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Abstract 

The rapid spread of SARS-CoV-2 coronavirus infection has led to the development            

of molecular and serologic tests in a short period of time. While tests such as               

RT-PCR have applications in the immediate diagnosis revealing the presence of the            

virus, serological tests can be used to determine previous exposure to the virus and              

complement acute diagnosis. Antibody production can occur as early as 5 days            

post-infection. Both IgM and IgG specific anti-SARS-COV-2 antibodies can be a           

useful tool to test faster and larger groups of individuals. The objective of this study               

was to carry out a review of the different serological tests offered to detect antigen or                

antibodies against SARS-CoV-2. This information should be useful for decision          

takers in different countries to choose a test according to their needs. Based on web               

pages that listed serological assays, we found 226 coming from 20 countries, the             

majority are indirect tests for specific antibodies detection (n 180) and use            

immunochromatography methods (n 110) with samples coming from blood-derived         

products (n 105). Measuring IgM/IgG at the same time (n 112) and a procedure time               

of <20 min (n 83) are the most common. The overall average sensitivity was 91.8%               

and specificity was 97%. Most of the tests are currently for in vitro diagnosis (IVD).               

This information gathered could change day by day due to the expedite process of              

production and emergency of authorization use.  
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Introduction 

Nidoviruses are positive-sense single-stranded RNA viruses that infect a large          

number of vertebrates. Within these is the family of coronaviruses which has four             

groups, including betacoronavirus, that caused epidemic outbreaks in recent         

decades (1). Although coronaviruses were described as causing common respiratory          

symptoms in the 1960's (2), they may be responsible for between 7 to 15% of               

uncomplicated upper respiratory infections (3). SARS (severe acute respiratory         

syndrome) in 2002 from China was the first report of a coronavirus outbreak with a               

mortality around 10%. The virus was probably transmitted to humans by a mammal             

(Civet cat) but probably originally derived in bats. The second outbreak was MERS             

(Middle East respiratory syndrome), originating in Saudi Arabia, transmitted by          

camels, but also originally derived in bats; with a mortality close to 40% (1). Now, we                

have a third epidemic, the coronavirus (CoV) SARS-CoV-2, which produces          

COVID-19 (coronavirus disease 2019) which began in the Wuhan province in China            

but has now turned into a pandemic. The sequence of the virus genome isolated              

from patients is similar to a bat virus (4). In China, the infection produced mild               

respiratory symptoms in about 80% of those infected, however, 5% were admitted to             

the Intensive Care Unit (ICU) of which 2.3% received mechanical ventilation and a             

mortality of 1.3% (5). The rapid case growth around the world means that in a short                

time the health systems with scarce resources, such as ICU teams, could saturate             

rapidly (6). The current standard assay for COVID-19 diagnosis is the detection of             

viral RNA using RT-PCR in nasopharyngeal swabs (7). Rapid and simple           

immunoassay tests have been developed to detect antigen or IgM and IgG            

antibodies (separately or simultaneously) against the SARS-CoV-2 virus in human          
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blood even within 15 minutes. Antibody response can be detected as early as 5 days               

post-infection (8) and the antibody-secreting cells peak around day 7-8 post-infection           

(9, 10). One of the first peer reviewed studies of this kind of assays showed a test                 

with a sensitivity of 88.66% and a specificity of 90.63% in 397 patients with              

SARS-CoV-2 confirmed by PCR (11). There are currently more than 200           

immunoassays for SARS-CoV-2 to detect antigens or specific antibodies (12). The           

goal of this study is to carry out a comprehensive review of the wide offer of                

serological kits to detect SARS-CoV-2 antigen or antibodies, in order to help            

institutions and policymakers define the best option for a possible massive testing.            

There is an urgent need for rapid serological tests for SARS-CoV-2 that will be a               

useful tool for public health in the upcoming days. 
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Methods 

Two approaches were used for the literature search, web searches for pages listing             

serology tests for SARS-COv-2 and Pubmed ( ​https://www.ncbi.nlm.nih.gov/pubmed/​)       

for peer reviewed literature. Descriptive information from each test was obtained           

from technical data sheets (TDS) or in their respective company web page. Variables             

obtained were: country of origin, type of immuno-assay, procedure time, sample           

type, fixed antigen and antibodies isotype for indirect assays, sensibility, specificity,           

current regulatory status and published studies. We used not reported (N/R) to            

specify when information about a variable was not found; and N/A when a variable              

does not apply. A Pubmed search was conducted for articles describing studies of             

serology with human samples for SARS-CoV-2. Keywords used were: human +           

serology + either nCoV, SARS-CoV-2 and Covid-19 or human + antibodies + either             

nCoV, SARS-CoV-2. We examined the articles, looking for ones that mentioned the            

use of commercial antigen or antibody detection kits. Data was obtained until April             

5th 2020. 

 

Data analysis and report 

Information was stored in an Excel file (Microsoft, Redmond, WA). Data was            

randomly chosen to be verified by two authors. Information was presented as            

percentages, and means. No statistical analysis was applied. 
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Results 

We scanned the internet for web pages listing immunoassays for SARS-CoV-2 ,            

until april 5th of 2020, and four were used: ​https://www.finddx.org/ (n 213),            

https://www.modernhealthcare.com/ (n 99), ​https://www.fda.gov/ (n 54) and       

https://www.minsal.cl/ (n 12), ​Supplementary Table 1 ​. The last web page was           

included because it had information about assays developed in South America, not            

found in the other lists. Information about kits and companies were crossed to             

complete or eliminate entries. We used companies web pages and technical data            

sheets (TDS), the official document provided by the manufacturer including specific           

characteristics, and instructions for use, clinical and analytical performance. In total,           

we found an offer of 226 immunoassays from 20 different countries, of these, 80.1%              

came from 3 countries, China, USA and South Korea. These countries represent            

48.7%, 21.7% and 9.7% of the tests, respectively. TDS´s were found in 22.1% of              

tests. Serological tests were divided in antigen detection (direct) or antibody           

detection (indirect), according to each TDS. When TDS was not available, it was             

assigned according to the description of the test´s name. Only 3.1% were not found.              

From the reported, 82.2% were indirect and 17.8% were direct tests. Samples used             

to carry out the assays were categorized in: blood-derived (blood, serum, plasma)            

and naso-oropharyngeal swab and other fluids (oropharyngeal swab,        

bronchoalveolar lavage or sputum). For 112 of the tests, the sample type was not              

identified and from the reported, 92.1% use blood-derived samples, and only 7.9%            

swabbing samples. All of the samples obtained from naso-oropharyngeal swabs          

were for direct tests. 
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From the antigen assays (direct n 39), only two reported the specific antibodies fixed              

to the plate, antibodies against viral nucleocapsid (N) protein. From the antibody            

assays (indirect n 180) 25 reported the antigen use for antibody detection: 2 whole              

viral antigen and 23 recombinant proteins including the spike (S) protein (n 3),             

nucleocapsid (n 1) and recombinant unspecified viral antigen (n 19). From 172            

assays reported the method used for evaluation. Most of these tests were based on              

immunochromatography (63.6%), followed by ELISA (23.1%) and different methods         

for fluorescence detection (6.4%). There are also techniques based on          

chemiluminescence, immunoturbidimetry and bioelectronic detection. Of the total        

group of antibody tests, some analyzed a unique antibody isotype: IgA one test             

(0.5%), IgG 22 tests (11.7%) and IgM 24 tests (12.8%); others analyzed two isotypes              

simultaneously: 112 tests detected IgM/IgG (59.6%), 2 IgM/IgA (1.1%) and 2           

measured three isotypes, IgA/IgG/IgM (1.1%). A total of 5 tests (2.2%) reported            

measurement of total antibodies, ​Table 1 ​. ​Procedure time was not found in 124             

(55%) and 102 (45%) reported the specific time. Of these, 43 test are done in 10 min                 

or less, 40 between 10 to 20 min (42.2% and 39.2%, respectively), 4 between 20 to                

30 minutes (3.9%), one between 30 min and 1 hour (1%), and 14 take more than an                 

hour (13.7%), some of them reaching even two hours. For the tests that describe the               

strategy of test interpretation (n 166), most of the assays (65%) are            

immunochromatography, results that are visualized as bands, and 35% are          

automated. 

 

A total of ​18.6% ​of the assays reported internal validation defined here as the data               

either found in the TDS or provided by the manufacturer web pages. The number of               
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assays that ​reported sensitivity or specificity was 41 (18,1%) and 42 (18,6%)            

respectively​. The sensitivity of the tests ranged between 45% and 100%, ​Table 2 ​.             

On the other hand, the specificity of the assays ranged between 90.3% and 100%,              

Table 3. .​Only 33 (14.1%) provided the number of donors evaluated for the previous              

analysis, the average number of donors tested was 274 and the average percentage             

of infected individuals on those was 36.1%. More specific data on sensitivity,            

specificity and the number of people tested can be found in ​Supplementary Table             

2 ​. According to the information provided regarding to the ​intent to use and regulatory              

status; no current label requirement was found for 46 tests (20.4%) and most of the               

tests 113 (50%) with reports qualified for in-vitro diagnostics (IVD), 37 (16.4%) for             

research use only (RUO), 29 (12.8%) were in development and 1 (0.4%) as             

IVD/RUO. ​Only 23 have received regulatory certification (of emergency use) issued           

by health authority of each country; Australia (TGA) 3, Brazil (ANVISA) 6, China             

(NMPA) 4, European Community (CE) 6 ​, India (ICMR) 1, Singapore (HSA) 2 and             

USA (FDA) 1, and 56 notified to FDA.  

 

Finally, we reviewed the literature published until april 5th 2020, where they used             

serological assays listed in the ​Supplementary Table 2 ​. From 15 articles, 4 kits             

were used among those publications (9, 11,13,14). 

 

  

7 

All rights reserved. No reuse allowed without permission. 
the author/funder, who has granted medRxiv a license to display the preprint in perpetuity. 

 The copyright holder for this preprint (which was not peer-reviewed) is.https://doi.org/10.1101/2020.04.10.20061150doi: medRxiv preprint 

https://doi.org/10.1101/2020.04.10.20061150


Discussion 

Although the current standard for SARS-CoV-2 is the amplification of viral RNA by             

RT-PCR, this technique requires special equipment and trained individuals (7). Also,           

detection of the virus is dependent on the sample origin and time of sampling (15,               

16). Detection of anti-virus specific SARS-CoV 2 antibodies could help to determine            

the exposure of a large population to the virus (5, 8-10). In infected individuals,              

antibody detection by ELISA using nucleocapsid protein as antigen was identified at            

day 5 for IgM and for IgG 14 days (17). IgM antibodies are known to be produced                 

early during a viral infection, followed up by the presence of IgG which have a longer                

life-span and are responsible for the memory response (18). During the mitigation            

phase, besides the diagnosis of the virus, it is important to determine the immune              

status of the individual against the SARS-CoV-2 using detection of specific           

antibodies. Now there is an offer of more than 200 rapid diagnosis tests including              

detection of viral antigen or specific antibodies, all of them in different stages of              

development. 

 

Initial reports of the new CoV causing acute respiratory distress syndrome came up             

in Wuhan, China. Since then, several assays have been developed in order to             

improve the diagnosis, most of them from China (4, 19). As expected most of the               

available tests detect antibodies using blood-derived samples. Although RT-PCR is          

considered the most sensitive detection method in respiratory fluid samples, it           

increases the risk of contamination of healthcare workers (20). Blood-derived          

samples are easier to obtain, and compared to RT-PCR, serological tests are faster,             

require less training and no equipment, so they can be used in almost any setting               
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(11). The most common method behind is lateral flow immunochromatography (21)           

since these tests have a long shelf-life, do not require refrigeration and easily             

distinguishable visual results exclude the need for additional equipment compared          

with other methods like ELISA (22). Antigens used for detection are very important;             

the genome of SARS-CoV-2 codifies for several structural proteins, including the           

spike (S), membrane (M), envelope (E), and nucleocapsid (N) proteins (23). The            

most common antigens used for indirect assays are the recombinant spike and            

nucleocapsid proteins (16, 17). The S protein contains the domain for attachment to             

the human host cells (24), and the nucleocapsid protein is one of the major structural               

components involved in many processes of the virus including viral replication,           

transcription, and assembly (18). Interestingly, there is a 90.5% homology among           

nucleocapsid proteins of SARS-Cov-1 y SARS-CoV-2 (17), and SARS-CoV-2         

showed an homology of about 85% with a coronavirus isolated from bats (4, 16).              

Most tests assessed levels of IgG and IgM simultaneously. The humoral response to             

some SARS-associated coronavirus shows a simultaneous increase in the level of           

all antibodies (25). Also, the dual detection of IgG-IgM improves the sensibility in             

comparison with individual IgG or IgM antibody assay (11), suggesting a possible            

improvement in the infection detection. In terms of efficiency, a shorter procedure            

time means a greater evaluation capacity of a population.  

 

Test specificity and sensitivity are key for determining the role of these assays in              

diagnosis and public health programs (26). Unfortunately, only a minority of the tests             

present this information, maybe due to short time for development. However, most of             

them present a sensitivity and specificity well over 90%, but with a low number of               
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infected individuals. Patients with RT-PCR confirmed virus have a median          

seroconversion rate of 93.1% for IgG and IgM (9) in a time dependent manner (9,               

11), and 15 days after disease onset seroconversion was 100% for both antibody             

isotypes (9). Meanwhile, the detection rate of molecular based methods decreased           

to as low as 45% in that same time (9, 15, 27). The latter shows that the specificity                  

and sensitivity of each immunoassay are variable depending on the time of onset,             

with more positive results given in a later time of disease onset (17). Additionally, the               

different samples that can be used for serological diagnosis offer more consistent            

results, no significant differences were found in blood, serum or plasma samples            

(11). This is opposed to the great variability from samples used in viral RNA              

detection (sputum, naso/oropharyngeal swabs and bronchoalveolar lavage) (15, 27,         

28). Both RT-PCR with antibody assays have advantages, however the combination           

of both can provide more accuracy to the initial diagnosis of SARS-CoV-2 infection             

(11, 20). Moreover, current label requirements showed that most of the offered            

assays (50%) are intended for in-vitro diagnosis and this application represents the            

usefulness in a clinical environment. At this point of the pandemic, it would be              

difficult to suggest which tests are the best for clinical application. However, the             

information here presented sheds light into the large number of assays available,            

and the number increases day by day. This has to be used carefully, we suggest               

that researchers and policymakers focus on the ones with the most information            

available, such as a rigorous internal validation data, a well defined TDS, and are              

intended to be used for in-vitro diagnosis. More research is needed, especially            

studies that compare between different tests which provide more accurate          

information than studies with single assays (29). Yet, the initial data looks promising             
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and immunoassays could help screen larger populations in less time, increasing the            

detection rate and increasing the testing capacity, one of the cornerstones needed to             

decrease the SARS-Cov2 spread​. ​Recent studies show that convalescent patients          

have high levels of SARS-CoV2 neutralizing antibodies (NAbs), which increased with           

patient age (30). Interestingly, transfusion of convalescent plasma obtained from          

COVID-19 cases, improved clinical outcomes of patients with severe disease (31);           

thus suggesting that the antibodies produced by COVID-19 patients during the           

infection have a posterior protective effect. ​Large serological studies to detect           

virus-specific antibodies will be needed to determine ​the infected asymptomatic          

population and also could help to suspend social isolation in seropositive           

individuals.  
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Tables.  

Table 1. Antibody isotypes measured by indirect serological assays. 

Antibody isotype n Percentage (%) 

Total antibodies 5 2,7 

IgA 1 0.5 

IgG 22 11.7 

IgM 24 12.8 

IgA/IgM 2 1.1 

IgM/IgG 112 59.6 

IgA/IgG/IgM 2 1.1 

N/R 20 10.6 

Total 188 100 
 

N/R: Not reported 

 

  

13 

All rights reserved. No reuse allowed without permission. 
the author/funder, who has granted medRxiv a license to display the preprint in perpetuity. 

 The copyright holder for this preprint (which was not peer-reviewed) is.https://doi.org/10.1101/2020.04.10.20061150doi: medRxiv preprint 

https://doi.org/10.1101/2020.04.10.20061150


 

Table 2.  Reported sensitivity of the serological assays (internal validation) 

 IgM IgG IgG+IgM 

≤ 80% 6  (23.1%) 2 (7.7%) 1 (5.2%) 

80 - 90% 15 (57.7%) 6 (23.1%) 3 (15.8%) 

90 - 95% 3 (11.5%) 4 (15.4%) 9 (47.4%) 

95 - 97.5% 1 (3.8%) 4 (15.4%) 3 (15.8%) 

≥ 97,5% 1 (3.8%) 10 (38.5%) 3 (15.8%) 

Total 26 (100%) 26 (100%) 19 (100%) 
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Table 3.  Reported specificity of the serological assays (internal validation) 

 IgM IgG IgG+IgM 

≤ 90% 0 (0%) 0 (0%) 0 (0%) 

90 - 95% 1 (4%) 1 (4.2%) 3 (16.7%) 

95 - 97.5% 7 (28%) 4 (16.7%) 7 (38.9%) 

≥ 97,5% 17 (68%) 19 (79.2%) 8 (44.4%) 

Total 25 (100%) 24 (100%) 18 (100%) 
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Supplementary table 1. Web pages used to search  SARS-CoV-2  immunoassays. 
 

Web page Entity Link  Number 

FIND FIND: Foundation for   
Innovative New  
Diagnostics. A global   
non-profit organization  
driving innovation in the    
development and delivery   
of diagnostics. 

https://www.finddx.org/covid-19/
pipeline/?section=immunoassay
s#diag_tab 

 
 
 
 

213 

Modern 
Healthcare 

An independent American 
publisher of national and 
regional healthcare news. 

https://www.modernhealthcare.c
om/safety/coronavirus-test-track
er-commercially-available-covid-
19-diagnostic-tests 

 
99 

ISP-Chile Public Health Institute from    
the Health Ministry-Chile 

https://www.minsal.cl/wp-content
/uploads/2020/04/Lista-Test-Rap
idos-Covid-al-03_04_2020.pdf 

 
12 

FDA The Food and Drug    
Administration (FDA or   
USFDA). ​Federal agency of    
the United States  

https://www.fda.gov/medical-d
evices/emergency-situations-
medical-devices/faqs-diagnos
tic-testing-sars-cov-2 

 
 

54 
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Supplementary Table 2.  List of immunoassays analized (see annexed file). 
 
Variables: 
Company 
Name of the assay  
Origin: country. 
TDS: presence or not. 
Sample: type of sample used in the test. 
Type: direct or indirect: 
Fixed antibody: for direct assays. 
Fixed antigen: for indirect assays. 
Method 
Measured antibody: isotype. 
Procedure time 
Interpretation 
Internal validation: described in the TDS 
Number of tested 
Sensitivity 
Sensibility 
Requirements: for intent to use. 
Certifications 
Publications: articles when the kits are used. 
Web pages 
 
N/R: not reported 
N/A: not applicable 
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# Company Name Origin TDS Sample Type Fixed antibody Fixed antigen Method Measured antibody Procedure time Interpretation No. tested Int. validation Sensitivity (CI 95%) Specificity (CI 95%) Requirements Certification Publications Web page

1 Absea Biotechnology Ltd The non-invasive MEGA test of SARS-CoV-2 China N/R N/R Direct N/R N/A N/R N/A N/R N/R N/R N/R N/R N/R In development N/R N/R http://www.absea-antibody.com/Custom.asp

2 Abwiz Bio Ultra Sensitive COIV-19 Viral Antigen Test Kit 
(ELISA) USA N/R N/R Direct N/R N/A ELISA N/A N/R Automated N/R N/R N/R N/R In development N/R N/R https://www.abwizbio.com/the-abwiz-team/covid-19/

3 Academia Sinica Anti-SARS-CoV-2 nucleocapsid protein human 
IgM/IgG rapid detection kit Taiwan N/R N/R Indirect N/A N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R In development N/R N/R https://www.sinica.edu.tw/en

4 Academia Sinica SARS-CoV-2 Nucleocapsid Protein Rapid 
Detection Kit Taiwan N/R N/R Direct N/R N/A N/R N/A N/R N/R N/R N/R N/R N/R In development N/R N/R https://www.sinica.edu.tw/en

5 ACRO BIOTECH INC. Família Teste Rápido em Cassete 2019-nCoV 
IgG/IgM USA TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands Infected 20, Healthy 50, Total  70 Yes IgG 100% IgM 85% IgG 98% IgM 96% IVD ANVISA Brazil N/R https://www.assaygenie.com/content/Acro%20Biotech/ACRO%

20Pack%20Insert.pdf

6 AccuBioTech Co. Ltd Accu-Tell COVID-19 IgG/IgM Rapid Test 
Cassette China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands Infected 38, Healthy 143, Total 181 Yes IgG 97.4% IgM 86.8% IgG  99.3% IgM  98.6% IVD N/R N/R https://www.accubiotech.com/

7 AIVD Biotech Inc. COVID-19 IgG/IgM Rapid Test (colloidal gold-
based) China TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 - 15 min Visual/Bands N/R Yes N/R 0,97 In development N/R N/R http://www.aivdbiotech.cn/Uploads/202003/5e6258101b89c.pdf

8 Alfa Scientific Designs Inc. DrivenFlow COVID-19 USA N/R N/R Direct N/R N/A N/R N/A N/R N/R N/R N/R N/R N/R IVD Notified FDA N/R https://www.alfascientific.com/

9 AmonMed Biotechnology Co., Ltd
COVID-19/Influenza A virus/Influenza B virus 
IgM combo test kit (Rare Earth Nano 
Fluorescence Immunochromatography)

China N/R N/R Indirect N/R N/R Immunochromatography IgM N/R Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://aode.juejinvr.cn/

10 AmonMed Biotechnology Co., Ltd
COVID-19/Influenza A virus/Influenza B virus 
test kit (Rare Earth Nano Fluorescence 
Immunochromatography)

China N/R N/R N/R N/R N/R Immunochromatography N/R N/R Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://aode.juejinvr.cn/

11 AmonMed Biotechnology Co., Ltd COVID-19 Antigen Test Kit (Rare Earth Nano 
Fluorescence Immunochromatography) China N/R N/R Direct N/R N/A Immunochromatography N/A N/R Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://aode.juejinvr.cn/

12 AmonMed Biotechnology Co., Ltd COVID-19 IgM/IgG test kit (Rare Earth Nano 
Fluorescence Immunochromatography) China N/R N/R Indirect N/A N/R Immunochromatography IgG/IgM N/R Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://aode.juejinvr.cn/

13 AmonMed Biotechnology Co., Ltd COVID-19 IgM/IgG test kit (Colloidal Gold) China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 15 min Visual/Bands Infected 102, Healthy 125, Total 227 Yes IgG 84.31%  IgM 78.43%
Total (IgG+IgM) 93.13% IgG 99.2% IgM 98.4% IVD N/R N/R https://www.covid19testbox.com/clinical_report.pdf

14 Anhui Deep Blue Medical Technology Co., 
Ltd. Colloidal gold strip for SARS-CoV-2 IgG & IgM China TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 15 min Visual/Bands N/R N/R N/R N/R RUO N/R N/R http://q.zvk9.com/1209/2020/03/03/COVID_19_TEST_Introduction.

pdf

15 Aptamer
Group Ltd

ADx SARS Co V-2 Virus Antigen Rapid Point 
of Care Test UK N/R N/R Direct N/R N/A N/R N/A N/R N/R N/R N/R N/R N/R In development N/R N/R https://www.aptamergroup.co.uk/

16 Assure Tech. (Hangzhou) Co., Ltd COVID-19 Antigen Rapid Test Device China N/R
Naso/oropharyngeal swab, 
bronchoalveolar lavage or 

sputum
Direct N/R N/A Immunochromatography N/A 15 min Visual/Bands N/R N/R N/R N/R In development N/R N/R http://www.diareagent.com/news_details_45.html

17 Assure Tech. (Hangzhou) Co., Ltd COVID-19 IgG/IgM Rapid Test Device China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 15 min Visual/Bands N/R N/R N/R N/R IVD Notified FDA N/R http://www.diareagent.com/news_details_45.html

18 Attomarker Ltd
Quantitative Immuno-kinetic assay for Covid-
19 IgG+IgM+IgA for a multiantigen panel with 
CRP (automated)

UK N/R N/R Indirect N/R N/R N/R IgG/IgM/IgA N/R N/R N/R N/R N/R N/R In development N/R N/R https://www.attomarker.com/

19 Autobio Diagnostics Anti-SARS-CoV-2 Rapid Test China TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 15 min Visual/Bands N/R Yes IgG 99% IgM 95.7% IgG 99% - IgM 99% IVD Notified FDA N/R http://www.autobio.com.cn/en/

20 Avioq Bio-Tech Co., Ltd Novel Coronavirus (2019-nCov)Antibody 
IgG/IgM Assay Kit (Colloidal Gold) China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 15 min Visual/Bands N/R N/R N/R N/R RUO N/R N/R http://www.avioqbio.com/detail.aspx?id=28

21 Baiya Phytopharm Baiya Rapid COVID-19 IgM/IgG test kit Thailand N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM N/R Visual/Bands N/R N/R N/R N/R In development N/R N/R https://baiyaphytopharm.wixsite.com/baiya

22 Beijing Abace Biology Co., Ltd COVID-19 Antibody (IgG/IgM)Test Kit 
(Colloidal Gold Immunochromatography) China N/R Blood, serum or plasma Indirect N/R N/R Immunochromatography IgG/IgM N/R Visual/Bands N/R N/R N/R N/R IVD N/R N/R https://www.abace-biology.com/

23 Beijing Abace Biology Co., Ltd COVID-19 IgM Antibody Test Kit (ELISA) China N/R N/R Indirect N/R N/R ELISA IgM N/R Automated N/R N/R N/R N/R IVD N/R N/R https://www.abace-biology.com/

24 Beijing Abace Biology Co., Ltd COVID-19 IgG Antibody Test Kit (ELISA) China N/R N/R Indirect N/R N/R ELISA IgG N/R Automated N/R N/R N/R N/R IVD N/R N/R https://www.abace-biology.com/

25 Beijing Abace Biology Co., Ltd COVID-19 Viral Antigen Test Kit (ELISA) China N/R N/R Direct N/R N/A ELISA N/A N/R Automated N/R N/R N/R N/R IVD N/R N/R https://www.abace-biology.com/

26 Beijing Abace Biology Co., Ltd COVID-19 Viral Antigen Test Kit (Colloidal 
Gold Immunochromatography China N/R N/R Direct N/R N/A Immunochromatography N/A N/R Visual/Bands N/R N/R N/R N/R IVD N/R N/R https://www.abace-biology.com/

27 Beijing Decombio Biotechnology Novel Coronavirus IgM/IgG Combo Rapid 
Test-Cassette China N/R N/R Indirect N/R N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R N/R Notified FDA N/R https://www.decombio-usa.com/

28 Beijing Diagreat Biotechnologies Co., Ltd 2019-nCoV IgM Antibody Determination Kit China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgM 15 min Visual/Bands N/R N/R N/R N/R IVD Notified FDA N/R http://en.diagreat.com/prod_view.aspx?TypeId=76&Id=197&FId=t3:
76:3

29 Beijing Diagreat Biotechnologies Co., Ltd 2019-nCoV IgG Antibody Determination Kit China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG 15 min Visual/Bands N/R N/R N/R N/R IVD Notified FDA N/R http://en.diagreat.com/prod_view.aspx?TypeId=76&Id=198&FId=t3:
76:3
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30 Beijing Hotgen Biotech Co., Ltd Coronavirus disease( COVID-19) IgM/IgG 
Antibody Rapid Test (Colloidal Gold) China N/R N/R Indirect N/R N/R Immunochromatography IgG/IgM N/R Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://www.hotgen.com.cn/en/proInfos.aspx?nid=1734&sid=927

31 Beijing Kewei Clinical Diagnostic Reagent 
Inc.

Kewei COVID-19 Antigen Rapid Test Kit 
(Fluorescence) China N/R N/R Direct N/R N/A Fluorescence N/A N/R N/R N/R N/R N/R N/R IVD N/R N/R http://en.keweidiagnostic.com/

32 Beijing Kewei Clinical Diagnostic Reagent 
Inc.

Kewei COVID-19 Antigen Rapid Test Kit 
(Colloidal Gold) China N/R N/R Direct N/R N/A Immunochromatography N/A N/R Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://en.keweidiagnostic.com/

33 Beijing Kewei Clinical Diagnostic Reagent 
Inc. Kewei COVID-19 IgG ELISA Test Kit China N/R N/R Indirect N/R N/R ELISA IgG N/R Automated N/R N/R N/R N/R IVD N/R N/R http://en.keweidiagnostic.com/

34 Beijing Kewei Clinical Diagnostic Reagent 
Inc.  Kewei COVID-19 IgM ELISA Test Kit China N/R N/R Indirect N/R N/R ELISA IgM N/R Automated N/R N/R N/R N/R IVD N/R N/R http://en.keweidiagnostic.com/

35 Beijing Kewei Clinical Diagnostic Reagent 
Inc. 

Kewei COVID-19 IgG/IgM Fluorescence Rapid 
Test Kit China N/R N/R Indirect N/R N/R Fluorescence IgG/IgM N/R N/R N/R N/R N/R N/R IVD N/R N/R http://en.keweidiagnostic.com/

36 Beijing Kewei Clinical Diagnostic Reagent 
Inc. 

Kewei COVID-19 IgG/IgM Rapid Test Kit 
(Colloidal Gold) China N/R N/R Indirect N/R N/R Immunochromatography IgG/IgM N/R Visual/Bands N/R N/R N/R N/R IVD Notified FDA N/R http://en.keweidiagnostic.com/

37 Beijing O&D Biotech Coronavirus disease (COVID-19) Total 
Antibody Rapid Test (Colloidal Gold) China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands N/R N/R N/R N/R IVD Notified FDA N/R http://www.odbio.com/lxwm

38 Beijing Savant Biotechnology Co., Ltd SARS-Cov-2 Antigen Fluorescence Rapid 
Detection Kit China N/R N/R Direct N/R N/A Fluorescence N/A N/R N/R N/R N/R N/R N/R IVD N/R N/R http://www.huaketai.com/

39 Beijing Tig Sun Tigsun COVID-19 Combo IgM/IgG Rapid Test 
(Lateral Flow Method) China N/R N/R Indirect N/A N/R Immunochromatography IgG/IgM N/R Visual/Bands N/R N/R N/R N/R N/R N/R N/R http://www.tigsun.com/en/

40 Beijing Wantai Biological Pharmacy 
Enterprise Co  Wantai SARS-CoV-2 IgM ELISA China TDS Serum or plasma Indirect N/A Recombinant antigen ELISA IgM 90 min Automated Infected 310,  Healthy 333, Total 643 Yes 86.8% 1 IVD N/R N/R https://www.nordicbiosite.com/dbfiles/256-WS-1196-96_CE.IFU.pdf

41 Beijing Wantai Biological Pharmacy 
Enterprise Co  Wantai SARS-CoV-2 Ab Rapid Test China TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography Total 15 min Visual/Bands Infected 137,  Healthy 209,Total 346 Yes 95.6% 95.2% IVD N/R N/R https://www.nordicbiosite.com/dbfiles/256-WJ-2750-50_CE.IFU.pdf

42 Beijing Wantai Biological Pharmacy 
Enterprise Co  Wantai SARS-CoV-2 Ab ELISA China TDS Serum or plasma Indirect N/A Recombinant antigen ELISA Total 90 min Automated Infected 310,  Healthy 333, Total 643 Yes 94.5% 1 IVD N/R

Antibody responses to SARS-CoV-2 in patients of 
novel coronavirus disease 2019. Zhao J, Yuan Q, 
Wang H, Liu W, Liao X, Su Y, Wang X, Yuan J, Li 
T, Li J, Qian S, Hong C, Wang F, Liu Y, Wang Z, 
He Q, Li Z, He B, Zhang T, Fu Y, Ge S, Liu L, 
Zhang J, Xia N, Zhang Z. Clin Infect Dis. 2020 
Mar 28. pii: ciaa344. doi: 10.1093/cid/ciaa344

https://www.nordicbiosite.com/dbfiles/256-WS-1096-96_CE.IFU.pdf

43 Beroni Group SARS-CoV-2 IgG/IgM Antibody Detection Kit China TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands N/R N/R N/R N/R IVD Notified FDA / CE N/R https://www.beronigroup.com/wp-content/uploads/2020/04/SARS-
CoV-2-Antibody-Detection-Kit-User-Guide.pdf

44 BIOHIT HealthCare (Hefei) Co., Ltd  SARS-CoV-2 IgM/IgG antibody test kit China N/R N/R Indirect N/A N/R N/R IgG/IgM 15 min N/R N/R N/R N/R N/R N/R N/R N/R http://www.biohit.cn/index_en.aspx

45 Biolidics Ltd 2019-nCoV IgG/IgM Antibody Detection Kit Singapore N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands N/R Yes 91.54% 97.02% IVD Notified FDA / HSA 
Singapore N/R https://www.biolidics.com/2019-ncov-igg-igm-antibody-detection-kit

46 BIOMAXIMA S.A.  2019-nCoV IgG/IgM Rapid Test Cassette Poland TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands Infected 20, Healthy 50, Total 70 Yes IgG 100% (86% - 100%)
IgM 85% (62.1% - 96.8%)

IgG 98% (89.4% - 99.9%)
IgM 96% (86.3% - 99.5%) IVD N/R N/R https://www.labochema.ee/wp-content/uploads/2014/12/1-360-

K025-ENG-INSERT.pdf

47 BioMedomics, Inc.  COVID-19 IgM-IgG Dual Antibody Rapid Test USA TDS Blood, serum or plasma Indirect N/A Recombinant spike 
protein Immunochromatography IgG/IgM 10 - 15 min Visual/Bands Infected 397, Healthy 128, Total 525 Yes IgG 70.52%  IgM 82,61% 

Total (IgG+IgM) 88.6%
IgG 98.4%  IgM 91,4% 
Total (IgG+IgM) 90.3% IVD Notified FDA

Development and Clinical Aplication of a Rapid 
IgM-IgG combined antibody test for SARS-Cov2 
Infection diagnosis. Li et al. 2020 Journal of 
medical virology doi:10.1002/jmv.25727.

https://www.biomedomics.com/products/infectious-disease/covid-
19-rt/

48 BluSense Diagnostics ApS ViroTrack COVID IgA+IgM/IgG/Total Ig Ab Denmark N/R N/R Indirect N/A N/R N/R Total 10 min Automated N/R N/R N/R N/R N/R N/R N/R
https://blusense-diagnostics.com/covid19-pandemic-what-is-going-
to-stop-it/

49 Boditech Med, Inc. Ichromia COVID-19 Ab, IgM/IgG South Korea N/R Blood, serum or plasma Indirect N/A N/R TRF (Time resolved fluorescence) 
immunoassay IgG/IgM N/R N/R N/R N/R N/R N/R N/R N/R N/R http://www.boditech.co.kr/eng/

50 Boditech Med, Inc. Ichroma COVID-19, viral antigen South Korea N/R N/R Direct N/R N/A TRF (Time resolved fluorescence) 
immunoassay N/A N/R N/R N/R N/R N/R N/R N/R N/R N/R http://www.boditech.co.kr/eng/

51 Boditech Med, Inc. AFIAS COVID-19 Ab, IgM/IgG (automated) South Korea TDS Blood, serum or plasma Indirect N/A N/R TRF (Time resolved fluorescence) 
immunoassay IgG/IgM 10 min Automated Infected 12, Healthy 145, Total 162 Yes 1 0,967 IVD N/R N/R http://www.boditech.co.kr/eng/board/news/board_view.asp?

num=30109

52 Boditech Med, Inc.  AFIAS COVID-19, Viral Antigen (automated) South Korea N/R N/R Direct N/R N/A TRF (Time resolved fluorescence) 
immunoassay N/A N/R N/R N/R N/R N/R N/R N/R N/R N/R http://www.boditech.co.kr/eng/

53 Bright Line Research Rona 19 Screen Coronavirus (SARS-CoV-2) 
IgG/IgM Rapid Test USA N/R N/R Indirect N/R N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R N/R N/R N/R http://www.brightlineresearch.com/contact-us.html

54 BTNX Inc Rapid Response COVID-19 IgG/IgM Test 
Cassette Canada N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 15 min Visual/Bands N/R N/R N/R N/R IVD Notified FDA N/R https://www.btnx.com/Product?id=2008

55 Camtech Diagnostics Pte Ltd Camtech COVID-19 Rapid Test Kit Singapore N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands Infected N/R Healthy 120 Yes IgG 95% IgM 80%  IgG 99% IgM 98% IVD N/R N/R http://covid19-test.
com/assets/CamtechCOVID19IgG_Brochure_Ac.pdf

56 Cellex Inc. Cellex qSARS-CoV-2 IgGIgM Cassette Rapid 
Test USA TDS Blood, serum or plasma Indirect N/A Recombinant antigen Immunochromatography IgG/IgM 15 - 20 min Visual/Bands Infected 128, Healthy 250, Total 378 Yes

IgG 60.15%  IgM 82.03% 
Total (IgG+IgM) 93.75% 

(88.2%, 96.8%)

IgG  97.6% IgM 98.4% 
Total (IgG+IgM) 96% 

(92.8%, 97.8%)
IVD FDA / TGA Australia N/R https://www.fda.gov/media/136625/download

57 Changsha Sinocare Inc SARS-CoV-2 Antibody Test Strip China N/R N/R Indirect N/R N/R Immunochromatography N/R N/R Visual/Bands N/R N/R N/R N/R N/R N/R N/R http://www.sinocare.com/web/about/index_en

58 Chembio Diagnostic Systems DDP COVID-19 IgM/IgG System USA N/R N/R Indirect N/R N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R N/R Notified FDA / 
ANVISA Brazil N/R

https://chembiodiagnosticsinc.gcs-web.com/news-releases/news-
release-details/chembio-announces-launch-dpp-covid-19-
serological-point-care

59 Core Technology Co. Ltd  COVID-19 IgM/IgG Ab Test China N/R N/R Indirect N/R N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R N/R Notified FDA N/R http://www.coretests.com/
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60 Coris BioConcept COVID-19 Respi-Strip Belgium N/R Nasopharyngeal swab Direct N/R N/A Immunochromatography N/A 15 min Visual/Bands 99
132 Yes

60% (40.7 to 76.8%) IC=95%
60.3% (48.1 to 71.3%) 

IC=95%

100% (93.4  - 100%)
98.3% (89.7 - 99.9%) IVD N/R N/R https://www.corisbio.com/Products/Human-Field/Covid-19.php#

61 Creative Diagnostics  SARS-CoV-2 IgG ELISA Kit USA TDS Serum or plasma Indirect N/A Whole virus lysate 
antigen ELISA IgG 70 - 90 min Automated Infected 16, Healthy 30, Total 46 Yes 1 1 RUO N/R N/R http://img2.creative-diagnostics.com/pdf/DEIASL019.pdf

62 Creative Diagnostics SARS-COV-2 Total Antibody ELISA Kit USA TDS Serum or plasma Indirect N/A Recombinant antigen ELISA Total 70 - 90 min Automated Infected 310, Healthy 333, Total 643 Yes 94.5% 1 RUO N/R N/R http://img2.creative-diagnostics.com/pdf/DEIASL024.pdf

63 Creative Diagnostics SARS-CoV-2 IgM ELISA Kit USA TDS Serum or plasma Indirect N/A N/R ELISA IgM 60 - 80 min Automated Infected 16, Healthy 30, Total 46 Yes 1 1 RUO N/R N/R http://img2.creative-diagnostics.com/pdf/DEIASL020.pdf

64 Creative Diagnostics  SARS-CoV-2 Antigen ELISA Kit USA TDS Serum or plasma Direct N/R N/A ELISA N/A 120 - 140 min Automated N/R N/R N/R N/R RUO N/R N/R http://img2.creative-diagnostics.com/pdf/DEIA2020.pdf

65 CTK Biotech, Inc. OnSite COVID-19 IgG/IgM Rapid Test USA N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands N/R N/R 96.9% 99.4% IVD Notified FDA / TGA 
Australia N/R https://drive.google.

com/file/d/1_2MiyH6fL0RLHUqezbOHQxeuXNpgHwum/view

66 DART Diagnostics  DART COVID-19 (manual) Portugal N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R https://www.dart-diagnostics.com/

67 Diazyme Laboratories Diazyme DZ-LITE SARS-CoV-2 IgG, IgM CLIA 
Kits USA N/R Serum or plasma Indirect N/A N/R Chemoluminescence IgG/IgM 34 min Automated N/R Yes IgG 91.2%  IgM 78.7% IgG 97.3% IgM 97.5% IVD Notified FDA N/R http://www.diazyme.com/dz-lite-sars-cov-2

68 DRG International, Inc. COVID-19 lgM, EIA-6147 Germany N/R Serum Indirect N/A N/R ELISA IgM 80 min Automated N/R N/R N/R N/R RUO N/R N/R https://store.drg-international.com/pc_product_detail.asp?
key=65498EEEA81341028227C6528D641BE2

69 DRG International, Inc. COVID-19 lgG, EIA-6146 Germany N/R Serum Indirect N/A N/R ELISA IgG 80 min Automated N/R N/R N/R N/R RUO N/R N/R https://store.drg-international.com/pc_product_detail.asp?
key=5D354F0FC74341E8B7811E4956F543B6

70 Dynamiker Biotechnology (Tianjin) Co., Ltd  2019 nCOV IgG/IgM Rapid Test China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands N/R N/R N/R N/R IVD NMPA China N/R http://en.dynamiker.com/index/index/pro_info/aid/606.html

71 Eachy Biopharmaceuticals AccuRapid SARS-CoV-2 IgM/IgG Test Kit 
(Lateral Flow Immunoassay) China N/R N/R Indirect N/A N/R Immunochromatography IgG/IgM N/R Visual/Bands N/R N/R N/R N/R IVD Notified FDA N/R https://www.eachybiopharma.com, https://www.eachybiopharma.

com/covid-19-kit?rq=covid-19

72 Ebram Produtos Laboratoriais LTDA Coronavirus IgG/IgM (COVID19) Brasil TDS Blood, serum or plasma Indirect N/A N/R Immunocromatography IgG/IgM 15 min Visual/Bands N/R N/R N/R N/R N/R ANVISA Brazil N/R http://www.ebram.com/testesrapidos.html#corona

73 Eco Diagnostica Ltda COVID-19 IgG/IgM ECO Teste Brazil TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands Infected 20, Healthy 50, Total 70 Yes IgG 95% IgM 90% IgG 99% IgM 94% IVD ANVISA Brazil N/R

https://consultas.anvisa.gov.
br/api/consulta/produtos/25351148977202018/anexo/A2305548/no
meArquivo/INSTRUCOES-DE-USO%20-%201%20de%201.PDF?
Authorization=Guest

74 Edinburgh Genetics Colloidal Gold Immunoassay Testing Kit, 
IgG/IgM UK TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands N/R Yes >98% >99% IVD N/R N/R

https://img1.wsimg.com/blobby/go/0bb0cb4f-fcc3-4a80-a429-
81e323b73197/downloads/COVID-19%20Colloidal%20Gold%
20Immunoassay%20Testing%20Ki.pdf?ver=1585603034400

75 Eagle Biosciences Inc. COVID-19 IgM ELISA Assay USA TDS Serum Indirect N/A Recombinant antigen ELISA IgM 80 - 90 min Automated Infected 20, Healthy 54, Total 74 Yes 0,45 97.7% IVD N/R N/R https://eaglebio.com/wp-content/uploads/2020/03/KT-1033-COVID-
19-IgM-V6.pdf

76 Eagle Biosciences Inc. COVID-19 IgG ELISA Assay USA TDS Serum Indirect N/A Recombinant antigen ELISA IgG 80 - 90 min Automated Infected 30, Healthy 54, Total 84 Yes 1 1 IVD N/R N/R https://eaglebio.com/wp-content/uploads/2020/03/KT-1032-COVID-
19-IgG-V7.pdf

77 Epitope Diangositcs INC. EDI Novel Coronavirus COVID-19 IgG ELISA 
Kit USA TDS Serum Indirect N/A N/R ELISA IgG 80 min Automated Infected 30, Healthy 54, Total 84 Yes 1 1 IVD Notified FDA N/R

https://static1.squarespace.
com/static/52545951e4b021818110f9cf/t/5e6a94930073e27da32e
d005/1584043169771/KT-1032+IVD+V5.pdf

78 Epitope Diangositcs INC. EDI Novel Coronavirus COVID-19 IgM ELISA 
Kit USA TDS Serum Indirect N/A N/R ELISA IgM 80 min Automated N/R N/R N/R N/R IVD Notified FDA N/R

https://static1.squarespace.
com/static/52545951e4b021818110f9cf/t/5e6a9554f003c15fefe313
d6/1584043362765/KT-1033+IVD+V4.pdf

79 Euroinmmun, PerkinElmer Company Anti-SARS-CoV-2 ELISA (IgG) Germany N/R Serum Indirect N/A N/R ELISA IgG N/R Automated N/R N/R N/R N/R IVD Notified FDA / CE N/R https://www.coronavirus-diagnostics.com/antibody-detection-tests-
for-covid-19.html

80 Euroinmmun, PerkinElmer Company Anti-SARS-CoV-2 ELISA (IgA) Germany N/R Serum Indirect N/A N/R ELISA IgA N/R Automated N/R N/R N/R N/R IVD Notified FDA / CE N/R https://www.coronavirus-diagnostics.com/antibody-detection-tests-
for-covid-19.html

81 FEMTOX COVID-19 Antibody Test USA N/R N/R Indirect N/A N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R

82 GenBody Inc. GenBody COVID-19 IgM/IgG South Korea N/R N/R Indirect N/A N/R ELISA IgG/IgM N/R Automated N/R N/R N/R N/R IVD Notified FDA N/R http://genbody.co.kr/index_en.php

83 GenBody Inc. GenBody COVID-19 IgM/IgG (Manual) South Korea N/R N/R Indirect N/A N/R ELISA IgG/IgM N/R Automated N/R N/R N/R N/R RUO N/R N/R http://genbody.co.kr/index_en.php

84 GenBody Inc. GenBody COVID-19 IgM/IgG DUO South Korea N/R N/R Indirect N/A N/R ELISA IgG/IgM N/R Automated N/R N/R N/R N/R RUO N/R N/R http://genbody.co.kr/index_en.php

85 Gensure Biotech, Inc. OZO Silver - OZO SARS-CoV-2 IgM Method India N/R N/R Indirect N/A N/R Immunochromatography IgM N/R Visual/Bands N/R N/R N/R N/R IVD N/R N/R https://www.ozo.life/covid-19-kits

86 Gentein Biotech, Inc. One Step Test for 2019nCoV IgM/IgG Antibody China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://en.bio-gp.com.cn/

87 Goldsite Diangostics Inc. SARS-CoV IgG/IgM Kit China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 12 min Visual/Bands N/R N/R N/R N/R IVD Notified FDA N/R http://en.goldsite.com.cn/prod_view.aspx?
TypeId=139&Id=275&Fid=t3:139:3

88 Grat Basin - Vela Operations SARS-CoV-2 Direct Test USA N/R N/R Direct N/R N/A N/R N/A N/R N/R N/R N/R N/R N/R N/R N/R N/R https://www.veladx.com/newsroom/press-releases.html

89 Guanxhou Darui Biotechnology Co., Ltd Novel Coronavirus 2019-nCoV IgM Antibody 
detection Kit (Colloudal Gold Method) China N/R N/R Indirect N/A N/R Immunochromatography IgM N/R Visual/Bands N/R N/R N/R N/R RUO N/R N/R http://www.daruibiotech.com/
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90 Guanxhou Darui Biotechnology Co., Ltd 2019 Novel Coronavirus (2019-nCoV) IgG 
Antibody Detection Kit (ELISA method) China N/R N/R Indirect N/A N/R ELISA IgG N/R Automated N/R N/R N/R N/R RUO N/R N/R http://www.daruibiotech.com/

91 Guanxhou Darui Biotechnology Co., Ltd 2019 Novel Coronavirus (2019-NCoV) IgM 
Antibody Detection Kit (ELISA Mthod) China N/R N/R Indirect N/A N/R ELISA IgM N/R Automated N/R N/R N/R N/R RUO N/R N/R http://www.daruibiotech.com/

92 Guanxhou Darui Biotechnology Co., Ltd Novel Coronavirus (2019-nCoV IgG Antibody 
Detection Kit (Colloidal (Gold Method) China N/R N/R Indirect N/A N/R Immunochromatography IgG N/R Visual/Bands N/R N/R N/R N/R RUO N/R N/R http://www.daruibiotech.com/

93 Guanxhou Fenghua Bioengineering, Co. 
LTD SARS-CoV-2 IgM/IgG Combo Rapid Test Kit China N/R Blood, serum or plasma Indirect N/A N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R IVD Notified FDA N/R http://www.bio-fenghua.com/en/news_show.asp?id=171

94 Guangzhou Wonfdo Biotech Co. Ltd Finecare SARS-CoV-2 Antibody Test. China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands N/R N/R N/R N/R RUO Notified FDA / 
NMPA China N/R https://en.wondfo.com.cn/product/finecare-sars-cov-2-antibody-

test-2/

95 Hangzhou Atoai Biotechnology Co. Ltd. Nuevo kit de deteccion de anticuerpos 
Coronavirus (2019 nCoV IgG/IgM) China TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 - 20 min Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://www.alltests.com.cn/Prodetail.asp?

newsid=1771&cclassid=2&classid=2

96 Hangzhou AllTest Biotechn Co. Ltd. 2019--nCoV IgG/IgM Rapid Test Cassete China TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands N/R N/R N/R N/R IVD Notified FDA

A case of COVID-19 and pneumonia returning 
from Macau in Taiwan: Clinical course and anti-
SARS-CoV-2 IgG dynamic. Lee NY, et al. J 
Microbiol Immunol Infect. 2020 Mar 10. pii: 
S1684-1182(20)30060-8. doi: 10.1016/j.jmii.
2020.03.003. 

http://www.alltests.com.cn/EN/Prodetail.asp?
newsid=1771&cclassid=2&classid=2

97 Hangzhou AllTest Biotechn Co. Ltd. 2019--nCoV IgG/IgM Rapid Test Dipstick China TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands N/R N/R N/R N/R N/R Notified FDA N/R http://www.alltests.com.cn/EN/Prodetail.asp?
newsid=1774&cclassid=2&classid=2

98 Hangzhou Clongene Biotech Clungene COVID-19 IgM/IgG Rapid Test 
Cassette China TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 15 - 20 min Visual/Bands Infected 77, Healthy 90, Total 167 Yes IgG 97.4% IgM 87% IgG N/R  IgM 98.89% IVD Notified FDA N/R https://pellecome.com/wp-content/uploads/2020/03/ClungeneIFU-

Amended.pdf

99 Hangzhou Testsealabs Biotechnology One Step SARS-CoV2 (COVID-19) IgG/IgM 
Test China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands Infected 203 Yes IgG 83.7%  IgM  81.3% 

Total (IgG + IgM) 91.1% N/R RUO N/R N/R https://www.testsealabs.com/one-step-sars-cov2covid-19iggigm-
test-3.html

100 Healgen Scientific COVID-19 IgG/IgM Rapid Test Cassette 
(Whole Blood/Serum/Plasma) USA N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands N/R N/R N/R N/R IVD Notified FDA N/R https://www.healgen.com/if-respiratory-covid-19

101 Humasis Humasis COVID-19 IgG/IgM Test South Korea N/R N/R Indirect N/R N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R IVD N/R N/R http://humasis.com/eng/index.jsp

102 Hunan Yonghe-Sun Biotechnology Co,. Ltd. SARS-COV-" specific antibody test Kit China N/R N/R Indirect N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R http://www.sunshineextract.com

103 Hunan Lituo Biotechnology Co. Ltd. COVID-19 IgG/IgM Detection Kit (Colloidal 
gold) China N/R N/R Indirect N/A N/R Immunochromatography IgG/IgM N/R Visual/Bands N/R N/R N/R N/R N/R N/R N/R http://www.lituo.com.cn/en/

104 InDevR Inc COVID Serology Kit: Multifixed Immunoassay USA N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R https://indevr.com/products/vaxarray/vaxarray-coronavirus-
seroassay-kits/

105 Innovita Biological Technology Co,. Ltd. 2019-nCoV Ab Test (Colloidal Gold) China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM N/R Visual/Bands N/R N/R N/R N/R IVD Notified FDA / 
NMPA China N/R http://www.innovita.com.cn/html/cn/

106 InTec Products, Inc. Rapid SARS-CoV-2 Antibody (IgM/IgG) China N/R N/R Indirect N/A N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R N/R N/R N/R http://www.intecasi.com/

107 InTec Products, Inc. Rapid SARS-CoV-2 Antibody Test China N/R N/R Indirect N/A N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R http://www.intecasi.com/

108 Jiangsu Bioperfectus Technologies Co. Ltd PerfectPOC Novel Corona Virus /SARS-CoV-
2) IgM/IgG Rapid Test Kit China N/R N/R Indirect N/A N/R N/R IgM/IgG N/R N/R N/R N/R N/R N/R N/R N/R N/R http://www.s-sbio.cn

109 Jiangsu Bioperfectus Technologies Co. Ltd PerfectPOC Novel Corona Virus /SARS-CoV-
2) Ag Rapid Test Kit China N/R N/R Direct N/R N/A N/R N/A N/R N/R N/R N/R N/R N/R N/R N/R N/R http://www.s-sbio.cn

110 Jiangsu Superbio Biomedical Technology 
(Nanjing) Co,. Ltd

Fast SARS-CoV-2 IgM/IgG Antibody Detection 
Kit (Colloidal Gold) China TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgM/IgG N/R Visual/Bands N/R N/R N/R N/R RUO N/R N/R http://www.superbioglobal.com/public/portal/wedo/postdetail/id/50.

html

111 Kephera Diagnostics KDx COVID-19 Antigen Detection Rapid Test USA N/R N/R Direct N/R N/A N/R N/A N/R N/R N/R N/R N/R N/R In development N/R N/R https://kephera.com/#productpipeline

112 Kephera Diagnostics KDx COVID-19 IgG/IgM Rapid Detection Test 
Kit USA N/R N/R Indirect N/A N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R In development N/R N/R https://kephera.com/#productpipeline

113 KRISHGEN BioSystems Human Anti-SARS-CoV-2 (Covid-19) 
Nucleocapsid Protein IgG ELISA (manual) India TDS Blood, serum or plasma Indirect N/A Recombinant antigen ELISA IgG N/R Automated N/R N/R N/R N/R RUO N/R N/R

https://krishgen.
com/idh9eknj/uploads/products/1584620281KBVH015-
3_GENLISA_Human_Anti-Coronavirus_Covid-
19_IgG_Qualitative_ELISA_ver1.0.pdf

114 KRISHGEN BioSystems Human SARS-CoV-2 (Covid-19) ELISA 
(manual) India TDS Blood, serum or plasma Direct Nucleoprotein antibody N/A ELISA N/A N/R Automated N/R N/R N/R N/R RUO N/R N/R

https://krishgen.
com/idh9eknj/uploads/products/1584620356KBVH015-
4_GENLISA_Human_Coronavirus_Covid-
19_Antigen_Quantitative_ELISA_ver1.1.pdf

115 KRISHGEN BioSytems Human SARS-CoV-2 (Covid-19) Qualitative 
ELISA (manual) India TDS Blood, serum or plasma Direct Nucleoprotein antibody N/A ELISA N/A N/R Automated N/R N/R N/R N/R RUO N/R N/R

https://krishgen.
com/idh9eknj/uploads/products/1584870619KBVH015-
5_GENLISA_Human_Coronavirus_Covid-
19_Antigen_Qualitative_ELISA_ver1.0.pdf

116 LABTEST DIAGNOSTICA S/A Anti COVID-19 IgG/IgM Rapid Test Brazil TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands Infected 20, Healthy 50, Total 70 Yes IgG 100% IgM 85% IgG 98% IgM 96% IVD ANVISA Brazil N/R

https://consultas.anvisa.gov.
br/api/consulta/produtos/25351191493202081/anexo/A2305313/no
meArquivo/INSTRUCOES-DE-USO%20-%201%20de%201.PDF?
Authorization=Guest

117 Leadgene Biomedical, Inc. Leadgene® SARS/SARS-CoV-2 Antigen Rapid Test Kit China N/R N/R Direct N/R N/A N/R N/A N/R N/R N/R N/R N/R N/R In development N/R N/R http://www.leadgenebio.com/web/index/index.jsp?lang=en

118 Leadgene Biomedical, Inc. Leadgene® SARS/SARS-CoV-2 IgG/IgM Rapid Test Kit China N/R N/R Indirect N/A N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R In development N/R N/R http://www.leadgenebio.com/web/index/index.jsp?lang=en

119 Lifeassay Diagnostics Pty Ltd Test-it COVID-19 IgM/IgG Lateral Flow Assay South Africa N/R N/R Indirect N/R N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R N/R Notified FDA N/R http://www.lifeassay.com/home.php
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120 LOMINA AG COVID-19 Antigen Rapid Test Device Czech Republic N/R Blood, serum or plasma Indirect N/A Recombinant antigen Immunochromatography IgG/IgM 8 min Visual/Bands N/R N/R N/R N/R IVD N/R N/R https://www.test-covid19.eu/

121 Luminostics, Inc. CLIP-COVID19 (smartphone-read out high 
sensivity antigen detection test) USA N/R Nasopharyngeal swab Direct N/R N/A N/R N/A N/R N/R N/R N/R N/R N/R In development N/R N/R https://luminostics.com/technology

122 LumiQuick Diagnostics Inc. QuickProfile™ 2019-nCoV IgG/IgM Combo 
Test Card USA N/R Blood, serum or plasma Indirect N/A Recombinant antigen Immunochromatography IgG/IgM 15 min Visual/Bands N/R N/R N/R N/R IVD N/R N/R https://lumiquick.co

123 LumiraDx LUMIRATEK  COVID-19 (IgG/IgM) USA N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands N/R N/R N/R IgG 99.5% IgM 99.2% N/R ANVISA Brazil N/R https://newslab.com.br/lumiratek-testes-rapidos-diagnostico-rapido-
e-especifico-para-covid-19/

124 MedicalSystem Biotechnology Co., Ltd COVID-19 IgM/IgG Rapid Test Cassette China N/R Blood, serum or plasma Indirect N/A Recombinant antigen Immunochromatography IgG/IgM 5 - 10 min Visual/Bands N/R N/R N/R N/R IVD Notified FDA N/R http://en.nbmedicalsystem.com/EN/productdetail/1002

125 Mei Ning Kang Cheng China Biotechnology 
R&D Center, Inc.

Corona Virus Disease 2019 (COVID-19) 
IgM/IgG Detection Kit China N/R N/R Indirect N/A N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R RUO N/R N/R N/R

126 Module Innovations Private Ltd nCoVSENSe: IgM/ IgG test for spike and N-
protein of SARS-CoV 2 India N/R N/R Indirect N/A Spike and N proteins N/R IgG/IgM N/R N/R N/R N/R N/R N/R In development N/R N/R http://moduleinnovations.com/

127 Mokobio Biotechnology R&D Center  SARS-CoV-2 IgM & IgG Quantum Dot 
Immunoassay USA TDS    Blood, serum or plasma Indirect N/A Recombinant spike 

protein Immunofluorescence IgG/IgM 10 min Automated Infected 105, Healthy 157, Total 262 Yes 89.52%  (82.03%-94.65%) 99.36% (96.50%-99.98%) IVD Notified FDA N/R https://563f9237-025b-4834-92d0-51d8b5bd215b.filesusr.
com/ugd/27a18f_fdce6973ac164916b92f81fdc7430023.pdf

128 Mologic Ltd Mologic COVID-19 Rapid Test UK N/R N/R Indirect N/A N/R N/R N/R 10 min N/R N/R N/R N/R N/R In development N/R N/R https://mologic.co.uk/mologic-and-partners-begin-validation-
process-for-covid-19-point-of-need-diagnostic-test/

129 Nal von minden GmbH NADAL® COVID-19 IgG/IgM Test (243003N-25, 
243002N-20, 243001N-10) Germany TDS    Blood, serum or plasma Indirect N/A Recombinant antigen Immunochromatography IgG/IgM 15 min Visual/Bands IgG Infected 83, Healthy 227, Total IgG 310

IgM Infected 79, Healthy 227, Total IgM: 306 Yes IgG 98.8% (93.5% - 99.8%) 
IgM 93.7% (86.0% - 97.3%)

IgG 98.7% (96.2% - 99.5%) 
IgM 99.1% (96.8% - 99.8%) IVD N/R N/R https://www.nal-vonminden.com/en/nadalr-covid-19-igg-igm-test-

25-test-cassettes.html

130 Nanjing BioPoint Diagnostics SARS-CoV-2 dIgA/total antibody rapid test China N/R N/R Indirect N/A N/R N/R IgA/Total Ab N/R N/R N/R N/R N/R N/R N/R Notified FDA N/R http://en.njbiopoint.com/index.html

131 Nanjing Liming Bio-Products Co., Ltd SARS-CoV-2 IgM/IgG Antibody Rapid Test Kit China TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 15 min Visual/Bands Infected 173, Healthy 33, Total 206 Yes IgG 82.7% IgM 64.7% 
Total (IgG+IgM) 93.1%

IgG 100% IgM 100%
 Total (IgG+IgM) 100% IVD Notified FDA N/R http://www.limingbio.

com/uploadfile/2020/0303/20200303043915745.pdf

132 Nanjing Liming Bio-Products Co., Ltd COVID-19 Antigen Rapid Test Device China N/R N/R Direct N/R N/A N/R N/A N/R N/R N/R N/R N/R N/R IVD N/R N/R http://www.limingbio.com/index.php?
m=content&c=index&a=show&catid=11&id=114&typeid=58

133 Nanjing Vazyme Medical Technology Co., 
LTD 2019-nCoV IgG/IgM Rapid Testing Kit USA TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands Infected 201, Healthy 369, Total 570 Yes 91.54% (86.87%, 94.65%) 97.02% (94.74%, 98.33%) IVD N/R N/R https://v1.cecdn.yun300.cn/site_1807300040/us.pdf

134 NanoResearch NanoMedicina SARS-CoV-2 IgM/IgG Antibody 
Rapid Test USA N/R N/R Indirect N/A N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R N/R Notified FDA N/R http://www.nanoresearchinc.com

135 Nantong Egens Biotechnology Co., LTD EGENS COVID-19 IgG/IgM Rapid Test Kit China N/R Blood, serum or plasma Indirect N/A Recombinant antigen Immunochromatography IgG/IgM 10 min Visual/Bands N/R N/R N/R N/R IVD/RUO N/R N/R http://www.egens-bio.com/

136 Nantong Diagnos Biotechnology (2019-nCoV) New coronavirus Antibody Test 
(Colloidal Gold) China N/R N/R Indirect N/A N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R Notified FDA N/R http://www.diagnosbio.com/en/

137 Nirmidas Biotech, Inc. Rapid COVID-19 (SARS-CoV-2) IgM/IgG 
Antibody Detection Kit USA TDS    Blood, serum or plasma Indirect N/A Recombinant antigen Immunochromatography IgG/IgM 10 min Visual/Bands N/R N/R N/R N/R N/R Notified FDA N/R https://www.nirmidas.com/rapid-test-for-covid-19-sars-cov-2-

igmigg-antibody-detection-kit/#Broc

138 Novus Biologicals LLC, Bio-techne brand COVID-19 IgG/IgM Rapid Test Kit USA TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 - 15 min Visual/Bands N/R N/R N/R N/R RUO N/R N/R https://www.novusbio.com/products/covid-19-igg-igm-rapid-test-
kit_nbp2-89106

139 PEPperPRINT GmbH PEPperCHIP® SARS-CoV-2 Proteome Microarray Germany TDS    Blood, serum or plasma Indirect N/A Complete proteoma Immunofluorescence- Protein 
Microarray IgG/IgM/IgA N/R Automated N/R N/R N/R N/R IVD N/R N/R https://www.pepperprint.com/products/pepperchipr-standard-

microarrays/pepperchipr-sars-cov-2-proteome-microarray/

140 PerGrande BioTech Development Co., Ltd 
SARS-CoV-2 

Antibody Detection Kit (Colloidal Gold 
Immunochromatographic assay) China N/R N/R Indirect N/A N/R Immunochromatography N/R N/R Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://www.pergrande.com.cn

141 Phamatech COVID19 IgG/IgM Rapid Test USA N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands Infected 64, Healthy 294, Total 358 Yes
IgG 95.31% IgM 53.13 

Total (IgG+IgM)
96.9% (88.7%-99.8%)

96.3% (93.4%-98.0%) N/R Notified FDA N/R https://www.phamatech.com/index3.php/category-
1/uncategorized/covid19-igg-igm-rapid-test-cassette/

142 Pinpoint Science Inc.  Pinpoint Covid-19 Screening Assay USA N/R Nasopharyngeal swab Direct N/R N/A Bioelectronic detection N/A 30 seg N/R N/R N/R N/R N/R In development N/R N/R https://pinpointscience.com/covid-19-test

143 Predigen Inc.  HR-PreV USA N/R N/R Direct N/R N/A N/R N/A N/R N/R N/R N/R N/R N/R In development N/R N/R https://www.predigen.com/

144 Premier Medical Corporation Pvt. Ltd SureStatus COVID-19 (SARS-CoV-2) EIA Test India N/R N/R Indirect N/R N/R ELISA N/R N/R Automated N/R N/R N/R N/R In development N/R N/R http://premiermedcorp.com/

145 PRIMA Lab S.A. PRIMA COVID-19 IgG/IgM Rapid test Switzerland N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands N/R N/R N/R N/R IVD N/R N/R https://primahometest.com/en/prima_covid-19_igg_igm_rapid_test

146 PRIME4DIA Co., Ltd P4DETECT COVID-19 Ag South Korea N/R N/R Direct N/R N/A N/R N/A N/R N/R N/R N/R N/R N/R RUO N/R N/R https://prime4dia.modoo.at/?link=8ffeqht1

147 PRIME4DIA Co., Ltd P4DETECT COVID-19 IgM/IgG South Korea N/R N/R Indirect N/A N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R RUO N/R N/R https://prime4dia.modoo.at/?link=8ffeqht1

148 PRIME4DIA Co., Ltd P4DETECT COVID-19 SAg South Korea N/R N/R Direct N/R N/A Immunochromatography N/A N/R Visual/Bands N/R N/R N/R N/R RUO N/R N/R https://prime4dia.modoo.at/?link=8ffeqht1

149 Promedical COVID-19 Rapid Test, WONDFO SARS-CoV-
2 Antibody Test (Lateral Flow Method) China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography N/R  15 min Visual/Bands N/R N/R N/R N/R N/R Notified FDA N/R https://en.wondfo.com.cn/product/wondfo-sars-cov-2-antibody-test-

lateral-flow-method-2/
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150 Qingdao Hightop Biotech Co., Ltd Hightop COVID-19 IgM/IgG Ab Rapid Test Kit China N/R Blood, serum or plasma Indirect N/A Recombinant antigen Immunochromatography IgG/IgM 15 min Visual/Bands N/R Yes IgG 93% IgM 82% IgG 97.5% IgM 97% In development N/R N/R http://hightopbio.com/EN/productny.aspx?
ProductsID=567&oid=246&CateId=73

151 Quansys Biosciences Human COVID-19 (2-plex) USA N/R N/R Direct N/R N/A N/R N/R N/R Automated N/R N/R N/R N/R In development N/R N/R http://quansysbio.com/human-covid-19-2-plex-quote-request/

152 RapiGEN Inc Biocredit COVID-19 IgG/IgM Duo South Korea N/R Blood, serum or plasma Indirect N/A Recombinant antigen Immunochromatography IgG/IgM 5 - 10 Min Visual/Bands N/R N/R N/R N/R RUO N/R N/R http://rapigen-inc.com/wp/portfolio-items/biocredit-covid-19-iggigm-
duo/?lang=en

153 RapiGEN Inc. BIOCREDIT COVID-19 Ag South Korea N/R Nasopharyngeal swab Direct N/R N/A Immunochromatography N/A 5 - 8 min Visual/Bands N/R N/R N/R N/R RUO N/R N/R http://rapigen-inc.com/wp/portfolio-items/covid-19ag/?lang=en

154 RayBiotech Coronavirus (SARS-CoV-2) IgM/IgG Test Kit 
(Colloidal Gold) Contact USA TDS Serum or blood Indirect N/A  N protein Immunochromatography IgG/IgM 8 - 10 min Visual/Bands N/R Yes 0,95 0,91 IVD Notified FDA N/R https://www.raybiotech.com/covid-19-igm-igg-rapid-test-

kit/#attachments

155 RPC Diagnostic Systems 
Anti-SARS-CoV-2 enzyme immunoassay for 
the detection of antibodies to SARS-CoV-2 
(COVID-19)

Russia N/R N/R Indirect N/A N/R ELISA N/R N/R Automated N/R N/R N/R N/R In development N/R N/R https://npods.ru/

156 Rymedi CoronaCide USA TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands IgG Infected 75, Healthy 371, Total IgG 446
IgM Infected 85, Healthy 371, Total IgM 456 Yes IgG 100% (98.1%-99.9%) 

IgM 91.8% (83.8%-96.6%)
IgG 99.5%(98.1% - 99.9%) 
IgM 99.2% (97.7% - 99.8%) IVD Notified FDA N/R https://coronacide.com/

157 SD BIOSENSOR, Inc. STANDARD Q COVID-19 IgM/IgG Duo Test South Korea TDS Capillary blood Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands Infected 33, Healthy 30, Total 63 Yes IgG 81.81%  IgM 63.63%  
Total (IgG + IgM) 81%

IgG 96.99%  IgM 100%  
Total (IgG + IgM) 96.7% IVD Notified FDA N/R http://sdbiosensor.com/xe/product/7662

158 SD BIOSENSOR, INC STANDAR Q COVID-19 Ag South Korea N/R Naso/oropharyngeal swab Direct N/R N/A Immunochromatography N/A 30 min Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://sdbiosensor.com/xe/product/7672

159 SD BIOSENSOR, INC STANDARD F COVID-19 Ag FIA South Korea N/R Naso/oropharyngeal swab Direct N/R N/A Immunofluorescence N/A 30 min Automated N/R N/R N/R N/R IVD N/R N/R http://www.sdbiosensor.com/xe/product/7677

160 Sengenics CoviDx (manual) Singapore N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R IVD N/R N/R https://www.sengenics.com/covid-19/

161 SensingSelf, Pte, Ltd, Singapore EDR COVID 19 Rapid Test Kit (IgM/IgG) Singapore TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands Infected 300, Healthy 1000, Total 1300 Yes IgG 93% IgM 82% IgG 97.5% IgM 96% IVD ICMR N/R https://sensingself.me/covid.php

162 Servoprax GmbH Cleartest Corona, Covid-19 Germany TDS Blood, serum or plasma Indirect N/A Recombinant antigen Immunochromatography N/R 10 min Visual/Bands Infected 20, Healthy 50,Total 70 Yes IgG 100% (86%-100%) 
IgM 85% (62.1%-96.8%)

IgG 98% (89.4% - 99.9%) 
IgM 96% (86.3% - 99.5%) IVD N/R N/R https://irp-cdn.multiscreensite.com/150e9851/files/uploaded/1-C3%

204700-1ff-222-2-0001-2002%5B4%5D.pdf

163 Shanghai Chemtron Biotech Co. Ltd 2019-nCoV IgM Antibody Diagnostic Kit 
(Colloidal gold) China N/R Capillary blood Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://www.chemtronbio.com/news/Coronavirus.html

164 ShanXi Medical University SARS-COV-2 IgM/IgG antibody test (Colloidal 
Gold) China N/R N/R Indirect N/R N/R Immunochromatography IgG/IgM N/R Visual/Bands N/R N/R N/R N/R RUO N/R N/R http://www.sxmu.edu.cn/sxmuen/

165 Shenzhen Bioeasy Biotechnology Co., Ltd Bioeasy 2019-Novel Coronavirus (2019-nCoV) 
Ag GICA Rapid Test China N/R N/R Direct N/R N/A Immunochromatography N/A N/R Visual/Bands N/R N/R N/R N/R N/R N/R N/R http://en.bioeasy.com.tr/

166 Shenzhen Bioeasy Biotechnology Co., Ltd Bioeasy Novel Coronavirus (2019-nCov) 
Colloidal Gold Antigen Rapid Test China N/R N/R Direct N/R N/A Immunochromatography N/A N/R Visual/Bands N/R N/R N/R N/R N/R N/R N/R http://en.bioeasy.com.tr/

167 Shenzhen Bioeasy Biotechnology Co, Ltd. BIOEASY 2019-nCoV Ag Fluorescence Rapid 
Test Kit (Time-Resolved Fluorescence) China TDS Naso/oropharyngeal swab Direct N/R N/A Immunofluorescence N/A 10 min Automated N/R N/R N/R N/R IVD N/R N/R http://en.bioeasy.com.tr/2019-novel-coronavirus-2019-ncov-ag-

test-kit-fluorescence-immunochromatographic-assay/

168 Shenzhen Bioeasy Biotechnology Co., Ltd Bioeasy 2019-nCoV Total Ab GICA Rapid Test China TDS Capillary blood Indirect N/A N/R Immunochromatography IgG/IgM 10 - 15 min Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://en.bioeasy.com.tr/2019-novel-coronavirus-2019-ncov-ab-
gica-rapid-test-kit/

169 Shenzhen Landwind Medical COVID-19 IgG/IgM Rapid Test Device China N/R N/R Indirect N/A N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R N/R Notified FDA N/R http://www.landwindmedical.com/index.php

170 Shenzhen Tailored Medical Ltd Novel Coronavirus (SARS-CoV-2) IgM/IgG 
Antibody Assay Kit (Colloidal Gold Method) China N/R N/R Indirect N/A N/R Immunochromatography IgG/IgM N/R Visual/Bands N/R N/R N/R N/R IVD N/R N/R https://www.ausachina.com/%E5%9C%A8%E7%A0%94%E4%

BA%A7%E5%93%81/

171 Shenzhen Tailored Medical Ltd 
Novel Coronavirus (SARS-CoV-2) IgM 
Antibody Assay Kit（Latex Enhanced 
Immunoturbidimetry）

China N/R N/R Indirect N/A N/R Immunoturbidimetry IgM N/R Automated N/R N/R N/R N/R N/R N/R N/R https://www.ausachina.com/%E5%9C%A8%E7%A0%94%E4%
BA%A7%E5%93%81/

172 Shenzhen Tailored Medical Ltd 
Novel Coronavirus (SARS-CoV-2) IgG 
Antibody Assay Kit（Latex Enhanced 
Immunoturbidimetry）

China N/R N/R Indirect N/A N/R Immunoturbidimetry IgG N/R Automated N/R N/R N/R N/R N/R N/R N/R https://www.ausachina.com/%E5%9C%A8%E7%A0%94%E4%
BA%A7%E5%93%81/

173 Shenzhen Tailored Medical Ltd Novel Coronavirus (SARS-CoV-2) IgG 
Antibody Assay Kit（CLIA） China N/R N/R Indirect N/A N/R Chemoluminescence IgG N/R Automated N/R N/R N/R N/R N/R N/R N/R https://www.ausachina.com/%E5%9C%A8%E7%A0%94%E4%

BA%A7%E5%93%81/

174 Shenzhen Tailored Medical Ltd Novel Coronavirus (SARS-CoV-2) IgM 
Antibody Assay Kit（CLIA） China N/R N/R Indirect N/A N/R Chemoluminescence IgM N/R Automated N/R N/R N/R N/R N/R N/R N/R https://www.ausachina.com/%E5%9C%A8%E7%A0%94%E4%

BA%A7%E5%93%81/

175 Shenzhen Yhlo Biotech Co. Ltd iFlash-SARS-CoV-2 IgG China N/R N/R Indirect N/A N/R Chemoluminescence IgG N/R Automated N/R N/R N/R N/R IVD N/R
Antibodies in Infants Born to Mothers With 
COVID-19 Pneumonia. Zeng H, et al. JAMA. 
2020 Mar 26. doi: 10.1001/jama.2020.4861.

http://www.szyhlo.com/en/products_two.php?
menuid=79&menuidd=85

176 Shenzhen Yhlo Biotech Co. Ltd iFlash-SARS-CoV-2 IgM China N/R N/R Indirect N/A N/R Chemoluminescence IgM N/R Automated N/R N/R N/R N/R IVD N/R
Antibodies in Infants Born to Mothers With 
COVID-19 Pneumonia. Zeng H, et al. JAMA. 
2020 Mar 26. doi: 10.1001/jama.2020.4861.

http://www.szyhlo.com/en/products_two.php?
menuid=79&menuidd=85

177 Snibe Co., Ltd (Shenzhen New Industries 
Biomedical Engineering Co., Ltd) MAGLUMI 2019-nCoV IgG (CLIA) China N/R Serum or plasma Indirect N/A N/R Chemoluminescence IgG 30 min Automated N/R N/R N/R N/R IVD CE N/R http://www.snibe.com/zh_en/en_abouts.aspx?id=63

178 Snibe Co., Ltd (Shenzhen New Industries 
Biomedical Engineering Co., Ltd) MAGLUMI 2019-nCoV IgM (CLIA) China N/R Serum or plasma Indirect N/A N/R Chemoluminescence IgM 30 min Automated N/R N/R N/R N/R IVD CE N/R http://www.snibe.com/zh_en/en_abouts.aspx?id=63

179 Sona Nanotech Sona-COVID-19 LFA Canada N/R Naso/oropharyngeal swab Direct N/R N/A Immunochromatography N/A N/R Visual/Bands N/R N/R N/R N/R N/R N/R N/R https://sonanano.com/ http://cdn.ceo.ca.s3-us-west-2.amazonaws.
com/1f8c1h6-SONA.SNANF.Initiation.Maxim.040220.pdf
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180 Sophonix Co., Ltd SARS-CoV-2 IgG antibody test kit SARS-CoV-
2 IgM antibody test (automated) China N/R N/R Indirect N/A N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R N/R N/R N/R http://en.sophonix.net/

181
St. Petersburg Research Institute of 
Vaccines and Sera (FSUE SPbSRIVS 
FMBA)

SARS-CoV-2 Tru-EIA Russia N/R N/R N/R N/R N/R ELISA N/R N/R Automated N/R N/R N/R N/R N/R N/R N/R http://www.spbniivs.ru/business/catalog/

182 Sugentech, Inc. SGTi-flex COVID-19 IgM/IgG (manual) South Korea N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 - 15 min Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://sugentech.com/products/products-view.php?ct=7&target=32

183 Sugentech, Inc. SGTi-flex COVID-19 IgM/IgG (RDT) South Korea N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 - 15 min Visual/Bands N/R N/R N/R N/R IVD Notified FDA N/R http://sugentech.com/products/products-view.php?ct=7&target=32

184 Sugentech, Inc. SGTi-flex COVID-19 IgM/IgG (manual) South Korea N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 - 15 min Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://sugentech.com/products/products-view.php?ct=7&target=32

185 Sugentech, Inc. SGTi-flex COVID-19 IgM (RDT) South Korea N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgM 10 - 15 min Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://sugentech.com/products/products-view.php?ct=7&target=32

186 Sugentech, Inc. SGTi-flex COVID-19 IgM (manual) South Korea N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgM 10 - 15 min Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://sugentech.com/products/products-view.php?ct=7&target=32

187 Sugentech, Inc. SGTi-flex COVID-19 IgG (RDT) South Korea N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG 10 - 15 min Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://sugentech.com/products/products-view.php?ct=7&target=32

188 Sure Bio-Tech (USA) Co., Ltd SARS-CoV-2 IgM/IgG Ab Rapid Test USA N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 15 - 20 min Visual/Bands N/R N/R N/R N/R IVD Notified FDA N/R https://www.surebiotech.com/rapid-test/coronavirus-covid-19-rapid-
test

189 Sure Bio-Tech (USA) Co., Ltd SARS-CoV-2 IgM Ab Rapid Test USA N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgM 15 - 20 min Visual/Bands N/R N/R N/R N/R IVD N/R N/R https://www.surebiotech.com/rapid-test/coronavirus-covid-19-rapid-
test

190 Sure Bio-Tech (USA) Co., Ltd SARS-CoV-2 IgG Ab Rapid Test USA N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG 15 - 20 min Visual/Bands N/R N/R N/R N/R IVD N/R N/R https://www.surebiotech.com/rapid-test/coronavirus-covid-19-rapid-
test

191 Suzhou Kangheshun Medical Technology SARS-CoV-2 IgG/IgM Rapid Test Cassette China N/R N/R Indirect N/A N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R N/R Notified FDA N/R N/R

192 Taizhou ZECEN Biotech Co., Ltd SARS-CoV-2 IgM China N/R N/R Indirect N/A N/R N/R IgM N/R N/R N/R N/R N/R N/R IVD N/R N/R http://www.zechengbio.com/index.aspx

193 Taizhou ZECEN Biotech Co., Ltd SARS-CoV-2 IgG China N/R N/R Indirect N/A N/R N/R IgG N/R N/R N/R N/R N/R N/R IVD N/R N/R http://www.zechengbio.com/index.aspx

194 Telepoint Medical Services LLC SARS-CoV-2 IgG/IgM Rapid Qualitative Test USA N/R N/R Indirect N/A N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R RUO Notified FDA N/R http://telepointofcare.com/rapid-response-covid-19-igg-igm-test-
cassette/

195 Tetracore Inc. Multiplex detection and differentiation SARS-
Cov-2 Serology Assay (manual) USA N/R N/R N/R N/R N/R N/R N/R N/R Visual/Bands N/R N/R N/R N/R RUO N/R N/R http://www.tetracore.com/index.html

196 Tianjin Beroni Biotechnology SARS-CoV-2 IgG/IgM Antibody Detection Kit China N/R Blood, serum or plasma Indirect N/A Recombinant protein Immunochromatography IgG/IgM N/R Visual/Bands N/R N/R N/R N/R N/R Notified FDA N/R
https://www.beronigroup.com/2020/04/01/beroni-group-announces-
submission-of-emergency-use-authorization-to-us-fda-for-its-covid-
19-rapid-test-detection-kit/

197 Tianjin Jianbo Biological Co., Ltd SARS-CoV-2 Specific IgM and IgG Test Kit 
(Coillodal Gold) China N/R N/R Indirect N/A N/R Immunochromatography IgG/IgM N/R Visual/Bands N/R N/R N/R N/R RUO N/R N/R http://www.jianbobiology.com/h-col-104.html

198 Tianjin MNCHIP Technologies Co., Ltd Anti-COVID-19 virus IgM/IgG rapid test kit 
(Colloidal gold assay) China N/R N/R Indirect N/A N/R Immunochromatography IgG/IgM N/R Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://en.mnchip.com/en/

199 U2USystems (India) Pvt. Ltd 2019-ncoV IgG/IgM Test Singapore N/R N/R Indirect N/A N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R IVD N/R N/R http://u2uhealth.com/u2uproducts/

200 United Biomedical UBI SARS-CoV-2 ELISA USA N/R N/R Indirect N/R N/R ELISA N/R N/R Automated N/R N/R N/R N/R N/R Notified FDA N/R http://www.unitedbiomedical.com/COVID-19/

201 Vircell S.L. COVID-19 VIRCLIA® IgG MONOTEST Spain N/R N/R Indirect N/A N/R Chemoluminescence IgG N/R Automated N/R N/R N/R N/R RUO N/R N/R https://www.vircell.com/

202 Vircell S.L. COVID-19 VIRCLIA® IgM+IgA MONOTEST Spain N/R N/R Indirect N/A N/R Chemoluminescence IgM/IgA N/R Automated N/R N/R N/R N/R RUO N/R N/R https://www.vircell.com/

203 Vircell S.L. COVID-19 ELISA IgM+IgA Spain N/R N/R Indirect N/A N/R ELISA IgM/IgA N/R Automated N/R N/R N/R N/R RUO N/R N/R https://www.vircell.com/

204 Vircell S.L. COVID-19 ELISA IgG Spain N/R N/R Indirect N/A N/R ELISA IgG N/R Automated N/R N/R N/R N/R RUO N/R N/R https://www.vircell.com/

205 VivaChek Biotech (Hangzhou) Co., Ltd VivaDiag COVID-19 IgM/IgG Rapid Test China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 15 min Visual/Bands N/R N/R N/R N/R IVD
Notified FDA / HSA 
Singapore / TGA 

Australia
N/R https://www.vivachek.com/vivachek/English/prods/prod-covid19.

html

206 Vyttra Diagnosticos Importacao e 
Exportacao S.A Smart Test Covid19 Vyttra Brazil TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 10 min Visual/Bands Infected 4, Healthy 6, Total 10 Yes 1 99.5% IVD ANVISA Brazil N/R

https://consultas.anvisa.gov.
br/api/consulta/produtos/25351200980202041/anexo/T12118646/n
omeArquivo/Instru%C3%A7%C3%B5es%20de%20Uso_Rev%
2001.pdf?Authorization=Guest

207 Wuhan EasyDiagnosis Biomedicine Co., 
Ltd 

Novel Coronavirus IgG antibody test kit 
(colloidal gold method) China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG N/R Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://www.mdeasydiagnosis.

com/en/products/infectiousdiseases/2020-03-20/65.html

208 Wuhan EasyDiagnosis Biomedicine Co., 
Ltd 

Novel Coronavirus IgM antibody test kit 
(colloidal gold method) China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgM N/R Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://www.mdeasydiagnosis.

com/en/products/infectiousdiseases/2020-03-20/65.html

209 Xiamen Biotime Biotechnology Co., Ltd SARS-CoV-2 IgG/IgM Rapid Qualitative Test 
Kit China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 15 min Visual/Bands N/R N/R N/R N/R IVD N/R N/R http://www.biotime.cn/En_Pr_d_gci_80_id_69.html
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210 Xiamen Boson Biotech Co. Ltd Rapid 2019-nCoV IgG/IgM Combo Test Card China TDS Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 15 min Visual/Bands Infected 74, Healthy 305, Total 379 Yes IgG 86.5% IgM 85.1% IgG 99.3% IgM 99.7% IVD N/R N/R https://predpazi.com/wp-content/uploads/2020/03/Performance-
Characteristics-Study-200312.pdf

211 Xiamen Wiz Biotech Co. Ltd Diagnostic Kit (Colloidal Gold) for IgG/IgM 
Antibody to SARS-COV-2 China N/R N/R Indirect N/A N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R IVD N/R N/R http://wizbiotech.com/index.html

212 Yuno Diagnostics Co., Ltd ( Novel coronavirus(SARS-CoV-2) IgG/IgM 
Antibody Combined Test Kits China N/R N/R Indirect N/A N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R IVD N/R N/R http://www.yuno-diagnostics.com/index.php

213 Zalgen Labs, LLC ReSARS Pan-Corona Rapid Test USA N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R N/R In development N/R N/R https://www.zalgen.com/

214 Zalgen Labs, LLC ReSARS Pan-Corona IgM ELISA Kit USA N/R N/R Indirect N/A N/R ELISA IgM N/R Automated N/R N/R N/R N/R In development N/R N/R https://www.zalgen.com/

215 Zalgen Labs, LLC ReSARS CoV-2 Antigen ELISA Kit USA N/R N/R Direct N/R N/A ELISA N/A N/R Automated N/R N/R N/R N/R In development N/R N/R https://www.zalgen.com/

216 Zalgen Labs, LLC ReSARS CoV-2 Antigen Rapid Test USA N/R N/R Direct N/R N/A N/R N/A N/R N/R N/R N/R N/R N/R In development N/R N/R https://www.zalgen.com/

217 Zalgen Labs, LLC ReSARS CoV-2 IgM ELISA Kit USA N/R N/R Indirect N/A N/R ELISA IgM N/R Automated N/R N/R N/R N/R In development N/R N/R https://www.zalgen.com/

218 Zalgen Labs, LLC ReSARS Pan-Corona Antigen ELISA Kit USA N/R N/R Direct N/R N/A ELISA N/A N/R Automated N/R N/R N/R N/R In development N/R N/R https://www.zalgen.com/

219 Zhejiang Gene Science Co., Ltd Novel Coronavirus (2019-nCoV) IgM/IgG 
Antibodies Detection Kit China N/R N/R Indirect N/A N/R Immunochromatography IgG/IgM 15 min Visual/Bands N/R N/R N/R N/R IVD Notified FDA N/R http://www.digicell.cn/?post_type=products&page_id=10842

220 Zhejiang Orient Gene Biotech COVID-19 IgG/IgM Rapid Test China N/R Blood, serum or plasma Indirect N/A Recombinant protein Immunochromatography IgG/IgM 10 min Visual/Bands N/R Yes IgG 97.2% IgM 87.9% IgG 100%  IgM 100% IVD Notified FDA / CE N/R https://www.healgen.com/if-respiratory-covid-19

221 Zhengzhou Fortune Bioscience IgG/IgM Antibody Rapid Test Kits (Colloidal 
Gold Immunochromatography method) China N/R N/R Indirect N/A N/R Immunochromatography IgG/IgM N/R N/R N/R N/R N/R N/R N/R Notified FDA N/R http://www.fangxinbio.com/

222 Zhengzhou Humanwell Biocell 
Biotechnology Co., Ltd BIOCELL COVID-19 IgM ELISA test China N/R Serum Indirect N/A N/R ELISA IgM 60 - 70 min Automated N/R N/R N/R N/R RUO N/R N/R http://www.cnbiocell.com/h-nd-3564.html#_np=2_1134

223 Zhengzhou Humanwell Biocell 
Biotechnology Co., Ltd BIOCELL COVID-19 IgG ELISA test China N/R Serum Indirect N/A N/R ELISA IgG 60 - 70 min Automated N/R N/R N/R N/R RUO N/R N/R http://www.cnbiocell.com/h-nd-3564.html#_np=2_1134

224 Zhongshan Bio-Tech SARS-CoV-2 IgM/IgG (GICA) China N/R N/R Indirect N/A N/R Immunocromatography IgG/IgM N/R N/R N/R N/R N/R N/R N/R Notified FDA N/R http://www.followchem.com/einfo.asp

225 Zhuhai Livzon Diagnostics Inc Diagnostic Kit for IgM/IgG Antibody to Corona 
Virus(nCoV-2019) (Colloidal Gold) China N/R Blood, serum or plasma Indirect N/A N/R Immunochromatography IgG/IgM 15 min Visual/Bands N/R N/R N/R N/R IVD Notified FDA / 

NMPA China N/R http://www.livzondiagnostics.com/index.php?
m=Product&a=show&id=72&l=en

226 Zugotech Labs Ltd Zugotech COVID-19 IgM/IgG Rapid Test Germany N/R N/R Indirect N/A N/R N/R IgG/IgM N/R N/R N/R N/R N/R N/R In development N/R N/R https://www.zugotech-labs.com/index.html
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