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Clinical Trial @NTUH CTC

Phase | Trials W Sponsored PlInitioted

¢ e f . =
0 200
=@
3 hitp://www.ntuh.gov.tw/en/NCTRC/ Y = I ]
10 100
,llll ,I||||| |
NH o 2006 2007 2008 2000 2010 2011 2012 2013 2006 007 3008 3009 2010 01 2013 013
Year Year
Our Process @NTUH CTC
Dlfimely contract review

l—‘ L :l‘:}) ﬁ’
r'7} 7""5.;

7 e
=) —Q:h 2 g Wh Advancing Clinical Trial * VGHTPE
:T—'l = Education 20112013

160 » =100 sponsored clinical trials
{ annual
8 o http://www.gere.vghtpe.govtw Service :: b
s Multi-center trials >70%
i = ) General Clinical Research Center, ‘:: National lead investigators
: = Taipei St 5 R 5
= o a0 S Ts s
{ < Our Vision and Mission i S8 >
&1 1 ; < Our Accreditations =] [l
T i g‘" :""”"‘i"g Glinleat Triol ® Phasel Phase II Phase III Phase IV Others
< Our Process
Our Vision and Mission” VGHTPE < Our Strengths 250
Our vision: Qur Process“ VGHTPE 200

To improve healthcare through developing
clinical studies and medical research in Taiwan
Our mission:

Parallel track review system 150

= Timely IRB reviewby 3 %0
To provide high-quality clinical research IRBs 50
services to pharmaceutical. biotechnology and = Timely contract review ..

medical device industries

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

ta:nl International
— Plinitiated - Sponsored

-

Our Accreditations * VGHTPE

Strengths ® VGHTPE

= —
> Great patient population {

= Annual outpatients >2,000,000 e . . i FERCAP

= Annual inpatients >10,000 > Experiencod investigators
- - ” ®  Cardiovascular discase
> High quality academia = Neurodegenerative discase

s Gouee = Cancer treatment

®  >600 original publication annually 8 nl\en';d storage disorders

= >10%clinical trial publication = Stem cell the: i

= 50 industrial investment Mt

20



Clinical Trial Center
Mot Grarg Kung UnveraeyHospel
Nexamere

Tainan
" Friendiy Holptl L4
e o

Our vision and mission @ NCKUH CTC

Vision

NCKUH CTC cestes a endy. hlpu,
efficient, and happy sett

conducting clinical it ki dodicos
1o 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
international clinical trials. The Center
also aims to provide an outstanding
environment that allows the investigators
to conduct high-quality clnical trials
safely, efficiently, and ethically.
Our Accreditations @ NCKUH CTC
¥ IRB FERCAP 2007
 Department of Pathology ISO 15189 2007
¥ Phase | center 2009
¥ Regional Center of Excellence fov Clinical
Trials by the Ministry of Health
Welfare, Taiwan 2005 through 20|G
Our SMO @ NCKUH

A summary of the resources provided by
me Site Management Office include:

development
v mvmmm
4 Fm-ml ] contract management

Regulatory Review Process @ NCKUH

Medical Service Capacities @ NCKUH

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

Inpatient Services
Provides all-evel inpatient medical care
with 1186 beds in cegmarwards or
intensive care with 134 ICU beds

Outpatient clinics

The outpatient depariment serves 4500
105000 people in 60 to 70 clinics per
day.

Qur facilities @ NCKUH CTC

s 42 A B g
\‘ﬂ’/ fé;&:ﬁgﬂ

Clinical Trial Center of Chang Gung Memorial Hospital

Infrastructure of CTC in CGMH

Background

«Chang Gung Memorial Hospital, Northem region
Tai

ikt
=

‘...»-.

Clical e
wedanici | | ot

Facilities of CTC

«Ciinical Trials Support Office (CTSO) : Project
manager (PM) assist administration affairs (grant
application. IRB, agreement, and budget
management). Clinical research coordinators (CRC)
can assist i requiring resources for
patient  evaluations, maintaining compliance,
recording data, and collecting clinical samples.
Clinical research associate (CRA) will be doing
randomization, monitoring, and reporting to DSME.
The Ciinical Trial Center serves as the bridge that
connect the industry and academic researchers.
T

Pl studies around

Infrastructure of CTC

e e
P

Ciinical 'lnd Clinic and Day Care -nd Therapy Unit
is located at 3F of Pathology Buiklin

CConaniton of phase 1/t (1 beds) , WAl be
finished at May 2014,

Clinical Trial Day Care and Therapy Unit

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

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

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

‘Specimen handling room
Process specimens for overseas
transport and meet all the study
requirements.

Data room
Effectively preserve the tral-related
documents, and carefully protect the

intellectual property of each clinical trals.

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

Our Services @ NCKUH CTC
Clinical trial coordination

¥ Investigator-initiated trials
« Phase I-IV ciinical trials for drugs. medical
devices, and healhy foods

\/ﬂ Chang Gung Memoncl Hospital

Clinical Trial Center of Chang Gung Memorial Hospital

Sample Management & Laboratory Facilities

+Sample Manag

—Sample man‘mlt by LIMS system, flow as next

Il and_Tissu
Banking Unit is located at Medical Building B1. The

ssing Room is located

‘Specimen Proces
Bl recinan Procassing Roo ot o has one
nmwmr one -20°C freezer and one -80°C

3J.Allfreezers

have coninual alarmed, 24-hour  temperaturs

Administrative support

Contract /Legal representative review
Budget review

v
v

+ Information service:
+ Linkage to IR review
¥ ICH GCP training programs.
Human resources

¥ Human resource support

¥ Data management

v Auditand
+ Data analysis

Clinical Trials @ NCKUH CTC

i

Contacts with NCKUH CTC
Add: WIM Trial Center, NCKUH.

38, Sheng Li Road, Tainan, 704,

KESE

_HM

Pro- smdy Services

internal
budgets for the CGMH with outside sponsors.
eCommunication with the funding agency for all

monitoring. All temperature logs
forup 1o 10 years.

Chycng Huey Lai, MD
and Dire

Yung~chang Lin, M.D.
ciate prof and V

inical Trial Cente
‘ Hui-Hsin Leila Cheng
mi ef,

linical Trial Ce:

21

Inital study
‘sContract negotation. follow-up. and passage of the

‘sAssisting in patient recruitment and encollment, and
monitoring progress and quality assurance.

Regulatory Services

eDraft of IRB submission and consent forms.
sProtocol tracking through the IRB.

ehssist draft responses 1o IRB queries until full
committee approval

sColiection of all regulatory documents and
maintenance of regulatory binder,

inspection.

‘#Full study coordination at CGMH.

cordinate specimen preparation, processing, and
shipping.
Ciinical space for study visits and storage of
laboratory supplies.
#Regular meetings with the investigator(s), or
designated person for study updates.
sMonthly administration and  reconciiation  of

and



Tal|

Joint Clinical Research Center

Early Phase Clinical Trial Ward
B -

Our Strengths

3 “class 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 clinical
studies.

Experienced linical trial personnel (directors,
project managers, coordinators, trial
pharmacists, trial administrators) dedicated
to respond every detail of your clinical trial
needs.

»
>/
<
A

‘4¢ Taipei Medical University

:Joint Clinical Research Center

ry?
»

Commitment to quality and long term
partnership with sponsors and investigators.

eei-0™

A RENOWNED INTERNATIONAL CLINICAL TRIALS HUB
CENTERED IN RESPONSIVENESS, INNOVATION AND
RELEVANT OUTCOMES.

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.

CrnicAL Triar CENTER OF EXCELLENCE

Your Best GuarD For ProTECTING YOUR SAFETY!
Servant ForR CarryiNG Out

China Medical University Hospital Clinical Trial Cent

of Excellence

Address: No.2, Yuh Der Road
Talchung 40447
Talwan
Tel: +596-4-22052121 ext 6033
Fux: 1886-4.22064858
Email: hsucy63141@gm sil.com

Website: www.cmuh.cm

‘LINICAL TRIALS!

Gasrontestinal Roepstology
fectou dsesie

WBE/K
Phase L
Phase 2
mose3
hased

1., No.
Taipel

.1, Alley 59, Lane 220, Wuxing St., Xinyi Dist.,
110, Taiwan (RO.C.

i
886-2-27361661 Ext.7334
227323933

@tmu.edu.tw
tmu.edu.tw)

%

1%
%
%
o

Ax
3%
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Carrying cut Cliical Trils with Quality and
Comefactviness

1SO/EC 27001:2005 Corsiied

Viord-tooding Expertise

Cincol Triols end Clinicol Research

Stom Coll Research and Tharopy in Strcke Pafients
Irnovotive Applicaions o Trodonal hinese Medidne
Community Modicina Netwark for Out-Patiort Clnicc Tricks
Stote-Of TheArt Medical Devices for Disecse Trectment cnd
Provention

Patient Care

Fast Tradk of EC/IRB Review & Conroct Execution

Phose | o IV Triols St
and Studies Induding
PK/PD and BA/BE

"_ﬁ:lf‘i

Free EDC sefup
Phase | Center (44 beds)

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

MU Healtheare System
From Medical Center, Hospitals to Clinics

Worlds largest TCM database with more than sixty
thousands TCM compounds

Nationwide Clinical Triol Consortivm
\eoding Stoke Clinkal Tricl Consortium of 20 major medical camers.
Community Medicine Network with more then 150,000 regis-
tered Resic

Regional {Central Toiwar) Hospital Alliance of 12 Haspitols.
#@OOPom

Collborations Over 47 Pharmecsusicol Companies & CROs.

)
GTP Lab for Cell Therapy (First in Taiwan)
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