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BinaxNOW™ COVID-19 Antigen Card

SCOPE

This procedure provides instruction on how to perform the BinaxNOW COVID-19 Ag Card test directly from patient nasal swab specimens. 

Complexity:

· 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.

Level of Personnel:

· All testing personnel who are qualified to performed waived testing and who have successfully completed initial training and fulfilled the specific competency requirements for the complexity level of this test.

Testing Sites:

· Clinical sites approved and on file with the Pathology service’s POCT Division.

PRINCIPLE

The BinaxNOW™ COVID-19 Ag Card is a is a lateral flow immunochromatographic membrane assay for the qualitative detection of SARS-CoV-2 nucleocapsid protein from nasal swab specimens. 

SARS-CoV-2 specific antibodies and a control antibody are immobilized onto a membrane support as two distinct lines and combined with other reagents/pads to construct a test strip. This test strip and a well, to hold the swab specimen, are mounted on opposite sides of a cardboard, book-shaped hinged test card.

Test results are interpreted visually at 15 minutes based on the presence or absence of visually detectable pink/purple-colored lines. Results should not be read after 30 minutes.

SPECIMEN REQUIREMENTS

Sample Type:

· Nasal swab (anterior nares) – see procedure below for collection instructions 

· Use ONLY the swab included in the test kit

Stability:

· Test immediately after collection (not to exceed 1 hour)

· Do not store the swab in the original paper packaging after specimen collection.

· If transport of the swab from the specimen collection site to the test site is necessary, place swab in the appropriate plastic test tube with a sealed (capped) top.

Rejection criteria:

· Exceeds stability limits

· Swabs that have been placed in transport media

EQUIPMENT/REAGENTS

Store kit at 2-30°C (35-86°F). Do not use product past the manufacturer’s expiration date. Ensure all test components are at room temperature before use.

· BinaxNOW™ COVID-19 Ag Test Card

· Extraction Reagent - one 10 mL bottle

· Should perform approximately 40 tests

· Sterile nasal swab for use with BinaxNOW™ COVID-19 Ag Card test (use only provided swab)

· Timer (clock, watch, mobile device with alarm or clock, timer, etc.)

CALIBRATION/QUALITY CONTROL

Calibration:

· None

Quality Control:

· Internal Procedural Control 

· Each BinaxNOW™ COVID-19 Ag Card has built-in procedural controls.  The results this control are reported with the specimen result and documented with each test result.

· Upon opening the pouch, the “Control” line on the test card should be blue which indicates reagent integrity has been maintained during shipping and storage of the card.  

NOTE:  If the blue line is not present do NOT use the card. 

· The “Control” line will turn pink-to-purple during specimen processing, acting as an internal procedural control.  If the test flows and the reagent works, this line will always appear.  
NOTE:  If the pink/purple line is not present do NOT report the result. 

· The clearing of the background color from the result window is a negative control.  The background color in the window should be light pink to white within the 15 minutes.  Background color should not hinder reading of the test.
· External Positive and Negative Control

· External controls are preformed once with each new shipment/lot of test kits

· External controls will be performed by point-of-care laboratory staff

· External controls must pass before the shipment/lot is entered into testing circulation

· External control results are recorded on the appropriate form

· Controls (provided in each kit):

· Positive Control Swab – non-infectious recombinant SARS-CoV-2 nucleocapsid antigen dried onto a swab

· Negative Control Swab – sterile uninoculated patient swab

· Test Procedure for External Control Swabs

1. Open the test card prior to use, lay it flat.

2. Hold Extraction Reagent bottle vertically, hovering ½ inch above the TOP HOLE.

3. Slowly add eight drops to the TOP HOLE of the swab well.  

a. Do NOT touch the card with the dropper tip while dispensing.

4. Follow steps 3-6 of the Test Procedure for Patient Specimens (below)

5. For the negative control, repeat the same process using a sterile, uninoculated swab from the test kit.

6. Record control results on the BinaxNOW Ag log sheet.

a. Interpretation is identical to patient specimens (see below).

NOTE: If the correct control results are NOT obtained, do NOT perform patient tests or report patient results.  Contact Abbott Technical Support (1-800-257-9525) during normal business hours.

PROCEDURE

Nasal Swab Specimen Collection

· NOTE: Only use nasal swabs from the BinaxNOW™ COVID-19 Ag Card Kit
1. Don appropriate personal protective equipment in accordance with facility infection control policies. Change gloves and sanitize hands before and after every patient.

2. Identify patient using two complete patient identifiers: full name, full social security number, or date of birth, per institutional policy. 

3. Carefully insert the swab into the nostril exhibiting the most visible drainage, or the nostril that is most congested if drainage is not visible. Using gentle rotation, push the swab until resistance is met at the level of the turbinates (less than one inch into the nostril). Rotate the swab a minimum of five times against the nasal wall then slowly remove from the nostril.  Using the same swab, repeat sample collection in the other nostril.

NOTE:  Do NOT return the swab to the paper wrapper. Do NOT place swab in vial with transport media.

Test Procedure for Patient Specimens:

1. LABEL THE CARD WITH A PRINTED PATIENT LABEL CONTAINING TWO COMPLETE PATIENT IDENTIFIERS, DATE OF TEST AND TIME OF TEST.

2. Open the test card prior to use and lay it flat.

a. The card must always be flat during specimen inoculation and when performing testing for accurate results.

3. Hold Extraction Reagent bottle vertically.  Hovering ½ inch over the TOP HOLE.

4. Slowly add six drops of reagent to the TOP HOLE of the swab well. 

a. Do NOT touch the card with the dropper tip while dispensing.
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5. Collect Nasal Swab sample per above instructions

6. Insert the inoculated swab into the BOTTOM HOLE and firmly push upwards so the swab tip is visible in the TOP HOLE.
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7. Rotate/twirl the swab shaft three times CLOCKWISE (to the right).  Do NOT remove the swab.  

NOTE:  False negative results can occur if the sample swab is not rotated (twirled) prior to closing the card.
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8. Peel off the adhesive liner from the right edge of the test card.  

a. Close the card and securely seal the card.  

9. Set timer for 15 minutes after closing card.  

a. To ensure proper test performance, it is important to read the result promptly at 15 minutes and NOT before.

b. Results should not be read after 30 minutes.

INTERPRETATION

1. In an untested BinaxNOW™ COVID-19 Ag Card there will be a blue line present at the Control Line position.  

a. In a valid test device, the blue washes away and a pink/purple line appears, confirming that the sample has flowed through the test strip and the reagents are working.  

b. If the blue line is not present at the Control Line position prior to running the test, do not use and return the test card to the lab in a biohazard bag for documentation of a failed test card. The point-of-care staff in the laboratory will evaluate and may contact Abbott Technical Support. 

2. A negative test result will display a pink/purple colored Control Line in the top half of the card window.  

a. Presence of the Control Line means the detection part of the test was done correctly, but no COVID-19 antigen was detected.
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3. A positive test result will display two pink/purple-colored lines.  

a. This means that COVID-19 antigen was detected.  Specimens with low levels of antigen may give a faint sample line.  

b. Any visible pink/purple colored line at the sample line is considered positive.
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4. If no lines are seen, if just the Sample Line is seen, or the Blue Control Lines remains blue, the assay is INVALID.
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a. No patient results can be reported until the internal procedural QC issue is resolved. 

b. Repeat collection and testing with a new swab and card.

i. Repeat once. If a second invalid result is returned, end testing. Refer patient to their provider or employee health, as appropriate. 

ii. Send the invalid cards to the laboratory. The point-of-care personnel in the laboratory will evaluate and may contact Abbott Technical Support. 

5. Record patient results using appropriate method (below)

NOTES: 

· Swabs used for BinaxNOW testing cannot be reflexed to PCR test. 

· Reagents used on the BinaxNOW swab may interfere with those methods. 

· PCR tests require collection in an appropriate transport media.

· Final interpretation requires clinical correlation, and in some circumstances, antigen testing may be best considered a preliminary result that requires PCR (NAAT) confirmation. 
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RESULTS REPORTING

Test Results: 

· Positive/Negative/Invalid

Reference Range: 

· Negative

Alert Value: 

· None, if testing performed on previously positive patients (example, CDC guidelines for return-to-work criteria).  

Reporting:

1. For employee testing, results will be recorded by the testing personnel via the Employee Health note in the patient’s record. 

2. Results (controls and test results) will be also recorded on BinaxNOW Covid-19 Ag Card testing form:

a. Place a patient label on form and record the results from the test

b. If positive, record who was notified and date and time.

c. Circle that the color of the control line

d. Circle if positive or negative.

e. Place your initials on the form. 

f. Once form is full, send to the lab for quality assurance review and record retention

LIMITATIONS

· This test detects both viable (live) and non-viable, SARS-CoV and SARS-CoV-2.

· Positive test results do not differentiate between SARS-CoV (2003 SARS) and SARS-CoV-2 (COVID-19).

· Test performance depends on the amount of virus (antigen) is in the sample.

· False negative results may occur if specimen is tested more than 1 hour after collection. 


· False negative results may occur if inadequate extraction reagent is used (e.g., less than six drops for patient test or less than eight drops for control test).

· False negative results may occur if specimen swabs are not twirled within the test card.

· False negative results may occur if swabs are stored in their paper sheath/wrapper after specimen collection.


· The presence of mupirocin may interfere with the test and may cause a false negative result.
PROCEDURAL NOTES

· Individuals with impaired vision or color-impaired vision may not be able to adequately interpret results. Interpretation by individual testing personnel must be confirmed through the competency process.

· NOTE: Number of extraction reagent drops differs from external quality control (8 drops) and patient testing (6 drops).

· Leave test card sealed in its foil pouch until just before use.  If pouch is damaged or open do NOT use.  

· Do not mix components from different kit lots.

· Do not reuse the used test card.

· All components of this kit should be disposed of as Biohazard waste.

· INVALD RESULTS can occur when an insufficient volume of extraction reagent is to the test card. 

· To ensure delivery of adequate volume, hold vial vertically, ½ inch above the swab well, and add drops slowly.

· Use exact number of drops required for patient and control swab testing.

RELATED DOCUMENTS

None
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