
COVID-19 Antibody / Antigen Detection Kit
新型冠状病毒抗体/抗原检测试剂盒

Product Feature  产品特点

1. Antibody and Antigen Combo 
Detection. 

新冠状病毒抗体和抗原联合检测
2.  Fast Detection: Result in 15 minutes.

快速检测：15分钟即出结果
3.  High Accuracy.

准确率高
4.  Easy to Use.

使用方便

Components 产品包装 - 25PCS/Box

1.  Test Card * 25
检测试剂卡*25

2.  Sample Extraction Tube * 25
样本提取管*25

3.  Cotton Swab * 25
棉签*25

4.  Paper Cup * 25
白纸袋*25

Test Procedure  检测步骤 Interpretation of Results  结果解读

PRODUCT INTRODUCTION 产品介绍

Antibody Detection 抗体检测

Antigen Detection 抗原检测 New Gene (Hangzhou) Bioengineering Co., Ltd.
Website: www.new-gene.com

Email: marketing@new-gene.com
24-hour Hotline: (+86) 0571-5651 5020

5.  Blood Collection Needle * 25
采血针*25

6.  Dropper * 25
滴管*25

7.  Antibody Detection Buffer * 1
抗体检测稀释液 * 1

8.  Package Insert * 1
说明书*1

For Information:
Carolen Group for Covid-19 Help

 sars2help.info

For Information:
Carolen Group for Covid-19 Help

 sars2help.info

FAST. SPECIFIC, ACCURATE, EASY, AFFORDABLE!

DUAL
TEST!

15 MINUTE
RESULTS!

ACCURACY
APPROACHING
PCR TEST w/ NO

HI-TECH
EQUIPMENT
NEEDED, NO

PAINFUL SWABS!



Packet Insert
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Dual Test
Effectiveness



How the Newgene dual coronavirus test compares to RT-PCR testing, as well as to the Lucira test…and 
why the Newgene test is a major milestone in the race to ensure that a significant percentage of the 
population can access an accurate, affordable and fast test…with the potential to capture a major 
portion of the vital diagnostic tests market:  (See this website if (See https://www.lucirahealth.com 
 
Strengths & Weaknesses of the RT-PCR test: The sample to be gathered comes from deep in the nasal or throat, must 
be gathered by a nurse or trained technician and involves pain or extreme discomfort. (Some have described it as 
having one’s brain extracted thru their nose!). The test involves a complicated multistep process and requires scarce & 
expensive reagents; scarce & expensive equipment; scarce & expensive reagents; trained laboratory technicians; and 
significant time.  
 
While the actual process can be completed in 3 hours or less, the combination of these various requirements causes the 
average test results to be obtained in no less than about 3 days, and often takes as long as 7-8 days. Plus, the test 
having to be performed by professional laboratories, has involved a cost of as much as several thousand dollars, which 
may or may not be paid by health insurance. Having said that, the test does have the advantage that it detects the 
actual viral RNA material and can detect a lower level of virus than “fast” tests. However, because it detects such a low 
level of virus, it is possible that a positive test result may be obtained when the viral load is below the minimum 
necessary to actually cause Covid-19 disease. The Newgene test threshold is likely above that necessary for infection. 
 
 The Newgene & Lucira tests vs RT-PCR & first-gen fast or “self” tests: Compared to the RT-PCR test, the new fast 
tests are cheaper, do not require expensive labs, equipment, trained techs, or reagents; The fast tests give results in 30 
minutes (Lucira) or 15 minutes (Newgene). Vs the first-gen fast tests, the new fast tests detect antigens (or antigens & 
antibodies as with the Newgene test), whereas the first fast tests only detected antibodies; the new fast tests have an 
accuracy, sensitivity and specificity that approaches that of RT-PCR tests; the results are almost immediate, in situ, 
whereas some initial “self-tests” or self-sampling saliva tests still required submission of the sample to a lab for 
analysis. Perhaps most importantly; the percent of false positives & false positives is low, also approaching that of RT-
PCR tests, whereas with the first fast tests having an accuracy as low as 50%, a coin toss would have been as accurate! 
 
The Newgene vs the Lucira test: 
 

1. BOTH the Newgene & Lucira tests are relatively cheap and easy to produce and detect the presence of the live 
virus relatively early in infections. Because the virus is detectable before antibodies ore present, and before 
symptoms of illness develop, a positive antigen test can disclose those who are contagious before they are 
aware of it. This is crucial in controlling the pandemic, because it is believed that the wide spread of the 
coronavirus is due to those "asymptomatic" persons freely traveling & mingling with others because they Feel 
well and don’t realize when they are infecting other people…and when they actually should be quarantining 
themselves! Also, whereas the prior suggested protocol was for a person displaying a positive fast test result to 
have a follow-up RT-PCR test. But, with the high accuracy, specificity and close correlation of the new fast tests, 
with the “gold standard” RT-PCR test, such a follow-up test becomes redundant and unnecessary. 

2. The Lucira test is a self-test, but requires prescription from a doctor. That means a potential Covid victim must 
pay the cost to visit doctor to get prescription, plus cost of the test. Plus, requiring a prescription for the test 
defeats the intent to encourage more fast tests, on demand. The goal of the Newgene company is to obtain a 
approval which provides for the sale of the test w/o a prescription. 

3. The Lucira test  requires a little reader device. Even if a cheap test, compared to PCR tests, it’s cost (+/- $50) is 
still significantly above the cost at which the Newgene tests can be profitably sold (less than $10-$15 each, or 
$20 including USPS postage).  

4. The Lucira test  uses a shallow nasal swab sample, that the home users obtain themselves., While easier and 
less painful to obtain than the deep swab that must be obtained by a health professions, for the RT-PCR test, 
the saliva sample used by the Newgene antigen test is even easier to obtain. 

5. The Lucira test, as does the Newgene test, detects the presence of live virus, but Newgene test has the 
advantage of two tests that can confirm an infection. 

6. The Newgene test more than triples the length of time that the test is valuable because each individual 
Newgene test overcomes some of the weaknesses of the other test: The conoravirus antigens are detectable 
before the antibodies; and the antibodies are detectable. Hence, there is value to a positive response from one 
test, before antibodies are detectable, as well as a positive response from the other test, after the living virus 
(and antigens) are gone from the body. 

 
It should be obvious that the Newgene dual test is a major milestone in coronavirus testing, and the only choice 

that makes sense for those who want a convenient, fast and affordable test! 

https://www.lucirahealth.com/




"LAB IN A BAG" TRIPLE FAST ANTIBODY (BLOOD) &
ANTIGEN (SPUTUM) TEST FOR NOVEL
CORONAVIRUS (SARS2COV-19) & INFLUENZA A/B

PRICING EFFECTIVE FEBRUARY 18, 2021

"Door to Door" price, including "ground" shipping,
excluding any customs duty, if any:

    10K (MOQ) to 100K   $17.90/Test
+100K to 500K Tests    $16.90/Test
+500K to 1MM Tests     $15.90/Test
+1MM TO 3MM  Tests   $14.90/Test

SINGLE TEST,WITH PRIORITY POSTAGE:   $24.90

Production Capability: 1-3MM tests / day
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Novel Coronavirus Antigen Detection Kit (Colloidal Gold)

Clinical Study Report

Name of in vitro diagnostic reagents used in the test: Novel Coronavirus

Antigen Detection Kit (Colloidal Gold)

Specifications: 25 Tests/Box

Start and end time of the test: August 24th, 2020- September 25th, 2020

Applicant: New Gene (Hangzhou) Bioengineering Co., Ltd.

Address: Room 1606, Floor 16, Building 5, 688 Bin'an Road, Changhe

Street, Binjiang District, Hangzhou City, Zhejiang Province, P. R. China

Report Date: October 12th, 2020
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Summary

The Novel Coronavirus Antigen Detection Kit (Colloidal Gold) developed by New Gene (Hangzhou)

Bioengineering Co., Ltd. can quickly and qualitatively detect the nucleocaspid protein of novel

coronavirus (SARS-COV-2) in human sputum/swab samples. It can be used as a supplementary

test for COVID-19 diagnosis.

According to the clinical trial plan, the Novel Coronavirus Antigen Detection Kit (Colloidal Gold)

or “test reagent”, is to test sputum and swab samples from COVID-19 suspects. Test results are

compared with another commercial SARS-COV-2 nucleic acid detection kit with NMPA approval,

which is defined as the “gold standard”. The sensitivity, specificity, and total agreement rate are

used to evaluate the reliability of the test reagent in clinical applications.

Method: A collection of clinical samples are examined by the test reagent and the gold standard

in parallel, to calculate the clinical sensitivity, clinical specificity, and total agreement rate of the

test reagent.

Standard of criteria for a qualified test reagent: Clinical sensitivity ≥90%, clinical specificity ≥90%,

and total agreement rate ≥90%.

Results: Compared to the gold standard, the clinical sensitivity of test reagent is 96.1%, the

clinical specificity is 99.0%, and the total agreement rate is 97.5%. For different sample types, the

sensitivity, specificity, and total agreement rate are 97.3%, 99.0%, and 98.1% in sputum samples,

95.7%, 99.0%, and 97.2% in throat swab samples, 95.1%, 99.1%, and 97.2% in nasal swab

samples, respectively.

Conclusion: Compared to the gold standard reagent, the test reagent has reliable performance in

diagnosing COVID-19 cases.

Acronyms
Test reagent: The Novel Coronavirus Antigen Detection Kit (Colloidal Gold) developed by New

Gene (Hangzhou) Bioengineering Co., Ltd.

SARS-COV-2: Novel Corona Virus 2019

Main contents
Introduction

The novel coronavirus SARS-COV-2 is the causative pathogen for the global pandemic of

COVID-19. It is contagious in humans, either symptomatically or asymptomatically. Based on

current epidemic knowledge, the asymptomatic infection may last for 1 day to 14 days, mainly 3

days to 7 days. Symptoms of COVID-19 include fever, fatigue, and cough. Some patients also

complains about nasal obstruction, runny nose, score throat, muscle aches, and diarrhea.

In response to the emergent market needs, New Gene (Hangzhou) Bioengineering Co., Ltd. has

developed the Novel Coronavirus Antigen Detection Kit (Colloidal Gold). Since studies report that
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nucleocaspid (N protein) is the most abundant viral protein during infection, N protein is chosen

as the detection target of this product to achieve its best sensitivity in clinical applications.

Production of the Novel Coronavirus Antigen Detection Kit (Colloidal Gold) is

implemented in Class 100,000 cleanrooms, by proficient operators. Multiple quality

control processes are included in the manufacture procedures to examine the quality of

raw materials, semi-finished products, and finished products. The construction of

cleanrooms, personnel training, and manufacture practices are implemented under

relevant laws and regulations.

To evaluate the clinical performance of the Novel Coronavirus Antigen Detection Kit (Colloidal

Gold), the current clinical trial is jointly carried out by the applicant and multiple clinical sites.

The applicant is responsible for providing reagents and training relevant personnel with the

operating procedures and technical principles to minimize operational bias. The clinical sites are

responsible for the collection and storage of clinical trial samples, the implementation of clinical

trials, the compilation of clinical trial records, and sharing test results with the applicant.

Trial objective

The objective of current trial is to evaluate the performance of test reagent in clinical

applications, using a NMPA approved commercial SARS-COV-2 nucleic acid detection reagentas

the “gold standard” reagent.

Trial design

Clinical samples for the current trial are collected by the clinical sites. Each sample is tested by

both the test reagent and gold standard reagent. The clinical sensitivity, clinical specificity, and

total agreement rate of test reagent are calculated based on the test results.

Results and analysis

Determining the sample size.

Considering the uncertainty of obtaining positive samples, the number of samples for this clinical

trial shall be no less than 194, of which the number of positive samples shall not be less than 62

for each sample type.

Sample collection, storage, and transportation.

Clinical samples are collected from COVID-19 suspects, and kept frozen at -15°C~-25°C until used.

The “gold standard” reagent

Nucleic acid testing is currently the "gold standard" for COVID-19 diagnosis. A NMPA approved

nucleic acid test reagent, namely the Novel Coronavirus (SARS-COV-2) Real Time Multiplex

RT-PCR Kit produced by Shanghai ZJ Bio-Tech Co., Ltd. is chosen as the “gold standard” reagent. It
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targets the ORF1ab gene, N gene, and E gene of the SARS-COV-2, and is used as an auxiliary

diagnosis and emergency reserve reagent for COVID-19.

Information of test reagent and the "gold standard" reagent.

Test reagent Novel Coronavirus Antigen Detection Kit (Colloidal Gold)

Specification 25 Tests/Box Lot No. 20200721-01

20200722-01

Period of Validity 1 year Storage 2°C~30°C

Manufacturer New Gene (Hangzhou) Bioengineering Co., Ltd.

Gold Standard

reagent

Novel Coronavirus (SARS-COV-2) Real Time Multiplex RT-PCR Kit

Approval Number NMPA NO:20203400057

Specification 50 Tests/Box

Period of Validity Six month Storage: Store at -20±5°C,

keep away from light

Manufacturer Shanghai ZJ Bio-Tech Co., Ltd.

Quality control methods

The clinical trial is strictly implemented in accordance with the corresponding instruction

manual.

Statistical analysis method of clinical trial data

Gold standard reagent
Total

Positive Negative

Test reagent
Positive a b a + b

Negative c d c + d

Total a + c b + d a + b + c + d

Clinical sensitivity (%) = [a / (a + c)] ×100%

Clinical specificity (%) = [d / (b + d)] ×100%

Total agreement rate (%) = [(a + d) / (a + b + c + d)] ×100%

Clinical trial results and analysis

Sample characterization

A collection of 644 sputum samples, including 209 sputum samples, 218 throat swab samples,

and 217 nasal swab samples have been tested. These samples are taken from 644 suspected

patients, of which 274 (42.5%) are female, and 370 (57.5%) are male. Their ages range from 17 to

88 years old, and are 47 years old on average. Cough (73.6%) and fever (63.4%) are the most
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common complained symptoms. Their sampling time is between Day 1 to Day 6 post onset,

mainly on Day 2 (32.0%).

Result analysis

Product performance in different sample types

In 209 sputum samples, the test reagent finds out 110 positive results, of which 109 samples are

reported positive by both reagents. One sample is reported positive only in test reagent, and

another 3 samples are reported positive only in gold standard reagent. The other 96 samples are

reported negative by both reagents. Testing results are presented in table below.

Sputum
Gold standard reagent

Total
Positive Negative

Test
reagent

Positive 109 1 110

Negative 3 96 99

Total 112 97 209

Clinical sensitivity (%) = [ 109 / (109 + 3) ] ×100% = 97.3%

Clinical specificity (%) = [ 96 / (1 + 96) ] ×100% = 99.0%

Total agreement rate (%) = [ (109 + 96) / (109 + 1 + 3 + 96) ] ×100% = 98.1%

In 218 throat swab samples, the test reagent finds out 113 positive results, of which 112 samples

are also reported positive by the gold standard reagent. One sample is reported positive only in

test reagent, and another 5 samples are reported positive only in gold standard reagent. The

other 100 samples are reported negative by both reagents. Testing results are presented in table

below.

Throat Swab
Gold standard reagent

Total
Positive Negative

Test
reagent

Positive 112 1 113

Negative 5 100 105

Total 117 101 218

Clinical sensitivity (%) = [ 112 / (112 + 5) ] ×100% = 95.7%

Clinical specificity (%) = [ 100 / (1 + 100) ] ×100% = 99.0%

Total agreement rate (%) = [ (112 + 100) / (112 + 1 + 5 + 100) ] ×100% = 97.2%

In 217 nasal swab samples, the test reagent finds out 99 positive results, of which 98 samples are
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also reported positive by the gold standard reagent. One sample is reported positive only in test

reagent, and another 5 samples are reported positive only in gold standard reagent. The other

113 samples are reported negative by both reagents. Testing results are presented in table

below.

Nasal Swab
Gold standard reagent

Total
Positive Negative

Test
reagent

Positive 98 1 99

Negative 5 113 118

Total 103 114 217

Clinical sensitivity (%) = [ 98 / (98 + 5) ] ×100% = 95.1%

Clinical specificity (%) = [ 113 / (1 + 113) ] ×100% = 99.1%

Total agreement rate (%) = [ (98 + 113) / (98 + 1 + 5 + 113) ] ×100% = 97.2%

Product performance in all sample types

The test reagent finds out 322 positive results, of which 319 samples are reported positive by

both reagents. Three samples are reported positive only in test reagent, and another 13 samples

are reported positive only in gold standard reagent. The other 309 samples are reported negative

by both reagents. Testing results are presented in table below.

Sputum/Throat
Swab/Nasal Swab

Gold standard reagent
Total

Positive Negative

Test
reagent

Positive 319 3 322

Negative 13 309 322

Total 332 312 644

Clinical sensitivity (%) = [ 319 / (319 + 13) ] ×100% = 96.1%

Clinical specificity (%) = [ 309 / (3 + 309) ] ×100% = 99.0%

Total agreement rate (%) = [ (319 + 309) / (319 + 3 + 13 + 309) ] ×100% = 97.5%

Discussion and conclusion

In this clinic trial, performance of the test reagent “Novel Coronavirus Antigen Detection Kit

(Colloidal Gold)” is evaluated on a collection of 644 clinical samples. Compared to a commercial

Real Time Multiplex RT-PCR, the test reagent have shown sensitivity, specificity, and agreement

rate of 96.1%, 99.0%, and 97.5%. For different sample types, the sensitivity, specificity, and total

agreement rate are 97.3%, 99.0%, and 98.1% in sputum samples, 95.7%, 99.0%, and 97.2% in
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CFS (India as an example)
自由销售证明（以印度为例）
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