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International community

4. Conclusion



1. What Is the importance of
China-Japan Cooperation ?



China- Japan Bilateral Relationship
MOU concluded in January 2009

- Cooperation on Drugs, Devices and Cosmetics
- Information Exchange (not confidential)

- Dialogue on Important Issues on Laws, Regulations and
Related Issues

- Compare and assess their differences in regulatory or
legal approaches, to explore possibilities for co-operation
In the field of dissemination of standard

Bilateral Meeting in April & December 2009

- Acceptance of trainees
- Future Cooperation




Objective of China-Japan Cooperation

- Share each other’s dynamism

~ tremendous benefits ~
for the region

for the international community
- Build an East Asian community to send

~ the latest innovative drugs/Medical
Devices from Asiato the world ~



Join forces Seek an opportunity to share
among Asian countries experiences and ideas

/\

More experiences & Scientific researches
Net-working & collaborations in Asian region
Develop best fit drugs for Asian populations

\/

Globalization : starting point for working together




Our view for multiregional drug development

- Clinical Drug Developments in Asia are
rapidly growing
- Timely Discussion between Industry and

Regulatory Agency is important to
maximize efficiency of drug developments

- Inclusion of Asia in multiregional drug
dp\/plnnmpnf 1S pnr‘nllranpr‘l
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- Regulatory Harmonization and more
collaborations among regulatory agencies
are necessary



Innovative Drugs from Asia to the world

ur | ﬁ' 1_.!".:. [a] = E !I' F |1F |E’ rm
L 12 [T et : LT AT
ey E‘.I‘.:ii,.um i & f
'E'I w i " {l..\..\_\..
W 3 vayp Y
b Ei-pReE
t'l L
]
W o
et o
1
oy & i
¥t
B/
{ s, Y]
[ biN )
:-\.
.

ll,l"\" e {.h.l;'r.- aTHE PR
d
&

e

r

.'_:_"'.-n--"!l.--.q LTS .l.“_

o Jo 1%

TrOEEE Forva

N | ", i 0 vl 1 T =Ll A
* !.r:'_'-'\-'.l'!-"'l_ F ”I;r HHF 2 I!l':.‘ S ! .- Wi aR "“'..!l.l'l.'-r
By 5 U gy e —”?_'_' % T
L, - =¥ KA L | aa—pn E -j + il r-u.ll
*_.'?-"" tﬁlﬂpil?r = r lr’a_'n. L I | u.-'-.'.‘ll'l e W e ' '”-f' 'li 1..- FALFEE o BeEL
i H2 K g 2 ,.-, u.w Gty !1.'- . ezl - - sl F'E"* A FeaNeianhey .y
';. 4 %ﬂ‘? - EFE] {.-’\-':I'.'l] ik, .-I'_ ] " 7E l?i = :\.1,.1_;‘3 Lan, ”'ﬂ;“m SBT3 Py
Ll un ' T A-AT L r'r l:u._,;;, "ATIE . ?:-'.!'.l.h' "' m;_-'.-\.h":; b ]
.-i.EI - q.,,,ﬂgaﬁ 154 o | r_i'.'l-';"ﬂ-l'-'l' *‘*iﬂnﬂ'ﬂ* .:? N ii--|-|n.-|. # el T esgugan .-'h'? ﬂ?fiﬁfj&.
1 . kEaan
R e S
s i PG T LT fmmfﬂm. i o - e )
;’,z:' ‘*fa’i g PR E‘*"-‘*ﬁmssi- : f-‘a‘*fi‘ o ™ e, TP
- . ) 1= ] R LI by LF ; : | ; !
¥ —Tr [ f ) ?{ﬁ_u E " R R \ J_i:-%ﬂ ?E'H, A7 b4 v I""'I-\.'l.h e S rh"’___l _.II il
ARET e r 3 _— 5 Iy a =t T, AEELE T ol |
R e .ﬁ?'”‘ L v B P hANT " sp-aglly "ﬂn“ “ R P LAY T - L :r ':E'Ilp.;l';i o~
o llrr'.'f;i;ﬁ = { { f r': :.T-" '{11,_:'-“‘ ‘ = { T I - "‘F"" L)
- \ e Fil “ hidpein
L "'-J".*r:.-r:a- 5 il - TitiE IH' ;|'"_
KUTTY ERY PERES =3 L :!- : l"'J :l"hl'!'f
fj; sadenay A Patty
s | ] | ! | ] ] ] ?'“w"i | I.:"'-."'." !'I 'ﬂl:? | ;«I ._,."r 4%

o
OR=) Do) ETERE BT, B EARSRET SRS TH, SN UM R0 PR L T4
T B ERARE T TR, (NS T RO R R SRR, AREENRY AT NG NREICAE |, Rk T I R BT,

= r rr-'n:-nu.l. LETF ]

| ﬁ‘:~
5 | ‘!{:‘-ﬂ 'l":-.'.ér-l'rﬂ
L L] i 2ol iy Ead jid 1 550 Al iy | wr




2. PMDA Initiatives on Global
Clinical Trials



Basic principles on Global Clinical Trials

Japanese version
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SLEEL

& et
BRI ATREEEEOSE R I o ThH LB U REERICEELTE
BLTWAEZATEHES.

http://www.pmda.go.jp/operations/notice/2007/file/0928010.pdf

English version

September 28, 2007
Maotficstion Mo 0928010

Attenfion to-
Conmcsioner of Prefertural Health Supanising Department

From Dhrector of Evalotion and Licecing Dmasion,
Pharmaceutical and Food Safety Bureann
Mmistry of Health Labow and Welfare

Basic principles on Global Clinical Trials’

Up to the present according to “Efhme Factors m the Acceptability of Forengn Climezl Data™
based on ICH-E5 gndeline (Motficaton Mo, 762, Dhrector of Evaluston and Licensing Division,
Pharmacentical mmd Food Safety Bureau, Mimstry of Health mmd Welfare dated Anguet 11, 1995),
utilizing foreizn clinical #rial data in a new drug spplicstion what i called “Bridzing™ has bean
accepted in Tapan, and post-muarketing data in USA and FU have been taken into consideration in =
review for regulatory approval wheare necaccary.

http://www.pmda.go.jp/operations/notice/2007/file/0928010-e.pdf

Published on September 28", 2007 for helping to make a
strategy and clinical trial designs for Global Drug Development




Points to Be Considered by the Review Staff
Involved in the Evaluation Process of New Drug

Points to Be Considered by the Review Staff
Involved in the Evaluation Process of New Drug
(FINAL)

April 17, 2008
Pharmaceuticals & Medical Devices Agency

1. Purpose

The purpose of this document is to promote an understanding among the review staff involved in the
evaluation of new drugs. of the basic principles and major points that need to be considered in being
involved in the drug evaluation process at the Pharmaceuticals and Medical Devices Agency (PMDA).

2. Scope

This document summarizes the points that need to be considered during the actual evaluation process of
drugs after an new drug application has been submitted. covering all new drugs which are reviewed by
teams at the PMDA.

However, the points covered in this document are limited to basic points generally considered, and it
should be kept in mind that there may be many other points that need to be judged on a case-by-case basis.

Especially, for drugs in the field of orphan diseases or serious diseases for which existing therapies have

not yet been established, final decisions should not be based exclusively on the points covered in this PUblIShEd On Aprll 17th,

document, but should also take into consideration other points such as clinical significance of the drug.

Even for such drugs, however, the scientific evaluation using appropriate data should be based on a full
understanding of the purpose and principle of this document. 2008 at P M DA H ome pag e

Japanese: http://www.pmda.go.jp/topics/h200417kohyo.html
English: http://www.pmda.go.jp/english/service/pdf/points.pdf




3. Future directions of PMDA

- Improvement of “Regulatory Science”



Challenge (1)

Develop comprehensive & robust
disciplines in the field of “Reqgulatory
Science”

4 )
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Factor
ac | Factor. |
A Criteria

In response to social demands,
we take balanced judgments = toward a more desirable form of society
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‘ Latest Science & Technology

Medical Devices ‘ on Interests ¢ Globalizati
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Laws & Ordinances —

Others Risk€® Benefit

PMDA \ G Fast access€® Safety
Economic Interests ¢ap Social Interests
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We must conclude Scientific Judgment that meets many complicated factors



Regulatory Science ~for pharmaceuticals~

Evaluate the scientific data to determine whether an drug is “safe and effective
for its intended use *

f(drugs ]
®Therapeutic area and effect-efficacy
®Dosing period — weak - strong +
®Used as the sole regimen / co-prescribing of several Endocrine
drugs system
OGLP, GCP, GMP Nerve system /

Digestive system

[medical user of drugs (Doctors, :
hospital) ] = /
®Highly specialized hospital (w or w/o medical - A

specialist )

® Special hospital ¢ w or w/o medical specialist )
®General hospital

Therapeutic benefit vs Adverse

®Specialized clinic ( w or w/o medical specialist ) events
®General clinic

[ patients] G@
®Individual deference in Genome / -

®Diagnosis (single / multiple) | ‘ e
®severity 5 B}i\ﬁ&
®Dosage / administration route / duration of - 15

. : —(J
\admlnlstratlon etc / =




3. Future directions of PMDA

- Building of collaborative relations
among International community



Challenge (2):

ICH, GHTF HBD
Bilateral meeting

B ] Other Main Countries :
> .
".’ Canada / Australia

< T $
2 WHO,0ECD

o wt?
PMDA /MHLW

International Organizations :



As the Chief Executive of PMDA,



=

Harmonization

9
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As the Chief Executive of PMDA

Build sophisticated, high level
Japanese criteria

| > International criteria |




Work together in a responsible manner
based on “Regulatory Science”

Industry Academia

\-/ o]
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" A Regulatory Authorities [ \7
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Future Asian Collaborations
will deliver effective and safe drugs quickly
to all patients in ASIA and the world.

Thank you for your great cooperation !
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