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TABLE 2. Test results and performance characteristics of the Abbott
BinaxNOW COVID-19 Ag Card Point of Care Diagnostic Test (BinaxNOW
antigen test) compared with real-time reverse transcription-
polymerase chain reaction (RT-PCR) for testing received among
asymptomatic and symptomatic persons at two community-based
testing sites — Pima County, Arizona, November 2020

Real-time RT-PCR, no. of tests

Results and Performance Positive  Negative Total
BinaxNOW antigen test result

All participants (N =3,419)

Positive 157 B 161
Negative 142 3,116 3,258
Total 299 3,120 3419
Symptomatic (21 symptom) (n = 827)

Positive 113 0 113
Negative 63 651 714
Total 176 651 827
Asymptomatic (n = 2,592)

Positive ER) B 48
Negative 79 2,465 2,544
Total 123 2,469 2,592

BinaxNOW antigen test performance, % (95% Cl)
All participants (N = 3,149)

Sensitivity 52.5 (46.7-58.3)
Specificity 99.9 (99.7-100.0)
PPV 97.5 (93.8-99.3)
NPV 95.6 (94.9-96.3)
Symptomatic (n =827)

Sensitivity 64.2 (56.7-71.3)
Specificity 100.0 (99.4-100.0)
PPV 100.0 (96.8-100.0)
NPV 91.2 (88.8-93.1)
Asymptomatic (n =2,592)

Sensitivity 35.8(273-44.9)
Specificity 99.8 (99.6-100.0)
PPV 91.7 (80-7.7)
NPV 96.9 (96.1-97.5)

Abbreviations: C| = confidence interval; COVID-19 = coronavirus disease 2019;
NPV = negative predictive value; PPV = positive predictive value.
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FIGURE. Abbott BinaxNOW COVID-19 Ag Card Point of Care Diagnostic Test (antlgen test) results, N1 cycle threshold (Ct) values,* and viral
culture resultst among A) symptomatic(N= 136)°and B) asymptomatic(N= 88)" participants receiving positive SARS-CoV-2 real-time reverse
transcription—-polymerase chain reaction (RT-PCR) test results at two community-based testing sites — Pima County, Arizona, November 2020

A. Symptomatic B. Asymptomatic
40 40 ®
[ W Ve o
- ®
g 3 ... g3xs{ @ oo
© ©
= 'Y @®e - PN ) ’
O 30~ k ‘ ° ” U 30~ @ °8 ®
< ': o £ e® e %Y
O O
5 257 5] . @ ® 5 257 & P
= °, = —.T.-’ .
v ® ® b @
s 20 P ) ° % 20 ° ..
= = @9y,
£ 154 € 154
10 T T 10 T T
Antigen-positive Antigen-negative Antigen-positive Antigen-negative
® Culture-positive ® Culture-negative @ Culture-positive ® Culture-negative

* Only those specimens that were analyzed using the CDC 2019-nCoV Real-Time RT-PCR Diagnostic Panel for detection of SARS-CoV-2 and that were analyzed using
viral culture are included in the graph.

t Twenty specimens with Ct values <18 had positive antigen and real-time RT-PCR results but were culture negative. The culture showed evidence of cytopathic effects
and had presence of SARS-CoV-2 RNA as detected by real-time RT-PCR in the first passage culture, but viral recovery was not two Ct values lower than the corresponding
clinical specimen Ct.

§ Antigen test results: 88 positive and 48 negative; median Ct values indicated with black line: 22.0 for antigen-positive specimens and 33.9 for antigen-negative specimens.

¥ Antigen test results: 37 positive and 51 negative; median Ct values indicated with black line: 22.5 for antigen-positive specimens and 33.9 for antigen-negative specimens.
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TABLE 2. Sensitivity, specificity, positive predictive value, and
negative predictive value of Sofia SARS Antigen Fluorescent
Immunoassay compared with real-time reverse transcription-
polymerase chain reaction (RT-PCR) among asymptomatic and
symptomatic persons — two universities, Wisconsin, September-
October 2020

RT-PCR result, no.
Asymptomatic (N = 871) Symptomatic* (N = 227)

Antigen test

result Positive Negative Total Positive Negative Total

Positive 7 14 21 32 2 34

Negative 10 840 850 8 185 193

Total 17 854 871 40 187 227

Test evaluation, % (95% Cl)

Sensitivity 41.2(18.4-67.1) 80.0 (64.4-90.9)

Specificity 98.4 (97.3-99.1) 98.9 (96.2-99.9)

Positive 33.3(14.6-57.0) 94,1 (80.3-99.3)
predictive value

Negative 98.8 (97.8-994) 95.9(92.0-98.2)

predictive value

Abbreviation: Cl = confidence interval.
* One or more symptoms reported.

Pray IW, et.al., MMWR. January 1, 2021. 69:51-52

FIGURE. Viral culture results among participants with positive Sofia SARS Antigen Fluorescent Immunoassay or positive SARS-CoV-2 real-time
reverse transcription-polymerase chain reaction (RT-PCR) results (n = 69),* by cycle threshold (Ct) value! and the interval between specimen
collection and reported symptom onset or asymptomatic status — university A, Wisconsin, September-October 2020
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*n = 30 antigen- and culture-positive; n = 22 antigen-positive and culture-negative; n = 15 antigen- and culture-negative; n = two antigen-negative and
culture-positive.

T Ct values represent cycle thresholds for the N1 target probe during SARS-CoV-2 real-time RT-PCR; Ct values are represented on the y-axis in descending order to
indicate that lower Ct values represent higher levels of RNA in the specimen.
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