ (Test) areas on the test device.  

Use the table below to interpret what you see.
• Report your test results to your healthcare provider to receive appropriate medical care.
• If you have symptoms of COVID-19, you can use a single test.
• If you do not have symptoms of COVID-19, you will need at least two tests per person.

POSITIVE TEST RESULT
A positive test result means that the virus that causes COVID-19 was detected in  
your sample and it is very likely you have COVID-19 and are contagious. Please contact your 
doctor/primary care physician or your local health authority immediately and adhere to 
the local guidelines regarding self-isolation. There is a very small chance that this test 
can give a positive result that is incorrect (a false positive). Your healthcare provider will 
work with you to determine how best to care for you based on your test results along 
with medical history and your symptoms.

NEGATIVE TEST RESULT
A negative test result indicates that antigens from the virus that causes COVID-19 
were not detected from the specimen. A negative result does not rule out COVID-19. 
There is higher chance of false negative results with Antigen Self-Tests than with 
laboratory-based molecular tests. This means that there is higher chance this test will 
give you a negative result when you have COVID-19. If you test negative and continue 
to experience COVID-19 like symptoms of fever, cough, and/or shortness of breath you 
should seek follow up care with your healthcare provider.

INVALID TEST RESULT

If the control (C) line is visible, but the test (T) line is not 
visible, the test is negative.

No red-colored line next to the “C” means the test is invalid.  
Re-test with a new swab and a new test device.

Wash your hands 
thoroughly for at least 20 
seconds before and after 
testing

20
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Note: 
Your test kit box may contain 
more than one test kit
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Remove nasal swab from  
its pouch
• To keep the swab sterile, avoid 

touching the soft tip onto any 
surface. Only remove the swab 
from its pouch once the test is 
ready to be performed.

4

Dispose of used test kit 
materials
• Dispose of all used test kit 

components and swab samples in 
a trash receptacle.

• Do not flush or pour test liquids 
down the drain.
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Collect nasal swab sample from both nostrils using  
same swab
• Gently insert the swab tip into one nostril (no more than 2cm). You do 

not need to go deep. Refer to diagram.
• Using firm pressure, slowly rotate the swab in a circular path against the 

inside wall of the nostril. Make at least 4 big circles.
• Repeat in the second nostril using the same swab.
• With children, the maximum depth of insertion into the nostril may be 

no more than 2cm, and you may need to have a second person hold the 
child’s head while swabbing.

2cm

5 1st Nostril

x4

2nd Nostril

x4

Same 
Swab

Release sample into buffer 
solution vial
• Immediately place the nasal swab 

into the buffer solution vial. Tilt 
the vial to make sure that the 
swab tip (soft end) is thoroughly 
soaked and immersed in the 
buffer solution.

• Twist the swab back and forth 20 
times in the buffer solution. 

• Before taking out, press and roll 
the swab tip against the inner wall 
of the vial to remove any excess 
solution.

• Properly dispose of the used swab 
in a trash receptacle.
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x20Tilt

If a control (C) line and a test (T) line are visible, the test is 
positive. Any faint visible red test (T) line with the control line 
(C) should be read as positive.
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Cap the vial and expose 
dropper tip
• Tightly cap the buffer solution vial 

with the vial cap.
• Remove the purple part of the 

cap from the vial to expose the 
dropper tip.

• Avoid touching the dropper tip 
with your finger.
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Add buffer solution to test 
device
• Open the test device pouch and 

place the test device on a flat 
surface.

• Locate the sample well (S) on the 
test device.

• Slowly squeeze 3 drops of the 
Buffer Solution into the sample 
well.

T

T
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3 drops

Remove entire buffer 
solution vial cap 
• Twist off the entire cap (purple & 

white parts together) from the 
buffer solution vial.

• Place vial and cap on a flat 
surface.

3
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QUICK REFERENCE GUIDE

Take these next steps
Please consult your healthcare provider to discuss your positive test result. You should 
self-isolate at home to stop spreading the virus to others.

Take these next steps
If you develop COVID-19 symptoms or your symptoms become severe, seek medical 
attention immediately. If you have no symptoms OR if this is the first test in a serial 
testing program, a second test must be done between 24 and 48 hours after the first 
test.

Take these next steps
Collect a new nasal swab sample and repeat the test with a new INDICAID™ COVID-19 
Rapid Antigen Self-Test. If you develop COVID-19 symptoms or your symptoms become 
severe, seek medical attention immediately.

Let test device sit for 20 
minutes and read test 
results
• Start a timer for 20 minutes. 
• Leave the test device on a table 

or flat surface until the timer goes 
off.

• Read your test results 
immediately at 20 minutes.
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20
mins

Swabbing the nostrils is critical 
for obtaining an accurate 
result. If you do not swab your 
nose, the test will produce a 
false negative result.

Do NOT read the results if it has 
been longer than 25 minutes from 
when the vial solution has been 
added to the sample well, as the test 
will have an inaccurate outcome.

Look very closely! The color intensity in the 
“T” area can vary. Any faint line right next to 
the “T” should be considered positive.

If there is no red line next to the “C”, the 
result is invalid regardless of whether there is 
a red-colored line next to the “T”.
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Suitable for ages 2+ years 
Must be 14+ to use kit unsupervised

30ºC

2ºC
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