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Specimen Collection

Preparation of Swab Specimens
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Test Procedure

Internal procedural controls are included in the
test. A coloured band appears in the control
region (C) is considered an internal positive

procedural control. It generally confirms sufficient
specimen volume and correct procedural

technique. If controls do not yield expected
results, do not use the test. Repeat the test or

contact Spectrum Medical Diagnostics, Inc.

QUALITY CONTROL

Result Determination
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Positive Result:

Negative Result:

Invalid Result: 

The Strep A Rapid Test Device (Swab) is designed for in vitro diagnostic use and should only be used for the
qualitative detection of Group A Streptococcus. It should not be used for other purposes or to determine the
concentration of analytes in the specimen.
The accuracy of the test is dependent on the quality of the swab specimen. False negatives may result from
improper specimen collection or storage. Additionally, a negative result can be obtained from patients at the
onset of the disease due to low antigen concentration.
The test does not differentiate between asymptomatic carriers of Group A Streptococcus and those with
symptomatic infection. If clinical signs and symptoms are not consistent with the laboratory test results, a
follow-up throat culture is recommended.
Respiratory infections, including pharyngitis, can be caused by streptococci from serogroups other than Group
A, as well as other pathogens. The test is specific to Group A Streptococcus and may not detect these
alternative pathogens.
A definitive clinical diagnosis should not be based solely on the results of a single test. The physician should
consider all clinical and laboratory findings before making a diagnosis.
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It is important to refer to the package insert for a comprehensive understanding of the limitations and
additional information regarding the test.

LIMITATIONS
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Strep A Rapid Test Training Quiz

What is the intended use of the Strep A Rapid Test Device (Swab)? 
a) Detection of Group B Streptococcus antigens
b) Qualitative detection of Group A Streptococcus antigens
c) Diagnosis of respiratory infections caused by Streptococcus pneumoniae
d) Confirmation of rheumatic fever

Why is early diagnosis and treatment of Group A Streptococcal pharyngitis important? 
a) To reduce the severity of symptoms
b) To prevent complications like rheumatic fever and glomerulonephritis
c) To limit the spread of infection to others
d) All of the above

How does the Strep A Rapid Test Device detect Group A Streptococcus antigens?
a) By visualizing colour development on the internal strip
b) By measuring the concentration of antigens in the specimen
c) By isolating and identifying the Streptococcus organism
d) By detecting specific DNA sequences of Group A Streptococcus

What should you do if the control band fails to appear on the test device?
a) Interpret the result as positive
b) Interpret the result as negative
c) Discard the test and repeat with a new device
d) Contact the local distributor for further instructions

What is the recommended time frame for result interpretation?
a) Within 2 minutes
b) Within 5 minutes
c) Within 10 minutes
d) After 15 minutes

What is the interpretation of a positive result in the Strep A Rapid Test Device?
a) One coloured band appears in the test region (T)
b) Two coloured bands appear: one in the control region (C) and another in the test region (T)
c) No coloured bands appear in either region
d) The intensity of colour in the test region determines the result


