WY ESTLEAN0 I WTELLED
CLINICAT IRIALS

It is one of Clinical Re  search Centre’s (CRC) missions to promote and
support clinical re  search in Mal ays ia.

The Clinical Trial Unit (CTU) of the CRC is tasked with oper ating CRC's
Inv estiga tor Initi ate d Clinical Trial (Il T) pro gram.
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WHAT IS INVESTIGAT  OR INITIATED CLINI CAL TRIALS?

CRC wishes to impove Malaysia's contribution to the therapeutic evidence base
especially in clinical areas refant to our populations health.

Much of these work are undertaken by the pharma & biotech industry usually on a
contract basis and our presentcontribution in this is sadly negligiblegven the dearth of
clinical trial publi@ations from Malgsia.

MINISTRY OF HEALTH MALAYSIA

Bu it is CRG®m conviction that Malgsian invedigators are capable of original Reseanch; that mattens to fraticuts
work too and given the right supporting environmethey could rise to Tel 03-4043 9400 / 4043 9300

the challenge. Fax (8- 4043 9500




IT progr am?
CRC apprectas that for quality trialsto be conducted in - The IIT program was therefore launched

Malayda and br trial results to ke published in eputable 0 v t id tical help t
international journals,we wil need moe than just an Speci: cally to provide practica €lp to

original idea (which nevertheless is still \ery crucial)We invesigators to initiate clinical trials.

know this because CRC probabihas the kest track ecord L.
in clinical trials among Malgsian research institutions TheClinical Research Centre, a partner you

can count on, is commitied to helping you

Investigabrs will need money, <ills and help. As a achieve faster and better results.

clinical trial involvespatients as human esearch subjects
investigators will also need d comply with relevant  Regster yoursef as a Clinical Invegigator

ggydeerlri]:;irt regulations and international ethical with the CRC at www.nmrr.gov.my

# How the lIT progr am can be of help?

1. Research Gants
CF alloates research grants for thisvadgigator Initiated Clini@l Tial (IIT) pogram.

2. Compliance
Prectical assistance and subsidies to comply with GNIPI research guideline and applicable
regulations.

Tiial registration.
Ethics and reguléory authority submission.
Tial insurane.
Pofessional indemniy.
Camtract administation (for Invegigator Initiated Clinial Tial (1IT) funded by eternal third patrty).
3. Trial services
A range of professional clinical trial services:
Tiial design and probcol development.
Pdient Information Sheet/Informed Consent Form development.
Sudy initiation, monitoring and closeout.
MRS central randomizatiorr€fer to next page).
Daa management.
Pharmaavigilance
Bbstatistics.
4. Medical Writing
CRC prvides assistance in writing manuscripts for submission to reputable international journals.

CRC probably publishes more clinical trial pulalimns than any other Malgsian research institutions
(refer to back page).

5. Education & Training
- Invedigators will be given priority to attend CR&highly popular GCP certi@tion course fully
sponsored by CRC of courggRCconducts 12 to 25 of these courses a year around the nationwide.

Caduct research training courses particularly for clinical trial:

- Qinical Trial Design and B®tocol Development.
- dinical Research Ethics.

- dinical Roject Management .

- dinical Trial Management.

- Medical Scienti®Writing.

Cortact CTU / ACRPM (www.acrpm.com.myhdim@ more and to resegyour place



What is IVRS Ce ntral
Randomiz ati on?

A fully integrated system powered by
robust IVR (lteractive Voice Regponse)
and Web technologies to supprt various
randomization methods.

Why y ou s hou Id use this

serv ice ?

@ High standad and cucial entral
randomization service in Malgsia.

@ Elminate  selection bias and
predictability of treatment
assignment.

@ Reauce phone all mst by using web
randomization.

@ Seurity features peventing prank
randomization.

Key Features
Around-the-clock, 24/7 aailability.
Randomization via phone or web.
Smultaneous Bndomizaion with
multiple phone lines and unlimied

IVR and Web Randomization Flow Process

Investigator

Internet

Assgn Randomization
code to Subject

Web
Randomization

Update
database

Rardomization
database

Web access.

Support various mndomizaion methods:
simple, block, strati®ed and etc.
Supports toll-free 1800 number.

Data Security: Usea authertication,
encryption, @ewall, antivirus and at.
Fully automated including mndomization
reports sending.

Real-time study recruitment reporting.
Integrated with other trial sptems
such as clinical supplies stem hence
optimizing medication supply chain
processes

Helpdesk sugport.

How does it work?

It can be eaily summed up in thedllowing

3 steps:

1. ACCQJNT ACTIVATION (Ma phone or
web).

2. RANDOMIZATION(via phone or web).

3. NOTIFIGATIONreport sert automatically
to you.

New ly

lau nch ed

1800 phone Sponsors and
cell Monitors

IVR
Randomization

Faxand email the
Rardomization

Report
Update w

database

Gererate Rardomization Report

Toaccess the Central Randomization seejlease contact CTU, CRC.



CRC track record of Clinical Trial
publications
1. OralDiosmectite ReducesStool Output and Darrhea

Duration in Children With Acute Watery Diarrhea Clin
Gadroenterol Hepatol. 2009; 7: 456+462

An Observational hort Study to determine the
long-term Safety and E®cacy of Bogeneric Bpoetin
treatment for renal anaemia in paents with Chronic
Kidney DiseaseNephrology 2009; 14: 264

A randomized controlled trial to evaduate efiects of
conversion 0 low calcium diasylte in stable GQ\PD
patients,Nephrology 2008Vol 13 (Sup 1): A77
Efeects of a ®&ed combination of perindopril and
indapamide on macovascular & miocovascular
outcomes in pdients with type 2 diabetesmellitus (the
Advance Trial): a mndomized controlled trial Lancet
2007; 370: 829-40

A randomizedcontrolled trial of conversion b genelic
cydosporine in stable renal &nsplart recipients J An
SocNephrology 2007; 18: 235A

A Randomized Multi-center, pen label trial to
establish the theapeutic equivalene between Bprex!
and a biogeneric epoetin GgEPO" in patients on
HemodialysisNephrology 2007; 12: 431-436

A randomised stugt comparing the ef@acy and saéty
of rosuvastatin with atorvastatin for achieving lipid
goals in clinical pactice in Asian p#ents at high risk
of CVD disease (DISWERY-gia stud).Cur Med Res
Opin 2007; 23(12):3055 +3068

A Randomised Multi-center, Qpen label trial to establish
the therapeutic equivalene between AndyDisc! and
Ultrabag! in patients on CAPD.Am J Kdney Disease
2006; 48(3): 464-472

Ong oin g lIT projects supported by this progr

Already we are witnessing a minidom in 1ITs in Malgsia

Ongoing IITs

A.

CRC / MOH Funding

| A Phase |Il, Ramdomized controlled trial of
Fogan-mediated Fhotodynamic themapy versus
Brechytherapy in paients with Recurrent or
Persistent Nasopharyngeal Carcinoma.

| Anopen lakeled, multicentre, mndomizedphase Il
trial of combination Gencitabine and @rboplatin
chemotherapy in pdients with metastaic or
recurrent Nasopharyngeal Carcinoma.

| A multi centre, open label, parallel group,
randomized controlled trial to compare the sakty
and ef&ecy of oral Riricalcitolversus oral @lcitriol
in the treatment of se@ndaryhyperparathyroidism
in chronic kidney disease p#ents undergoing
dialysis.

| Impact Of Phamaceutical Cae Rogramme On
Qudlity Of Life (Qol) In Pediatric Asthma.

| Novel Angioplasty Using Coronary Accessor.

| The Rde of Palm Bsed \tamin E in Btablished
Diabetic \asculopathy.

| Rardomized Conparison of Qoronary Artery
Bypass Sugery and. Ewerolimus-Huting Sent
Implantation in the Treatment of Patients with
Multivessel Coronary Aery Disease.

10.

11.

Rardomized controlled trial of pulse irtravenous
cydophosphamide \ersus nycophenolate mote® in
the induction therapy of proliferative lupus nephiitis.
Nephrology 2005; 10: 504-510

A Multi-center, Qpen label, Randomized Cortrolled
Ef&acy studyof Direct Coronary stenting comparingto
Conventional stenting in Diabetic patierts undeigoing
Elective angioplasty for Caonary Artery Disease
(DECIDE trialhmHeart J 2004; 148: 1007-1010

A Randomised Multi-center, Qpen label trial to establish
the therapeutic equivalene between Carex! and
Ultra! in patients on CAPDPeiit Dial Int. 2003; 23: (Sup
2) S131-S135

am

International / Other applicable Grants

Heat Outcomes Pevention Evaluation (HOPE)-3.

A multicenter,randomizedPHASE IIt&ly on Rtuximab
as mairienance treatmentvs. Obsenation alone in
patients with aggressive B-cell lymphoma: NHL-13.
Phase I/ll 8udy of SIR-SPHERES! plus $BRNIB as
First Line Treatment in Patients with Non-Resectable
Primary Hepabcellular Carcinoma.

Taigeted Oxygenation in Resuscitation of Fremature
Infants and Bevelopmental Outmme - A Rndomised
Cortrolled Trial to evaluate ef®@acy and safey.
Identi®aion of Men with a genetic pedisposition
to Prostate Gancer. Targeted sceening in BRA1 ard
BRCA2 mutation carriers and controls.

Optimization of Treament of Advanced Non-SmallCel
Lung Cancer Using Radiotherapy and Chemotherapy.
Comparison of topical Glyceryl Tinitrate ointment
and oral Anlodipine in the treatment of chronic anal
®sure.

Study of HEART and Renal Protection (SHARP).
The ENGMA-II Tial: Nitrous Oxide anaesthesia and
cardiac morbidity ater mgor sumgery: a randomised
controlled trial.

Efectiveness in Angle closar Gaucoma of Lens
Extraction.



