L[r
B
L[ I[E&IEHH

R

2012 b & 5
F 514 "
ITF .
UF IA
B

IR
ﬁi i
L
L[IBQDQI%‘\

i el

H
Tk

==
I 3 i
F17* e
Wbﬁl e A
e
2012@ %FIIJ“rf?KF
o EF6;]33}6 F
_J# F130
i



N RER 2 R &
1.

2
%%%%%?

MRIRE LA S ¢ (DIA)2012 & %2 + ~ & & ¢ )
3% 2

P13 e i [JEET
A #ﬁﬁfﬁélﬁﬁﬁ“f‘ AR
B w F?%%“ i EfeE 3 4 02-25872828 # 222
4R A ﬁ&i@ Rzﬁ,&&élﬁ IBHL T
TR Y FELRE AYE P g SR 02-25872828 4 315
ML Ol w2 RBAg47 yED £ #
SRR 2012 £ 6 1 23
BEG‘JSOB DEE R 2R

£ p#p 02012 = 9 £



AEFEL/ P IL P F 0
Bt @ L BT TRk Rk FITE R P G F T E
PERFEE(CFIZFF)

Py, rﬁl ( Drug Information Association, DIA) £i— {17 v ~ ZESH A -

2EME S RO (IR 20,000 S ARSI SR I
A ﬁbﬁ'rﬂi}?ﬁ ’ [H"J'UFT AT ) 7 RS AT il = SRS 2012 & 86
fF”JE‘}?*TfﬁJ'? 157 48 Frjéfpﬁ (2012 Drug Information Association 48th Annual Meeting)#*
2012 F 6 £ 24 F1= 28 I S “ 3k " /[ 9055 Pennsylvania Convention Center %
RERVEE VeI b (s S E g 2R A F#’B‘“‘A—& » AT W [
YRS Py i S g o > == L cu?{,ﬁ[ﬁ«‘zﬁ‘rf Y EST) 7&/11[ s
UEIEIE St IR =R e I T L A I 3o Jl”% ’ ri“AH'Ethf[ J@iﬁﬁ‘fﬁf’zﬁ
%TF i @*ﬁlﬁiﬁz}ﬁi ° ¢ﬁ4\ﬁpﬁﬂ[?ﬁ@ 6,000 * FF160 ZF A £ FE
?HEI*J E[Jff i ﬁ]"f& £k %?J”VFFN’ o “‘\’F’??Fﬁﬁ% f?*%ﬁi@mﬁﬁ 53HY 22 tracks » ™

I8 400 [RRBTRY R 5 4 T;AE'F TFDA(ZH7 A f BP0 ) ~ CDE(H RE
B R Lo~ {TERR B ’“(H@'?ﬁ*%fﬁ%@ﬁ)biﬁ B
LIEa i SR TIS H\’Fﬁ' + f{j )RR TE'FT;J AE SO RS I
iﬁ?qm?l/ "Clinical Research and Development on Western Drug and Traditional Chinese
Medicine Interaction in Taiwan ;> 73 fft St ERBEAEEIH TR S W I3 2 (=7

B BT S Y AR % R LT B )

A2 R FARS F @I o RERE T (http://report.gsn.gov.tw )
3



R ﬂ%[ﬂl«@}ﬂa[ f[%ggp% ............................................. 11



N EIE[(-J

BN 2 2 PSR TR > PRI SR B L i gl
A DRV E%ﬁﬁm“ [H[«%Ea P WRLERIIF| AT B AT E | 32.5% 2 B 1
Iﬁflﬂ (HH ] |LEE HIP [ﬁfl[ﬁ%“ % Jf'ifl’_ﬁ"f[‘ﬁ“ %'TJDEIF{ (-4 J“fdlﬁ“ﬁ‘fif
RV~ ja’?‘/%‘r;lﬂiuafﬂ ] Elﬁ,%“ﬁbzﬁ‘ﬁ[;ﬁ D5 T B R
ifz?'[ﬁ“@%ﬂ*—‘?wﬁ%%ﬁ T E ] J/E‘E'ILEE'J i I?t- PHUS AR AR
AL ~ ARG~ AR S A g R P AR RS R P (o RS R

F | HBESE 1B L I [N PO G o F S R (] '/I?“%ﬁﬁ bl 7 YW
O IR TSR (ISR - ISR AR pmmﬁﬂ
FHESEF] (BP0 0 [ Uk o P gl B8 L 9 A » e
ﬁb@ﬂlﬁ%#ﬂ/‘%W%%ﬂ%[~ﬁ@%.[@#M%ig PG 0 s
[ARERSEINTR S [ S AR R SE TR [ ™ EB 1 9] S5 BRI AR5 > 12001
#ﬂwﬂw%whﬁ% pm%ﬁ‘ﬁﬁ*?ﬁ%%ﬁ%ﬁﬁ~’l“ TP -
558 N AR ~ 2 Iﬂlntc[,ﬁ@ﬁﬁ’?&ﬂj’Ef[lﬁ[@ﬁg{%ﬁﬁ%@ﬁ%g B0 T LTS F‘f‘?’ﬁ
CERERNIIE S G IR E e et ffE'FTJI%ﬁ??Lb%T FAY [l%ﬁa%ﬂi
U EHRERL R I R R (e P S TR RS
M0 2012 F =L 18 F SR ERBY TR R e HOES 11T (FliEE
&a%:ﬁﬁ?ﬁ'wﬂ“ AT A R R VH'%%%H'%%@W&%
wuke (IND) - EUE0 14 = Uplil R A e~ = > 208 4 [FelR b3t - 2 [fF’fFE lﬁ!

R e I A LS A R VB BRERH 10 2 G 9 VAT
(B A AT S PR BERRE L 1SR B ) GCP AR
CORINE R SN TSP TE S s TVl SRR S
Il 1B h O RRCRULY SR I I (PO g i AR R 2SR 9 B i
NPT FE B L

HE G LA e Sl R SR Vfaﬁf Yo o) i BRI S

ﬁ'ﬁfﬂwﬁ FTAsE 2012 @ﬁf@ﬁgﬁ”}'a 157 48 Fi“”‘& o A F# | B g gt
ﬁsbﬁlfﬁﬂfﬁtﬂﬁﬁﬁ%ﬁﬁﬁd DN ﬁ'ﬁ% Flp l%ﬁ RS ?\(‘3 i fﬁ?&lsrm
¢ T Clinical Research and Development on Western Drug and Traditional Chinese Medicine

Interaction in Taiwan | » 57 Ft B 1R BEFEET] lﬁ'l}?ﬁj@ﬁ MHIPEER T R VSRR 5
5



BT ] Y f‘,ﬂﬁﬁ%%’%ﬁﬂlﬁl@ﬁ&?@ AT O I

4 B CED 0 TFDA % =8ER S |is 4 5 2012 DIA 7 050
= & T Better Regulation, Better Life ; = ff - e it = AT SRR
’i“(H[[ES"??%J\%WﬂL%F?F%)E% EEER I TS RS R R Y g T
T IR R R IR S 3 9 i""jff"f?ﬁ'ﬁiw%lﬁifl I el =y B il S
BB > U= [ PR Rl f BERRET R M BE PP v 7 45 E 2T RS
7t Sl Vgt F}’ﬁﬁ[ﬁ)"[mﬁ%ﬁ:ﬁf%ﬁ@ o [P e S g R
W BEPIPRACRR > [RELERI HI Bk R N B 2 (S

i~ S
(- )R

6/23-24 (H'FE=FBIF IR
L BT FRE S - AR R 1L S S AR L S
2. 15t ZICDBIFl (= = 1 Wt ) e -

6/25 (E{%lﬁﬂﬁ' ’fiﬂﬁ]‘ﬁ%)

1.*%’?%%’?@%&'%.%% Kamen(Founder and President of DEKA Research &
Development Corporation)#Ei=*#1Keynote speaker °

2.7 M 0 T RS 07 RSP

6/26 (¥~ IR

1.1 ﬁigﬁ%l%‘%igﬁ‘%%i [Eo

2 I

3. BE?&%@ " Clinical Research and Development on Western Drug and Traditional Chinese
Medicine Interaction in Taiwan ; & %% Tﬁl EJJ FEFTESLDR

6/27 (fysiadih ~ Taiwan Nightif PR[FHFPHIHEN):
1.1#?1@?@%@%@@%& ERE K s

2.2 N

3.‘5‘?@& L'fi‘?ﬂ?ﬁ%?‘if’UDTaiwan Night?ﬂk*ﬁjﬁ[%&“ﬁf%%&»?ﬁ%%’%ﬁ °
6/28 (ﬁﬁ%ﬁm):

N
2 ARFERF R 1 2 RFIFREH -

6/29-30 ()
LG JFK B i B -

() FRARPIHIA

FREELAT R A



(DfEs2hy e 50 =
75 TFDA =2 CDE 545 #i&h ﬁiﬁfﬁ;* {2 I'| T Better Regulation, Better Life ; = %25
T ORE R R 'Eﬁﬁﬁ%ii%liﬁiﬁd P IR (B LR

’%‘?Eﬁfﬂbﬁ% o
) rﬁﬁ‘?%&a%'é’mﬂ“

RS £ P T PR B SRR RRAART  TOREE B - S
Fﬁﬁ?ﬂ%ﬁﬁ%‘“ffﬂ%ﬁ%ﬁw 1 i?%ﬁ/%éi%ﬁﬂﬂqﬁ“ DIA il == T o [ARE= l;f‘fl
iﬁiﬁhrﬁwﬁﬁﬁ?* o (- llﬁ{@i'ﬁﬁsl‘z@%ﬁﬁﬁ#ﬁa@ » B R SR B PR R
B O REE R PRBEYR S 2AREHST [ 2002 DIAEUERE P LTI
60 2@ > 7 glr%ﬂ 6000 * F SR “*Egﬁﬁ ‘H*%F:ﬁﬁ_\j’ gE BT 3 fll
by = |G 400 [ 2 RSN B PRy pofE: = 5 & DIA SR V3 H o)
2275 il 4UFF 314 HFRIf o HE W\Elﬁcﬁ 5P £ P 500 o G E I pURBREA
853 e By R A ) R 5 BEGRT E 20 ) R BRI 56 1)
HUP 3 SR P~ B RRR - Bl 2 2 ple  AIRIRISEST - 4 f = CDE

SEE £

Hi m&ﬂmﬂ/ TR TRV A Qr Clinical Research and Development on Western Drug and

=

Traditional Chinese Medicine Interaction in Taiwan ;% CDE' Current Drug Master File (DMF)

Status in Taiwan | °
[E FF”ZD FE*It > CDE ﬁ AT EET = ﬁff[ﬁ' At = ~ TFDA Mg UR| RET e~
SR 02 5 SRR AR
1. Streamlining of Clinical Trial Review Process in Asian Pacific Region
Description:
Asian regulatory agencies, like the Singapore Health Sciences Authority and the Korea
FDA, were relocated into biotech science parks, and Taiwan has developed a strategy of a
supra-incubator center to become a proactive supporter of global drug development. In
this session, we will examine these strategies and outcomes of new drug development
from Singapore, Korea, and Taiwan.
2. Recent Advancement of HTA and Its Impact on Health Care Reform and Product Life
Cycle Management in the Asian Pacific Region

Description:

To maximize the value of medicines while managing limited medical resources, many
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national and private insurers are applying a Health Technology Assessment (HTA) as a

support for the decision-making process. This symposium will cover the use of HTA in

three international examples, including discussions of comparative effectiveness analysis,

managed entry agreements, and orphan drug designations.

3. Asian Regulatory Agencies Relocated into Biotech Science Park as a Strategy for Global
Drug Development

Description:

With global development, Asian regulatory agencies are streamlining the clinical trial

process. Taiwan 1s adapting the Clinical Trial Notification (CTN) and Clinical Trial

Exemption (CTX). system. Korea and Japan have enhanced the review of the clinical trial.

This session will discuss revolutionary measures

and 1mpacts.

4. Current Advancement of Regulatory Reform for Medical Devices in Asian Pacific and Its
Strategic Impact

Description:

The symposium will discuss the current advancement of regulatory pathway, the reform of

related regulations, and the impact on industry. The harmonization effort initiated by Global

Harmonization Task Force (GHTF), Asian Harmonization Working Party (AHWP), and the

Regional Harmonization Steering Committee of APEC Life Science Forum will be discussed.

Experience will be shared from industrial and regulatory perspectives.

5. The Use of Health Technology Assessment (HTA) for Access and Resource Allocation
Decision Making: International Examples

Description:

To maximize the value of medicines while managing limited medical resources, many

national and private insurers are applying a Health Technology Assessment (HTA) as a

support for the decision-making process. This symposium will cover the use of HTA in three

international examples, including discussions of comparative effectiveness analysis, managed

entry agreements, and risk share agreements.
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Track

Track Title

Related Interest Areas

Clinical Research (CR), Research and

g’;ack Clinical Operations Development (RD) Investigative Sites
(1S), Manufacturing (MF)
Track | Project/Portfolio Management and Project Management (PM), Financing
02 Strategic Planning (FI), Strategic Planning (SP)
Track | Innovative Partnering Models and .
03 Outsourcing Strategi%s Outsourcing (OS)
Track | Nonclinical and Translational Biotechnology (BT), Nonclinical (NC),
04 Development/Early Phase Clinical Pharmacology (PC)
Development
géaCk Product Advertising and Marketing Qtl\;ﬁ;ttliﬂg%\aﬂr:g)Promotlon (AP),
Track | Medical Writing and Medical Medical Writing (MW), Medical
06 Communications Communication (MC)
Track | Processes and Technologies for Information Technology (IT), eClinical
07 Clinical Research (EC), Clinical Data Management (CDM),
Study Endpoints (SE), Document
Management (DM), Validation (VA)
géaCk Regulatory Affairs and Submissions ?Segtélg;ory Affairs (RA), Submissions
Track . i . . Combination Products (CmbP), Medical
09 Medical Diagnostics and Devices Devices and Diagnostic(s (MD)D)
Track | Public Policy/HealthCare Public Policy, Law, Corporate
10 Compliance/Regulatory Law Compliance (PPLCC)
Track | Compliance to Good Clinical
11 Practice (GCP), Good Laboratory Good Clinical Practices (GCP), Quality
Practice (GLP), and Quality Assurance and Quality Control (QA/QC)
Assurance (QA)
'1I'£ack Pharmaceutical Quality E:Chl\e/lng)stry, Manufacturing and Controls
Track | Health Economics and Outcomes Comparative Effectiveness/Health
13 (HEO)/Comparative Effectiveness Technology Assessment/Evidence-based
Research (CER)/Health Technology | Medicine (CEHTAEbM), Pricing and
Assessment (HTA) Reimbursement (PR)
Track | Clinical Safety and Clinical Safety and Pharmacovigilance
14 Pharmacovigilance (CP)
Igack _?_Laitr:itilrc]:gl Science and Quantitative Statistics (ST)
Track Professional Development Professional Education, Training &
16 Development (PETD)
Track | Global Regulatory Includes program offerings hosted by a
17 specific Regulatory Agency such as the

FDA, US; SFDA, China; European Union;
PMDA, Japan; Health Canada, Canada;
etc. See page 6 for more information.




Track

18 Rare/Neglected Diseases Rare and Neglected Diseases (RND)
Track | SIAC (Special Interest Area ALL
19 Community) Showcase

Track | Executive Program: Pioneering

20 Partnerships See page 7 for additional details

;{aCk Late-breaker ALL
Track
22 White Paper Showcase ALL
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