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FDA proposal to share breakthrough device designation already made public by the sponsor:  Breakthrough 
Device designations are generally non-public unless disclosed by the sponsor, or until the device benefitting from the 
program has completed FDA’s premarket process.  In the proposed guidance update for Section III.C “Designation 
Review Process,” FDA proposed to publicly disclose a Breakthrough Device designation that has been previously 
publicly disclosed or acknowledged by the sponsor of the Breakthrough Device designation request. Additionally, 
once a designated Breakthrough Device obtains marketing authorization for an indication consistent with its 
Breakthrough Device designation, FDA intends to publicly disclose its Breakthrough Device designation status for 
that indication for use.  However, 


