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Risk to Health: 

Insufficient protein degradation during extraction of cfDNA can potentially affect performance of the Vanadis Core® 

T21/T18/T13 Reagent Cartridge assay and may cause failed results or an increase in false positive rate in prenatal 

screening of trisomy 21, 18, and/or 13. A false positive screening result may cause indirect harm due to the possibility 

for unnecessary confirmatory testing and/or medical intervention. The risk to health has been assessed to be 

moderate. 

 

The failed results may cause minor delay in reporting. 

 

Actions to be taken by the customer: 

 

• Inspect the Reaction Plates prior to use in the Vanadis Extract® instrument, do not use plates with 

number 2 or 3 in the corner of the reaction plate. 

• Plates with no marking can continue to be used. 

• Destroy the defective Reaction Plates according to your local requirements. 

• Complete the Response Form with the quantity of Reaction Plates you have disposed of from your 

inventory and return the Response Form to Revvity. Replacements will be shipped to you free of charge 

upon its receipt. 

 

Please contact your local Revvity representative for further information.  

 

Other Information: 

 

Please inform those affected in your organization accordingly. 

 

To comply with regulatory requirements we request that you complete the enclosed response form and return it by 

fax to number +1 330 -825-8520 / +358 2 2678 357 or as scanned by e-mail to 

TurkuQMresponse@perkinelmer.com as soon as possible, but not later than 04 September 2023. 

We regret the inconvenience this is causing and we appreciate all your assistance. 

 

 

Quality Director 

Wallac Oy 

 

Enclosure(s): Response Form 










