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Clinical Evaluation Report

1. General Information

According to the Guidelinesfor Clinical Trials of In vitro diagnostic reagents (No.16 of

2014), We entrusted 3 medical institutions in Hubei, Heilongjiang and Guangdong to perform

the clinical evaluation of SARS-CoV-2 Antigen Test Kit (Colloidal Gold) developed by

Shenzhen Dymind Biotechnology Co, Ltd.

The specimens used in this clinical evaluation study were collected from patients in nasal

(NS) swab specimens directly from individuals who are suspected of COVID-19.

2. Study Design and Method Report

2.1. Purpose

This evaluation study was performed in comparison with a commercial

RT-PCR kit, which was used as gold standard assay.

2.2 Samples

In this study, clinical samples were collected from a total 240 individuals, 117 among them

were viral infection patients confirmed by RT-PCR and 123 were normal volunteers.

2.3 Test Kits

SARS-CoV-2 Antigen Test Kit, manufactured by the company.

Lot No. Date of Manufacture Estimated Expiration Date

2020042101 20200421 20210420

2.4 Test procedure

All specimens were tested according to kit’s instructions for use.

3. Results

3.1. test results
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3.2 Participants Information

Gender ofthe participants
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0,

Gender Number
a of

total

Male 129 53.74%

Female 111 46.25%

Age distribution of the participants

Age grou Number
Yoo!

ge group
total

<0
89 37.08%

21-40
84 35.00%

41~60
53 22.08%

61~80
13 5.42%

Above 80
1 0.42%

Educational background ofthe participants
Educational % of

Number
group total

Primary school 32 13.33%

Middle School 26 10.83%

High School 50 20.83%

Bachelor 115 47.91%

Others 17 7.10%

Occupational background ofthe participants
0

Profession Number
Yoof

total

Migrant workers 12 5.00%

Sales 28 11.67%

Engineer 64 26.67%

Student 92 38.33%

Doctor 10 4.17%

Jobless 15 6.25%

Others 19 7.91%

Regional distribution the participants

0

Province Number
Vool

total

Hubei 54 22.50%

Heilongjiang 109 45.42%

Guangdong 77 32.08%

The participants’ ages range from 6 to 85, and most of them were from 6 to 60. They have

also showed different culture background. None of the participants had used SARS-CoV-2
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Antigen Test Kit before. 52.09% reported that they were high-school graduates or lower and

53.74% participants were male.

3.3 Test Results and Accuracy

A total of 240 samples were tested:

Comparator Method (NA
SARS-CoV-2 Antigen

P (NAD)

Test Kit

Positive Negative Total

Positive 113 2 115

Negative 4 121 123

Total 117 123 240

Positive Agreement (95% CI): 113/117 96.58% (91.48% -99.06%)

Negative Agreement (95% CI): 121/123 98.37% (94.25% - 99.80%)

The performance of SARS-CoV-2 Antigen Test Kit with positive results stratified by the

NAT method Ct counts were assessed to more understand the correlation ofassay performance
to the NAT Ct value, estimating the viral amount present in the clinical sample. As showed in

the following table, the positive agreement ofthe SARS-CoV-2 Antigen Test Kit is higher

with samples of a Ct count <33.

SARS-CoV-2 Antigen NAT Method (Ct)

Test Kit
POS (Ct <33) POS (Ct> 33)

Positive 90 23

Negative 0 4

Total 90 27

Positive Agreement (95% CI) 100.0%(95.98%, 100.0%)[85.19%(66.27%, 95.81%)
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4 Conclusions

SARS-CoV-2 Antigen Test Kit (Colloidal Gold)produced by Shenzhen Dymind

Biotechnology Co., Ltd.. showed no statistically significant difference between SARS-CoV-2

Antigen Kit test results tested by patients and the clinical diagnosis results, which were highly

consistent. That showed SARS-CoV-2 Antigen Test Kit (Colloidal Gold) was suitability for no

professional use.
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