2 (HRET R E )

&

$ochz B T LA g
(The Asia Partnership Conference of

Pharmaceutical Associations) i) R®3F 2

JRAFM - A AN & Rk e ¥
FHALEL ¥ £ %z B
AL R P *

hEy R 103F4729p 247 12p

2 pgp: 103#57 2P



T 3 2
T 20— 2
$o GHUERMETER 3
2@ e 6
A - 12
=2 14



R 13
p A~ %1 ¥ ¢ (Japan Pharmaceutical Manufacturers Association,
JPMA)*+ 103 # 4 % 10 p 2 11 p*p 242 2B 5= B Ll Z @
& it ¢ 3% , (The Asia Partnership Conference of Pharmaceutical
Associations, APAC) » #r3@F F LR ZHIA - &= g;izf]%%%ﬁi
#H 3= (Health Technology Assessment, HTA) ~ &7 & & W2 & F.50 L %
%iﬁﬁéﬁpﬁ’%%%ﬁﬁf FR% R T VB fE T N%é@%%
RAPHFR 2 BFRFRFE IR J U AREFRERrOlA KT E 2 4

oo TAE XA ERRE Lo

AR 2

n AN
47 9p i

47 10 p = T
4% 11 p = T
47 129 iE R




3 HHUFEME TR

-—

(The Asia Partnership Conference of Pharmaceutical Associations, APAC)
~ e & ,:J\,F‘?l 7 | Jfg‘
THUERME TR 22012 & 0 hd kp 11 B LM GRS
2 BAFAIFAYeda e D0 R &2 B LS Rin b8

BHEREFEE > ERRAFIR APAC chit d: L@ HFTE R

5

BE T LB ART N A R o 5 AR & o APAC ST 1 B st AT

"V

3

(open innovation) # 2 &y Wk R E LR F | AL F AH O FE
NAPAC &3 4o Fna g g g9 7 A R-RP L2 L2 76
OREE S E D AR AIRTE AT R 2 R AR P R o

© %+ APAC W ZE B4 = |

i (12@BEN1EEED S
HKAPI ) B B e
IPMG BliRslEm & EE
IRPMA  chE REIRIS M MEFR T E =03
KPMA  smsizsing ®E
KRPIA  SEFFRIBIET #i5E ®E
OPPI  ENERIZECZEIRME ENfE
PhAMA B i o2 I & B
PHPA  spa@suafine ERE
PReMA  =mZ Qi easl St e Z=E
ROPAC @il it B R HeaRESTRIMSTEZESE TE
SAPI RN MNEERERGE E<1)IIE
JPMA  BASIET 2ips B




APAC 2 Ed[H

~ o

= UAPAC B st glaTent b2 R

(= fie & APAC 4eid BIRTE S AT ¥ 1 7 chie & » APAC Bl 2 - BE 5

B# P (Drug Discovery Alliances, DA) & % i¥] % (Expert
Working Group, EWG) » 3%1 i/ e i - ot H iz » 1 iv€ B A1
BV A 3T 2 7 Y b e B L o APAC B N A AT B R R
4T

1. % & :;‘gﬁ B gz ad Ve REBRE (T U IRELEF o
2RER A1 B RIATT Sda b B £ T R XL RO

Bng

()R G2 E > APACHIZTTAZIE A dhiv 5 p o 230

P % a i) 2 (Drug Discovery Alliances Expert Working Group,

DA-EWG) /% & 2 % :



. Iy 5 A R BB AN AT
2. d A FEBA g d A B N ART
3. @A F &% g g vy &Mk (Public-Private
Partnership, PPP) 7 & BhenB¥ 3\ 37
(Z)® B 2% £]3#7(Regional -based open innovation)

A L T LA T SR S B - LA iy =

2ESBIZI B AIAT A R R o R E L RS R ORIRT

3RS AMACAAAT UE B H R L LB oW R LM 0 P s

(7
el
o
=
>~
/Lﬂ
-
=
ek
:‘;

)

\
v
>
]
)
w0y

IRAT 8 S iR gL o



P S E g P o
£(2014) & % 3B APAC> # ¢ A &g 5 T MBI X W2 £IRTE
SRR | T ARE Y B A 2 R Bk
(- )F A #:*=% (Health Technology Assessment, HTA)
(= )£ A# (Intellectual Property)
(Z)FFpE RNFPEZEF2 L 0F

1. Good Review Practice (GRP)

2. Good submission Practice(GSP)

(w )iz = APAC I A3 R13TATE 2. T 4

d P2 im0 LB AT

— . T = A~

(- )A Fid A 2cq| £]#7 (Open Innovation Platform for Asian

Drug Discovery)
APAC % % = AR SATAT SPRIATHCS > 0 25 5 W
RERIZTH2LMAE ~F ~F - pRYEDR SR ¢ o &

G F > I enB AT A3 5 (open platform) @ APAC

ES

iz > — B
HE R LEB Wﬁﬁﬂ%wﬁ%’”ﬁﬂﬁﬂQEW%%iﬂ

q.

She

CERL

EorEHI KD ALIFRY, PDA, B A K
6



Sk A 20 MOH, A% eniFd 3R 3 R SRR SF

BERE CFEELKY 2 FREGIERL R A EE .

Fand AR s RIAT ) O AT

L.

BREFIFE RS AET DL P E T S 2x o

i e TROREBA 8 T2 A B ], B RS BIRT R

PHEE G MRS AL LR LI Fa s ERBFY

(ERR R SR LA RS ST
e plarend £ -

bEB A E G 0 B eIk APAC ¥ o BHEHE R 3T
BoRIRA EEL P A EEARE R E e 5 TR

& m# X5 B3 ? ¥oo@Fud e gEod & € E _EL‘% Bk

foBLIR BEED GRS 2P RB AR S RIS
THLEFERF S AL A ITE DTS L EBE (Hl4ep

* ¢ Bio-Japan > # W BI0 > % g r7Bio-Europe) ° = DA-EWG
PE- Baitd RRRele Tl W L EREFET DMLY

2 i e e

%
K

F_&

o A EMARE: LR Y EOREEL > RS HE #

!
™
|
14
Y5

~=h

7



— ﬂ?; §E§§2}5ﬁ’ = FFT‘J_%{ 1“'7}El1; H-p:\.‘»m}i ,iﬁ&ﬁ;lj ° t‘L fé}’;/‘a—"- ’

E‘ Zgﬁpaylb%i'”mﬁl%'\JJ/A“Z\'\’/?5&4‘3;F ﬁ,{ﬁrg?i, IV

Ik

Fip g ens g o Y - 7 kg ¢ ohL §e > DA-ENG # ¥ 22

‘H

- BEER S ER LB DT S R - A

Yo E P ARIEE 0 W LR AL o DA-EWG 233 - BB I e

T FTE AN AIRTT 5 o

l.of & u i (PPP) & & BEenM 223N 43T

(DDA-EWG ez X e 2k p Ty W 2 B (dr: P B~ B P & ~

FER B ke Iy~ 28 W>B Fide » enfs A BLEL S
WEL E 2 G20 o @ o) 2§ & (T M % (PPP)
TEA kp P PHORLBETALI T RERD

Weeh— fE8 & TR 1% o

(2)DA-ENG e 4+ & 35 & BE 02 (PPP) Ha2 2 & 2 Wz B2t

!

BB GARBEF T AR o LR AGHE FH G
TEAA P AUFIERE AN BARETFE AL
LRGeS L SRR M LT SRS
BOi - BIHT S oo
2. X4 L IFR B th ek R
(D& ek - DA-EWG# ML B § H ke ik & onR3L

AL w7 7 (precompetitive research) iy # 3

8



Bty e TR G M F R P DR

=i
)
=
= »
[aily
AN
@\
—mde
Sk
ﬁ\
P

BArfd AW FTE R R L LV o IR

HE RIS APAC 0T ¢ B A AT L kR 2

(D LEEBRFEERNAITG P § - BRBELSF
EIEp M kgt AR mpd RRTFEMY ALY
3+ % (Innovative Medicines Initiative, IMI), 3% &
Bl 2 en Do 78 B R (Accelerating Medicines

Partnership, AMP) ;= fe T W &2 %Rt & 2 W5 it 0 7

e ISP RRTE- R SE N SRS TN T Y S I

=
|
EL;..
ok
|k
%g"(;
-
%
=
o
\?‘g’r
1%
#g%

% 2012 & = = APAC 4&

FRA 2 0P G0 APAC BFED § R 1R 6 0T R & RSO

BRBHEDLL oM 5022 QR DEEE S APACH = 2
ST EFLIRBEE LN AME e EM RSP DA

FREFEFDE FEHEFEM GRS Z M- B
4 regulatory convergent % HTA z ~ % -

B.2013 # gtk € A M2 st Rt oo S8 H = o iF3

9



60 # k> B - ERAIIEEE D HFo F R ErE L

%N

- BE R R e d ] R A g

EYIE > EWE AR EE D - BI A APAC & e
NF L TERS B o Bt F S SIAEY R E AP R D

BB ARV o I MY LA o BRI 4

w
';\‘\
St
A8
=
e
74-
m

s PR 0 R EGEL A N RSP R E g B
BoPLTWEENTERAAYBELRFERALNEG B

o B R enay 4 o Rl F g+ E 2 - B &2k 90 [nnovative
Medicines Initiative (IMI - gl3r¥ #rF{ L%+ 4) 0 -

B g 2o f EiE 2o ;T‘hf‘g\i R T 4eig 37

EREmE (AMP) jo 2t - #%3 7 %g Wie v f %
SRR R T R I R e AR P R e

Fagdon 4 02015 # 2 2 ehd s & Wi (ASEAN) =

(1) 2 APAC w0 = & i ds @ > DA-EWG — a2 = B B - i r

F_L

WEFEHPNFEITHom I GEZTFAFRLNOE R

2 15 DA-ENG 445 5 B % 54 §

%

ErFALG f Ak
BSEMG TURAFEFRERNEITHE LY PR

WL SRR S S M hen? 422 B > DA-EWG MR A

10



2020 #2 s R- BEHELMNWOFELEESEE T o NFRE

M e B R o

\T

dete X4 B TR M 2 B R Tt DA-EWG 23K S 2 - B 12

\

BRI RSB Ll SNl L W o f & TP L
fhogHEZRVH 22020 #F R
4. APAC DA-EWG #F =33

B s APAC E MW L SAMER cn3 1 L AdHD RA T+

a’-—. )] F_;’.gﬂ‘{’kﬁ, /‘;f"fr_l é: o E] 'ﬁg‘fﬂ/éﬁ%@fé é’j’é

(DAWEd B GER B KL oo g RF S
A€ 3k 0 ARG DA-EWG B chp B ek 0 T AR
B 2 F4EE DA-EWG iHd < 3R L o

OEGETRIEY S5 Y E

)

BFE e oFfrp A2 BHER  AFTFTAIHRELEFARL o

(Dp &~ B~ 2 AR B SR E R E ol 4 -

5. BFE A K DA-EWG 31 { i b p ik LEFHES &

P .
5 .

11



(DEz- BELTMWPFALZ oL T ufad g ~F - &

[ 27
Bk s g i

h

(D7 43 RS ko 5 -

(DpE A HEH AR FATRE

-ﬂb

(DFE PRk € 4ot 1 B R B 4 5 4 hdy o B S AIRT -
(D)EfpEz - Bl Wa HeR fd g B ads T
(B)EHpEz - B s v o f & IEP R > IR

ERBRF{os T E > B2 LA AL o

L~ 23
LERE LA e I L PR AER 0 A UEE R

DA-EWG i 2 5ok $/5d & & & DBy A5 > AR FTAITHKELIT

20 F I o

12



ot

- ~2014% = B "L W4l ¥ B4 & v € %, (The Asia Partnership
Conference of Pharmaceutical Associations)ik#2F it

R April 10, 2014 (12:30~17:49) Facilitstor: kihiko Masubara {Maxaging Directar JEMA;
Expert Working Croap | APAC Steering Commitiee Session
1230+ 12:35 | Session Remarks : Tadaharu Goto (Direcior Genersl, JPMA;

Chair ; Yutaka Tsuchiya (Chairperson, Intemations Afizirs Commites, JFMA|

Requlations and Approvals - Experi Warking Growp Report,
Yeshimasz Shimoto (EWG Leader)

Drug Discovery Alliznces - Expert Working Group Repart,
Keisuke Watanabe (EWE Leader)

APAC Steering Commithes Repart,

Yoshihiro Takada (Secretarist of APAC 5C)

1235+ 1435

16356 14485 | Wrap-up : Mas:afwmi Nogimeri (Vice Presidest, JOMA)

1445+ 15200 {Break)

15001590 | Opening Remarks : IsaoTeshiropi (President, JPMA|

150001520 | GCoest Speech: Hiroto lumi (Specizl Advisor to the Prime Minster, Cabinet Sacretariat)

lesues and Challenges in Asian Pharmacetical Market

“Pros and Cons of the Utilization of HTA in Asia aed its Fture Direction™

Chairs : Yutaka Tsuchiyz (Chairperson, Intereational Affairs Commities, JPMA],

Ted Padills (Executive Director, PHAR|
TSRV | o clits- Mie Azum LJOMAL
Busskom Lerswatanasivalee (CEO, PRaMA)
Seam Kim (Senior Direcior, KRPIA),
Heather Lin (00, IEPMA
1620+ 16:80 (Break)

Iellectes Property in Asiz : Carreat States and Futre Respaases

Chairs : Yoichi Okumera |Chsirpersen, [ntellectual Property Commities, JPMA,
1600+ 17:00 Parulian Simanjuntak [Executive Director, IPMG|
Panelists - Kmnchithapatham Shivkumar | 0P

Busskom Lerswatanasivales | CED, PRaMA|

Kwang-bum Kim (KPMA)

Hiroshi Morita {¥ice Chairperson, [ntellectes] Property Commitize, JPMA|




ETED Al 11, 2014 (3:30~17:30) Faciltor: Ao atsubars Managing Directr, JPMA|

g0 5

Guests Speech : Eduardo Pisani (Director Genaral IFFMA)

T30, 350

" Global expansion of beskheare sector - Recent progresses and remaining challenpes”
Speaker: Hidehito Seking (Director of Office for Clobal Expansion of Japanese Healthcars|

1R (8]

{Break)

10401210

“Collaborstion between Requlatory Apeacies and Indusines i Achieve Begalatory Comverpence Smoothly in
Asia”

Chairs : Shinabu Uzn | Dffice Directar, PMOAL, Chib-Ping Yang (President, IRPMAA)

1. Propusals based on APAC scfivities
Yoshimas Shimato (EWE Leader)
Mgencys perspeciives reganding NDA review
1. Expenences & Challenges for NDA review in Japsa
Shinobu Uzu (Office Director, PMOA, Japan)
3. Good Review Practice Aciwty in Koreg
In-5oak Park (Director MFD3, Korea)
4. TFDA perspectves on Good Review Practice
Li-Ling Lim { irecto, TFOA, Taiwani
6. Theiland's perspectives regarding NDA review incleding implemeatation of Good Review Practice to
suppori Regulatory Comvergence in Asia
Prapassom Thanaphollert | Acing Director, FOA, Thailand)
6. Discussion : Including Chum-Shiowh Gau (Executive Director, COE, Taiwan)

1210130

{Lmwch)

1330 140

“Challenpes twands iP5 cell therapy for Parkinson s disease”
Speaker: Jun Takahashi, Professor of Center for iP5 Cell Research 2nd Application, Kyoto University

14



Panel Discession 2 : Drug Discovery Alliance

"How can open innovation promote dreg discovery in Asia™

Chairs ; Kentaro Yoshimatsy (Vice Chairperson Biophamaceuticels Commitie, JPMA),
Yew Wei Tamy (President, PhAMA|

1. APAC's wision of an open innovation platiorm for Asian dreg dscovery
Keisuke Watanabe (EWG Leader|

2. Innovztion 1o foster new dreg RAD

1401600 | Yowe-Kong Shoe (DB phema, nc. Taiwszn)

3. The role of a university in driving dreg discovery
Rajats Rajatanavin |President Mahidal University, Thailand|

4. The iscubator's role in 2ctivating open innovation
Dongho Lee (CED, Korea Drug Development Fund, Korea)

5. New appreach for cancer freatment

Nobuywki Takakors |Professor, Dsaka University)
. Discussion

1600+ 16:20 {Break)

"GHIT, Challenge and the Possibility™
Speaker - Shiro Kemmma |Director, (fice of Health and Medical Strateqy, Cabinet Secretariat)

1620+ 16:50

1650k 17:10 | Owerall Wrap-up : lsao Teshiropi |President, JPMA)

1710 17:30 | Closing Remaks : Hamao Msfio (Vice President, JPRA)

1T =182 % {Press Conference)

150 2030 {Reception}

% Ralevant persan only



Hidehito Sekino

Diractor of Office for Global Expansion of Japansse Healthcare, and
Diractor of Office of Medical Device Policy of Economic Affairs Division,
Health Policy Bureau, and Medical &lliance Coordinator. Japan

February 19853 Joined the Ministry of Health and Welfare. Temporary
assigned to the Science and Technology Agency, and the Embassy of
Japan im Nigeria.

Held positionz in Meadical Economics Division, Heslth Insurance
Bureaw; Safety Division, and Evaluation and Licensing Division, and
General Affairs Division, Pharmaceutical and Food Safety Bureau of
MHLW before appointed as Pharmaceutical Affair Planning Officer,
followed by Director of Office of Medical Devices Evaluation.

Juby 2011: Director of Office of Medicel Device Policy of Economic
Affairs Division, Health Policy Bureaw, and concurrently served as
Meadical Alliance Coordinator.

May 2013-presaent: being served as Director of Office for Global
Expansion of Japanese Healthcars in addition to Director of Office of
Medical Device Policy of Ecomomic Affairs Division, Heslth Paolicy
Bureauw, and Medical Alliance Coordimator.

Shire Konuma
Diractor, Office of Health and Medical Strategy, Cabinet Secretariat. Japan

2014 Office of Healthcare Policy, Cabinet Secretariat

1892: Gradusted from Faculty of Medicine, the University of Tokyo
and worked for the University of Tokyo Hospital until joining
Japanese diplomatic service in 1984,

1886: Studied st INSEAD {*The Business School for the Warld"} in
France. Deputy Director of Economic Policy Division, Economic
Affairs Bureau at the Ministry of Foreign Affairs of Japan (MOFA),
Counsellor of Cabinet Office (Assistant to Director General for
Economic, Fiscal and Social Structurel, Deputy Director, Economic
Partnership Division of MORA, Counsellor of the Permanent Mission
of Japan to the United Nations and Other International Organizations
in Genava, Director of Global Health Policy Division of MORA, prior
to the assignment as Director, Office of Health and Medical Strategy,
Cabinet Secretariat.
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Speaker Profile

Jun Takahashi

Profeszor of Center for iPS Cell Research and Application (CIRA) 3t Eyoto
University, Kyoto, Japan

Jun Takahashi is @ professor of Center for iP5 Cell Research and
Application (CiRA) at Kyoto University, Kyoto, Japan. He graduated
from Kyoto University Faculty of Medicine in 1986, and started his
carmier as & neurcsurgeon st Kyoto University Hospital. After he
earnad his Ph.D. from Kyoto University Graduate School of Medicine
in 1883, he became a postdoctoral fellowship at the Salk Institute (D
Fred Gage's laboratony, 1995 & 1988), CA, U.5.A where he started &
research work on neural stem cells. After getting back to Kyoto
Univereity Hospital, he has bean engaging functional neurocsurgary
including deep brain stimulation, and also research works on stem
cell therapy using ESAPS cells for Parkinson’s disease. Jun Takahashi
was awarded by the Michael J. Fox Foundation for Parkinson's
Research in 2006. He became an associate professor at Institute for
Frontier Medical Sciences, Kyoto University in 2007, and in 2012, he
maoved to CiRA as a full professor to promote a clinical application of

the stem cell therapy for Parkinson’s disease.
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