
For products that qualify as a medical device, apply for FDA regulatory authorization via one of these pathways
based on product risk, not product type.

Breakthrough designation

Feeds into PMA, 510(k), or De Novo pathways

Class: I, II, III

Safer Technologies Program (SteP) for Medical Devices

Feeds into PMA, 510(k), or De Novo pathways

Class: I, II, III

 Clinical investigation may be required.  Clinical investigation may be required.

Exempt pathway

Device is "listed"

Class: I, II

510(k) pathway

Device is "cleared"

Class: I, II

Clinical evidence 
evaluation 

may be required.

De Novo pathway

Device is "granted"

Class: I, II

 Clinical 
investigation 

may be required.

 Clinical 
investigation 

may be required.

Premarket Approval 
(PMA) pathway

Device is "approved"

Class: III

 Clinical 
investigation 

is often required.

NO national Health 
Technology  

Assessment (HTA) 
process for DHTs

Engage with Centers for Medicare & Medicaid Services (CMS), as appropriate, for DHT payment programs.

Humanitarian Device 
Exemption (HDE) 

pathway

Device is "approved"

Class: III

Transitional Coverage for Emerging Technologies 
(TCET) program

National coverage determination (NCD) for up to 
five FDA-​designated Breakthrough Devices per 

year within six months after FDA market 
authorization

Class:  I, II, III

 Clinical 
investigation 

is often required.

 New Technology Add-​on Payment (NTAP) 
program

Add-​on payment for limited number of 
technologies that meet newness criterion, cost 
criterion, and substantial clinical improvement 

criterion

Class:  I, II, III
NO national pricing or 

reimbursement  
process at scale for 

DHTs

 Clinical investigation is required.  Clinical investigation may be required.

 DHT pricing, reimbursement, patient access, and product assessment by purchasers is primarily conducted at the 
local level on a case-​by-​case basis (i.e., private insurers, health systems, healthcare providers, employers).

Prior to applying for FDA authorization via a standard authorization pathway,
determine whether the product qualifies for a special, voluntary pre-​authorization program.

Total Product Life Cycle Advisory Program 
(TAP)

Optional pilot program for products with 
breakthrough designation to facilitate market 

adoption and patient access

Class: I, II, III

OR

Proceed directly to formal FDA authorization pathways.

Class: I, II, III
OR

NO national 
prescribing 

requirement or 
patient access 

pathways for DHTs

OR OR OR OR

OR

Step that applies to a national process

Key

NO national 
pathways for 

DHTs

Step that applies to a local or regional level

Details regarding clinical data:

Clinical evidence evaluation refers to the review of 
published data.

Clinical investigation re﻿fers to a systematic investigation or 
study undertaken to verify the safety and performance of a 
device.


