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End User Reply Form 
 

1. Field Safety Notice (FSN) information 

FSN Reference number* 004 
FSN Date* 28/11/2022 
Product/ Device name* GenomEra® GBS Assay Kit 
Product Code(s) CDX-60-01-20 and CDX-60-01-40 
Batch/Serial Number (s) 16025, 16026, 16028, 26029, 16030 

 

2. End User Details 

Laboratory/Health Care Unit Name*       
Address*       
Shipping address if different to above       
Contact Name*       
Title or Function       
Telephone number*       
Email*       

 

3. Return acknowledgement to Sender 

Email to your local distributor 
Deadline for returning the End User reply 
form* 

2/12/2022 

 

4. End User  

 
 

*I confirm the receipt, the reading, and understanding of the Field Safety Notice 

 
 

*I have downloaded the re-adjusted GenomEra® GBS Assay Kit lot codes to the 
GenomEra software according to the rework instructions provided 

 
*I have checked my stock of the GenomEra® GBS Assay Kits and, using a marker, 
drawn over the barcodes on the Assay Kit labels according to the rework instructions 
provided 

Print Name* End User name here: 

      

Signature* End User sign Here: 

      

Date *       

 
Mandatory fields are marked with * 
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It is important that your organisation takes the actions detailed in the FSN and confirms 
that you have received the FSN.  
 
Your organisation's reply is the evidence we need to monitor the progress of the corrective 
actions.  
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REWORK INSTRUCTIONS 
 
Updating the kit lot specific cut-off values: 
 
Download the updated GenomEra® GBS lot information into the GenomEra® software by 
reading the new lot codes provided below.  

1. Click the ‘Lot parameters’ button in the ‘Main menu’ tab.  
2. Use the hand-held barcode reader to download the new lot code into the text box. 
3. Do this individually for all five lot codes provided 
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Rework for kits in stock: 
 
Check your stock of the GenomEra® GBS Assay Kits. To prevent accidental reloading of 
the old lot codes, make the lot code on every GBS Assay Kit label unreadable by drawing 
over it with a thick black marker as shown in the picture below. 
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Further measures: 
 
Henceforth, the GenomEra® GBS kits delivered to End Users will have the updated lot 
code information in the Assay Kit label.  

• The updated labels of the affected kit lots (16025, 16026, 16028, 16029, and 
16030) can be recognized from the ‘Reworked’ note on the label.  

• The updated cut-off calculation is used by the manufacturer starting from 
GenomEra® GBS Assay Kit lot 16031. 




