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S AR R EERGE BE (APAC) R et 11 (BB % 2 12 (BB EE 7 & 4H R e -
T3 Ry & AR EEER & (HKAPI) ~ EJERIPRBEERG A& (IPMG) ~ i3 R B 54 1 5d4E
W7EfrE (IRPMA) ~ FRE SRR 7 & (KPMA) - FREIHTFE RIRIEE T3 (KRPIA) ~ [
AR VY i ZE R 177 & (PhAMA) -~ B[S BUEE > SR 4H &5 (OPPI) ~ JERE BUSE B (R T g
(PHAP) » ZREHEE b 5e EARUE P 57 S (PReMA)  ~ PS8 11 10h 'S S i R1R

1756% B8 (RDPAC) ~ i S aE S g (SAPI) ke H ARZE TS g (JPMA) - H

o B A E e 5t e K b Wi B EE B & - fRIVERAG Tt &
Q 1

2 i TE TR - AR Ryt N AR R BB B 2R 4 TR I AR T AAF 2
BIREFS

FREHIET RIS - SEE R S E(GRevP)E5 (B K& REAEHE T - %
s/l s AR MHLW ~ PMDA ~ AMED -~ SE(fE AR ATHED ~ F2RPHEE R A28l ~ 22
FDA FEoiiE o T E KRR SRR 2 S Bl - e EE Oy B RE T - — ~ B

T N A i BUEE R B B 52 TR/ N4 (Opening Remarks and APAC Expert Working

4H-EJE F iR AT IPMA 38355 » 7> T Accelerate the Registration Process in Asia | &%

3

Group Report); — ~ ZET7 g & 22 B TEHS (Establish a Research Alliance Scheme
Throughout Asia) ; = ~ J#ZEoo N &EERS L7 FE (Accelerate the Registration Process in
Asia) ; VU ~ goNgE LS 2 BEER (&% (Issues and Challenges in Asia Pharmaceutical
Market: Counterfeit Medicines) ; 7 ~ 4845 K & & (Overall Wrap-up and Closing
Remark) - iE#k 82 B2 &5k o n B 88 B Bl AL B Bl g fee 3 - Bl B K
TR B - ARG NS IR B S A S S s I R B IR A
st Ry BN E P B SEBUEM A b S B B SR BUE B AR » i L I M s IR & 1
I 7R BB A LS AR B 2% DU e H AT R e tIFR oK -
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= HHY
SN AR T BBl B (AP AC) A b a bt s 2 i DS S A 4 2 B B > HoR 5
(e AECEN T Fr B2t e Je B - Wi B B E BRIV 5 - IR G TN &
S50 EETRRE - AXEHR APAC 5 4 S - INHARER T g EEE R
SO BRI 8 b — R A A R R AR B AR #E a5, (To
Expedite the Launch of Innovative Medicines for the Peoples in Asia-For Accelerating
the Review Process of New Drugs and Establishing Open Innovation Platforms for
Drug Discovery) - A& SIREF A RIE H AREERF &RES - 2 T Accelerate the
Registration Process in Asia | :Bf2 PHEF FE G ERE - W kE R &R &1 (GRevP)
a5 BN B REEEHET ) E - LG/ 855 H A MHLW - PMDA - AMED -
R AR R FIER ~ B ARPE e AT 220 FDA SEaiME 28 T8 HRH e e B2 i 4
e SR ELIE > S G A PR A B o i B A AL B B S R R - B S
REBLACERAUR © AREHRNE N RIS R S sl E R B IR S A EE L
B BRI SR BUEAR AR b R B S B SR FRAOM - BN &I
BERGE - B BN BISESEE R B 2% LUR e H AT REA IR K - B itk
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4/8 F Az A (PP FIH) I AR

4/9 ~4/10 8 €k The 4" Asia Partnership Conference of
= Pharmaceutical Associations

4/10 F = iE A2 LA (P EsI) L &4

2 FRBEERNTHE

GRS D B TE — ~ BES Rna N A OB EE I B X T AR/
(Opening Remarks and APAC Expert Working Group Report); — ~ Z 17 oM &2 A
Mg (Establish a Research Alliance Scheme Throughout Asia) ; = ~ JIZRGE N ERE S0
F2 (Accelerate the Registration Process in Asia) ; VU ~ guji&& s 2 PEEL © {f8% (Issues
and Challenges in Asia Pharmaceutical Market: Counterfeit Medicines) ; 71 ~ 4445 K7 Sy

(Overall Wrap-up and Closing Remark) -

— PSRN AR B E R TR/ ME = (Opening Remarks and APAC

Expert Working Group Report) :

= 4eHIPMA T fFMasayo Tadaff 5 2#EEEs - A 1Dr. Brendan Shawfif 1)~ Bk gk
HEL DR I 2 PRER - TR H Atsuko Higuehi (UFR B ¢ T{E/NH R APACE B it
APACAZKHYETE] - TAE/NHEATETHEY B /=KL > GiE()&EN I ZE(EE
FREESTEE R PEES) ~ () ZE4das s B (B EE N g8t 83 1R B DU (=) e B L (BE Y
BIRE A AR IR B - SRR ETI y Eatin - AR s BRI
{ir Z5HE - W B R e AR B - & BRI LSS - BT E
SESETIRRA (R > BSTTEREE & 1F > WAL G T SR B R 22750 B S SR -
MR HAPACHE B & ER S AL HilE 2 sib(Position Paper) » Bl &55# ~ B ~ iGHE %

&~ EfFIlR o GE Bl F A E LR - W H g BT EAPACEREZER
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L FHHEIFES [ (Good Submission Practice Guideline) -

—~ BN EEEEE B SRES (Establish a Research Alliance Scheme Throughout
Asia)
(—) EEEREELAAE( Drug Discovery in Korea)

REF@r= % E|C&C Research Laboratories#tif7{Dr. Hak-Bae Choif 44
BT EENT S TR o o BIHOBRTERE ~ WFSE PG e R B R AR S S e - DL
PRI S - DUEEF S R RoR - (R EErT55119.89% » HA Ry (U AH
BRZEY) - (ST EERTSERY12.43% - H AT 0E B R 22 E R PR AT - #E A — R R
sl (Phase T)#{517.73% ; 55 I RS0 (Phase T ) #(58.01% ;55 = HARGEIRE
f@(Phase 1)#&1(1i13.81% ; FLIEHE AN 4EHIEERE ELHY S A54.70% - H Bisg B 54 4 i
TR DU/ NG -3 150 45(33.98%) B B e 77 Z i 44(28.73%) I > EIS—12HYZ
RIAGEY) (Natural Drug) t7.1515.75% - 5L [N T 75 4247 (8.84%) K BE AR U AG 4E9)
(7.46%) 5 % - H A B & i Sk 2B 13~ 15 (PAB o) L[] BBk A EE
a5 2R B o T R AT S C U U H Al R 2 BKEE — R EEm TS Z B¢ - Dr.
ChoifiH1]1142C&C Research Laboratories{i j/>Sungkyunkwan Universityf:[& & » 5

PaNEEE e SIEAWD'E SEC T

(Z) BEARHHEE EE SRS Kt DSANJI 43 f&5 /M (APAC Drug Discovery Alliance Strategy &
Introduction of DSANJ System)

G R T ZHRPMARKeisuke Watanabe 5 3E —25-3it BJAPACHY &2 S i 2 1k
SEESAN o AP E T &5 (OCC)#y Tohru Yoshikawa/-4ZEHOCCI ~ JIPMAK, H
AT SRS & E T A Drug Seeds Alliance Network Japan (DSANJ)E4 » JiESF
SR E - B2 - WS B B A B R AT R e SR - WO MEA TR ZE ARG -
SET A EDSANES A K - AN E T - e iE#RS - W20
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(=)

— R EHEE - BRI EEN TR R R P E O - RSN
PR SR - (RHERTELAE 352 - DSANIH20104E 546G - LB T TSV S
» S RRTERL6~T % - APACH S 7% EDSANIIRE R 17 B &5 & 45 DSANTW >
FEH%5 5 DSANJEIDSANTW Z 88 » SRAGRF AT —H 8 KTk B 4845 DSAN-Asia » DA

B ACHI T SR S R RE PR i

£ /8 2 B DSANJIFE £ & 5 2 [0 85 5z DSANTW £ 47 71 &1 (Feedback for DSANJ
Business Meeting & Planning for DSANTW System)

KRG IR PEE R B R SR B\ 0% R A A B SR R AR ET 2 (National
Research Program for Biopharmaceuticals, NRPB) #&#zs & = Ty =
EADSANI & 1E 2 &CER - (EHERIG Z AT > & A IE DSANIHY LR IR H
SERS  MEEDSANIFYHER - fEBIDSANIHY T1E A B HEBIH - EE %G
s EEPEEN A RS B B ILER S - 1R FHIDSANJ KT &E
an UGS E Z ERRNERE RS o SRRt 2 B e #ErTEE L AT E

T EE AR VIR Z BERCUUE (Critical Mass) CLRAVEE e SrvEhGE - HE
BREEEIEL - SR AR (REEREERCE DL SRR E -
TEFIDSANIYRASIAE 55 | R A nl LU B s & e i e S H e B & &
B o SRR DA LB S EAVER - TS G IER R aE iy
RSB SERTIUE EREMTE A - (HDSANI K H AN EE mn BUE S BN A A e
U HE AN G ERHELE - MR MRH R T - M DSANIRYEL SR S
S r et mBlG S E R R R R - I H iRt agam BUE S s T -

TR EHAEG L/ GNRPBEHE [ 2 AR B S R UG 5T &
(Academic-Industry Bridging Project, AIBP) fs— LLEE ft Ry Bl RIFYBTEEET 55 - 1B HETL
bl ~ B e S TR SR b - Dy S (L TP TS B iy 2 A
At BEOEHEZEFEESm 4R - MLk TAIBPBEIDSANI Z M (Ll -
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758 22 DSANIE R 4L S AIBPEITRPMA 118 17 DSANTW » i #2 H &8

B ERINAPACE BEGZ Tl - RZKDSAN-Asiaf BT » SRS A H EEEGE -

TNZEE N EEZECHE (Accelerate the Registration Process in Asia)

1]

R FE FHIPMA(ZKiminori Nagao fz FkE R BIREFC AR AL EHE(L EE - 48
nn B R BT ARG SRR T AR Z SV E SRR - A TN AR SO
FRLVEHES (B R A ER B ECHHE(Good Registration Practice) {15 & K4 & i #i(Good
Review Practice) Iz {8 F 1% #%3(Good Submission Practice) » A EN B FERER
EARHAYEL T - (B8 BAACRHYER oy AR S BB S H i S A ] e

(—) BN E R BB ECHIE ( Approach to Good Registration Management in
Asia)

PIRE 10 2 R AE 1 K& & & (APEC) Z JA M 38 Hl 15 H & & F (Regulatory
Harmonization Steering Committee, RHSC){{, 3 Chinese Taipei & & #:#) Good
Registration Practice » 53 VUP& Bz (401E—) LUZ D #Ef THY 52U 2020 SEEEFIHR T4 n
TERRE ZTECHRE ~ AITEIIM: RIEIE - [EIRF S S G S AR -

[ — ~ SEM B R AR R R T/ETH

Specific Activities and Timeframe of
GRevP Roadmap

Gap Analysis Survey for Setting the Foundation for Stepwise GRevP Implementation
Step 1 Set up a technical working group
(2011.2012) Gap analysis survey for APEC economies

Prioritize needs and strategy for improvement based on result of gap analysis survey

Planned Solution to Address Gap
Training

Step Develop Normative GRevP document
2011-2014 Set up quality management system (QMS) within interested economies
{ ) Establish a network of GRevP

Conduct pilot studies for reguiatory information exchange

Step 3 Assessing the Impact of GRevP Training and
(PLsPE LM Exchange of Regulatory Information

Step 4 Reaching the Goal for Achieving
PP common Regulatory Elements

To reach the same end: better functioning agency
through regulatory convergence by 2020
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i th 2 (8 R & #0155 [[Good Review Practice (GRevP) Guideline] £/
2014 fF+ 18 WHO 587 » iR BRI 2 1551 < #55 | PR B BaF A s R AL
ROREE - WG R R AV & 50 E (Quality) ~ & & %50 (Efficiency) ~ & & — 214k
(Consistency) ~ &t /5 52 (Clarity) 5o & &9 & (Transparency) 5 #55 [ HIBEHY (B FL 3
A VLB (ERRSE o COE =) - BhAh > ED - SR RN E R R R
FEH EI -

RO B ME — A0 ) 2 O (B B A B I = 0 (Center of
Excellence » {5 COE) K &I FEsfAZ 4 HERHERL » DUSE UL S IE(EEE
REFEFEAIRAS B « FHATE RHSC/AHC 2268 T HEEh T8 sl o0 - BRE
A JE 5 =k oL (Quality-Supply  Chain CoE) ~ A= ¥ 76 % £ i & 1 L
(Biotherapeutics COE) ~ & K8 EAR i/ (B FLiA (- #ie k .0, (GRevP/GSP CoE) -~ 4%
P2z 4= Bt S B oh0 (Pharmacovigilance CoE) J i PR B =Bk o0y (Clinical Trials
CoE) » Wit— 8 &R Fy APEC JZIRFMEERE 8 0(APEC Training CoE for

Regulatory Science) -

[ — ~ 8 B A {lE R i

10 key Principles of a Good Review

|10 Key Principles|
— Balanced |
— Considers context |

— Evidence-based I
—| Identifies signals |
—| Investigates and solves problems |

— Makes linkages |
— Utilizes critical analyses |
— Thorough |
S Well-documented |

— W’eﬁ-managgd |




(=) R AR R 2 (B R FABEEIIHIPREL (Expectations and
Challenges for APAC GSubP Guideline)

APAC H AR BRZ fE B 52 T /E/)N4H (Regulatory and Approval Expert Working
Group, RA-EWG)ZE /7 Jy # B 5t ) 3 T 19 72 45 3 AT (Convergence) ilf7 {12 2 %7 8% -
i WFEHE Ay RA-EWG i TGS Y — » HAV R B AR AT
18 DRI SRS 50 2 B R - HA RIS & (IPMAYRERIR B Bk
AR RS - ZREBMNBEER, & & F % &5 (Asia Partnership
Conference of Pharmaceutical Associations, APAC){E ELs:HHEEHT 35y - 18 Bk
FRETES [VEE A — S ERIEE  FENESR SRS - HaETE
SREREMERE (B3 fRSCMEIEE) -

R EEHE RV VR EFE DU FE T
1 SRR JHTRI I RS | R ALY S R USRS IR S Y
LA R RIS Ee s 2 e L 2 SR BRI, - DAshitEE i F
25 BT (Benefit-Risk Profile) -

2. FFEEREERBNVIRITEDR | EER T A ERE SUHMR EER - 15
5141 - BIARERS R RUEM T E ARG E - A DU ST R - Wi
SN E R 2 s & KSR -

3. GRS RATHYIATE B A M B 2R 4R T = (cross-reference)  © SCHFAS
HAMFE LB ZR - WEZEENARA - JIEEEEREE -

4. EEE -~ TSR Hil(s AR S BIANAE SR A RAOR | AT
el A EIERE - HEM(ER > WA TS HER = FTA
R Bk & s R B B T E Y

5. For HAASCRHER © B MNEN& PRS- B ECE A SHEE
DUR B FE R TR R ~ FENB 2 HEE

APAC FEHI 1B RIXTFRHI S IMITRE T i85 A\ B VFISREL 5 - S

BN BIEARSIETE - 1Rt RIS E E DU Bl & N B8 RIXERES) » 1A
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HEWHIE I AN BNEREH - BRI EFE - M - EiEERE ST - NE
2 F(electronic submission) 17 & 5 e %4 -

B RixERE T SEEARRRERLF S 2R EEYBSaIPEs ARl
FEBUE RIS - WA ERRRIFE R EE RS ERAEE - B
ICH M4 J E3 7 IR ZE RS =, -

APAC {1 LAl iAIE BIAEMIEHES [F RS RHSC Hag 240K
e ER

(=) B 2 EEE (Regulator’s View)

RERHEGE A TG F ERANR B S5 BB AR B AL

A ZMEAENEELERT OSBRI TRES > a8 ERTIFEL
BEHNEERIEATIA R ~ BRA R LA B RS SE » AT &R

& OSSR ERERE > RIRTT A E S TSRO R - BERGTE
EER S AN TR RAVEK - TR ERE R E R AR S L &
SRR > BN Ry A S B RTE RO AN BT R A i A 2 R Bt A D
B CHMEEZ Roli A\ 80 > SEE A REAR B A AV R BT b B (S R 40 Tk
i — ARk - BEAE ZHE A BT INERE S - DIdeBEE B2 fE
B o

Z=EK Thai FDA{{,ZDr. Tharnkamiol Chanprapaphi{f&r I & 225 & ke s I
o 0 2R BE AR n E R fh (R SR B > ASEAN)SEER 2 — > [RIEE E 20094 1k
PAASEAN Z I AE M Ry i B sriete - (EAEZREN A T (Pre-submission)fillJE - 5
TEEEBIREEZENNE > WREMANTEILS RS g2 EEA
EHEFA | ER TR A] DU L PHE 550 (Pre-submission consultation) - 22
H il E R B R A48 DA B 6 & R AT DUB B R (& 0V RAZ BRI - I
A o HrEEHYEE Bk ( e-submissiom) 2014410 H BA%GEETT » FHET20174- 42
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~ BoOMNEE LT IR 2 BRER - {5&# (Issues and Challenges in Asia Pharmaceutical Market:

Counterfeit Medicines)

MRS BUEE T S S R i e 2 BRA L (B EEZ JUSEIT R/ NVA B (b8 3 -
HATMES & RS i A B RS 2 PR Ry BReE - L H 2 HATE 2014 426 A
BT YERE FARE OTC 5/ REEN » RIL RN (A ZEf TR TR Py A HEAS
S eered o MR IPMA S5 H ARBUSEREZ P fE 2 4t - 253 (R 4% T Bk B o &
HIOZ Aot - ERBEEniEEE g MR 2R - b ERBEEZ LI -
AT EMNRIEM s T - BRI S - (REELIDUIESE SOVEPR P G IR EEY i RSB0 - T
W IPMA gt R EEpgie it 2 Bk} - REE A (R 2 R ERBHIE »
EBEIEEE - fy I Pi#i{REE - JIPMA B Kanazawa university &1F » ST s -
qif) ~ SEREFMERERTERNGE - IRES TR - FI- B4 1 &Y
SERERG| SRR A& GMP - H ATBIEEEE S kL T PsaRaenyElrT -
A8 2 B % b » SSHMEESHEER R TIRE RN — KR BRTHER
EBEY » BEESEt/RESE » APAC By HEATH Y &M » g rH)
(iRl s HEBUFRIN A (E > ShEFT 8% -

» BEE& 4L (Closing Remark)

i1 Atsuko Higuchi [Ei A 3t B B3 Bt S A5 AR ET 4048 » [RIBRF R (4428
FiliE APAC 7 2016 451F I AHUSUERT - T (B INRAE IS I RTFRE T I = A
AL T] > () AR S BN ST I EY) « ()R R4aI T (2
ST 4 ) L (2B B T R T R A BR ) SR LRI ) « Bt
51 APAC 7 S FF B (L S S LA B RO - (RN > AT 88 5 7
ET - GEBIEEU - S RN E SR R -
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