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Principle / Purpose:

Rapid molecular test for the qualitative detection of influenza A and B viral RNA in nasal swabs or nasopharyngeal swabs from patients with signs and symptoms of respiratory infection.

Specimen Requirements and Collection:

Rayon, foam, flocked flexible shaft NP swab, HydraFlock Flocked swab, Copan Standard Flocked swab can be used to collect samples.
*Puritan Purflock Ultra flocked swabs (standard or mini tipped) and Copan Standard rayon tip are not suitable for use in this assay.
Nasal swab: 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 felt at the level of the turbinates (less than one inch into the nostril).  Rotate the swab several times against the nasal wall then slowly remove from the nostril. 
Nasopharyngeal swab: Carefully insert the NP swab into the nostril exhibiting the most visible drainage or the nostril that is the most congested. Pass the swab directly backwards without tipping the swab head up or down. The nasal passage runs parallel to the floor, not parallel with the bridge of the nose. Using gentle rotation, insert the swab into the anterior nare, advancing the swab into the nasopharynx. Do not use force while inserting the swab. The swab should be passed the distance that is halfway from the nose to the tip of the ear. Leave swab in place for five seconds then slowly rotate the swab as it is being removed.
Specimens should be tested immediately. If immediate testing is not available, the swab can be stored in the original package for two hours at room temperature or 24 hours at 2-8°C. 

Specimens can be held for 72 hours in transport media at 2-8°C.  See below for acceptable transport media.

· Amie’s Media

· D-MEM

· Hank’s Balanced Salt Solution

· M4

· M5

· M6

· Phosphate Buffered Saline

· Saline

· Stuart’s Media

· Universal Transport Media

· Starplex Multitrans
Reagents & Equipment: 

· ID NOW Instrument


· Orange Test Base
· Blue Sample Receiver
· White Transfer Cartridge
· Nasal Swab or NP Swab
· Positive and Negative Control Swab

· Gloves
QC:

Daily Quality Control is built-in (internal control) to the test and must be recorded with each patient test that is performed.
External Quality Control is performed by ETSU Clinical Lab personnel with each new shipment or lot of test kits and every 30 days.
Testing Procedure / Operating instructions:

· Before testing allow samples and test pieces to reach room temperature.
· Check that a reagent pellet is visible at the bottom of each reaction tube prior to use.  
· Turn on the Alere ID NOW Instrument – press the power button on the side of the instrument.  Note:  If the unit is unattended for one hour, the instrument will go to a black screen power save mode.  Touch the screen to return the unit to active display operation. 
· Enter User ID
· Touch “Run Test” – This begins the test process.  (*Running QC Test: Touch “Run QC Test”.  Select the QC test to be run. Confirm test type to match the QC sample intended for testing by touching “OK’ and following the on screen prompts. Continue running QC sample in the same manner as a patient sample.)
· Touch “Influenza A&B Test” this starts the influenza test.
· Select sample type if prompted.
· Enter Patient ID using the screen keyboard (no spaces or special characters) or use the barcode scanner. Touch “OK”. Verify ID was entered correctly. Touch “OK” to confirm entry or re-enter the correct ID.
· Open the lid and insert the ORANGE test base into the Orange Test Base holder. Do not use excessive force as this may damage the instrument. Confirm the correct test is displayed on the screen and touch “OK”.   You MUST confirm this process or the instrument will time out in 10 minutes and you must discard the test base.
· Insert the BLUE sample receiver into the Blue Sample Receiver holder. 
· **WAIT for the Sample Receiver to WARM UP. DO NOT REMOVE THE FOIL SEAL UNTIL PROMPTED BY THE INSTRUMENT. DO NOT close the lid or insert the swab sample until prompted by the instrument.
· When prompted, remove the foil seal and place the patient swab to be tested into the BLUE Sample Receiver.  NOTE: To ensure that the Sample Receiver stays in the holder while removing the seal place 2 fingers along the outer edge of the Sample Receiver to keep it in place. 
· Vigorously mix the swab in the liquid for 10 seconds.  Press the swab head against the side of the Sample Receiver as you mix it.  This helps remove the sample from the swab.  Once the swab is removed, touch “OK” to proceed.  DISCARD SWAB.
· Press the WHITE Transfer Cartridge into the BLUE Sample Receiver.  LISTEN FOR CLICK.  When the Transfer Cartridge is properly attached to the Sample Receiver, the orange indicator on the TRANSFER cartridge will rise.  If the orange indicator does not rise, continue pushing onto the Sample Receiver until it does.
· Close the Lid.  DO NOT OPEN THE LID until the TEST COMPLETE message appears on the screen. NOTE: The test will cancel if the lid is opened.

RETEST INSTRUCTIONS:  If an Invalid result is received, one additional test may be run using the same Blue Sample Receiver.  
· Remove the connected Orange Test Base and White Transfer Cartridge from the instrument and connect the Orange Test Base portion to a New Blue Sample Receiver (open another test pack and remove the seal from the blue sample receiver. Snap on the used Orange and White test unit.)  The connected Orange Test Base and White Transfer Cartridge MUST be attached to a Blue Sample Receiver prior to disposal. 
· Carefully remove the Blue Sample Receiver from the instrument.  Keep it upright and avoid spillage.  It will be used to “retest” the sample.
· From the Home Screen, start a new test.  Follow the screen prompts, however when asked to insert the Blue Sample Receiver, reuse the Blue Sample Receiver and DO NOT re-elute the swab.

Results Interpretation:

When the test is complete, the results are clearly displayed on the instrument screen.  You will see an individual result for both influenza A and influenza B.

Example:  Flu A: Positive +



       Flu B: Negative –

INVALID: if you receive an invalid result next to one of the Flu A or B, this means the result of that viral RNA cannot be determined.  You will need to repeat the testing.  
If you get an invalid result on the repeat, you will need to re-test the patient using a different method.

DUAL POSITIVE: it is rare to get a dual positive result, if you have more than one patient with a dual positive (positive for flu A and positive for flu B) please contact Technical Support.
NEGATIVE RESULT: does not rule out co-infections with other pathogens or identify any specific influenza A virus subtype.
*Expected value:  Negative for both A & B
Reporting Results:

All results must be hand entered into the LIS and approved.  This will allow the results to transfer over into the electronic patient chart and electronic billing to occur.

Troubleshooting / Corrective Actions:  
Refer to Alere ID NOW Influenza package insert or call Abbot at 1-855-731-2288.
Limitations:

As with all laboratory tests, definitive diagnostic or therapeutic decisions should not be based on any single result or method. 
A negative test result does not preclude infection with influenza virus and should not be the sole basis of a patient treatment decision.
Inadequate specimen collection or improper sample handling/transport may yield a false-negative result.

This assay has not been evaluated for immunocompromised individuals.
This test is not intended to differentiate influenza A subtypes or influenza B lineages.  If differentiation of specific influenza subtypes and strains is needed, additional testing, in consultation with state and local public health departments, is required.
Warnings and Precautions:

Following the Universal Precautions, handle all blood and body fluids with caution.  All specimens and containers are to be disposed of in the biohazard containers.  Wear gloves at all times and disinfect work area before and after each patient.
References:

Abbott™ ID NOW Influenza A & B Product Insert © 2020. Abbott. 
Alere Scarborough, Inc. 10 Southgate Road Scarborough, Maine 04074 USA
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