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Product change notification

Products affected: 

Catalog number/SKU: OME-505	
Description: OMNIgene®•ORAL

Effective date of change: February 1, 2021

Product description: OMNIgene•ORAL OME-505 saliva collection devices are currently manufactured 
with a collared tube and a neutral-color small cap. Temporarily, OME-505 will also be manufactured with 
collarless tubes and light blue small caps. 

Reason for change: The OME-505 is being used to fulfill large volume OMNIgene•ORAL COVID-19 orders. 
In response to the increased demand for these devices for COVID-19 testing, DNA Genotek is temporarily 
implementing manufacturing efficiencies to allow for improved product supply to customers.  

Change description: As of February 2021-June 2021, collared and collarless tubes and neutral and light 
blue caps will be used in the manufacture of the OME-505. The collarless tube and light blue cap have 
undergone testing to ensure equivalent product performance and functionality. During this temporary 
period, it is possible that you might receive any combination of these components. 

Customer action: These temporary changes are not expected to affect the performance and safety 
of the device. If you have any questions or want to discuss this product change notification, reach out 
to your account manager or email info@dnagenotek.com. 


