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Principle / Purpose: 
Rapid molecular test for the qualitative detection of Group A Strep bacterial nucleic acids in throat swabs from patients with signs and symptoms of respiratory infection by DNA amplification.

Specimen Collection and Requirements:
Specimens can be collected with foam, polyester, HydraFlock, and nylon swabs. The BBL Culture swab Liquid Amies transport media system has been tested and is acceptable.
Rayon swabs and Liquid Stuart transport media are not suitable for use with this assay.
Collect patient specimen by swabbing the posterior pharynx, tonsils, and other inflamed areas. Avoid touching the tongue, cheek, and teeth with the swab.

Specimens should be tested as soon as possible after collection. If immediate testing is not possible, the throat swab can be stored in a dry tube or sleeve at room temperature or refrigerated at 2-8°C 72 hours. Specimens collected in Liquid Amies transport media can be stored at room temperature or refrigerated at 2-8°C for up to 6 hours.
Reagents & Equipment: 
· ID NOW Instrument


· Orange Test Base

· Blue Sample Receiver
· White Transfer Cartridge

· Throat Swab

· Positive and Negative Control Swab

· Gloves
Quality Control:

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 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 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 “Strep A Test” this starts the 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.

.

Reporting Results:
Strep A: Positive 
Strep A: Negative 
Strep A Invalid Immediately repeat testing of the sample with new test components. If repeat testing is invalid, recollected patient sample is required.

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.

Limitations:  
As with all laboratory tests, definitive diagnostic or therapeutic decisions should not be based on any single result or method. 
ID Now Strep A does not distinguish between viable and nonviable organisms.

The ID Now Strep A is not intended for use in monitoring treatment of pharyngitis caused by Group A Strep.

Follow up testing by culture is required if the result is negative and clinical symptoms persist or in the event of acute rheumatic fever outbreak.
Troubleshooting 
Refer to ID Now Strep A package insert or call Abbot at 1-855-731-2288.
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 Strep A 2 Product Insert © 2020. Abbott. 
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