
Apply for Ministry of Food and Drug Safety (MFDS) regulatory authorization.

Notification pathway

Results in product
"registration"

Class: I

Obtain a manufacturing business license, if based in Korea, or an import business license if based outside of Korea.

Substantial equivalent (SE) 
pathway

Results in product
"certification"

Class: II

OR

Not substantial equivalent 
(NSE) pathway

Results in product
"approval"

Class: I, II

OR

Product secures Korea Good Manufacturing Practice (KGMP) Conformity Recognition for medical device Quality Management System (QMS).

Class: I (only if NSE), II, III, IV

OR

Fast track pathway

Results in product
"certification" or "approval"

Class: II, III, IV

Health Insurance and Review Assessment (HIRA) decides whether the 
technology of question is a new or existing (conventional) technology.

Class I, II, III, IV

Existing/conventional technology

Class:  I, II, III, IV

OR

Approval pathway

Results in product
"approval"

Class: II, III, IV

Product used for 3-5 
years in registered 
medical institutions 
practice; Real-​world 

evidence (RWE) 
generated

New health technology or existing technology with novel component(s)

Class:  I, II, III, IV

National Evidence-​based Healthcare Collaborating Agency (NECA) evaluation pathways

Class: I, II, III, IV

Product categorized as: 
"early/research stage health 

technology"

Product used for 2 
years in general 

practice; Real-​world 
evidence (RWE) 

generated

Product categorized as: "new 
health technology"

Deferred Assessment Health 
Technology pathway

Class: I, II, III, IV

New Health Technology 
Assessment (nHTA) to add to 

covered or uncovered service list

DHT Class: I, II, III, IV

Innovative Health Technology 
pathway

Class: I, II, III, IV

Undergo coverage review (clinical and economic evidence) 
by Health Insurance and Review Assessment (HIRA).

Coverage status is reviewed by the Health Insurance Policy 
Committee.

Final coverage status is determined by Ministry of Health 
and Welfare (MOHW).

Coverage provided by the National
Health Insurance Service (NHIS)

 Patient access is primarily achieved where possible by product developers and local 
partners (i.e., healthcare providers, health systems), in line with appropriate prescribing 

requirements for some products to be covered by NHIS.

&

Product categorized as: 
"innovative technology"

Deferred assessment as a 
non-​covered product with 

further evidence developed in 
stages

Clinical investigation
may be required.

Clinical investigation
is required.

 Clinical evidence 
evaluation is req﻿uired;
clinical investigation

may be required.

Clinical evidence evaluation
may be required.

Clinical evidence evaluation may be required.

No steps for 
RPM medical 

devices

No steps for 
CDS medical 

devices

Clinical inve﻿stigation is required.Clinical inve﻿stigation is required.

Clinical inve﻿stigation is required.

No market 
entry

OR OR OR

Step that applies to a national process

Key

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.

No further 
steps in the 

process for a 
certain type 
of product


