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Taiwan EDA

Better Regulation, Better Life

TFDA / CENTER FOR DRUG EVALUATION, TAIWAN
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(1)

(2)

(3)

(4)

(5)
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(7)

Regulatory and GCP Quality Trends in Emerging Markets-Regulatory
Perspective.(+kis #12 1)

Recent Trend of Pharmaceutical Regulations in Taiwan.(& f? # % £)

Facilitate the Accessibility via Asia-Pacific Collaboration Network of Clinical
Trials for Orphan Drugs.(+k/5 &1 1)

Novel Development and Licensing Models: The Implications for HTAs and
Payers.(% & % # 7 &)

Recent Advancement of the Pharmaceutical Inspection Cooperation Scheme and
Good Manufacturing Practices in the Asian Pacific Region - TFDA Point of View.
(Epr=% L)

CMC Regulatory Pathways in the Emerging Markets-Perspective from Taiwan.
(B HARFE)

Evolution and Recent Reformation of Regulatory Framework of Medical Devices

in Asia pacific. (ki #12 1)




The Construction and Promotion of Medication-Used Safety Education for T-

Chinese Medicine in Taiwan §

=) S 7
] Mei-Yun Li, Tsui-Hsiu Kang, Henry L.H. Huang, Wan-Ru Yu, Tsung-T]| uang ) — 3 1
P! of Chinese Medicine and f , Ministry of Health Welfare, hiwan, R.0.C p <
i 6-hour lewring lesscn focusing on A Bret T enters or e education of mecicaton safety 1 .
v |0l Chiness Medicine’ was fcunded The bR

nteraction practce, and the tests
leaming. (Chieo-Hsung Lin. Taan Tradtional Chiness Medicine [, —=g
Cancal S Associston)

4 A Edeaming course conpgeied win powerpont suso and 2D
“Fundamantal of Chines Medcine” wes sstablished i crder 0.
e o

RESULTS

* E-leaming program
'

#.Ten
Tanwan [0 order 85 understand the knowiedge of genersl pke fn

e
s

i medicine use behavicr of general publc in Tawan. Thers wers 2

— 24 i2sor o Gt . o e vasd (Cronbaich 40374 The cuestonnas resuts show ft
hoseros Criess Makcries” wes et 5 The sxen of s Mm For examgle, b

O hokam, wickogy ang et o8t hecry, fve pariods and six ;

patmomechanan "

] oo - #5400c0-0-bko0s s channels b .

¥ 04 pater, ionttcason seny " x

Chang Gung Universty) "

(s L,

(z) it g

S AR 300 5 Bt 0 RIRAPM B 2 A 23 F(tracks) 0 ¢ 4E
m(Clinical Operations

mProject/Portfolio Management and Strategic Planning

m Innovative Partnering Models and Outsourcing Strategies

mNonclinical and Translational Development/Early Phase Clinical
Development

mRegulation of Product Advertising and Marketing in an
Ever-changing World

m Processes and Technologies for Clinical Research

m Regulatory Affairs and Submissions
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mMedical Devices, In Vitro Diagnostics, and Combination Products

mPublic Policy/ Health Care Compliance/ Law

m [nnovative Approaches to Ensuring Compliance with Good Clinical
Practice (GCP) and Quality Assurance (QA)

mPharmaceutical Quality Statistics

mHealth Economics and Outcomes (HEO)/Comparative Effectiveness
Research (CER)/Health Technology Assessment (HTA)

m(Clinical Safety and Pharmacovigilance

mStatistical Science and Quantitative Thinking

m Professional Development

m Rare/Orphan Diseases

mGlobal Regulatory

= Communities Showcase

m Executive Program

m Late Breaker

m fhite Paper Showcase

» [nnovation Theater

(=) %3 Genomics Institute of the Novartis Research Foundation (GNF)

iﬁiﬁﬁa%wxﬁgegmBﬂi’gﬁ;%%%&9¢%25§§

oy

B IR E T E R ok 2 F B Novartis enGNF s 888 > T 53 542 o A

(1) GNF @& 4
(2) 244 % :Novartis and Global Health: The Malaria.

(3) 44 % :Novartis and Innovation: The Future of Cell Therapies.

(4 7%z ER
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Clinical Trial ®NTUH CTC

Phasa | Trials WSponsored MPLinitiated

£ 00

“o 00

» 300

0 200

‘ull kbbbl

© 05 20 20 2099 2000 2011 2013 2013 °mwmmm»umz»u

Year
Our Process BNTUH CTC

= g\ Qg Education
http://www.gcre.vghtpe. gov.tw Service

General Clinical Research Center,

Taipei Veterans General Hospital

<4 Our Vision and Mission
5 t < Our Accreditations
= <% Our Advancing Clinical Trial
<> Our Process
Our Vision and Mission® VGHIPE < Our Strengths

Our vision:

To mmprove healthcare through developing
clinical studies and medical research m Taiwan
Our mission:

To provide high-quality clinical research
services to pharmaceutical, biotechnology and
medical device industries

To achieve a full-service of academuc research
organization and to offer a complete spectrum
of product development. clinical research,
regional studies and regulatory services in
Taiwan

Strengths * VGHTPE
# Great patient population
= Annual outpatients 2,000,000 .

= Annual inpatients 10,000 i i
) . . ®  Cardiovascular disease
» High quality academia = Neurodegenerative disease
i oo = Cancer treatment
= 600 original publication annually il el s S
= -10% clinical trial publication .
= 50 industrial investment 2

Advancing Clinical Trial * VGHTPE
2011-2013

80
60
40 I
20
. =]

Phase I Phase II Phase III Phase IV Others

250
Our Process® VGHTPE 200
Parallel track review system Ll
® TimelyIRBreview by 3 . *°
IRBs 50
®  Timely confract review ° - i
Focal International
- Roriniisted +sponsored

Our Accreditations * VGHTPE

it
FERCAP g
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Chang Gung Memarial Hospital

Clinical Trial Center of Chang Gung Memorial Hospital

Infrastructure of CTC in CGMH

Background

Chang Gung Memarial Hospital, Norem region
(Lnkou, Taipel, Keelung, Taoyuan) nas mare inan

G000 beds and serves more fhan 400,000
out-gatients 2 month. We are stl constantly siriving
o Improve oursees In senvice, teaching and

o November, we established Cinlcal Trial
TC} In CGMH o foster the growth of clinical
by means of ine highest etnical and
standards in a practical and cost effective
for new disgnostic and herapeutic

randomization, mankiering. and reparting to DSME..
«The Clinical Trial Canter servee 3s Ma Driage hat
‘connect e INQUSITY and 3C3deMie rE2arChars.
+CTC MaNtains a plyskian 0atanase enaving us io
Piace FEGEarch EXUTIES araund ine Institution.

Infrastructure of CTC

sCinical Trial Ward (8 beds) is located at 13F of
il

«Ciinlcal Trial Cinlc and Day Care and Therapy Unit

s located at 3 of Pathology Bullding.

*CONSIUCHON of pnase | unit (11 Deas) , Wil be

finished at May 2014

Clinical Trial Day Care and Therapy Unit

Parzllel Committees

ced Profocal Review Commides (PRC)
are avallzble o asslst young meslg:tnrs

m”‘mmr“ulam (nsnn) Is

.“Q Taipei Medical University ‘

/ ; :Joint Clinical Research Center
Pyt

»
[
A RENOWNED INTERNATIONAL CLINICAL TRIALS HUB

CENTERED IN RESPONSIVENESS, INNOVATION AND
RELEVANT OUTCOMES.

LEGH

\_/H Chang Gung Memorial Hospltal

Clinical Trial Center of Chang Gung Memorial Hospital

Sample Management & Laboratory Facilities

»Samgle Management
—Sample Managemen: oy LIS SyStem, fow 38 next

page
sLataratory faciities
—The pemanent CTC Isborstory and Tissue

Eanking Unit is located at Medical SUBIINg B1. The
FRoom

mOnEaning. All {EMperature 10gs are Srenived on site
for up to 10 years.

=d pharmacist recelve
products (IFs) and siore fhem
ccarding 1o the sponsers Insiruction

RE

Prn-stuuy Services

+Caleuiation and negetianan of Miemal and extemal
budgets for the CEMH with sutside sponsors.
sCommunication wiih the funding agency for all
Insial study adminisiration.

sConiract negaliation, fallow-up, and passage of the
CEMH administration.

wASEISENG In patient recrultment and enroliment, and
monitaring progress and qually assurance

Regulatory Services

+Draft of IRS submisslon and consent farms,
+Protocal tracung mreugh e RS,
wAsElst arar o IRE queries untl full

committee approval.
+Colection of all reguiatory oocuments and
malntenanoe of reguiatory binder

4 IRE auadts and

Inspection.

Study Services

wFull study coordination at CGMH

+Coordinate specimen pregaration, processing, and

shipping.

aClinical space for study visls and storage of

labaratory supplles.

ReQUr mestngs WEN the Invesiigatoris), or
ates.

Our Strengths

3 “dass A” hospitals in Taipei city (Taiwan)
equipped with overall 3000 beds and
3.540.000 OPD consults patients/year.
Over 60 beds dedicated to early diinical
studies.

trial personnel
project mansgers, coordinators, trial
iots. triol adeink ded

to respond every detail of your clinical trial
needs.

Commitment to quality and long term

Oi-0=

Clinical Trials @ TMU-JCRC

Teasteby
P s [

3 Global qualified sites and investigators.
Nationwide clinical trial consortium.

Solid pool of Asian Chinese trial subjects.

Standard infrastructure for cooperation in early and late clinical studies.
Commitment to a long term quality, responsiveness and innovation.
Open to broad cooperation with sponsors.

1F., No.1, Alley 59, Lane 220, Wuzing St., Xinyi Dist.,
mdqul._np.».q
2-27361661 EXt.7334

T
E-mait: jore@tmu.ed
nttp://ohrtmu.edu.tw/
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Carrying out Clinical Triols with Quality and
Cost-effectiveness

150/ EC 27001:2005 Carshied
we

CrmvicaL Triar CeENTER oF EXCELLENCE

Your Best GUARD FOR PROTECTING YOUR SAFETY!
Your Best SERVANT FOR CARRYING OuT CLiNICAL TRIALS!

Tek +836-4-22052121 ext 6033
Fax: +836-4-22064838

Website: www.cmuh cmu edu f

Clinical Trial Center
Maticaal Chang Kueg Univarainy Hosgital
NEKUWGTC

Tainan

Friendly Holptul Efficient Happy ’

Our vision and mission @ NCKUH CTC

Vision

NCKUH CTC creatos a friandty, helpful,
efficient, and happy setting for
conducting clinical trials, also dedicates
to promote the advances of medical
science.

Mission

NCKUH CTC, as a Center of Excellence
for Clinical Trials, cooperates with
industry and other research institutions
and provides a platform to conduct
intemational clinical trials, The Center
also aims to provide an outstanding
environment that allows the investigators
1o conduct high-quality clinical trials
safely, efficiently, and ethically.

Our Accreditations @ NCKUH CTC

 IRB FERCAP 2007

v 1 of Pathology 1SO 15189 2007

¥ Phase | canter 2009

¥ Regionai Center of Excellence for Clinical
Triats by the Minstry of Health and
Vielfare, Tawan 2005 through 2016

Our SMO @ NCKUH

A summary of the resources provided by
me Site Mmagemml Office inciude:

7 a-gmwmlwwM and
man
/ Fnanﬁl Sm contract management
T sdhveon s coopdotion
m

A= oy ML

Medical Service Capacities @ NCKUH

Emergency Services
Current average daily number of ER
visits is 230 people.

Inpationt Services
Provides alevelInpaient edcal care
with 1186 beds in regular ward:

intensive care with 134 1CU beds,

Outpatient clinics
The outpatient department serves 4500
10 5000 people in 60 to 70 clinics per
day.

Our facilities @ NCKUH CTC

valau relevant faciities, such as clinical
wards, outpatient clinics, and
nt research pharmacy for
investigative products.

Free EDC sefup
Phase | Center (44 beds)

15! Clinical Trial Center with In-house CRO & SMO

Nn.ovvw-dechnod Trial Consortium
Lcaiing Sk Ciricel Tl Commortn of 20 rcior i cares
Ty

Leading Tehwan Clincd Trdd Comsontivum for Schizophranc and
Othwer Mokl Discrders of 19 mediced conters and haspitals
Cammunity Mocicioa Network with rors $ien 150,000 regs-
sored Rusidts.

Rugona! (et Tohwun] Hositd Allionce of 12 Hasgitds.

@O HeelPEe

Collaborations Over 47 Phormocouticol Companiss & CROs

GTP Lab for Cell Therapy (First in Taiwan)

Pharmacy
An independent storage space in the
hospial pharmacy is well equipped for
investigators to store investigative
products.

Outpationt clinic for clinical trials
Having an independent outpatient clinic
that provides a private and comfortable
space for tnal subjects.

Ward for clinical trials
Provides 4 beds for early phase clinical
trials and 6 beds in a 24-hour running
oncology ward,

Spocimen handling room
Process specimens for overseas
transport and meet all the study
requirements

Data room
Effectively preserve the trisi-related
documents, and carefuly protect the

intellectual property of each clinical trials.

Conference and monitoring room
The room is equipped with complete
video-audio communication,

Our Services @ NCKUH CTC

Clinical trial coordination
¥ Investigator-initiated lriais

+ Phioae 11V uiimal tials for Uiy, inedival
foods

devices, and healthy
¥ Linkage with investgators
+ Consultations on various cinical trinis

Administrative support
Contract Legal representative review

v
¥ Budget review
< Information service

¥ Linkage 10 IR8 review

¥ ICH GCP training programs

Human resources
¥ Human resource support
¥ Data management

¥ Audit and inspection

¥ Data anslysis

Clinical Trials @ NCKUH CTC

(L

Contacts with NCKUH CTC

Add; Clinical Trigl Centar, NCKUH.
No.138, Sheng Li Road. Tainan, 704,

Tawan

- TEL;: +886-6-235-3535, ext 4269

. FAX: +886-6-3028163
ncku.ecu.twiesoc/

@ Cllnical Trial Center
e tinete

oty

il s S 201406

| -\
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