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Agenda

PMDA Update

PMDA’s consultation

Current Status of Pharmaceutical Affairs 

Consultation on R&D Strategy
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Special Assistant for Chief Executive (Feb. 2012)

Office of Review Innovation (Apr. 2012)

Science Board (May 2012)

Strengthen Review System in PMDA

2 Deputy Directors for Center for Product Evaluation (June 2012)

Organizational Changes(Oct. 2012)

Office of Cellular and Tissue-based Products (cellular and tissue-based 
products, CMC of gene therapy products, CMC/quality of biologics, 
biosimilars, Cartagena Act relatedwork)

 Office of Vaccines and Blood Products (vaccines, blood products, 
antitoxins)



Strengthen Review System in PMDA

Set up Office of Review Innovation (April 2012) and the Science Board  (May 2012)

Chief 
Executive

Executive Director
(Review・Research）

Director, Center for
product evaluation

Deputy Center Director
for medical Devices

Relief Section

Administration 
Section

Safety SectionSenior Executive Director
（Technology Management）

Review Section

Executive Director
（General Coordination）

Special
Assistant

Director General,  
Office of Review 

Innovation

Deputy Center Director
for Cellular-and 
Tissue-based products

Science Board

Subcommittee（Drug）

Subcommittee（Medical Device）

Subcommittee（biologics）

Subcommittee（cell-and tissue-based products）

‐ Enhance partnership with academia ‐
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Office of Cellular and 
Tissue-based Products

Office of Vaccines and 
Blood Products



Roles of PMDA
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Consultation Approval Review

Non‐clinical
Study

Clinical
Study

Application MarketR&D

Post‐Marketing 
Safety  

PMDA

MHLW

Review Report Approval

Relief 
Funds

GLP GCP GMP/QMS/GQ
P

GPSP/GVP

Office of Medical Devices; 
Office of New Drugs; 
Office of OTC/Generic Drug; 
Office of Biologics



PMDA’s Consultation Menu

Pre-
development 
consultation

Quality 
Consultation

Safety 
Confirmation 
Consultation 

Consultation on 
Performance Test 

Consultation 
on Clinical 
Evaluation

Exploratory Clinical 
Trial Consultation

Application 
Procedural 
Consultation 

Clinical Trial 
Consultation

Pre-
application
Consultation 

Very early stage Non-Clinical CT required? CT Pre-application
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Consultation on R&D 
Strategy

Prior Assessment 
Consultation

D
ev

el
op

m
en

t o
f 

A
pp

lic
at

io
n 

D
os

si
er

6



Pharmaceutical Affairs 
Consultation on R&D Strategy

• Background: 
▫ Universities, Research institutes and venture 

companies are unfamiliar with the development 
strategy on the Pharmaceutical Affairs Law

• Purpose: 
▫ Early approval of innovative drugs and medical 

devices made in Japan
▫ Elimination of drug lag and device lag
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Pharmaceutical Affairs 
Consultation on R&D Strategy

• Major target : 
▫ Universities, Research institutes and venture 

companies which have valuable technology and 
desire medical application

• Summary:
▫ Since very early stage, PMDA advises the R&D 

strategy regarding non-clinical/clinical studies 
necessary for approval

• Please contact us!!
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Practical 
Use

Innovative 
Products originated 

from Japan

Basic Research

Pharmaceutical and 
Medical Devices  

candidates originating 
from Japan

Non-
Clinical 
Study

Quality 
Study

Clinical 
Trial

products

Consultation on quality or 
toxicity study of biologics, 

cell-and tissue-based 
products trial

Consultation on 
endpoints or sample 
size of early clinical 

trial

Up  to the level
of POC studies

Strategic Consultation 

* Further studies are 
handled by the Regular 
Consultation

Pharmaceutical Affairs Consultation 
on R&D Strategy
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Flow of R&D Strategy Consultation
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Introductor
y 

Consultatio
n

(No Charge)

Pre-
Consultation
(No Charge)
- Not binding
- 30 minutes

Face-to-Face 
Consultation 

(charged)
- Binding
- Written record 
to Applicant
- 2 hours

166
Consultations

36
Consultations

(7/1/2011 –
3/31/2012)

Product Category:
Anti‐neoplastic 56%   
Cardiovascular 21%

120
Consultations



Thank you!!

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