
Cartagena Act in Product Development

Clinical TrialsNon-Clinical

IR
B

1
st

En
ro

lm
e

n
t

PMDA pre-
Review

MHLW 
Review

A
p

p
ro

va
l

CTN Review
（30 Days）

Re-
Application

Re-
Application

Re-
Application

If necessary

MarketingReview

Research Use (MEXT)

Type-1 Application

Type-2 Confirmation

C
TN

A
u

th
o

ri
za

ti
o

n

Cartagena
Consultation

A
p

p
lic

at
io

n

The Expert 
Discussion

MEXT: Ministry of Education, Culture, Sports, Science and Technology
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