
Sofia by Quidel



How does the 
assay work?

The test employs immunofluorescence 
technology used with Sofia to detect 
antigen.

The patient sample is placed in the 
Reagent Tube, during which time the 
pathogenic antigen particles in the 
sample are extracted. 

After extraction, 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 
antigen is present, they will be trapped in 
a specific location captured by the 
antibodies in the test strip. 



Product 
specifications

Sample type Nasal swab, nasopharyngeal swab, 
nasopharyngeal aspirate/wash

Time to results Sofia: 15 minutes

Kit storage conditions: Room temperature (15°C to 30°C/59°F 
to 86°F)

Controls Positive and negative

Nasal swab sensitivity* A: 90%, B: 89%

Nasopharyngeal swab sensitivity* A: 97%, B: 90%

Nasopharyngeal aspirate/wash sensitivity* A: 99%, B: 88%

Nasal swab specificity* A: 95%, B: 96%

Nasopharyngeal swab specificity * A: 95%, B: 97%

Nasopharyngeal aspirate/wash specificity* A: 96%, B: 96%

Shelf life 24 months from date of manufacture

Transport Media Compatibility Copan Universal Transport 
Media, Hank’s Balanced Salt Solution, M4, M4–RT, M5, M6, 
Modified Liquid Stuarts, Saline, Starplex Multitrans

CLIA complexity Waived

*Refer to Package Insert for additional performance claims.



Specimen collection



Effective body language enhances you



Run Test



Using Sofia



Sofia interpretation of results (Flu example)



•
Running QC
Required on new lot, new shipment, new operator
Calibration required every 30 days



References

IFU Sofia Strep: 
https://static.webareacontrol.com/CommonFile/instructions-for-use-
1678096459246.pdf

SARS Antigen FIA FAQ’s 

https://static.webareacontrol.com/CommonFile/instructions-for-use-
1678096459246.pdf

blob:https://techdocs.quidelortho.com/43a95bab-7e3a-43a2-bb88-
dc662dd63bd5 

SARS Antigen FIA Quiz

blob:https://techdocs.quidelortho.com/de1e9575-5129-490a-8512-
3b47e2d4b14f 

Quick reference guide: 
https://techdocs.quidelortho.com/?country=United+States&languag
e=English&docId=16842597&isauthenticated=public
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