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FDA 

Manufacturer begins engagement with FDA TAP advisor 

FDA and CMS determine initial eUg.ibility CMS conducts preliminary benef-it category analysis 

Kickoff Meeting wrth FDA, CMS, and manufacturer to discuss clinical outcomes 

For mal written feed back from FDA and CMS 

Man ufacturer submits IDE protocol t hat includes clinical outcomes 

FDA reviews and approves IDE 

FDA shares JOE fin at report and other information 
with CMS to inform the NCO 

Device receives FDA market authorization 

CMS reviews and approves lDE 

Manufacturer conducts IDE Study 

On the 
sitme day 

CMS posts proposed NCO I 30-day comment period begins 

CMS posts final NCO 

CED Study, if required 

CMS reconsiders CED NCD, providing full coverage. if warranted
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