
Test Type Rapid Antigen for the detection of Group A Streptococcus (POC)

Sample Type Throat Swab

Time to Result 5 minutes

Accuracy Sensitivity 97.1%, Specificity 99.4%

Kit Contents 25 Test Strips, 25 Sterile swabs, 25 Disposable extraction tubes, 1 Reagent A, 1
Reagent B, 1 Positive Control, 1 Negative Control, 1 Instructions for Use

Strep A Symptoms Fever, chills, and aching body, red and swollen tonsils, pain when swallowing,
pus on tonsils, and tiny red spots on the roof of the mouth

FDA 510(k)? Yes

iGAS infections
account for 1·8
million cases

worldwide, with
a mortality rate

of up to 20%.

Group A Streptococcus Prevalence Who is it for?
Pediatric patients
exhibiting symptoms like
sore throat, fever, and
swollen lymph nodes, to
diagnose or rule out strep
throat.
Adults experiencing
prolonged or severe sore
throat symptoms to
determine if antibiotics
are necessary.
Those with compromised
immune systems who
need swift diagnosis and
treatment to prevent
further complications.
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Around 5–15% of school-
aged children are

colonized with group A
strep but not infected,
and there's no way to
differentiate between
carriers and those who

are infected. 

10-15K
The CDC estimates

that the United States
sees 10,000–15,000
cases of invasive

group A strep each
year, resulting in over

2,000 deaths.


