
KOGA Daisuke, M. Sc. (Mr.)

Division Director

Division of Planning and Management

Office of International Programs

Pharmaceuticals and Medical Devices 
Agency (PMDA), Japan

26, AUGUST 2022 JICA TICAD8 OFFICIAL SIDE EVENT 1



PMDA
PHARMACEUTICALS AND MEDICAL DEVICES AGENCY
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• Established in 2004

• The agency provides three key services:

✓ Regulatory review of drug, vaccine, medical 
devices and regenerative medical products

✓ Post-marketing safety measures

✓ Relief service for adverse health effects

Ensuring the quality, efficacy and safety of medical products



PMDA-ATC
ASIA TRAINING CENTER FOR PHARMACEUTICALS AND MEDICAL DEVICES 
REGULATORY AFFAIRS

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 SEMINAR

No. Title Contents Date

1 PMDA-ATC Quality Control (Herbal Medicine) Webinar 2022 Quality Control (Herbal Medicine) August 23-25, 2022

2 PMDA-ATC & U.S. FDA Pediatric Review Webinar 2022 Pediatric Medicines Review September 12-15, 2022

3 PMDA-ATC GMP Webinar 2022 Good Manufacturing Practice (GMP) October 25-26, 2022

4 PMDA-ATC Medical Devices Workshop 2022※ Medical Devices Review November 14-16, 2022

5 PMDA-ATC Medical Devices Webinar 2022 Medical Devices Review November 28-30, 2022

6 PMDA-ATC Pharmaceuticals Review Webinar 2022 Pharmaceuticals Review December 6-8, 2022

7
PMDA-ATC with National Cancer Center MRCT Webinar 
2022※

Multi-Regional Clinical Trial (MRCT) January 16-19, 2023

8 PMDA-ATC Pharmacovigilance Webinar 2023※ Pharmacovigilance February 6-9,2023

Planned Trainings: FY2022 (April 2022 – March 2023)
https://www.pmda.go.jp/english/int-activities/training-center/0004.html

※APEC-LSIF-RHSC CoE Workshop
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https://www.pmda.go.jp/english/int-activities/training-center/0004.html


PARTICIPATING REGULATORY AUTHORITIES

➢Report of the PMDA-ATC Quality Control (Herbal Medicine) Webinar 2021 
https://www.pmda.go.jp/english/symposia/0212.html

“From June 22 to 24, PMDA held a webinar entitled “PMDA-ATC Quality 
Control (Herbal Medicine) Webinar 2021“. This webinar was designed for 
officials of overseas regulatory agencies engaged in drug reviews, and 
attended by 31 regulators from Azerbaijan, Brazil, India, Indonesia, Malaysia, 
Myanmar, Philippines, Singapore, Taiwan, Thailand, Uganda, Vietnam and 
Zimbabwe.”
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https://www.pmda.go.jp/english/symposia/0212.html


E-LEARNING

• Training for regulators

• Pre-registration required

• Currently the following courses are 
available

✓ Quality Control (Herbal Medicine) 

✓ Medical Devices Review

✓ Pharmaceuticals Review

✓ Multi-Regional Clinical Trial (MRCT)

✓ Pharmacovigilance
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e-Learning Training Courses | Pharmaceuticals and Medical Devices Agency (pmda.go.jp)
https://www.pmda.go.jp/english/int-activities/training-center/0006.html

https://www.pmda.go.jp/english/int-activities/training-center/0006.html


E-LEARNING

• Prepared for public use

• No registration required

• Currently the following courses are 
available

✓ Quality Control (Herbal Medicine) 

✓ Medical Devices Review

✓ Pharmaceuticals Review

✓ Multi-Regional Clinical Trial (MRCT)

✓ Pharmacovigilance
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Training Materials | Pharmaceuticals and Medical Devices Agency (pmda.go.jp)
https://www.pmda.go.jp/english/int-activities/training-center/0003.html

https://www.pmda.go.jp/english/int-activities/training-center/0003.html


FOR FURTHER INFORMATION

PMDA’s Profile of Services

 https://www.pmda.go.jp/files/000241469.pdf

Upcoming events and symposia

 https://www.pmda.go.jp/english/symposia/0044.html

Seminar Schedule

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

e-Learning Training Courses for regulators

 https://www.pmda.go.jp/english/int-activities/training-center/0006.html

Training Materials (PMDA-ATC e-Learning program for public)

 https://www.pmda.go.jp/english/int-activities/training-center/0003.html
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