
PMDA
• 2004 4 1

–
–
–

•

3

•

–
–

2017/03/03 2
33



•

•

–
–
–

–

•

2017/03/03 3

(PMDA)

1998

• ICH International Council for Harmonisation of Technical 
Requirements for Pharmaceuticals for Human Use

E9
– 1998 11 30

1047
–

–
•

•
–

2017/03/03 4
34



PMDA
•

–
–

•
•

–
•

2017/03/03 5

•
–

•
–
–

•

–
•
•

–
•

•
–

2017/03/03 6
35



•

– Estimand
– Adaptive design multiple endpoint
– Bayes
– Biomarker

•
–

•
–
–

2017/03/03 7

36


