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TECHNICAL NOTE 

 

OBJECT: Possible background noise for some production lots of the "GeneFinder™ COVID-19 Plus 

RealAmp Kit". 
 

Dear Customer, 

ELITechGroup SpA, distributor of the product "GeneFinder™ COVID-19 Plus RealAmp Kit" - ref. IFMR-45 
(produced by OSANG Healthcare Co., Ltd. - South Korea) has received in the last days some reports related 
to this product. 

The reports are related to the production lots numbers shown below: 

 

2004-R45-18 
2004-R45-25 
2004-R45-26 
2004-R45-49 

 

According to our database you may have recently received units of these lots. 
 

Use of products 

The products belonging to the lots concerned result to maintain their performance and safety characteristics 
unchanged, and are NOT subject to any recall, they must be used in any case with the measures described 
below. 

 

Description of the phenomenon 

The phenomenon was associated with the appearance of a high background signal with the amplification 
reaction of the "N gene". 

This has been detected on different types of platforms: Applied Biosystems 7500/7500 Fast Dx 
(ThermoFisher), CFX96 (Bio-Rad) and ELITe InGenius (ELITechGroup SpA). 
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Examples 

Below are some examples of non-specific fluorescence signals due to "high background found” on different 
equipment. 

 

 

Non-specific amplification signal trace on Applied Biosystem 7500 Fast Dx 

 

 

Non-specific amplification signal trace on CFX96 

 

 

Non-specific amplification signal trace on ELITe InGenius 

 

NON SPECIFIC FLUORESCENCE PLOT 

 

INTERNAL CONTROL FLUORESCENCE PLOT 
(specific signal) 

NON SPECIFIC FLUORESCENCE PLOT 

NON SPECIFIC FLUORESCENCE PLOT 

 

POSITIVE CONTROL FLUORESCENCE PLOT 
(specific signal) 

POSITIVE CONTROL FLUORESCENCE PLOT 
(specific signal) 



            TECHNICAL NOTE 26/05/2020_EN 
 

3/4 

Possible Consequences 

This background signal, higher than normal, if exceeds the detection threshold and if the amplification graphs 
are NOT checked, may be interpreted as a positive result. 

 

The Mitigation 

For Applied Biosystems 7500/7500 Fast Dx, CFX96 (Bio-Rad) users 

A new Assay Protocol has been developed by OSANG Healthcare Co. Ltd. which raises the detection threshold 
to avoid interference from any non-specific/background signals. Based on internal verification, the sensitivity 
is not affected by this change. 

For the analysis of the tests performed by the products belonging to the production batches shown on the 
first page of this document, it is recommended to change the threshold values as shown below. 

Before                                                                                         After 

Target 
Threshold Baseline  

Target 
Threshold Baseline 

ABI CFX96 Start End  ABI CFX96 Start End 

RdRp gene 30,000 300 3 15  RdRp gene 30,000 300 3 15 

N gene 30,000 300 3 15  N gene 100,000 1,000 3 15 

E gene 30,000 300 3 15  E gene 30,000 300 3 15 

IC 10,000 100 3 15  IC 10,000 100 3 15 
 

For ELITe InGenius users 

A new Assay Protocol has been developed by the ELITechGroup team that raises the detection threshold to 
avoid interference from any non-specific/background signals. Based on an internal verification, the sensitivity 
is not affected by this change.   

The new Assay Protocol is currently being installed on ELITe InGenius platforms. If this has not already 
happened, you will be contacted by authorized ELITech personnel shortly. 

 

Final Conclusions and recommendation 

Any user of the "GeneFinder™ COVID-19 Plus RealAmp Kit" product is recommended to check the 
fluorescence diagram provided by the instrument before validating the final test results.  




