The COVID-19 IgG/IgM
Rapid Cassette Test

NOW, AVAILABLE FOR THE SALE AND SHIPMENT WITHIN AND THROUGHOUT THE
UNITED STATES UNDER THE EMERGENCY UTILIZATION AUTHORIZATION NUMBER
PEAU #2000056, ISSUED BY THE US FDA ON MARCH 23, 2020



The COVID-19 IgG/IgM
Rapid Cassette Test

-HIGH SENSITIVITY -HIGH SPECIFICITY -RESULTS IN 2-10 MINUTES
-TESTED IN FIELD -FAST DELIVERY -OVER 20 MILLION TEST KITS SHIPPED
-COST EFFECTIVE -APPROVED FOR USE IN THE E.U. -EASY TO READ RESULTS

-HIGH QUALITY -NOW MAKING 300,000 TEST PER DAY AND INCREASING PRODUCTION
-INSTRUCTIONS IN MULTIPLE LANGUAGES
OB -DELIVERS BOTH IGG AND IGM TEST RESULTS
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The COVID-19 IgG/IgM
Rapid Cassette Test

The COVID-19 IgG/1gM Rapid Test Cassette is designed for use with Whole

Blood, Serum or Plasma. It is an easy-to-use and accurate solid phase

immunochromatographic assay for the rapid, qualitative and differential detection of
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both IgG and IgM antibodies to 2019 Novel

Coronavirus with excellent sensitivity and
specificity.
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With the "known” international rates of infection now approaching 400,000 people
and almost 20,000 deaths, we WILL see these numbers increasing drastically as
the disease progresses. We will also see these numbers increase as quality and

accurate testing takes place worldwide.
People who are symptomatic for COVID-19 are more easily identified
than those who are asymptomatic. This is the problem!

BUT, what is the solution to identifying asymptomatic and symptomatic individuals?

The answer is simple. An accurate and easy to use rapid diagnostic is needed for infield,
hospital and other professional use. The COVID-19 I1gG/IgM Rapid Cassette Test delivers
results quickly and requires just a drop of whole blood, serum or plasma providing test results
in minutes with an exceptional degree of accuracy.
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What does it take to run the COVID-19 IgG/IgM Rapid Cassette Test? The easy to read
instructions are included in every kit. But, what are some of the basic questions that
we must answer?

Blood sample size needed to run the test- 5-10 microliters
Time necessary to view the test results- 2-10 minutes

IgG Sensitivity 98% IgM Sensitivity 95.7%
Specificity 100% Specificity 100%




The COVID-19 IgG/IgM
Rapid Cassette Test

The COVID-19 IgG/IgM Rapid Cassette Test Kit comes in a prepackaged box containing
25 COVID-19 cassettes, 25 pipettes, and diluent sufficient to rup 25 test.

Control Line

IgG Test Line

IgM Test Line

Blood Sample Port

Buffer Port




The COVID-19 I1gG/IgM
Rapid Cassette Test

5 pL of Serum/Plasma 1 drop of whole blood 2 drops of buffer
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NEGATIVE: The colored line in the Control (C) Region changes from blue to red. No line in IgG and IGM line indicated NEGATIVE.

IgM POSITIVE: The colored line in the Control (C) Region changes from blue to red. A colored IgM line indicates POSITIVE for IgM.

IgG POSITIVE: The colored line in the Control (C) Region changes from blue to red. A colored IgG line indicates POSITIVE for IgG

I1gG and IgM POSITIVE: The colored line in the Control (C) Region changes from blue to red. Two colored line in the IGM and the IgG indicates POSITIVE for IgM and IgG.

INVALID: The Control line in the Control (C) Region remains partially or completely blue and fails to change from blue to red
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Our COVID-19 IgG/IgM has undergone multiple evaluations infield to
confirm accuracy of our diagnostic.
The following pages represent 8 such sites totaling 681 patients. This patients represent
only a few of the 1000s of patient testing that has taken place.

Wuhan University People Hospital Wuhan No.1 People Hospital Wenzhou Central Hospital
No. 238 Jiefang Road, Wuchang District, No. 215 Zhongshan Avenue Qiaokou District, Lucheng District, Wenzhou City,
Wuhan City, Hubei Province. Wuhan City, Hubei Province Zhejiang Province.
Results Analysis sl Al Results Analysis:
Test Reference Reagent Test | Reference Reagent Test | Reference Reagent
Reagent o . Total Total Total
Positive | Negative Reagent | positive | Negative Reagent | positive | Negative
Positive 34 ! 35 Positive | 0 2 2 Positive | 78 0 78
Negative 1 63 64 Negative 0 98 98 Negative 2 0 2
Total 35 64 99 Total 0 100 100 Total 80 0 80

Total Agreement =97.98% Total agreement =98% Total Agreement =97.5%
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Jiande No.1 People Hospital
No. 599 Yanzhou Ave, Xinanjiang St,
Jiande City, Zhejiang Province.

Taizhou Centra Hospital Zhejiang Province No.2 Prison Hospital
No. 999 DongHai Avenue, Jiaojiang District, No. 3 Qiushan Street, Linpin Town,

Taizhou City,Zhejiang Province Yuhang District, Hangzhou City, Zhejiang Province.
Reference Reagent:

Results Analysis Results Analysis Results Analysis
Test | Reference Reagent | Test Re‘.‘e.fence Reage."t Total Test | Reference Reagent rotal
Reagent | positive | Negative Reagent | positive | Negative Reagent | positive | Negative
Positive 0 1 1 Positive 2 0 2 Positive 0 0 0
Negative| 0 79 79 Negative| 0 79 79 Negative| 0 35 35
Total 0 80 80 Total 2 79 81 Total 0 35 35
Total agreement =98.75% Total agreement = 100% Totalagreement = 100%
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Children's Hospital,

Zhejiang University School of Medicine
No. 3333 Binshen Road, Binjiang District,
Hangzhou City, Zhejiang Province.

Zhejiang University Affiliated

No.1 Hospital

No. 79 Qinchun Road, Hangzhou City,
Zhejiang Province.

Results Analysis

Results Analysis

Total agreement=100%

Reference Reagent
. Test t = : Total Test Reference Reagent Total
€agent | positive | Negative Reagent | positive | Negative
Positive| 1 0 1 Positive| 103 0 103
Negative 0 11 11 Negative 9 14 23
Total 1 11 12 Total 112 14 126

Total agreement= 92.86%
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