































































































Malaysian government commitment to
Contract Clinical Research

“ To drive industrialization to a higher

level of global competitiveness....

.. this is a critical endeavor for our
national mission to attain developed

nation status under Vision 2020”

Prime Minister Malaysia,

... Contract Clinical Research is a
targeted industry in IMP3
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Guidelines and Legal Requirements

Guidelines:
B Malaysian Guidelines for GCP (Updated 2004)

B Guidelines for Application to Conduct Drug-Related Clinical
Trials in Malaysia( 2nd edition)

E  Guidelines for Application of Clinical Trial Import License
(CTIL) and Clinical Trial Exemption (CTX) in Malaysia

B National Institutes of Health (NIH) Guideline for Research
conduct in MOH

Laws

E Control of Drugs and Cosmetics Regulation 1984

B The Poison Regulation (Psychotropic Substances) 1989
B Sale of Drugs Act 1952
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What are our competitive strengths?
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* A large pool of experienced,
qualified and English literate Clinical
Investigators

 Leading therapeutic areas:

Cardiovascular, Diabetes, Oncology,
Hepatology, Infectious disease,
Psychiatry, Paediatric and
Nephrology

» Good Clinical Practice certification
requirement

» Experienced trial sites familiar with
requirements for effective patient
recruitment and retention, reporting of
clinical & AE data, Investigative
Product (IP) accountability, and study

documentation
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Number of Clinical Trial Applications by Therapeutic
Class 2000-2008

Therapeutic area No.
DRUGS USED IN DIABETES 49
CARDIOVASCULAR SYSTEMS 40
CYTOTOXIC DRUGS 36
ANTIVIRAL DRUGS 33
DRUGS USE IN PSYCHOSES 27
ANAEMIAS & OTHER BLOOD DISORDERS 24
ONCOLOGY DRUG 24
ANTIBACTERIAL DRUGS 19
RESPIRATORY SYSTEM 19
LIPID LOWERING DRUGS 14
DRUGS FOR GENITO-URINARY DISORDERS 12
GASTROINTESTINAL SYSTEMS 12
MUSCULOSKELETAL & JOINT DISEASE 11
FOOD SUPPLEMENT/TRADITIONAL MEDICINE 10
DRUGS AFFECTING BONE METABOLISM 8
IMMUNOLOGICAL PRODUCTS & VACCINES
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Registered Clinical Trials

Clinical Trials in Malaysia
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*Source: Data of registered CT (1996-2006), National Pharmaceutical Control Bureau
2009, National Medical Research Register (NMRR)
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Breakdown of top 10 sponsors found In
NMRR registration

No 2007 2008 2009
1 Sanofi Aventis (2) Sanofi Aventis (8) Merck, Sharp & Dohme ( 9)
2 Pfizer Inc (1) Pfizer Inc (7) Johnson&Johnson (7)
3 Merck, Sharp & Dohme | Merck, Sharp & Dohme Pfizer Inc (6)
(1) (7)
4 Bristol-Myers (1) Novartis (7) Novartis (6)
S La Jolla Pharmaceutical | Boehringer Ingelheim Novo Nordisk Pharma(6)
(1) (7)
6 Australian NHMRC (1) Bayer AG (6) Takeda Global Research (3)
7 Welcome Trust (1) Johnson&Johnson (6) Roche (2)
8 Johnson&Johnson (1) Eli Lilly (5) Otsuka Pharmaceutical (2)
9 Roche (5) Sanofi Aventis (2)
10 Astrazeneca (4) Astraze

*Note: NMRR started in year 2007 and all figure based NMRR registration.
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CROs in Malaysia

International CROs:

*  Quintiles

« PAREXEL

 INC (formerly MDS)

« Covance

« Pharmanet

« PPDi

« The George Institute for International Health
 Novotech

Plus Four (4) locally incorporated CRO
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National Medical Research Register

Evolution of National Medical Research Reqister
( )
Online system to support management of NIH research;
«  Online research registration
«  Online submission,
Online review & approval of MOH research

Local Clinical trial registration: the registered research
constitutes a database of ongoing and completed medical
research projects in MOH,;

NMRR set to become a National research database when it

integrates the data from academia
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NMRR: Investigator Directory

Search Guidelines
Yo can SEARCH the omline Registry using the following criteria

+ By Research titls (Exaple: Typing DEF - Will SEARCH and display ABC DEF GHI), and
+ By Research type and Clinical vesearch sub type and Investigational sites and NIH Institute and Study Condition and Recruitrent status (Select ALL or choose from the drop dowm list)

Investigatar Name Contain (%5%) |

Institution Contain (*54) |

State Equalta (5) ALL v

Specialty Equalto{5) ALL

Sub Specialty Equaltois) ALL

General Area Equaltais) Cliniical Research

Disease Area Equaltois) ALL

Therapeutic Area Equaltois) ALl v
Investigator Directory List
No. |Title Investigator Name Institution Specialty With GCP Cert  |With GCP Grandfather Status
1 |Ms ‘Aisyah Ruslan Clinical Research Centre, Selayang Hospital Others
»oor Aaran Femandez Universiti Kehangzaan Malaysia Hospital Payihiatry
3 |Dr Aaron Paul Hospital Kuala Lumpur Qrthopaedics
4 [Mr Ald Manaf Al Management & Science University (M3U) Others
5 |Dr Abd Rahman Husin Fejabat kesihatan Muar Family medicine
6 |Mr Abdol Malek hin Abd AZiz Hospital Melaka Pharmacy
T |Mr Abdul Haniff hin Mohamad Yahaya Teluk Intan Hospital Pharmacy
8 |Professor iadya Dr Apdul Jalil Bin Nordin Universiti Putra Malaysia (UPM) Radinlogy
q |0r Abdul Jamal bin Mohd. Thalha kuala Lurpur Hazpital Orthopaedics
10 |Dr Abdul Kahir bin Misnan Hospital Universiti Kebangsaan Malaysia (HUKN) Medical Library Qrthopaedics
11 |0r Abdul karim Abdullah Tuanku Fauziah Haspital, Kangar Medicine
12 |Dr. Abdul Karim Bin Haji Tajudin Hospital Serdang Others
13 |Or Abdul karim Russ Bin Hassan University Kuala Lumpur - Royal College of Medicing Perak (UnikL- RCMP) Others
14 |Prof Abdul Rashid hin Abdul Rahman Cyherjava University College of Medical Sciences Medicine
15 |Dato' Dr Haji Abdul Razak Abdul Muttalif Pulau Pinang Hospital Medicine
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NMRR: Conform!

The National Medical Research Register (NMRR) conforms with International Practice
that all Clinical Trials should be registered with a public accessible database before
enrollment of the first patient into any clinical trial.

ICMJE September 2004

Clinical Trial Registration: A Statement from the International
Committee of Medical Journal Editors

World Medical Association Declaration of
Helsinki 2008

WORLD MEDICAL ASSOCIATION DECLARATION OF HELSINKI
Ethical Principles for Medical Research Involving Human Subjects

Adopted by the 18th WhA General Assembly, Helsinki, Finland. June 1964, and amended by the:

Director General of Health Malaysia Circular
BIL. 9/2007

SURAT PEKELILING KETLIA PENGARAH KESIHATAN MALAYSIA BIL9/2007

RARISPAMDIUAN FHSTITUT KESIHATAN HEGARA MEHSEMHAI PCHYCLIGIKAN WA Hs
DAL AMEAN O INSTITUS DAN FARILITI KFMERNTERLAM HESIHATAMN FMALAYESLA
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NMRR: Research Directory

Search Guidelines
Tou can SEARCH the online Registry using the following criteria :

+ By Investigator Mame (Exarple: Typing DEF - Will SEARCH and display ABC DEF GHI), and
+ By State and Specialty and Sub Speciatty mnd General &rea and Stody Condition and Recrutraent status (Select ALL o7 choose from the drop down list)

Researth Tille Contain (*5%) v \
Research Type Equalta(s) Clinical v
Clinical Research Sub Type Equalto (5) » Interventional Study : Clinical Trial v
Condition Contain (*5%) \
Recruitment Status Equalto (5) » Recruiting v
Show | Show all

Public Directory Of Medical Research List

Research - Research  |Recruitment  |Date
bl Id FEEHIL Type Status Registered
1 161 An Observational Cohort Study to determine the long-term Safety and Efficacy of a Biogenetic Epoetin (GerEPO) treatment far renal anaemia in patients with Chranic Kidney Disease  [Clinical Recruiting 1 gfggr_-nznuus
3 |1g2 A 24-week prospective, multicentre, randomised, double-blind, placebo contralled study of DYSPORT® injection for the treatment of upper limb spasticity in early stroke, [Asian Clinical Recnting 30-08-2005
Botulinum Clinical Trial Designed for Early Stroke Spasticity) 08:26:00
EFFICACY OF SMECTAR IN COMBINATION WITH DRAL REHYDRATION IN THE TREATMENT OF ACLITE WATERY DIARRHEA IN INFANT AND CHILDREM. A Phase llb, placeha . . 09-05-2006
3 |188 " Clinical Recruiting oy
controlled randomized, double hlind, parallel groups, multicenter study 11:29:00
4 |BA4 THE EFFECTIVENESS OF EPIDURAL 0.5% LEVOBLIPIVAZINE WITH CLOMIDINE OR FEMTAMYL IN LOWER LIMB SURGERY Clinical Recruiting 12??28_'020007
5 1803 An open labeled, multicentre, randomized phase lltial of combination Gemeitabine and Catboplatin chematherapy in patients with metastatic ar recurrent Nasophanmoeal Carcinoma [Clinical Recruiting 13?0099_'02000?
Ulinical Study 1D 116134 A double-blind, randomised, parallekgrauy, placebo-cantralled study of the safaty, tolerability and eficacy follawing sequential dose regimens af Lu 1-13010 | .. . " 17122007
B 1089 ; A A Clinical Recruiting o
natients with schizophrenia 145200
) . . o . . . " 17122007
7109 Comparisan oftwo different intensive insulin therapy protacals inintensive care Clinical Recruiting 1B1£00
g |1209 Transcend (Telmisartan Randomised Assessment Study in ACE Intolerant Subjects with Cardiovascular Disease) Study Clinical Recruiting WDZTEJTUEUDDE
o o . ) - . " (7-01-2008
g 1 Sitaglintin versus glipizide in patients with end stage renal disease whao are on dialyisis. Clinical Recruiting 151900
Acrass over studyto evaluate the lipid altering efficacy of MK-0324B combination tablet camparad ta MK-0524A and simvastatin coadministration in patients with primary o " (7-01-2008
1011415 ) oo ; Clinical Recruiting -
hunerehnlesternlaemia & mived [inidaepmia 1RATN

Reseanch that mattens to patiente



Audit & Regulatory Inspection

Malaysia’s favorable experience with
sponsor’s audit and regulatory inspection

Sponsor pre-qualification or on-study audit

B Pfizer, Sanofi-Aventis, B Braun, Beaufour
lpsen, Mitsubishi Pharma, etc etc

Regulatory inspection
B European Medicines Agency (EMEA)
E Food and Drug Administration (FDA)

H{-
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International Linkages
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4. Investigator Initiated Research (lIR/ lIT)

Original clinical research work initiated and
conducted by Malaysian investigators to:

B Fill critical knowledge gap relevant to
Malaysian public health

B Enhance Malaysia’s contribution to the
clinical evidence base, especially in disease
& therapy areas relevant to our population’s
health
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ACCOMPLISHMENTS




CRC Research Publication Output

Year | #journal | # publications # research or
publications in JIF>1 registry reports

2002 4 4 0

2006 16 11 (69%) 2

2007 18 11 (69%) 2

2008 42 12 (28%) 14

2009 49 19 (37%) 13

Type of investigations ranged from case reports,
clinical trials, healthcare quality, health outcomes,
clinical epidemiology & health economics
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MOVING FORWARD......




Where do we go from here?

E Contract research: Corporatized under RM10,
incentive for MOH health professionals, but need
to strengthen human subject protection

B Data resources: Need assured funding support,
better access to available data sources,
strengthen IT and statistical capabillities

B Investigator initiated research: More original work,
better supported investigators, more competitive
grant awards
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Strategic Plans

Four key actions under RM10

. Corporatized Entity (700% govt owned; like Health
Tourism Council, Health promotion board) to manage
contract research: Marketing & business
development, hire & retain industry talents,
partner commercial CROs/SMOs etc

. Increase required human capital

. Incentivize MOH health professionals (doctors,
pharmacists, nurses etc.)

. Human subject protection: Stringent and
iIndependent review & ongoing oversughi=
RG
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Proposal: build strong capabilities housed within an
optimal framework

Clinical research ecosystem: ...to drive key
strengthening the pillars within a success ...that create
supportive framework ... factors ... positive outcomes

Q@

2 Scope of trials

Social and economic
impact

Patient Innovation
access apabilities

Publications
and
reputation

Physician
capabilities

Organisation

Research culture
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Featu ring'

Infrastructure
*Industry-Sponsored Clinical Trials in ,.
*Refining Clinical Research Infrastruct_&se.m‘ﬁ/lalay5|a-

- L~

Clinical Trial Magnifier
Jun 2010

Volume 3, Issue 3

Pg 203-218




Facilitate
bioavailability &
bioequivalence

development

Expand scope
of trials: Early
Phases, Stem
Cell, traditional
Genomics

Build
Malaysia's
reputation as
clinical trial hub

Grow Malaysia's
Clinical Research Ecosystem

=

Transform
MOH's One-
Stop Centre
into a business
entity

Increase sites:
MOH/ Uni/ Private

Clinical
Trials

Grow number of
contract research
org and improve
site management

Grow pool of
investigators,
site
coordinators

Tap larger pool
of patients

Optimise ethics
and regulatory
processes

Attract more
international
and local
sponsors
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Further Strengthening of Research

collaboration
Network of CRCs in YOU DON’T HAVE
o TO GO IT ALONE;
MalaYSIa MOH+ = The Collaborative Reseach Experience

University+ Private sectors

Cooperative Clinical
Research Groups (CRG)

Public-Private partnership:
engaging private sector
partners

Biotech Corp & MIDA:
Working with other
government agencies with
overlapping responsibility

International linkages

S srnes g
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Guidelines and Legal Requirements

: KIV Malay5|a o
 Clinical Trial Act =

: 2020 ? 989
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CRG HELPING THEM

GET RESULTS;

The Collaborative Research Experience

Research that maltens to paliente

Thank You

CLINICAL RESEARCH CENTRE
° ° ° Level 3, Dermatology Block, Kuala Lumpur Hospital
50586, Jin Pahang, Kuala Lumpur, Mal
= <
arrend to fati

aysia
2 Tel: 03-2692 4249/ 03-2691 1486 Fax: 03-2691 1682
centd  website: www.crc.gov.my




