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Field Safety Notice 

URGENT 
 
Commercial Name of Affected Product: IVDD-2 EarlyCDT-Lung test kit 
 
Field Safety Corrective Action Identifier: FSCA-ONC-01 
 
Type of Action: Notice 
 
 
Date of issue: 9th November 2018 
 
Attention: To the Laboratory Manager 

To the attention of the Chairman Medical Board and relevant Head of 
Departments 

 
 
Details on affected Devices: 
 
 Type of Device: EarlyCDT-Lung test kit 
 Model Name: IVDD-2 EarlyCDT-Lung test kit 
 Model Number: IVDD-2 
 Part Number: ECDTL2-KIT 
 Batch Number: M00280 kits including kit calculation software version 1.61 
 Reference to Manufacturer’s website: https://www.oncimmune.com/ 
  

 
Description of the Problem: 
 
 Statement explaining the reasons for the Field Safety Corrective Action: 
Kit calculation software version 1.61 had incorrect criteria for sample invalidation for 
antigens MAGE A4 and HuD. The criteria is that both concentrations of Control must fail 
for the sample to be invalidated, but because one of the concentrations for both of the 
antigens is not being used for overall test result calculation it is not possible to fulfil that 
criteria. 
 
 
 Any possible risk to patients associated with previous use of the device: 
A test result may have been reported as “No significant level of autoantibodies detected”, 
while the sample should be reported as invalid and the test repeated. 
 
  

https://www.oncimmune.com/
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Advice on action to be taken by the user: 
 

• Identify and quarantine the device that include software version 1.61 on the 
included USB device; 

• Required modification of the device – the erroneous version of the calculation 
software must be removed from the USB drive and the new version shall be copied 
into the drive. 

• Recommended patient follow up: the raw data from the test should be run in the 
new version of the software and the follow up should be based on the test results 
calculated in the updated version of the calculation software. 

• Timeline: the actions related to this Field Safety Notice shall be performed as soon 
as possible if the erroneous software was used. 

 
 
Transmission of this Field Safety Notice: 
 
This notice needs to be passed on to all those who need to be aware within your 
organization or to any organization where the potentially affected devices have been 
transferred. 
 
Please transfer this notice to other organizations on which this action has an impact. 
 
Please maintain awareness on this notice and resulting action for an appropriate period 
to ensure effectiveness of the corrective action. 
 
Contact Reference Person: 
 

Manufacturer     Importer 
Name:   Mr. Jacek Koszalka    Ms Tan Yen Lee 
Organization:  Oncimmune Limited    Janesis Bioscience Pte Ltd 
Address:  Clinical Sciences Building,    211 Henderson Road 
     City Hospital Hucknall Road   #14-02, Business Suite 9 
     Nottingham, NG5 1PB   Singapore 159552 
     United Kingdom    
Telephone:       
Email:       
 
We, _______________________________(organization name) acknowledge that we 
have understood the contents of this FSN.  
 
 
 
 
_________________________ 
Signed by: 
Date: 
 




