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Date Issued:  October 27, 2022 

 
Subject: VALIDATE® LP 501sa HDL Performance on the Siemens Atellica and Advia 

 
Explanation: VALIDATE® LP 501sa kits have recently seen a non-linear response in HDL on 

levels 1-3 when run on recently manufactured D-HDL reagent packs. LGC 
Clinical Diagnostics is currently investigating the matter to identify the root 
cause for the changes.  
 
Please be aware that you may see levels 1 and 2 for D-HDL recover similar 
values with newer lots of Siemens reagent packs. If this occurs, in order to 
complete your linearity testing event, please either evaluate levels 2-5 only or 
complete a dilution using VALIDATE® level 2 and saline to create an additional 
level to levels 2-5. 
 
Please note that LDL is performing as expected.       
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