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control region (C) is considered an internal procedural control. It confirms 
sufficient specimen volume, adequate membrane wicking and correct 
procedural technique.   
Control standards are not supplied with this kit. However, it is 
recommended that positive and negative controls be tested as good 
laboratory practice to confirm the test procedure and to verify proper test 
performance. 

[LIMITATIONS]  
� The COVID-19 IgG/IgM Rapid Test Cassette is limited to provide a 

qualitative detection. The intensity of the test line does not necessarily 
correlate to the concentration of the antibody in the blood. 

� Each physician must interpret the results in conjunction with the patient’s 
history, physical findings, and other diagnostic procedures. 

� If symptoms persist and the result from the COVID-19 IgG/IgM Rapid 
Test Cassette is negative, it is recommended to re-sample the patient a 
few days later or test with an alternative test device. 

� A negative result can occur if the quantity of antibodies for the 
SARS-CoV-2 virus present in the specimen is below the detection limit of 
the assay, or the virus has undergone amino acid mutation(s) in the 
epitope recognized by the antibody utilized in the test. 

� Proper sample collection is critical, and failure to follow the procedure 
may give inaccurate results. Improper sample collection, improper 
sample storage or repeated freezing and thawing of samples can lead to 
inaccurate results. 

[PERFORMANCE CHARACTERISTICS]  
Accuracy  

Summary data of COVID-19 IgG/IgM Rapid Test as below: 
Regarding the IgM test, testing was performed on 167 clinical specimens 
from individuals suspected of COVID-19 infection compared to RT-PCR.  
COVID-19 IgM: 

COVID-19 IgM RT-PCR Total Positive Negative 

CLUNGENE® Positive 67 1 68 
Negative 10 89 99 

Total 77 90 167 

A statistical comparison was made between the results yielding a sensitivity 
of 87.01%, a specificity of 98.89% and an accuracy of 93.41%. 

Regarding the IgG test, we have counted the positive rate of the 77 patients 
during the convalescence period. 
COVID-19 IgG: 

COVID-19 IgG Number of patients during 
the convalescence period Total 

CLUNGENE® Positive 75 75 
Negative 2 2 

Total 77 77 
The results yielding a sensitivity of 97.40%. 

Cross -Reactivity and Interference  
1. Other common causative agents of infectious diseases were evaluated 

for cross reactivity with the test. Some positive specimens of other 
common infectious diseases were spiked into the Novel coronavirus 
positive and negative specimens and tested separately. No cross 
reactivity was observed with specimens from patients infected with 
HIV, HAV, HBsAg, HCV, TP, HTLV, CMV, FLUA, FLUB, RSV, MP, CP, 
HPIVs. 

2. Potentially cross-reactive endogenous substances including common 
serum components, such as lipids, hemoglobin, bilirubin, were spiked 
at high concentrations into the Novel coronavirus positive and negative 
specimens and tested, separately. No cross reactivity or interference 
was observed to the device. 

Analytes Conc. Specimens 
Positive Negative 

Albumin 20mg/ml + - 
Bilirubin 20μg/ml + - 
Hemoglobin 15mg/ml + - 
Glucose 20mg/ml + - 
Uric Acid 200μg/ml + - 
Lipids 20mg/ml + - 

3. Some other common biological analytes were spiked into the 
coronavirus positive and negative specimens and tested separately. 
No significant interference was observed at the levels listed in the table 
below. 

Analytes Conc. 
(μg/ml) 

Specimens 
Positive Negative 

Acetaminophen 200 + - 
Acetoacetic Acid 200 + - 
Acetylsalicylic Acid 200 + - 
Benzoylecgonine 100 + - 
Caffeine 200 + - 
EDTA 800 + - 
Ethanol 1.0% + - 
Gentisic Acid 200 + - 
β - Hydroxybutyrate 20,000 + - 
Methanol 10.0% + - 
Phenothiazine 200 + - 
Phenylpropanolamine 200 + - 
Salicylic Acid 200 + - 

 
Reproducibility  

Reproducibility studies were performed for Novel coronavirus IgG/IgM 
Rapid Test at three physician office laboratories (POL). Sixty (60) clinical 
serum specimens, 20 negative, 20 borderline positive and 20 positive, were 
used in this study. Each specimen was run in triplicate for three days at 
each POL. The intra-assay agreements were 100%. The inter-site 
agreement was 100 %. 
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