
For products that qualify as a medical device, identify the appropriate medical device class and regulatory review pathway.

Class I:
General medical device

(Does not include Software as a 
Medical Device (SaMD) products)

OR

Conducts a self-​declaration; notifies 
Pharmaceuticals and Medical 

Devices Agency (PMDA), but is not 
subject to PMDA review

Class II:
Controlled & Designated Controlled 

Medical Device

Ministerial approval

Review by Pharmaceuticals and 
Medical Devices Agency (PMDA)

OR

Class III:
Specially Controlled & Designated 

Specially Controlled Medical Device

Identify existing, similar medical device 
examples, where a product code already 

exists.

Undergo Pharmaceuticals and Medical Devices Agency (PMDA) review process.

OR

Class IV:
Specially Controlled & Designated 

Specially Controlled Medical Device

Ministerial approval

Review by Pharmaceuticals and 
Medical Devices Agency (PMDA)

Certification by a Registered Certification 
Body (RCB)

PMDA consultation and assessment Priority PMDA consultation, assessment, 
and concierge support

Note: Pricing matched 
with existing codes

Conditional early approval

Final approval by Ministry of Health, Labour, and Welfare (MHLW)

Pricing and reimbursement by Ministry of Health, Labor, and Welfare (MHLW) & National Health Insurance (NHI)

DHT Class: II, III, IV

Conditional approval with limitation on the
product's Instructions for Use (IFU) by 

MHLW

Conditional approval allows for a second-​
step approval after clinical benefit 

determined via post-​marketing clinical 
trial, real-​world evidence, etc.

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 MHLW.

Standard approval pathway

Class: II devices without CS, III devices 
without CS, IV devices

Conditional approval
High clinical needs; balancing pre-/post-​

market requirements

Class: II, III, IV

Expedited pathway
SaMDs that meet certain requirements 

can receive priority review.

Class: II, III, IV

OR OR

Third-​party Certification

Review by Registered Certification 
Body (RCB)

OR

Third-​party certification pathway

Class: II devices with certification 
standard (CS), III devices with CS

Note: RPM/CDS/Dx SaMD 
can use retrospective 
﻿data in place of the 
confirmatory clinical trial.

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.

Exploratory/confirmatory 
clinical investigation is 

required.

Exploratory/confirmatory clinical 
investigation is required.

Clinical evidence evaluation 
is not mandatory.

Exploratory clinical investigation 
is required.


