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Pharmaceuticals and Medical Devices AgencyYear Cooperation 

2013

Arrangement between the interchange association and the association of east Asian relations for the 
establishment of the framework of the cooperation on the medical products regulation 

The 1st MHLW/PMDA-TFDA Symposium and bilateral meeting 
- The symposium takes place every year since 2013
- The bilateral meeting takes place once or twice a year since 2013

2014

The PMDA training programs for the staff members of TFDA
-The PMDA training programs take place every year since 2014
Total numbers of seminars and participants 
・Seminars  35  *Participants 122 persons (Pharmaceuticals; 109   Medical Devices;13) 

2016

Asia-Pacific Economic Cooperation, Life Science Innovation Forum, Regulatory Harmonization Steering 
Committee (APEC-LSIF-RHSC) /The 1st PMDA-ATC GRM seminar in Taipei

2016 APEC GRM Regulatory Science Center of Excellence (CoE) Pilot Workshop

The abridged evaluation scheme of New Drugs at TFDA is revised;
- PMDA was regarded as one of ‘reference agency’ in ‘abridged evaluation’. 

2017

TFDA is designated as CoE for GRM 

APEC GRM Regulatory Science Center of Excellence (CoE) Workshop take place since 2017
Total numbers of conducted programs; 5

2018
TFDA participates in the ICH as a member. MHLW/PMDA supports TFDA’s participation. 

MOC on the field of medical device QMS requirements is concluded

~2021 See the next page

2022 The 10th Joint Conference of Taiwan and Japan on Medical Products Regulation

…what kind of cooperation we will be able to do…

The history of MHLW/PMDA -TFDA cooperation
for pharmaceuticals and medical devices regulation
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Pharmaceuticals and Medical Devices Agency

The achievements in Working Groups
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New drug WG

2019 The new drug review scheme is established 

Product Registration WG

2018 Q&A for Challenges in Product Registration Process for Medical Device is 
issued

2019 Q&A for Challenges in Product Registration Process for Medical Device is 
amended 

2021 Q&A for Challenges in Product Registration Process for Medical Device is 
amended

Position Paper for better understanding on product registration 
framework for Medical Device is issued

Quality Management System WG

2018 MOC on the field of medical device QMS requirements is concluded

2020 Position Paper on Q&A for the QMS MOC framework for Medical Device 
is issued



Pharmaceuticals and Medical Devices Agency

Today’s Topics

1.Major regulatory updates in Japan

2.Regulatory Cooperation in Asia
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Pharmaceuticals and Medical Devices Agency

“Principles for the Evaluation of Vaccines 
Against the Novel Coronavirus SARS-CoV-2”

• To ensure the efficacy and safety of vaccines used in Japan and accelerate vaccine development, the first edition of a
guidance summarizing principles for evaluation on non-clinical and clinical study data required for initiation of a clinical study
and application for approval was issued on September 2, 2020.

• To date, Appendices 1, 2, 3 and 4 have been issued to supplement the first version in view of the current social circumstance
and findings from development of vaccines against SARS-CoV-2 .

Background

September 2, 2020
Principles for the Evaluation of Vaccines Against the Novel Coronavirus SARS-CoV-2 (first edition) issued
April 5, 2021
Appendix 1_Evaluation of vaccines against variants issued
◼ It presents principles for evaluation of the efficacy and safety of vaccines against variants in Japan based on knowledge at present and 

overseas guidance on variant vaccine development in response to a statement of companies which have already granted regulatory 
approval or emergency use authorization of SARS-CoV-2 vaccine that they will develop vaccines against variants by modifying the existing 
vaccine.

June 11, 2021
Appendix 2_Ethical Considerations for Subjects in Placebo-Controlled Studies issued
◼ It presents principles for the ethical consideration given to subjects assigned to a placebo group in ongoing or future clinical studies for 

development of vaccines against SARS-CoV-2 in view of the circumstance that the Official Vaccination Program in Japan has been initiated 
and an increasing number of people will be vaccinated in the future.

October 22, 2021
Appendix 3_Principles for the Immunogenicity-based Evaluation of Vaccines Against the Novel Coronavirus
◼ It presents principles for design of confirmatory clinical trials to evaluate the efficacy of new vaccines against SARS-CoV-2 in unvaccinated 

subjects on the basis of the immunogenicity in accordance with the ICMRA consensus from an ethical viewpoint since the official 
vaccination programs have progressed worldwide, making it increasingly difficult to evaluate preventive effects of vaccines on the basis of 
clinical events (onset, etc.) in placebo-controlled trials.

July 15, 2022
Appendix 4_Principles for the Immunogenicity-based evaluation of variant vaccines modified from parent vaccines and 
booster vaccines with new active ingredients
◼ It revises the relevant parts regarding evaluating the quality, efficacy, and safety of vaccines against variants of SARS-CoV-2 in Appendix 1 

and presents Japan’s current view on the application of the immunogenicity-based evaluation of vaccines provided in Appendix 3 to 
vaccines with new active ingredients that are developed for additional doses.

Time line
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Pharmaceuticals and Medical Devices Agency

Remote GCP Inspections

7

⚫ Notification on Remote GCP inspections published in May 2020.※1

• It allows PMDA to conduct remote inspections to Sponsors.

• Confirmation of management on clinical trial sites by sponsor can be done without
GCP on-site inspection

⚫ Notification on the method of remote GCP inspections was published in Nov 2020. ※2

• Implementation policy

• Procedure

• Consideration for preparing evidence 
material

• Consideration for web conference 
system 

※1 https://www.pmda.go.jp/files/000235011.pdf

※2 https://www.pmda.go.jp/files/000237602.pdf

https://www.pmda.go.jp/files/000235011.pdf
https://www.pmda.go.jp/files/000237602.pdf
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Q&A on Management of Clinical Trials during 
COVID-19 Pandemic

https://www.pmda.go.jp/english/int-activities/0002.pdf

SponsorsSponsors Provides alternative measures that can be 

taken when the process predetermined in the 

study protocol is not deemed feasible 
due to the COVID-19 situation.

Initially published on 27 March, 2020

https://www.pmda.go.jp/english/int-activities/0002.pdf
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Sites

https://www.pmda.go.jp/english/int-activities/0002.pdf
https://www.pmda.go.jp/files/000235164.pdf

Patients

Delivery 
companies 
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Enables shipments of investigational medical 
products directly to patients' homes

Initially published on 27 March, 2020

https://www.pmda.go.jp/english/int-activities/0002.pdf
https://www.pmda.go.jp/files/000235164.pdf
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Electronic-Informed Consent in Clinical Trials

➢To accerelate subject enrollment to clinilal 
trials
• Informed consent by video conference system

• Obtaining a signature to Informed consent forms 
by electronic methods (e.g. Digital sign by tablet)

➢Notification will be issued, and the following 
points will be explained:
• Basic concept (securing subjects’ human rights 

and safety, scientific quality, and reliability etc.) 

• Points to consider (Identify verification, 
procedures etc.)

“Electronic-Informed Consent” will be an option in clinical trials soon.

10



Pharmaceuticals and Medical Devices Agency

Today’s Topics

1.Major regulatory updates in Japan

2.Regulatory Cooperation in Asia

11



Pharmaceuticals and Medical Devices Agency

RHSC co-Chairs; Japan and the United States. 

APEC/LSIF/RHSC
(Asia-Pacific Economic Cooperation–Life Sciences Innovation 
Forum–Regulatory Harmonization Steering Committee)
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CoEs provide the training at 
PWAs for regulators in APEC 
region. 

PWAs Champion Economies

MRCT/GCP inspection Japan, Thailand

Pharmacovigilance Republic of Korea
Biotherapeutics the United States

Advanced Therapies
Singapore, the United 
States

Good Registration 
Management (GRM)

Taiwan, Japan

Global Supply Chain 
Integrity

the United States

Medical Devices 
Japan, the United States, 
Republic of Korea

PMDA is endorsed as Center of Excellences (CoEs) for “MRCT/GCP inspection”, 
“Pharmacovigilance”, and “Medical Device” PWA to provide training seminars to 
promote regulatory convergence, capacity and cooperation.

Champion economies lead 
activities for Priority Work Areas 
(PWAs). 
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Cooperation to promote Good Registration Management 
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GRM: A concept to promote an efficient registration 
process for medical products by promoting Good 
Review Practice (GRevP) and Good Submission Practice 
(GSubP) cooperatively. 

Date Location Number of participants

Nov. 15-17, 2016 Taipei 28 participants from 10 countries/regions

Oct. 31-Nov. 2, 
2017

Taipei 30 participants from 8 countries/regions

Sep.26-28, 2018 Taipei 29 from 11 countries/regions

Sep. 17-19, 2019 Taipei 27 from 10 countries/regions

Sep. 14-16, 2021 Online 28 from 7 countries/regions

PMDA-Asia Training Center GRM Seminars
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Global Harmonization Working Party (GHWP)
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http://www.ahwp.info/

http://www.ahwp.info/
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Medical Device International Affairs WG
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https://www.pmda.go.jp/english/rs-sb-std/rs/0026.html

Medical Device International Affairs WG within PMDA launched
• About this WG

This WG is to discuss issues including guidelines related to international 
regulatory harmonization of medical devices.

• Established
August, 2022

• Members
Office of Medical Devices I-II
Office of Standards and Compliance for Medical Devices
Office of Software as a Medical Device
Office of In Vitro Diagnostics
Office of Manufacturing Quality and Vigilance for Medical Devices
Office of International Programs
Office of Research Promotion

https://www.pmda.go.jp/english/rs-sb-std/rs/0026.html
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-Capacity Building Activities at PMDA-
Asia Training Center for Pharmaceuticals and Medical Devices 
Regulatory Affairs（PMDA-ATC）

• Established in April, 2016.

• Endorsed as Centers of Excellence (CoE) of APEC-LSIF-RHSC.

• Promote capacity building and human resource development 
through training seminars for Asian regulators.

Action Policy of PMDA-ATC

Contribute to universal health coverage in Asia through developing a foundation 
for regulatory harmonization in the Asian region.
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Training Seminars provided by ATC

Contents Date Location

Quality Control (Herbal 
Medicine) 

June 22-24, 2021 Online

Good Registration 
Management (GRM)

September 14-16, 
2021

Online

Pediatric Review*1 September 21-24, 
2021

Online

Medical Devices Review*2 November 15-17, 
2021

Online

Good Manufacturing 
Practice (GMP)

November 25-26, 
2021

Online

Pharmaceuticals Review
December 6-8, 
2021

Online

Multi-Regional Clinical Trial 
(MRCT)*2,*3

January 18-21, 
2022

Online

Pharmacovigilance*2

January 31, 
February 2-4, 
2022

Online

Contents Date Location

Quality Control (Herbal Medicine)
August 23-25, 
2022

Online

Pediatric Review*1 September 
12-15, 2022

Online

Good Manufacturing Practice (GMP)
October 25-26, 
2022

Online

Medical Devices Review*2 November 14-
16, 2022

Online

Medical Devices Review
November 28-
30, 2022

Online

Pharmaceuticals Review
December 6-8, 
2022

Online

Multi-Regional Clinical Trial
(MRCT)*2,*3 (PMDA-ATC with National 
Cancer Center MRCT Webinar 2022)

January 16-19, 
2023

Online

Pharmacovigilance*2

(PMDA-ATC Pharmacovigilance 
Webinar 2023)

February 6-9,
2023

Online

Seminars planned in FY2022 (open to all regulators) Seminars held in FY2021 (open to all regulators) 

*1 Joint Seminar with U.S.FDA, *2 APEC-LSIF-RHSC CoE Workshop, *3 Collaboration with National Cancer Center Japan

https://www.pmda.go.jp/english/int-activities/training-center/0004.html

PMDA-ATC Seminars in this fiscal year are offered as “Webinars” given the global impact of COVID-19
17

https://www.pmda.go.jp/english/int-activities/training-center/0004.html
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PMDA-ATC E-learning Contents
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Thank you for your attention!

‘Coming together is a beginning
Keeping together is progress
Working together is success’

By Henry Ford
(ICH 30th Anniversary Publication) 

多謝


