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ABSTRACT

Background: Pharyngitis is one of the most common conditions encountered in primary
health care facilities. Accurate differentiation of group A streptococcus (GAS) infection
from viral infection is difficult. The STANDARD F Strep A Ag FIA (SD BIOSENSOR, Korea) is a
rapid antigen detection test (RADT) that has been recently developed for diagnosing GAS
pharyngitis. In this study, we evaluated the diagnostic performance of the STANDARD F Strep
A Ag FIA and compared the results between the RADT and conventional throat culture.
Methods: Throat swab samples were obtained from a total of 372 children presenting
pharyngitis symptoms in five pediatric clinics in Changwon, Korea from July 2018 to October
2019. A comparative study between STANDARD F Strep A Ag FIA and Sofia Strep A FIA (Quidel,
USA) was performed. Two throat swabs were taken simultaneously from each patient for
RADT. The third throat swab was stored in a transport tube containing Stuart's transport
medium for culture. Performance and kappa index of STANDARD F Strep A Ag FIA were
evaluated.

Results: GAS infection was detected in 29.3% (109/372) patients, using the STANDARD F
Strep A Ag FIA. The sensitivity, specificity, positive predictive value, and negative predictive
value were 95.0%, 95.2%, 88.1%, and 98.1%, respectively. The STANDARD F Strep A Ag FIA
showed an excellent concordance rate of 96.5% and a kappa value of 0.89 compared to Sofia
Strep A FIA.

Conclusion: The STANDARD F Strep A Ag FIA demonstrated an excellent performance along
with Sofia Strep A FIA for the diagnosis of GAS pharyngitis.

Keywords: Group A streptococcus, Pharyngitis, Rapid antigen test, Streptococcus pyogenes,
Tonsillitis
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INTRODUCTION
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MATERIALS AND METHODS
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=
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RESULTS

1. STANDARD F Strep A Ag FIASH HHREZIAL Zke] H

STANDARD F Strep A Ag FIA AL} BIFHALE: FAloll Al3¥st 372 A 5 v AL P82
101 A, 2432 271 74|, STANDARD F Strep A Ag FIA FAAF 9232 109 AA, 2492 263 7]
ATHTable 1). & 372 AAol| thsl BiFHEALE 7|22 61312 W] STANDARD F Strep A Ag FIA
ZAAFS] UIZHE = 95.0% (95% A2 7F 88.8-98.4%), 0] == 95.2% (95% A7 91.9-97.4%)
AL, FACE = 88.1% (95% A1Z]T7F 80.5-93.5%), 2AJGlZ = 98.1% (95% A= 717t 95.6-
99.4%) Tt AFE GAEL M7} 47.8%= 7H =8k, 64| 39.9%, 741 37.1% o™, FAk=
57.8%, A1 A= 42.2%% Ch(Fig. 1).
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Table 1. Clinical performance of STANDARD F Strep A Ag FIA and Sofia Strep A FIA

compared to throat culture
(n=372)

Throat culture

. . . Sensitivity  Specificity
Rapid antigen detection tests ~ Results GAS GAS (95% CI) (95% CI)
Positive  Negative

STANDARD F Strep A Ag FIA  Positive 96 13 95.0% 95.29%
Negative 5 258 (88.8-98.4%) (91.9-97. 4%)

SOFIA Strep A FIA Positive 95 11 94.1% 95.99%
Negative 6 260 (87.5-97. 8%) (92.9-98. 0%)

Abbreviation: GAS, group A streptococci; CI, confidence interval.
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Fig. 1. Distribution of age and sex of STANDARD F Strep A Ag FIA positive patients.
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3. Bt = Mt ZAe] At H @

Hi AR = A& HARS] 2HHE H| w32 o Bl AMF STANDARD F Strep A Ag FIA 7 7}
A HE /0]l Sofia Strep A FIA AN 27591 78-9-= 270 AR L, Bl LAt Sofia Strep A
FIA AP} 25 QA 0] 31 STANDARD F Strep A Ag FIA A AR 2401 Ao 17)] AX| LTt v
FUAFE P F A4 JM B 242 Uehdl 7.9 47 AT, MR &

/321t STANDARD F Strep A Ag FIA /321 749+ 137191 BHH, Sofia Strep A FIA ¥/3%1 4 9+=
17N}, 7719] Aol A= v FAARE 5/ 1H] = A& Aol A 25 S e

Annals of Clinical Microbiology 2020 September Vol.23(3)

120



Rapid Ag Test for Streptococcal Pharyngitis

DISCUSSION
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