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Standard Operating Procedures: Sofia (Rapid Test)  

Purpose  

● The purpose of this standard operating procedure (SOP) is to provide 

general information, and guidance for running an Antigen Rapid Test on a 

Quidel Sofia®2. 

Principle of the Test  

● The Sofia SARS Antigen FIA uses immunofluorescence technology in a 

sandwich design to detect nucleocapsid protein from SARS-CoV-2 AND 

Influenza A&B. This test allows for the detection of SARS-CoV-2 AND 

Influenza A&B. 

● The patient sample is placed in the Reagent Tube, during which time the 

virus particles in the sample are disrupted, exposing internal viral 

nucleoproteins. After disruption, the sample is dispensed into the Test 

Cassette sample well. From the sample well, the sample migrates through 

a test strip containing various unique chemical environments. If SARS-CoV 

or SARS-CoV-2 or Influenza A&B viral antigens are present, they will be 

trapped in a specific location. 

Sofia Calibration Check Procedure  

Purpose  

● The Calibration Check Procedure should be completed every thirty (30) 

days using the provided Calibration Cassette. It is a required procedure 

that checks Sofia optics and its calculation system. 

● Ensure that the Calibration Cassette is stored in its pouch, away from 

direct sunlight. 

Procedures for Calibration:  

• To check the calibration of the Sofia, select “Run Calibration” from 

the Main Menu. User ID will be “1234” 
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• Following the instructions, insert the Calibration Cassette into the 

Sofia and close the drawer. The Sofia will perform the Calibration 

Check automatically, with no user input required. 

External Quality Control  

Purpose  

● To determine that the reagents and assay procedure perform properly. 

● Quidel recommends that Positive and Negative External Controls be run: 

○ Once for each untrained operator.  

○ Once for each new shipment of kits. 

● The Positive control will be tested first, followed by the Negative control 

Built-in Procedures Controls Purpose:  

● The Sofia SARS Antigen FIA and the Flu + SARS Antigen FIA contains a 

built-in procedural control feature. 

● Each time a test is performed on a Sofia, the procedural control zone is 

scanned. 

● If the test does not flow correctly, Sofia will indicate that the results is 

invalid. An example can be seen below.  

● If this happens, this means you will not be able to get a conclusive result. 

Please contact the Sofia Specialist on duty for further direction. 

 

Procedures  

1. Setting Up Stations 
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1.1. Gather your materials and spreadsheet 

1.1.1. Verify if you are to complete a SARS Antigen test OR a 

SARS + Flu Antigen test  

1.1.1.1. Check the cap of the specimen. If there is an “S” on the 

lid, you will perform the SARS Antigen test. If there is an 

“F” on the lid, you will perform the SARS + Flu Antigen 

test.   

1.1.2. Gather the correct reagent solution for the test you are 

performing, the pipette, reagent tube, and cassette 1.2.  Label 

the Test Cassette with the patient's ID number. As shown.  

 

2. Mixing the Solutions. 

2.1. Dispense all of the reagent solution into the Reagent tube. Swirl the 

Reagent tube to dissolve its contents.  

 
3. Inserting Sample in Reagent Solution. 

3.1. Place the patient swab sample into the Reagent Tube. Roll the swab 

at least 3 times while pressing the head against the bottom and side 

of the Reagent Tube and let sit for 60 seconds.  
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3.2. Roll the Swab head against the inside of the Reagent Tube as you 

remove it. Dispose of the used Swab in biohazard waste.  

4. Transferring Solution into Test Cassette well. 

4.1. To aspirate the sample into the pipette, squeeze the larger (top) bulb 

completely, insert the tip of the pipette into the specimen and 

release the bulb slowly.   

4.1.1. Ensure that no air bubbles get pulled into the pipette. 

This could lead to an inconclusive result.  

 
4.2. You should have a full pipette of 120uL after proper aspiration of the 

sample  
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4.3. Firmly squeeze the top bulb to empty the full 120 uL contents into 

the Test Cassette sample well.  

4.3.1. Be careful not to touch the tip of the pipette to the bottom of 

the cassette well.  

 

4.3.2. Once the cassette has been filled with the patient’s sample, it 

must sit for 15 minutes. Allowing the sample to migrate 

through the test strip.  

4.3.2.1. Results will reamin stable for an additional 15 

minutes after the reccomended development time of 

15 minutes.  

The length of the  
straight arm of the  
pipette is 120uL. It is  OK  
if the sample overflow s  
into the smaller bulb.   
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5. Operating the Sofia 2 

5.1. After 15 minutes, Type in the patient’s ID into the Sofia machine  

5.2. Verify that the correct mode (WALK AWAY or READ NOW) has 

been selected. Read Now. Click Next.  

 

5.3. Open the Sofia 2 drawer.  

5.4. Input how old the patient is.  

5.5. Insert the Test Cassette into the drawer. Then gently close the 

drawer.  

5.6. Sofia 2 will start automatically and display the progress. In WALK 

AWAY Mode, the test results will be displayed in approximately 15 

minutes. In READ NOW Mode, the test results will be displayed 

within 15 seconds.  

5.7. You have completed the test.  The test must be completed, and 

results given to the patient within one hour. 

6. Results: 

6.1. For SARS ANTIGEN TEST: The screen will display a symbol 

correlating to what the final result is.  

6.1.1. A Negative result will display a Blue Negative sign   

6.1.2. A Positive result will display an Orange Positive sign  

6.1.3. An Inconclusive result will display a Red X  
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6.2. For FLU + SARS ANTIGEN TEST: The screen will display a symbol 

correlating to what the final result is. Please refer to the table below.  

 


