
Rapid Strep A Antigen Test 

INSTRUCTIONS FOR USE • � GCSTR-501 Ca 

CUA Categorization: Waived 

I IVD I I R Only I 
A Certificate of Waiver is required to perform this test in a CLIA Waived environment. Laboratories with a 
Certificate of Waiver must follow the manufacturer's instructions for performing the test 42 CFR 493.1 S(e)(l) 
Failure to follow the instructions or modification to the test system instructions will result in the test no 
longer meeting the requirements for waived classification. 

INTENDED USE 
The Rapid Strep A Antigen Test is a rapid chromatographic immunoassay for the qualitative detection of 
Streptococcus pyogenes (Group A 13-hemolytic Streptococcus, Strep A) antigen from throat swab specimens 
of symptomatic patients to aid in the diagnosis of Group A Streptococcus bacterial infection. 
All negative test results should be confirmed by bacterial culture because negative results do not preclude 
infection with Group A Streptococcus and should not be used as the sole basis for treatment. 

SUMMARY 
Streptococcus pyogenes is non-motile gram-positive coccus, which contains the Lancefield group A antigen 
that can cause serious infections such as pharyngitis, respiratory infection, impetigo, endocarditis, 
meningitis, puerperal sepsis, and arthritis. Left untreated, these infections can lead to serious complications, 
including rheumatic fever and peritonsillar abscess.' Traditional identification procedures for Group A 
Streptococci infection involve the isolation and identification of viable organisms using techniques that 
require 24 to 48 hours or longer. 2-
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The Rapid Strep A Antigen Test is a rapid test to qualitatively detect the presence of Group A Streptococcal 
antigen in throat swab specimens, providing results within 5 minutes. The test utilizes specific and sensitive 
antibodies reactive to the Rapid Strep A Antigen and is specific to group A with no cross-reactivity from other 
groups of Streptococci. 

PRINCIPLE 
The Rapid Strep A Antigen Test is a qualitative, lateral flow immunoassay that uses antibodies to detect 
carbohydrate antigen from Strep A in throat swabs. During testing, a throat swab is collected and added to 
buffer. The sample is added to the test. If Strep A antigen is present in the sample, a colored line will form at 
the test line at ·r, which means the test is positive. If Strep A antigen is not in the sample, a test line will·�� 
appear at ·r which means the test is negative. A colored line will always appear at the control line .·c 
indicate the test is working and proper test procedure has been followed. 
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MATERIALS PROVIDED
25 Test Strips 

25 Sterile swabs 

25 Disposable extraction tubes 
One tube for each test strip

1 Reagent A* 
10mL; 2M Sodium Nitrite 
Reagent B* 
1 0mL; 0.2M Acetic Acid 

1 Positive Control 
1 mL: Non-viable Strep A; 0. 05% ProClin ™ 300 

1 Negative Control 
1 mL: Non-viable Strep C; 0. 05% ProC/in TM 300 

2 Tube Holders 
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Quick Reference Instructions 

* Reagent A and Bare caustic. Avoid contact with eyes, sensitive mucous membranes, cuts, abrasions, etc. If 

these reagents contact the skin or eyes, flush with a large volume of water. 

MATERIALS REQUIRED BUT NOT PROVIDED 
Timer, clock, or watch for specimen collection and test procedure. 

WARNINGS AND PRECAUTIONS 
• This kit is for prescription, in vitro diagnostic use only. •
• Read all instructions carefully before performing the test. Failure to follow the instructions may result in 

inaccurate results. 
• Do not use the test kit beyond the expiration date printed on the pouch. 
• Do not use if any of the test kit contents or packaging is damaged.
• Do not interchange reagent bottle caps. 
• Do not interchange external control solution bottle caps. 
• Do not interchange or mix components from different kit lots.
• Swabs, tubes, and strips are for single use only. Do not re-use.
• Testing should only be performed using the swabs provided within the kit. Do not touch the swab tip.
• Do not eat, drink or smoke in the area where the specimens and kits are handled.
• Test strips must remain sealed in the pouch until just prior to use. Do not open the pouch until you are

ready to perform the test.
• Reagent A and Bare caustic. Avoid contact with eyes, sensitive mucous membranes, cuts, abrasions, etc. 

Page 1 of 5 










