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Clinical Study-
Anti-SARS-CoV-2 Rapid Test
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1. Research purpose

This study aims to evaluate the clinical performance of the Anti-SARS-CoV-2 Rapid Test kit in
Autobio.

2. Materials for performance evaluation

Evaluation reagent: Anti-SARS-CoV-2 Rapid Test (Lateral Flow Method), which is
manufactured by Autobio Diagnostics Co., Ltd.

Control reagent: SARS-CoV-2 Antibody Test (Lateral Flow Method), manufactured by
Guangzhou Wondfo Biotech Co.,Ltd., which has been approved by CFDA.

3. Protocol

For Serum/Plasma samples:

68 positive samples which had been diagnosed as SARS-CoV-2 virus infection were tested
with Autobio reagent and the control reagent at Henan Centers for Disease Control. And 312
negative samples were tested with Autobio reagent and the control reagent at Autobio
Diagnostics Co., Ltd.

For Whole blood samples:

15 positive samples which had been diagnosed as SARS-CoV-2 virus infection were tested with
Autobio reagent and the control reagent at Henan Centers for Disease Control. And 15
negative samples were tested with Autobio reagent and the control reagent at Autobio
Diagnostics Co., Ltd.

All the positive samples were confirmed by NAT test.
Test the samples by Autobio and Wondfo tests in parallel, and calculate the coincidence rate

For Autobio test, IgG and IgM reactive could be recognized, either IgM or IgG or both IgM
and IgG reactive are considered as reactive.

For Wondfo test, IgG and IgM reactive could not be distinguished, it should be reported as
reactive when the control line and test line are identified.

4. Results
4.1 Results of serum/plasma samples

Table 1 Results of serum/plasma samples

Control reagent
Evaluation reagent Sum
Reactive Nonreactive

Autobio Reactive 38 13 51
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Nonreactive 1 328 329

Sum 39 341 380
Reactive coincidence rate 97.4%
Nonreactive coincidence rate 96.2%
Total coincidence rate 96.3%

Conclusion: After kappa analysis of the results above, kappa value was 0.824, p value was <
0.001. There was substantial consistency between Anti-SARS-CoV-2 Rapid Test (Autobio) and

the control reagent.

The raw data was in appendix A.

4.2 Results of whole blood samples

Table 2 Results of whole blood samples

No. of positive ‘ Control No. ('>f |
Autobio negative Autobio Control reagent
samples reagent camples

P1 + + N1 - -
P2 + + Na - -
P3 + + N3 ) -
P4 + + N4 - -
P5 + + N5 - -
P6 + + N6 - -
P7 + + N7 - -
rs + + N8 - i
P9 + + No - -
P10 + + Nio - _
P11 + + Ni11 - _
P12 + + Ni2 - _
P13 + L Ni3 - -
P14 + + N14 - i
P15 + + N15 - ]

@, » “© »

Note: “+” means reactive; “+” means weak reactive; “~"means unreactive.
Conclusion: According to the results above, the filtration performance of whole blood
erythrocytes was acceptable. And there was perfect consistency between Anti-SARS-CoV-2

Rapid Test (Autobio) and the control reagent. Due to the specificity of collecting clinical
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positive whole blood samples, clinical study of whole blood samples maybe further performed.

5. Discussion

Anti-SARS-CoV-2 Rapid Test (Autobio) is based on a colloidal gold method for the rapid,
qualitative determination of Anti-SARS-CoV-2 (IgG/IgM antibodies of Severe Acute
Respiratory Syndrome Coronavirus 2) in human serum, plasma or whole blood. It can give the
reactive report of Anti-SARS-CoV-2 IgG/IgM antibodies separately or simultaneously. Then it
will give an aid in identifying the early or late stages of patient infection in conjunction with
clinical examination, patient’s medical history and other test results. And about the strong
reactive samples, Anti-SARS-CoV-2 Rapid Test can give the report within three or four
minutes. However, comparing to NAT test method, there was a longer window period of
Anti-SARS-CoV-2 Rapid Test. It can be used as a supplementary detection indicator for

SARS-CoV-2 virus infection but not for the diagnosis and exclusion of the virus.
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Appendix A - Raw data of serum/plasma samples results

SARS-CoV-2|SARS-CoV-2 SARS-CoV-2|SARS-CoV-2
No. IgM IgG Control No. TeM 1sG Control
(Autobio) | (Autobio) ressent (Autobio) | (Autobio) reagent

1 + + + 191 — _ _
2 + — + 192 — _ _
3 + — — 193 — — —
4 * + + 194 — _ _
5 + — + 195 — — —
6 — - — 196 — _ _

7 + — + 197 — — —
8 + + + 198 — — —
9 — — — 199 — — —
10 + — + 200 — _ _
1 + + + 201 — _ _
12 + + + 202 — _ _
13 * + - 203 — _ _
“ * - + 204 - - _
o - * * 205 - _ —
16 + — + 206 — _ _
17 + + — 207 _ _ _
18 - + + 208 — — _
19 + + + 209 _ _ _
20 — + + 210 — — _
21 + + — 211 — _ _
22 + + + 212 — _ _
23 + - + 213 — — —
24 * - + 214 — _ _
25 - - - 215 — _ i
26 + + + 216 — _ _
27 — + + 217 _ _ _
28 + — — 218 — _ _
29 — + + 219 _ - _
30 + + + 220 — _ _
3t + + + 221 — _ _
32 - + + 222 — _ _
33 + _ N 203 ~ - -
34 — + + 224 _ _ _
35 + + + 225 — — _
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Note: “+”

means reactive; “-’means unreactive.
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No. 1-No.68 are tested as positive samples which had been diagnosed as SARS-CoV-2 virus
infection.

No. 69-N0.380 are tested as negative samples.
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