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R APID SARS - CoV-2 ANTIGEN TEST
Mass Screening capability - MHRA Registered

The new Excalibur Rapid SARS-CoV-2 Antigen Test Kit.
• Lower viral load infections detected within 15 minutes.
• Comprehensively validated in over 12,000 symptomatic and asymptomatic samples and settings.
• Designed and developed in Cambridge, UK.
• Rigorously tested – following UK Government protocols – by leading university research laboratories.
• Excalibur UK and its partner Xiamen Boson can manufacture over 3 million kits per day.
• The test is CE-marked and MHRA-registered in the UK.

Rapid SARS-CoV-2 Antigen Screening Test -
A significant step forward in mass screening for COVID-19

As a leading UK-based provider of high-quality medical products and services worldwide, Excalibur are delighted to 
announce that the Rapid SARS-CoV-2 Antigen Screening test is the first lateral flow antigen test to receive regulatory 
approval for use in mass screening for COVID-19 in asymptomatic, pre-symptomatic and symptomatic populations.

The UK Government regulator, the Medicines & Healthcare Products Regulatory Agency (MHRA), has registered 
   the Excalibur Rapid SARS-CoV-2 test and it can be deployed for widespread mass screening of populations to 
        rapidly track down infectious individuals capable of spreading the disease.

Excalibur are extremely proud to have developed at their laboratory in 
Cambridge, what is widely recognised as a precise and fast

SARS-CoV-2 Antigen lateral flow testing kits.
It has already been extensively trialled and shown to deliver

accurate results within minutes*.
* Results must be taken within 15 – 20 minutes and not after 20 minutes.



Professor Sir Christopher Evans, OBE

Chairman, Excalibur Healthcare Services

www.excaliburhealth.co.uk
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R APID SARS - CoV-2 ANTIGEN TEST

The test demonstrated consistently excellent results when tested independently by Liverpool School of Tropical 
Medicine, Imperial College, London; a world leading pharmaceutical company; and by Boson Diagnostics, China, in 
collaboration with the renowned National Pathogen Culture Library of Korean Pathogen Resources (NCCP).

The Excalibur test can be used with complete confidence in a wide range of everyday settings and will help organisa-
tions and businesses operate with the knowledge that their personnel are not infectious at the time of testing. It is 
fast, accurate, dependable, and affordable and will screen out any highly infectious people quickly and reliably.

Excalibur are proud to say that 
their test can now play a key role 

in helping us all combat the 
spread of coronavirus.
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R APID SARS - CoV-2 ANTIGEN TESTTHE
VERDICT

We apply this test every day to every visitor, patient, and staff member without fail. It is very easy to use, 
produces positive results sometimes within 2-3 minutes [*] and is always extremely reliable and accurate. 
We have a great confidence in this excellent test, and it is relatively inexpensive for what it does.

Our hospital has purchased thousands of tests from Excalibur to test staff and visitors across the site. We 
are using them as the first line of defence as per government guidelines. They have already proved their 
worth in picking out a number of asymptomatic positive Covid visitors. The tests are very reliable, easy to 
use and robust. I would highly recommend them in any setting where safety is  a concern.

We have evaluated the Excalibur test in our laboratories and found the test to have high analytical 
sensitivity and specificity. The importance of mass screening for COVID-19 cannot be underestimated, 
as we saw in the trial in Liverpool which resulted in Liverpool being moved down to Tier 2 in November. 
Deploying tests, such as this one developed by Excalibur, in populations to screen for asymptomatic 
infectious subjects will not only help reduce infection but could also produce significant amounts of 
clinical data which will help in the continuing fight against the virus. We look forward to evaluating that 
data with Excalibur.

We have bought thousands of Excalibur Rapid Antigen tests and are extremely impressed. We found 
individuals with no symptoms who showed up as highly infectious and been able to retire these people 
from mixing with other team members within a matter of minutes of showing positive. These are excellent 
and invaluable screening tools developed by Excalibur – use them and stay safe.

Professor Janet Hemingway of the Liverpool School of Tropical Medicine.

Theo Paphitis, owner of Ryman and hardware retailer, Robert Dyas, and former judge in Dragon’s Den.

Jason Davies, acting managing director of Royal Buckinghamshire Hospital.

Dr Conal Perrett, a leading UK dermatologist & founder of 18 Week Support, which provides 
clinicians to support the NHS.

* Results must be taken within 15 – 20 
minutes and not after 20 minutes.
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R APID SARS - CoV-2 ANTIGEN TESTMHRA REGISTERED 
DOCUMENTATION

Certificate Reference: 2021011102190503/1

Ordered on: 13/01/2021

Directive/Regulation: in vitro diagnostic Medical Devices Directive 98/79/EC

Manufacturer Name: Excalibur Healthcare Services Ltd.

CFS Expiry Date: 13/01/2026

End of Schedule. No additional information past this point.

# Medical Device Name Model

1 RAPID SARS-COV-2 ANTIGEN SCREENING TEST CARD Lateral Flow Device

2 RAPID SARS-COV-2 ANTIGEN TEST CARD Lateral Flow Device
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R APID SARS - CoV-2 ANTIGEN TESTMHRA REGISTERED 
DOCUMENTATION



RAPID SARS-COV-2 ANTIGEN SCREENING TEST CARD
FOR THE QUALITATIVE ASSESSMENT OF SARS-COV-2 VIRUS ANTIGEN IN
NASOPHARYNGEAL SWAB SPECIMENS
REF 1N40C6

For In Vitro Diagnostic Use Only

INTENDED USE
Rapid SARS-CoV-2 Antigen Screening Test Card is an immunochromatography based one step in vitro test. It is 
designed for the rapid qualitative determination of SARS-oOV-2 virus antigen in nasopharyngeal swabs taken by a 
healthcare professional from members of the public as part of a screening programme.

SUMMARY
The novel coronaviruses belong to the β genus. COVID-19 is an acute respiratory infectious disease. Viable virus has 
been isolated between -6 and 20 days from symptom onset (Fontana et al., 2020). The median incubation time for 
SARS-COV-2 has been calculated as 3 days based on modelling, to 5 to 5.2 days based on clinical research (Di Wu et 
al., 2020).
Mild, asymptomatic or presymptomatic cases may not seek medical support and may go undiagnosed (Lai et al., 2020; 
Li et al., 2020). The viral load in asymptomatic and symptomatic infections is the same (Gao et al., 2020).
It has been reported that infectiousness peaks a day before symptom onset, and declines within a week (Cevik et al., 
2020a; He et al., 2020; Meyerowitz et al., 2020), with no live virus excreted beyond nine days of illness (Cevik et al., 
2020b). Pre-symptomatic cases may excrete virus for up to five to six days before they present symptoms (Fontana et 
al., 2020; Zhang et al., 2021).
Mathematical models have shown that presymptomatic cases at 46 % or above could maintain the SARS-COV-2 
pandemic (Ferretti et al., 2020). Screening of individuals is fundamental to the control of infections in the population or 
work groups.

PRINCIPLE
Rapid SARS-CoV-2 Antigen Screening Test Card is an immunochromatographic lateral flow device that employs the 
principle of double antibody sandwich method. Colloidal gold conjugated anti-SARS-CoV-2 antibodies are dry-
immobilized on the test device. When the specimen is added, it migrates by capillary diffusion through the strip to 
re-hydrate the gold conjugate complexes. If present at or above the limit of detection, SARS-CoV-2 viral antigens will 
react with the gold conjugate complexes to form particles, which will continue to migrate along the strip until the Test 
Zone (T) where they are captured by the immobilized anti-SARS-CoV-2 antibodies to form a visible red line. If there are 
no SARS-CoV-2 viral antigens in the specimen, no red line will appear in the Test Zone (T).
The gold conjugate complexes will continue to migrate alone until being captured by immobilized antibody in the Control 
Zone (C) to form a red line, which indicates the validity of the test.

MATERIALS PROVIDED
1. Rapid SARS-COV-2 Antigen Screening Test Card
2. Sterilized swab
3. Extraction tube
4. Sample extraction buffer
5. Instructions for use
6. Tube stand

MATERIALS REQUIRED BUT NOT SUPPLIED
Clock or timer, specimen collection container, biohazard waste container.
personal protection equipment.
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R APID SARS - CoV-2 ANTIGEN TEST

Instructions for Use 1N40C6 - 2. Version 2.03. Published 15 June 2021 

INSTRUCTIONS 
FOR USE

STORAGE
1. Store the test device at 4 ºC to 30 ºC in the original sealed pouch. Do Not Freeze.
2. Kit contents are stable until the expiration date printed on the outer box based on the proper storage conditions.
3. The test device should remain in its original sealed pouch until ready for use. After opening, the test device should
    be used immediately. Do not reuse the device.

PRECAUTIONS
1. For in vitro diagnostic use only by a trained person for specimen collection, analysis, and interpretation. Note that a
   trained person does not need to be medical / healthcare professional.

2. Rapid SAR-Cov-2 Antigen Screening Test Card is intended for presymptomatic, asymptomatic and symptomatic cases
   in the general population and not for emergency/critical use.

3. Read this instruction guide carefully.
4. Do not use the product beyond the expiration date.
5. Do not use the product if the pouch is damaged or the seal is broken.
6. Store the test device at 4 to 30°C in the original sealed pouch. Do Not Freeze.
7. The product should be used at room temperature (15°C to 30°C). If the product has been stored in a cool area (less
   than 15°C), leave it at normal room temperature for 30 minutes before using.

8. Handle all specimens as potentially infectious.
9. Inadequate or inappropriate specimen collection, storage, and transport may yield inaccurate test results.
10. Use the swabs included in the test kit to ensure optimal performance of the test.
11. Correct specimen collection is the most important step in the procedure. Make sure to collect enough specimen material.
12. Blow the nose several times before collecting specimen.
13. The specimens should be tested as soon as possible after collection.
14. Apply the drops of test specimen only to the specimen well (S).
15. Too many or too few drops of extraction solution can lead to an invalid or incorrect test result.
16. Children under 14 years of age should be assisted by an adult.

PREPARATION
1. Clear, clean, and dry a flat surface.
2. Check the test kit contents. Make sure that nothing is damaged or broken.
3. Timer at hand.
4. Blow your nose several times before collecting specimen.
5. Wash hands.

PROCEDURE
This test is suitable for people of all ages. The recommended operators are aging from 14 to 90. Children under 14 years 
of age should be tested by an adult. Do not continue the test if the child feels any pain.
We recommend the same swab is used first to take sample from the throat and then the nose (as shown below) to
maximise efficient capture of low viral loads.



RAPID SARS-COV-2 ANTIGEN SCREENING TEST CARD
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STORAGE
1. Store the test device at 4 ºC to 30 ºC in the original sealed pouch. Do Not Freeze.
2. Kit contents are stable until the expiration date printed on the outer box based on the proper storage conditions.
3. The test device should remain in its original sealed pouch until ready for use. After opening, the test device should
    be used immediately. Do not reuse the device.

PRECAUTIONS
1. For in vitro diagnostic use only by a trained person for specimen collection, analysis, and interpretation. Note that a
   trained person does not need to be medical / healthcare professional.
2. Rapid SAR-Cov-2 Antigen Screening Test Card is intended for presymptomatic, asymptomatic and symptomatic cases
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8. Handle all specimens as potentially infectious.
9. Inadequate or inappropriate specimen collection, storage, and transport may yield inaccurate test results.
10. Use the swabs included in the test kit to ensure optimal performance of the test.
11. Correct specimen collection is the most important step in the procedure. Make sure to collect enough specimen material.
12. Blow the nose several times before collecting specimen.
13. The specimens should be tested as soon as possible after collection.
14. Apply the drops of test specimen only to the specimen well (S).
15. Too many or too few drops of extraction solution can lead to an invalid or incorrect test result.
16. Children under 14 years of age should be assisted by an adult.

PREPARATION
1. Clear, clean, and dry a flat surface.
2. Check the test kit contents. Make sure that nothing is damaged or broken.
3. Timer at hand.
4. Blow your nose several times before collecting specimen.
5. Wash hands.

PROCEDURE
This test is suitable for people of all ages. The recommended operators are aging from 14 to 90. Children under 14 years 
of age should be tested by an adult. Do not continue the test if the child feels any pain.
We recommend the same swab is used first to take sample from the throat and then the nose (as shown below) to
maximise efficient capture of low viral loads.

R APID SARS - CoV-2 ANTIGEN TESTINSTRUCTIONS 
FOR USE

Rotate the lid of sample extraction buffer bottle.

Open it away from your face and be careful not to spill any of the liquid. !

1
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R APID SARS - CoV-2 ANTIGEN TESTINSTRUCTIONS 
FOR USE

Squeeze all extraction buffer out of the bottle into the extraction tube.  

Avoid touching the bottle against the tube. 

Never touch the soft, fabric tip of the swab with your hands. 

!

!

2

Find the swab in the sealed wrapper in front of you. Identify the soft, fabric tip of the swab. 

Soft tip Handle

3

Peel open the swab packaging and gently take out the swab. 4

Take care not to come into contact with tongue and cheeks to avoid
contamination with saliva. !

Tilt the head slightly upwards, open the mouth, and make a ‘ah’ sound; this exposes the 
pharyngeal tonsils on both sides. Carefully wipe both sides of the tonsils with moderate force 
back and forth three times.

5

This may feel uncomfortable. Do not insert the swab any deeper if you feel strong
resistance or pain. !

Carefully insert swab into one nostril. The swab tip should be inserted no less than 2.5 cm
(1 inch) from the edge of the nostril. Roll swab 3-4 times along the mucosa inside the nostril. 
Leave swab in the nostril for several seconds. Using the same swab, repeat this process for 
the other nostril. Withdraw swab from the nasal cavity.

6

Place swab into extraction tube. Roll swab three to five (3-5) times. 
Leave swab in extraction buffer for 1 minute. 

7

Pinch extraction tube with fingers and remove the solution from swab as much as possible.

8
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INTERPRETATION OF RESULTS

R APID SARS - CoV-2 ANTIGEN TESTINSTRUCTIONS 
FOR USE

Install the nozzle cap onto the sample extraction tube tightly.
9

Bring the kit components to room temperature before testing.
Open the pouch and remove the card.
Place the card on a flat and level surface.

Positive:
1. If two coloured bands appear with one coloured band in the Control Zone (C) and another in the Test Zone (T) 
    within 15-20 minutes, the test result is positive.
2. Please refer to the latest government guidance. You may wish to get a confirmatory PCR test.

3. No matter how faint the coloured band is in the Test Zone (T), the result should be considered as positive.

Negative:
If one coloured band appears in the Control Zone (C) and no coloured band appears in the Test Zone (T) within 
15-20 minutes, the test result is negative.
Please refer to the latest government guidance.

Invalid:
If no colour line appears in the control area (C) within 15-20 minutes, the test is invalid.
Repeat the test with a new test card.

Once opened, the test card must be used immediately.

10

Invert the extraction tube and add 3 drops (about 75 μL, WITHOUT AIR BUBBLES) 
of test specimen into the specimen well (S) by gently squeezing the extraction tube.

The formation of air bubbles in the specimen well (S) must be avoided.

11

Read the results at 15-20 minutes.
12

!

!

!

!

Results after 20 minutes may not be accurate.
Dispose of the used device according to your local
regulations and biohazard waste disposal protocol.
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QUALITY CONTROL
The control band is an internal reagent and procedural control. It will appear if the test has been performed correctly and 
the reagents are reactive.

QUESTIONS AND ANSWERS

How does the detection work?

The N-protein of the SARS-CoV-2 virus reacts with the stripe-like coating of the test line and, if present, results in a color 
change, i.e., a red line appears. Therefore, if the sample does not contain any viral proteins or antigens, there will be no red 
test line (T).

When should/can I test myself?

You can test yourself whether you have symptoms or not. Studies show that earlier testing within the first 4 days of illness 
typically means a higher viral load, which is easier to detect. Since the test result is a snapshot valid for that point in time, 
testing should be repeated as recommended by local authorities.

What can affect my test result? What should I pay attention to?

Be sure to blow your nose multiple times before collecting the specimen.
Be sure to visibly collect sample material (nasal/ oral secretions).
Perform the test immediately after taking the sample.
Follow the instructions for use carefully.
Apply the drops of extraction solution only to the sample well (S).
Too many or too few drops of extraction solution can lead to an invalid or incorrect test result.

The test strip is clearly discolored or smudged? What is the reason for this?

Please note that the test card should not be used with more than 3 drops of sample, as the liquid absorption of the test strip 
is naturally limited. If the control line does not appear or the test strip is badly smudged or discolored, making it unreadable 
(invalid), please repeat the test according to the instructions using a new test kit.

I have taken the test, but I don’t see a control line (C). What should I do?

Your test result is invalid. Observe the answer to the fourth question above and repeat the test according to the instructions 
for use, using a new test kit.

I am unsure about reading the result. What should I do?

For the result to be positive, two straight horizontal lines must be clearly visible with the full width of the cassette. If you are 
still unsure about the results, contact the nearest health facility according to the recommendations of your local authorities.

R APID SARS - CoV-2 ANTIGEN TESTINSTRUCTIONS 
FOR USE



Interference
1. Microorganism
Rapid SARS-COV-2 Antigen Screening Test Card has tested samples with 14 common microorganisms. The results showed 
that these microorganisms had no effect on the specificity of the assay. 
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My result is positive. What should I do?

If your result is positive and the test kit therefore clearly indicates the control line as well as the test line, you should contact 
the nearest medical facility as recommended by your local authorities. Your test result may be double-checked, and the 
authority or facility will explain the appropriate next steps.

My result is negative. What should I do?

If the test kit only clearly shows the control line, this may mean that you are negative or that the viral load is too low to be 
detected. If you experience symptoms (headache, fever, migraine, loss of sense of smell or taste, etc.), please consult your 
primary care physician, or the nearest health care facility as recommended by your local authorities. If you are not sure, you 
can repeat the test.

How can I dispose of the product?

The test kit may be disposed of with normal household waste in accordance with the applicable local regulations

R APID SARS - CoV-2 ANTIGEN TESTINSTRUCTIONS 
FOR USE

PERFORMANCE CHARACTERISTICS
Analytical Sensitivity
The limit of detection (LoD) for the Rapid SARS-CoV-2 Antigen Screening Test Card was established in an analytical
sensitivity study performed with one virus strain and one recombinant nucleocapsid protein. The LoD was confirmed in
the following table.

No. Item Limit of Detection

1 SARS-CoV-2, Virus 1.3 x102 TCID50/mL

2 SARS-CoV-2, Recombinant nucleocapsid protein 1 ng/mL

2. Endogenous Substances
Rapid SARS-CoV-2 Antigen Screening Test Card has tested samples with common endogenous substances.
The results showed that these substances had no effect on the specificity of the assay up to the listed concentration.



M E D T E C H  
kiarakiara

R APID SARS - CoV-2 ANTIGEN TESTINSTRUCTIONS 
FOR USE

LIMITATIONS
1. The test is limited to the qualitative detection of SARS-CoV-2 viral antigen nasal, nasopharyngeal or oropharyngeal swabs. The exact 
    concentration of SARS-CoV-2 viral antigen cannot be determined by this assay.

2. Proper specimen collection is critical, and failure to follow the procedure may give inaccurate results. Improper specimen collection,
    storage or repeated freezing and thawing of specimens can lead to inaccurate results.

3. A negative test result may occur if the level of antigen in a specimen is below the limit of detection of the test.

4. As with all diagnostic tests, a definitive clinical diagnosis should not be based on the result of a single test.

5. Negative test results do not rule out other potential non-SARS-CoV-2 viral infections. Negative results should be confirmed by molecular 
    diagnosis if COVID-19 disease is suspected.

6. Positive test results do not rule out co-infections with other pathogens.

7. Monoclonal antibodies may fail to detect, or detect with less sensitivity, SARS-CoV-2 viruses that have undergone minor amino acid
    changes in the target epitope region.

8. The amount of antigen in a sample may decrease as the duration of illness increases. Specimens collected after day 5-7 of illness are
    more likely to be tested negative compared to a RT-PCR assay.

9. The Rapid SARS-CoV-2 Antigen Test Card can detect both viable and non-viable SARS-CoV-2 material. The Rapid SARS-CoV-2 Antigen 
    Test Card for rapid detection of SARS-CoV-2 performance depends on antigen load and may not correlate with other diagnostic methods 
    performed on the same specimen.

10. The performance of this test has not been evaluated for use in patients without signs and symptoms of respiratory infection and
      performance may differ in asymptomatic individuals.

11. The kit was validated with the assorted swabs. Use of alternative swabs may result in false negative results.

12. Specimen stability recommendations are based upon stability data from influenza testing and performance may be different with 
      SARS-CoV-2. Users should test specimens as quickly as possible after specimen collection, and within two hours after specimen collection.

13. The validity of Rapid SARS-CoV-2 Antigen Test Card has not been proven for dentification/confirmation of tissue culture isolates and
      should not be used in this capacity.

14. Using the Rapid SARS-CoV-2 Antigen Test Card with saliva samples instead of nose and/or throat swabs may dramatically reduce 
      sensitivity and performance.
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R APID SARS - CoV-2 ANTIGEN TESTCLINICAL
EVALUATIONS 

REPORT

Accuracy
The summary diagnostics statistics for nasopharyngeal swabs from suspected SARS-CoV-2 patients (n = 566).
Summary diagnostic statistics for Rapid SARS-COV-2 Antigen test Card compared to RT-PCR, nasopharyngeal swabs

The summary diagnostics statistics for nasal swabs from suspected SARS-CoV-2 patients (n = 230).
Summary diagnostic statistics for Rapid SARS-COV-2 Antigen test Card compared to RT-PCR, nasal swabs

The summary diagnostics statistics for oropharyngeal swabs from suspected SARS-CoV-2 patients (n = 231).
Summary diagnostic statistics for Rapid SARS-COV-2 Antigen test Card compared to RT-PCR, oropharyngeal swabs

In Vitro Diagnostic Reagent. Clinical Evaluation Report - Nasal, oropharyngeal 
and nasopharyngeal 2021-04-08. Version 1.01. Published: 08-Jun-2021  
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Kiara MedTech (Pty) Ltd
72 Steel Road, Spartan, Kempton Park, South Africa

 www.kiarahealth.com
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