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Instructions for Use 
RACORDIAX COVID-19 Antibody Rapid Test 
 
Please read carefully and completely before you perform the test. Instructions for 
use in further languages can be downloaded at www.immognost.de. 
 
Intended Use 
The RACORDIAX COVID-19 Antibody Rapid Test is a novel point-of-care, immuno-
chromatographic assay for the qualitative detection of highly specific IgM, IgG and 
IgA antibodies to SARS-CoV-2 in whole blood, serum or plasma. The test is inten-
ded for professional use by clinical laboratories or healthcare workers only. The test 
aids in the diagnosis of SARS-CoV-2 infection during the clinical phase and during 
and after recovery. As with all diagnostic assays, other laboratory tests and clinical 
data of the patient need to be considered by the health care professional. 
 
Summary 
Starting late in 2019 the Severe Acute Respiratory Syndrome Coronavirus 2 
(SARS-CoV-2) has spread around the world and has become one of the most 
challenging pandemics. Corona species in general are enveloped RNA viruses, 
some of them known as pathogens in animals and humans affecting various organ 
systems. SARS-CoV-2 is a highly transmissible virus causing a respiratory disease. 
Gastrointestinal symptoms are seen in few patients (1). 
 
Test Principle 
The RACORDIAX COVID-19 Antibody Rapid Test relies on the specificity of the 
Receptor Binding Domain (RBD) of SARS-CoV-2 for antibody testing. RBD is poorly 
conserved among the pathogenic Corona species making it an ideal candidate for 
specifically testing antibodies to SARS-CoV-2. Cross-reactivity with other Corona 
species like the common-cold human CoVs are minimized. There are also indica-
tions that antibodies to RBD strongly correlate to the neutralizing antibody titer (2). 
The assay is based on the lateral flow technology. This novel point-of-care rapid 
method identifies the presence of IgM, IgG and IgA antibodies to RBD protein of 
SARS-CoV-2 in whole blood, serum or plasma specimen. Briefly, if antibodies 
against the RBD are present in the sample, they bind to the test line which is 
recombinant RBD immobilized on the nitrocellulose membrane. The secondary 
antibodies are anti-human IgM, anti-human IgG and anti-human IgA antibodies 
conjugated with Cellulose Nano-Beads (CNBs). To discriminate these antibodies, 
different colors of CNBs are used. Red, green and blue CNBs are conjugated to 
anti-human IgM, IgG and IgA, respectively. On the assay window a red, green and 
a faint light blue line can be identified before the test starts. The red and green lines 
serve as calibration control for the smartphone app. Running the test, the red and 
green lines remain unchanged. The faint light blue line disappears and reappears as 
dark-blue control line, which serves as an internal control for the assay. The test line 
itself appears, if antibodies to RBD can be detected in the sample.  
 
 
 
 
 
 
The RACORDIAX App, available at the Apple App Store and Google Play Store, 
guides through the sampling, testing and automatic read-out of the assay. 
 
 
 
 
 
 
 
 
RACORDIAX Box Contents, Storage and Stability 
20 rapid test kits per box. Each kit contains a test cassette, individually sealed in 
primary small aluminum foil pouch with desiccant, disinfection pad, buffer bottle 
with running buffer (includes 0.09 % [w/v] sodium azide as preservative), lancet 
and pipette. The RACORDIAX rapid test kits must be transported and stored at  
+4 °C to +30 °C. Do not freeze or directly expose to sunlight. Materials are stable 
until the expiry date given on the pouch. 
 
Materials needed, but not supplied 

A smartphone with internet access running on Android from Version 9.0 or iOS 
from Version 11.0 is needed for the read-out of the assay. 
 
Precautions 

• Instructions must be carefully followed. 
• Test is for professional use only. 

• Test must not be used if foil pouch is broken. 
• Test is for single use only. 
• Test must be used immediately after opening the pouch. 
• Test must not be used beyond expiry date. 
• Wear personal protective clothing and equipment during sampling and testing. 
• Follow national and local guidelines handling, using and discarding clinical 

specimens and test materials. 
• Dispose of all specimens and used test materials as biohazardous waste. 

 
Performance Characteristics 
Sensitivity and Specificity 
The performance of the RACORDIAX COVID-19 Antibody Rapid Test was 
evaluated by testing a collection of clinical samples from individual patients: serum 
samples, plasma samples and whole blood samples (EDTA, heparin, and citrate).  
The samples were collected from patients at three clinical sites in Germany at a 
time when acute SARS-CoV-2 infection was prevalent. Altogether, 169 samples 
from SARS-CoV-2 positive individuals, 115 negative and 46 samples with other 
infections were enrolled in the performance evaluation study. To select the 
appropriate set of samples, presence of different antibody classes (including 
IgM, IgG and IgA) was assessed by CE methods like ELISA. 
The following tables show the results for each immunoglobulin isotype tested. 
The status table gives the combined results. A sample was considered positive 
if at least one isotype was tested positive. 
 

 Status (ELISA) 
Positive Negative Total 

RA
CO

R  
DI

AX
 Positive  168  1 169 

Negative  1  114 115 
Total  169  115 284 

Sensitivity 99.41 % Specificity 99.13 % 
 

 
IgM (ELISA) 
Positive Negative Total 

RA
CO

R  
DI

AX
 Positive  125  5 130 

Negative  15  139 154 
Total  140  144 284 

Sensitivity 89.29 % Specificity 96.53 % 
 

 
IgG (ELISA) 
Positive Negative Total 

RA
CO

R  
DI

AX
 Positive  166  1 167 

Negative  1  116 117 
Total  167  117 284 

Sensitivity 99.40 % Specificity 99.15 % 
 

 
IgA (ELISA) 
Positive Negative Total 

RA
CO

R 
DI

AX
 Positive  155  3 158 

Negative  1  125 126 
Total  156  128 284 

Sensitivity 99.36 % Specificity 97.66 % 
 
The test results of the immunoglobulin isotypes IgM, IgG, and IgA were combined 
to calculate the overall antibody status as given in the respective table. An overall 
sensitivity of 99.41 % and specificity of 99.13 % were achieved. 
 
Analytical Specificity 
Cross reactivity with antibodies to various other infectious agents was evaluated 
with a set of serum samples as given in the table: 
 

Samples with antibodies to  No. of samples Tested positive 
Epstein-Barr-Virus 3 1 
Hepatitis A Virus 1 0 
Hepatitis B Virus 1 0 
Hepatitis C Virus 1 0 
Herpes Simplex Virus 1 0 
Influenza A Virus 31 0 
Norovirus 3 0 
Bacterial Agents (high CRP) 5 0 
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In one sample with a known antibody status to Epstein-Barr-Virus (EBV) a false-
positive signal was obtained. Since the two other samples with EBV antibodies 
were negative, it is unlikely that these signals were related to cross-reactivity of 
the antibodies. 
Anti-coagulants (EDTA, Heparin, sodium citrate) did not affect the results if used 
in concentrations common in blood sampling. 
 
Stability 
Stability data were obtained in accelerated and real-time stability studies. 
 
Preparation and Specimen Collection 
Carefully read and follow the instructions, also available as video tutorial at 
www.racordiax.com/tutorial. Download and install the RACORDIAX app on 
your smartphone. Make sure the app opens properly on your smartphone. 
To avoid malfunctions, ensure a clean environment, good lighting conditions 
and avoidance of external objects (e.g., hair) on the test cassette. 
After opening the primary pouch, testing should start without any delay. 
 
 
 
 
 
 
 
 
 
 
Whole blood, serum and plasma are recommended sample materials.  
If whole blood - other than capillary blood - serum or plasma is collected, follow 
standard medical procedures for venipuncture and sampling. For capillary blood 
please refer to the recommendations given below. 
 
 
    
 
 
 
 
 
 
 
Use pipette to collect and release blood, serum or plasma (30 µL). This volume 
corresponds to 2 cm / 0.8 inch of the pipette tip. To do so, squeeze the top part 
of the pipette and suck the sample into it. In most cases with capillary blood, not 
enough volume can be obtained with one drop. Therefore, the step has to be 
repeated several times, without releasing the pipette bellow between the steps, 
until the sample volume has reached the 2 cm / 0.8 inch. If air bubbles cannot be 
avoided the volume has to be corrected accordingly. Then release the complete 
sample to the sample port of the test cassette (see pictogram 6). 
In a laboratory set-up, micropipettes can be used. 
 

• Hemolytic, lipemic and turbid samples must not be used.  
• If the test cannot be completed within 8 hours, serum and 

plasma samples can be stored at +4 °C for 7 days or at -20 °C 
for up to 6 months. Do not freeze and thaw samples repeatedly.  
 
 

 

 

 

 

 
 
 
 
If liquid cannot be seen in the assay window within 2 minutes after adding the 
buffer, please add an additional drop of running buffer. As soon as liquid can be 
seen in the assay window, please move to the next step in the app – the incubation 
of 10 minutes starts.  
When taking picture please ensure evenly light conditions.  

Test must not be captured after 20 minutes, because this may cause false results. 
 
Interpretation of Test Results 
The smartphone app forwards the assay image anonymously to dedicated servers, 
which almost immediately return the results. The results are reported as positive 
and negative for the overall antibody status as well as for the individual IgM, IgG 
and IgA titers to SARS-CoV-2 RBD protein. Interpretation of the test results is 
completely covered by the RACORDIAX app. A sample is considered positive in 
the overall test result if one or more Ig isotypes are tested positive. The individual 
isotype results are reported to support the medical professional in the diagnosis. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Quality Control 
The blue control line in the upper assay window serves as procedural control of the 
assay. The RACORDIAX app algorithms ensure that results are checked for validity 
including the control line. The kit does not include positive and negative controls. 
However, it is recommended that suitable controls are included in the testing.  
 
Limitations 

• The RACORDIAX COVID-19 Antibody Rapid Test is for professional in vitro use 
only. 

• Negative results do not exclude a SARS-CoV-2 infection, especially in those who 
have been in contact with the virus. Additional testing should be considered. 

• Quantitative titers cannot be obtained by the test. 

• The results of the test are invalid if captured after more than 20 minutes. 

• Positive antibody results may be due to still ongoing or past infection with 
SARS-CoV-2. Cross reactivity with other Corona viruses cannot be completely 
ruled out. 

• The test should not be used as the sole basis for diagnosing or excluding 
a SARS-CoV-2 infection. 

• As with all diagnostic tests, results need to be evaluated with all clinical 
information and other test data of the patient available to the healthcare 
professional. 

• Assay performance may adversely be affected, if assay procedures are not 
carefully followed. 
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Manufactured by ImmoGnost GmbH, 
Marie-Curie-Strasse 8, 37079 Goettingen, Germany 

Wait 10 minutes until 
test has run through. 

Use App to capture 
entire test cassette. 

Open Rapid Test Kit 
and check content. 

Scan QR code on 
Test Cassette pack. 

Pierce lancet in 
the fingertip. 

Clean fingertip with 
disinfection pad. 

Use pipette to collect 
and release blood. 

Add 3 drops of 
running buffer. 

Open Test Cassette 
pack and scan QR code. 


