
Pharmaceuticals and Medical Devices Agency (PMDA)

ᾛЃ Ḣ ӣ ᴜ

Pharmaceuticals and Medical Devices Agency (PMDA)

˲ӣ ᴜӣ ᶅ ֻ
ᾛЃӣ ᴜWG ᾃ

ῴῇ ̈

2017₴1 29 5ᶥᾛЃ ὕҵ ̝

Â PMDA

Â



Pharmaceuticals and Medical Devices Agency (PMDA)Pharmaceuticals and Medical Devices Agency (PMDA)

Å PMDA

Å

Â

Â

Å

Кὦ



Pharmaceuticals and Medical Devices Agency (PMDA)Pharmaceuticals and Medical Devices Agency (PMDA)

Å PMDA

Å

Â

Â

Å

Кὦ



Pharmaceuticals and Medical Devices Agency (PMDA)Pharmaceuticals and Medical Devices Agency (PMDA)

PMDA ˲ӣ ᴜӣ ᶅ ֻ

http://www.pmda.go.jp/

http://www.pmda.go.jp/


Pharmaceuticals and Medical Devices Agency (PMDA)Pharmaceuticals and Medical Devices Agency (PMDA)

PMDA Ԍ ҥϐ

Å

Å

Å

Å

Å

Å

Å

Å



Pharmaceuticals and Medical Devices Agency (PMDA)Pharmaceuticals and Medical Devices Agency (PMDA)

ӣ ᴜ

Å

http://www.pmda.go.jp/files/000164631.pdf

Å PMDA web 

site

http://www.pmda.go.jp/files/000164631.pdf


Pharmaceuticals and Medical Devices Agency (PMDA)Pharmaceuticals and Medical Devices Agency (PMDA)

14

Â

Â

Â

DSU

PMDA

PMDA

PMDA



Pharmaceuticals and Medical Devices Agency (PMDA)Pharmaceuticals and Medical Devices Agency (PMDA)

Å PMDA

Å

Â

Â

Å

Кὦ



Pharmaceuticals and Medical Devices Agency (PMDA)Pharmaceuticals and Medical Devices Agency (PMDA)

ICH E11 Guideline
Clinical Investigation of Medicinal Products in the Pediatric Population

ICH International Council for Harmonisation of Technical Requirements for 

Pharmaceuticals for Human Use

2000 12 1334

1.2 



Pharmaceuticals and Medical Devices Agency (PMDA)Pharmaceuticals and Medical Devices Agency (PMDA)

ICH E11 Guideline
Clinical Investigation of Medicinal Products in the Pediatric Population

ICH International Council for Harmonisation of Technical Requirements for 

Pharmaceuticals for Human Use

2000 12 1334

1.2 

Step3 2016 11 10 12 9



Pharmaceuticals and Medical Devices Agency (PMDA)Pharmaceuticals and Medical Devices Agency (PMDA)

̂ ᾛЃ



Pharmaceuticals and Medical Devices Agency (PMDA)Pharmaceuticals and Medical Devices Agency (PMDA)

̂ ᾛЃ



Pharmaceuticals and Medical Devices Agency (PMDA)Pharmaceuticals and Medical Devices Agency (PMDA)

̂ ᾛЃ

















http://www.clinicaltrials.gov/










http://www.pmda.go.jp/rs-std-jp/standards-development/cross-sectional-project/0007.html








http://www.fda.gov/scienceresearch/specialtopics/pediatrictherapeuticsresearch/ucm106621.htm
http://www.fda.gov/downloads/ScienceResearch/SpecialTopics/PediatricTherapeuticsResearch/UCM451789.pdf






http://www.pmda.go.jp/review-services/f2f-pre/strategies/0003.html






http://www.pmda.go.jp/review-services/drug-reviews/about-reviews/p-drugs/0003.html













