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This test is sold as a Lab Developed Test Under a high Complexity CLIA   

INTENDED USE 

The Instant-view® PLUS COVID-19 Antigen Test is a is a rapid  

chromatographic immunoassay intended for the qualitative detection of 

nucleocapsid protein antigen from SARS-CoV-2 in nasal pharyngeal 

swab specimens collected from individuals who are suspected of 

COVID-19 by their healthcare provider within the first seven days of 

symptom onset. 

Testing is limited to laboratories certified under the Clinical Laboratory 

Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that 

meet the requirements to perform moderate, high or waived complexity 

tests. This test is authorized for use at the Point of Care (POC), i.e., in 

patient care settings operating under a CLIA Certificate of Waiver, 

Certificate of Compliance, or Certificate of Accreditation. 

The Instant-view® PLUS COVID-19 Antigen Test does not 

differentiate between SARS-CoV and SARS-CoV-2. 

Results are for the identification of SARS-CoV-2 nucleocapsid protein 

antigen. Antigen is generally detectable in upper respiratory specimens 

during the acute phase of infection. Positive results indicate the 

presence of viral antigens, but clinical correlation with patient history 

and other diagnostic information is necessary to determine infection 

status. Positive results do not rule out bacterial infection or co-infection 

with other viruses. The agent detected may not be the definite cause of 

disease. Laboratories within the United States and its territories are 

required to report all positive results to the appropriate public health 

authorities.  

Negative results, from patients with symptom onset beyond five days, 

should be treated as presumptive and confirmation with a molecular 

assay, if necessary, for patient management, may be performed. 

Negative results do not rule out COVID-19 and should not be used as 

the sole basis for treatment or patient management decisions, including 

infection control decisions. Negative results should be considered in the 

context of a patient’s recent exposures, history and the presence of 

clinical signs and symptoms consistent with COVID-19.  

The Instant-view® PLUS COVID-19 Antigen Test is intended for use 

by medical professionals or trained operators who are proficient in 

performing rapid lateral flow tests. The Instant-view® PLUS COVID-

19 Antigen Test is only for use under the Food and Drug 

Administration’s Emergency Use Authorization.   

INTRODUCTION 

Corona viruses are a large family of viruses that are common in many 

different species of animals, including camels, cattle, cats, and bats. 

The two highly pathogenic viruses, SARS-CoV and MERS-CoV, cause 

severe respiratory syndrome in humans, and the other four corona 

viruses (HCoV-NL63, HCoV-229E, HCoV-OC43 and HKU1) induce 

only mild upper respiratory diseases in immunocompetent hosts, 

although some of them can cause severe infections in elderly 

individuals1. COVID-19 is the virus associated with SARS-CoV-2 

Corona viruses cause respiratory and intestinal infections in animals 

and humans. The virus is transmitted mainly via respiratory droplets 

that people sneeze, cough, or exhale. The incubation period for 

COVID-19 is currently estimated at between two and 14 days. 

Common symptoms of COVID-19 infection include fever, dry cough 

and respiratory symptoms such as shortness of breath and breathing 

difficulties. More serious cases develop severe pneumonia, acute 

respiratory distress syndrome, sepsis and septic shock that can lead to 

the death of the patient. People with existing chronic conditions seem 

to be more vulnerable to severe illness.  This COVID-19 Antigen Test 

is a Driven Flow® immunoassay for the detection of nucleocapsid 

protein antigen from SARS-CoV-2.  

PRINCIPLE OF TEST 

This device2, 3 is a chromatographic immunoassay. A progressive 

compression structure is built into the device to accelerate the reactions.  

This device detects SARS-CoV-2 nucleocapsid protein antigen through 

visual interpretation of color lines.  

Each device has a nitrocellulose membrane strip coated with antibodies 

against COVID-19 proteins as the test line (T).   The strip is also coated 

with Goat x Rabbit IgG, acting as an internal Control, the C line (C). 

Another critical component is the conjugate pad with Colloidal gold-

labeled anti-COVID-19 antibodies. A bottle with lysing buffer is 

included in this kit to lyse and deactivate the virus. If the COVID-19 

virus is present in the specimen, the lysed proteins of COVID-19 will 

bind to anti-COVID-19 antibodies, forming antibody-antigen 

complexes and then move across the membrane surface pushed via 

progressive compression force.  If COVID-19 virus is present in the 

specimen, the T line will bind to the antibody-antigen complexes, and 

the T line will appear in burgundy color. If there is no COVID-19 virus 

in the specimen, no burgundy T line will appear. The C line should 

always be visible after testing as a confirmation that the test is working 

properly. 

During testing, the progressive structure progressively forces the 

specimen to mix with conjugated compounds thoroughly, and then flow 

onto the surface of the membrane strip which mobilizes the colored 

antibody conjugates. The reaction time can be as quick as three to 

seven (3-7) minutes.   

REAGENTS AND MATERIALS SUPPLIED 

• Individually pouched test devices (20 pcs)

• Swab Sample Extraction Tubes (20 pcs): Containing liquid 

extraction reagent 

• Sterile nasal swabs (20 pcs) 

• Package Insert (1) 

• Quick Guide Card (1) 

MATERIALS REQUIRED BUT NOT PROVIDED 

• Timer 

• Instant-view® COVID-19 Antigen Control Set* 

(Available from Alfa Scientific Designs, P/N XX-XXXX)

TEST STORAGE AND STABILITY 

The intact test kit can be stored at 39-86°F (4-30C) until the expiration 

date printed on the labels.  

Exposing the kit to temperatures over 86°F (30°C) may reduce the shelf 

life or cause malfunction of the device.  

 SPECIMEN PRESERVATION 

• Specimens should be tested as soon as possible after collection; or 

• Stored at 2-8°C for 72 hours. 

• If long-term storage is required, store at -20 °C for up to 3 months, or 

store at -80 °C for 1 year. 

• Avoid repeat freezing and thawing.

PRECAUTIONS 

• For in vitro diagnostic use.

• For prescription use only 

• This test has been authorized only for the detection of proteins from 

SARS-CoV-2, not for any other viruses or pathogens. 

• This test is only authorized for the duration of the declaration that 

circumstances exist justifying the authorization of emergency use of 

in vitro diagnostic tests for detection and/or diagnosis of COVID-19 

under Section 564(b)(1) of the Act, 21 U.S.C. § 360bbb-3(b)(1), 

unless the authorization is terminated or revoked sooner. 

• The instructions must be followed exactly to obtain accurate results.

• Do not remove the test from its sealed pouch until prior to use.

• Do not use expired devices and reagents.

• Use appropriate precautions in the collection, handling, storage, and 

disposal of patient samples and used kit contents. 

• Use of Nitrile, Latex (or equivalent) gloves is recommended when 

handling patient samples. 

• Inadequate or inappropriate sample collection, storage, and transport 

may yield false test results. 

• Sample collection and handling procedures require specific training 

and guidance. 

• To obtain the most sensitive results, directly test patient specimens

without transport media. 

• To obtain accurate results, do not use visually bloody or overly 

viscous samples. 

• Testing should be performed in an area with adequate ventilation.

• Dispose of containers and unused contents in accordance with 

Federal, State, and Local regulatory requirements. 
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• Wear suitable protective clothing, gloves, and eye/face protection 

when handling the contents of this kit.  

• Wash hands thoroughly after handling.  

 TEST COMPONENTS 

 
 

 
 
 
 
 
 
 
 
 
 

 

 

 

 

 

 

 

SPECIMEN COLLECTION 

 

IMPORTANT: Proper specimen collection, storage, and transport 

are critical for the performance of this device. 

 

Use standard clinical methods to collect nasal pharyngeal specimens. 

1. Nasal Pharyngeal Specimen: 

Tilt the patient’s head back 70 degrees. Have the patient close 

his/her eyes as this helps minimize discomfort. Gently insert the 

swab through one of the nostrils and horizontally into the nasal 

passage up to the measured distance on the swab shaft or until 

resistance is met. Rotate the swab 2-3 times and then hold the swab 

in place for 5-10 seconds for better specimen absorption. 

 

 

 

 

 

 

 

PECIMEN TRANSFER TO EXTRACTION TUBE 

1. Remove the white cap from tube. 

 

 

2. After collecting specimens with swab, insert the swab head into the 
liquid in extraction tube and swirl a minimum of three (3) times then 
leave in place for one (1) minute. 

 

 

3. When removing swab, squeeze the sides of extraction tube pressing 
the swab head against the inside of extraction tube to extract as much 
liquid as possible into the tube. Then close the dropper tip and tightly 
seal the extraction tube with specimen. 

 

 

TEST PROCEDURE 

1. Prior to testing, specimen and all components of the kit must be 

equilibrated to room temperature.  

2. Remove the cassette from the foil pouch.  Do not open pouch until 

ready to perform the test. 

*Note: Do not pull the cap off the device. 

 

 

 

 

 

3. Squeeze the extraction tube and apply two (2) drops vertically into 

the sample well of the cassette.   

 

 
 

 

4. Wait until the Burgundy color flow appears in the Result Window 

near the T line before closing the cap. 

    

5. Close the cap of test device with force until it clicks. Start the 

timer. Read the result in three to seven (3-7) minutes. 
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INTERPRETATION OF RESULTS 

IMPORTANT: The T line should always be interpreted independently 

from the C line. Do not compare color intensities between lines. A faint 

test line also indicates a positive result. 

 

Positive results 

The appearance of the burgundy lines at both T and C positions 

indicates a positive result. 

 

Negative results  

The appearance of a burgundy line only at the C position indicates a 

negative result. 

                                          

Invalid results 

If no line appears at C position, regardless of the appearance of the 

burgundy line at the T position, the result is invalid. 

If the test is invalid, a new test should be performed with a new sample 

and a new extraction tube and test device.         

                                     

Invalid results may relate to insufficient volume of specimen and/or 

incorrect testing procedure.  Review the procedure and repeat the test 

using a new test device. 

If the problem persists, stop testing and contact customer services at 1-

877-204-5071, 8am-5pm PST. 

 QUALITY CONTROL 

Built-in Control: 

The Instant-view® PLUS with Driven Flow® COVID-19 Antigen Test 

has a built-in (internal) procedural control, the C line. For daily quality 

control, it is recommended to record the result for each test run. The 

appearance of a burgundy red C line for COVID-19 Antigen Test 

indicates that the test has been performed correctly, including that the 

proper volume of specimen has been absorbed and the specimen flow 

has occurred. If the C line does not appear within 3 minutes, the test 

result is considered invalid. 

External Controls 

It is recommended that the external positive and negative controls be 

tested as a good laboratory practice to confirm the test procedure and to 

verify proper test performance. 

*External controls, not included in this kit, may be purchased from 

Alfa Scientific Designs (PN:  XX-XXX www.alfascientific.com) and 

used to verify that all reagents and procedures are performing properly. 

The failure to obtain a negative result with the Negative Control or a 

positive result with the Positive Control likely indicates that the test 

was not performed properly or that the test reagents were not 

functioning properly. 

LIMITATIONS OF PROCEDURE 

• Use of viral transport media may result in deceased test sensitivity, 

and directly testing specimens is recommended.  

•  The contents of this kit are to be used for the qualitative detection of 

SARS antigens from nasopharyngeal swab.  

• This test detects both viable (live) and non-viable, SARS-CoV, and 

SARS-CoV-2. Test performance depends on the amount of virus 

(antigen) in the sample and may or may not correlate with viral 

culture results performed on the same sample.  

• A negative test result may occur if the level of antigen in a sample is 

below the detection limit of the test or if the sample was collected or 

transported improperly.  

• Failure to follow the Test Procedure may adversely affect test 

performance and/or invalidate the test result.  

• Test results must be evaluated in conjunction with other clinical data 

available to the physician.  

• Positive test results do not rule out co-infections with other 

pathogens.  

• Positive test results do not differentiate between SARS-CoV and 

SARS-CoV-2.  

• Negative test results are not intended to rule in other non-SARS viral 

or bacterial infections.  

• Negative results, from patients with symptom onset beyond five 

days, should be treated as presumptive and confirmation with a 

molecular assay, if necessary for patient management, may be 

performed.  

• If the differentiation of specific SARS viruses and strains is needed, 

additional testing, in consultation with state or local public health 

departments, is required.  

PERFORMANCE CHARACTERISTICS 

Clinical Agreement Study 

80 clinical samples were collected and evaluated in triplicate in the 

United States.  The clinical findings compared to a COVID-19 

molecular assay are shown as follows: 

 

Method PCR Total Results 

COVID-19 

Antigen 

Test  

Results Positive Negative 

Positive 23 0 23 

Negative 2 55 57 

Total Results 25 55 80 

 

Relative Sensitivity: 92% 

Relative Specificity: 100% 
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