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Today’s Agenda

1. Overview of regulation on medical devices in Japan

2. Regulatory updates for SaMD

3. Amendment of the Pharmaceuticals and Medical 
Devices Act（PMD Act）
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1. Overview of regulation on medical devices 
in Japan
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Regulatory Authorities in JAPAN

 Scientific review 
 Consultation on clinical trials

etc.

 Authorization of applications
 Publishing guidelines
 Supervising PMDA activities

etc.

PMDAMHLW
Ministry of Health, Labour and Welfare Pharmaceuticals and Medical Devices Agency

412th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021

http://cbgrn/scripts/cbgrn/grn.exe/index?


PMDA’s Medical Device Unit
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(review)
Director of Center for 

Product Evaluation

Associate Executive 
Director (medical device 

review)

Associate Executive 
Director (quality control)

Executive Director
(Safety Measure)

Chief Safety Officer

Office of Standards and 
Compliance for Medical Devices

Office of Medical Devices I

Office of Medical Devices II

Office of Manufacturing  Quality 
and Vigilance for Medical Devices  

Office of Manufacturing Quality 
for Drugs 

Cooperation enforcement 
before and after marketing

Office of In Vitro Diagnostics

（Divisions related to drug safety）
5

Office of Software as a Medical 
Devices (SaMD) Established on 

Apr. 1, 2021

Medical Device Unit

12th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021
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Information on application procedures
Guidelines for clinical evaluation  etc.                                                              

Act Pharmaceuticals and Medical Devices Act
(PMD Act), 1960

Cabinet Order

Ministerial Ordinance

Ministerial Notification

Cabinet Order on PMD Act, 1961

Ministerial Ordinance on PMD Act, 1961
GCP/GLP for medical device, 2005
Good Vigilance Practice (GVP)
Quality Management System (QMS)   etc.

Essential Principles
Certification criteria for class II/III devices
Classification of medical devices
List of orphan designation          etc.

Notification

Legal Structure for Medical Device Regulations 

12th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021
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Definition of Medical Device under PMD Act 

The term “medical device” as used in the Act
refers to appliances or instruments, etc. which
are intended for use in the diagnosis, treatment
or prevention of disease in humans or animals or
intended to affect the structure or functioning of
the bodies of human or animals, which are
specified by Cabinet Order

~ PMD Act Article 2.4

12th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021
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Medical Device Regulations in Japan

Classification Class I Class II Class III Class IV

Category General 
MDs

Controlled 
MDs Specially controlled MDs

Premarket regulation Self-
declaration

Third party 
certification

MHLW approval
(PMDA review)

Example

Post market safety
( vigilance/surveillance) PMDA and MHLW

12th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021



Review Period of Medical Devices

Category Target  
period

Result 
(FY2016)

Result 
(FY2017)

Result 
(FY2018)

Result
(FY2019)

Result
(FY2019)

New medical devices 
(priority) 10 8.0 8.3 8.3 7.3 8.4

New medical devices 
(regular) 14 12.0 11.9 12.0 11.1 10.8

Improvement (clinical)
10 10.0 8.8 8.8 8.6 8.6

Improvement (non-
clinical) 6 5.8 5.8 5.7 5.5 5.6

Generic 4 3.5 3.6 3.5 3.6 3.4

(months)
Source: https://www.pmda.go.jp/files/000241310.pdf

912th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021

https://www.pmda.go.jp/files/000241310.pdf


2. Regulatory updates for SaMD
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Previous legislation Current legislation

program which 
determines performance 
of medical device

install

Medical device
（tangible object including software）

install

Medical device（software only）

What is Software as Medical Device (SaMD) ?

program which 
determines performance 
of medical device

MD software classified as Class I is NOT subjected to regulations on PMD-Act11
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Number of approved SaMD
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DX (Digital Transformation) Action Strategies in Healthcare for SaMD “DASH for SaMD”

a. Grasp research seeds in the early stage of development

b. Organize and Publish the review policy based on 
characteristics of SaMD

1. Early grasp of research seeds and
publication of the review policy

a. Unify consultation service

b. Publish consultation case examples as  many as possible

2. Unification of the consulting contact point  

a.Carry out efficient review based on characteristics of SaMD

b. Utilize the Post-Approval Change
Management Protocol (PACMP/IDATEN) scheme

c. Consider establishing the innovative SaMD
designation system

3.  Review system based on characteristics of SaMD

a. Establish new office which specialized in reviewing  
SaMD in PMDA and MHLW

b. Establish an expert examination committee for SaMD in 
the Pharmaceutical Affairs and Food Sanitation Council

c. Establish a collaborative forum among regulator, 
academia and industry 

d. Enrich published database of approval cases

4.  Enhanced structure for early realization

12th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021



3. Amendment of the Pharmaceuticals and 
Medical Devices Act（PMD Act）

1412th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021
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• Promulgated in November, 2019
Implemented in September, 2020 

• Following provisions are introduced :
1. SAKIGAKE designation system
2. Priority review for specific uses, e.g. pediatric use 
3. Conditional approval system
4. Post-Approval Change Management Protocol 

(PACMP)  for Medical Devices

Overview of Amendment of 
the Pharmaceuticals and Medical Devices Act (PMD Act)

12th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021
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Overview of Accelerated Review System in Japan

Type Designation requirement
Expedited review NOT required
Priority review Orphan Required

Sakigake ※
(innovative)

Required

Specific use
(pediatric, AMR)

Required

Conditional Early Approval ※ NOT required

※ These reviews had been operated based on the administrative
notification before the amendment of PMD Act.

12th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021



17

17

SAKIGAKE Designation System

Administrative notification No.0831-6, August 31, 2020

12th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021



18

Approved Products with SAKIGAKE Designation

 Number of Products (Medical Devices, IVDs) designated as SAKIGAKE
・Medical devices: 12
・In Vitro Diagnostics (IVDs): 2

 List of Approved Products (Medical Devices, IVDs) 
which had SAKIGAKE designation 

Category Product name Company name Indication SAKIGAKE
designation 

date

Approval 
date

Medical 
Device

TITANBRIDGE Nobelpharma Co. 
Ltd.

Adductor spasmodic 
dysphnia

Feb. 10,
2016

Dec. 15,
2017

Medical 
Device

Boron neutron capture 
therapy(BNCT) system

Sumitomo Heavy 
Industries, Ltd.

Head and neck cancer Feb. 28,
2017

Mar. 11,
2020

IVD OncoGuide NCC
Oncopanel System

Sysmex
Corporation

Solid tumors Feb. 28,
2017

Dec. 25,
2018

12th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021
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Priority Review for Specific Uses

• Designation of “Specific use product” for highly unmet medical 
needs (e.g. pediatric use and AMR). 

• Priority review and other supportive measures are applied to 
designated products for specific use.

Priority review

Orphan drugs 
and devices

Others

Priority review

Orphan drugs and devices

Others

SAKIGAKE products

Specific use products
“Others” category had been 

applied operationally.

Amendment 
of PMD Act

Administrative notification No.0831-5, August 31, 2020

12th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021
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Conditional Approval System

Accelerate approval of MDs of high clinical needs by balancing the 
pre- and post-market requirements, based on the lifecycle 
management of the MDs. 

Market - Use

Market - Use

Collection of clinical data

Long period

Collection of clinical data

Partial change 
application (e.g. 

expanded 
indication, etc.)

- Implementation of Post-market Risk Management Measures
- Data collection to confirm use results, long-term performance

Review

Post-market 
Risk 

Management 
Plan (draft)

Planning Post-market 
Risk Management

 Conditional Early Approval for Innovative MDs

Cooperation 
with academia

 Ordinary review

Review
Cooperation 

with academia

App
rov
al

Ap
pro
val

Administrative notification No.0831-2, August 31, 2020

12th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021
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PACMP is introduced for medical devices to enable continuous improvements through product lifecycle. 

Approval

Approval

Clinical data 
collection Review

Application 
expansionReview

Regular Aproval Process

Change 
approval 

Application

Change 
request

Clinical data 
collection Review

Data collection

Aproval Process using PACMP

Data collection based 
on the protocol

Plan for application 
expansion

Check to ensure the predetermined results are 
obtained in accordance with the planned change

Check

Plan for application expansion

Objects for submission
・Change of sizes, components, performances, etc.
・Improvement of diagnostic accuracy by using post-marketing RWD

Change
approval 

Application 
expansion

Application

Submission 
of PACMP

Early realization of improvement

Confirmation

Change 
request

Change 
notification

or

Administrative notification No.0831-14, August 31, 2020

Post-Approval Change Management Protocol (PACMP) 
for Medical Devices

12th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021
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1 Year of Experience after Implementation of PACMP

FAQ regarding application of PACMP is issued in October 2020. 
https://www.pmda.go.jp/files/000237412.pdf （Japanese only）

MHLW received ２ applications of PACMP as of July 2021.
・Electrode catheter

・Advanced bipolar

change plan:
・add catheter types and sizes
・add manufacturers

product image

product image

change plan:
・add components with different jaw shape

12th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021

https://www.pmda.go.jp/files/000237412.pdf


https://www.pmda.go.jp/english/about-pmda/0006.pdf

PMDA CE’s Statement for the Earlier Marketing of Innovative Medical Devices

2312th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021

https://www.pmda.go.jp/english/about-pmda/0006.pdf


PMDA CE’s Statement for the Earlier Marketing of Innovative Medical Devices

…, the PMDA is promoting the development of 
innovative medical devices with high medical 
needs and their early introduction into clinical 
settings by enhancing and strengthening our 
organizational structure, the appropriate 
implementation of the Amended PMD Act, and 
the active promotion of regulatory agility. As our 
philosophy states, we will strive to be the bridge 
between patients and their wishes for faster 
access to safer and more effective medical 
devices.

https://www.pmda.go.jp/english/about-pmda/0006.pdf

2412th China International Medical Device Regulatory Forum (CIMDR) on September 24, 2021

https://www.pmda.go.jp/english/about-pmda/0006.pdf


Thank you for your 
attention!
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多謝
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