
































































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



Activities:
Dialogue with Industries and Investigators  

Survey on research infrastructure 

Guidelines drafting & implementation: Good Clinical 
Practice (GCP),  Bioequivalence (BE), Good Lab 
Practice (GLP)

Training on GCP/GLP

Inspection of clinical trial sites to check compliance

Review processes for application of clinical trials

Regulatory guidelines: Application to Conduct Drug-
Related CT, for Application For Clinical Trial Import 
License (CTIL)

As testimony to the government of Malaysia’s commitment to support 
clinical research, the NCCR is chaired by the MOH Director-General 

himself

Objectives : 
Infrastructure 
development, 
Training and Advisory 
on  
regulation of clinical 
research

National Committee for Clinical Research 
(NCCR) www.nccr.gov.my



Guidelines and Legal Requirements

Guidelines:
Malaysian Guidelines for GCP (Updated 2004)
Guidelines for Application to Conduct Drug-Related Clinical 
Trials in Malaysia( 2nd edition) 

Guidelines for Application of Clinical Trial Import License 
(CTIL) and Clinical Trial Exemption (CTX) in Malaysia 
National Institutes of Health (NIH) Guideline for Research 
conduct in MOH

Laws
Control of Drugs and Cosmetics Regulation 1984
The Poison Regulation (Psychotropic Substances) 1989
Sale of Drugs Act 1952



What are our competitive strengths?

The Power Of Network

Modern Healthcare Infrastructure with 
state-of-the-art medical equipment

Experienced, GCP-Trained Investigators

English, the primary language

Reliable Oversight by a Centralised 
Institutional Review Board

Strong and Committed Government Support

Multi ethnic population
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Malaysian Clinical 
Investigators

• 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



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 8



Clinical Trial in Malaysia
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*Source: Data of registered CT (1996-2006), National Pharmaceutical Control Bureau (NPCB) & 2007-

2009, National Medical Research Register (NMRR) 

Clinical Trials in Malaysia



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 

(1)

Merck, Sharp & Dohme 

(7)

Pfizer Inc (6)

4 Bristol-Myers (1) Novartis (7) Novartis (6)

5 La Jolla Pharmaceutical 

(1)

Boehringer Ingelheim 

(7)

Novo Nordisk Pharma(6)

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) Astrazeneca (2) 

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

Breakdown of top 10 sponsors found in 
NMRR registration



International CROs:

• Quintiles

• PAREXEL

• INC (formerly MDS)

• Covance

• Pharmanet

• PPDi

• The George Institute for International Health

• Novotech

Plus Four (4) locally incorporated CRO

CROs in Malaysia



National Medical Research Register

Evolution of National Medical Research Register

(www.nmrr.gov.my )

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



NMRR: Investigator Directory



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

World Medical Association Declaration of 
Helsinki 2008

Director General of  Health Malaysia Circular
BIL. 9/2007



NMRR: Research Directory



Audit & Regulatory Inspection

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

Sponsor pre-qualification or on-study audit

Pfizer, Sanofi-Aventis, B Braun, Beaufour 

Ipsen, Mitsubishi Pharma, etc etc

Regulatory inspection

European Medicines Agency (EMEA)

Food and Drug Administration (FDA)



International Linkages

Asian Clinical Trial Network: partners in Korea, 

Taiwan and Vietnam

Other partners in Asia: Singapore, Thailand, 

Philippines, and Australia

Aga Khan University Pakistan

International Clinical Epidemiology Network 

(INCLEN)



4. Investigator Initiated Research (IIR/ IIT)

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

Fill critical knowledge gap relevant to 
Malaysian public health

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



ACCOMPLISHMENTS



CRC Research Publication Output

Year # journal 
publications

# publications 
in JIF>1

# research or 
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



MOVING FORWARD……



Where do we go from here?

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

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

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



Strategic Plans

Four key actions under RM10

1. Corporatized Entity (100% 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

2. Increase required human capital 

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

4. Human subject protection: Stringent and 
independent review & ongoing oversight



...that create 

positive outcomes

...that create 

positive outcomes

Patient
access

Innovation
capabilities

Physician
capabilities

Publications
and

reputation

Social and economic
impact

...to drive key 

success 

factors ...

...to drive key 

success 

factors ...

Speed

Clinical research ecosystem: 

strengthening the pillars within a 

supportive framework ...

Clinical research ecosystem: 

strengthening the pillars within a 

supportive framework ...

Governance

Human
capital

Scope of trials

Process Resource

Research culture

1

5

3

Organisation

2

4

Proposal: build strong capabilities housed within an 
optimal framework 



Case Study: Refining Clinical 

Research Infrastructure

Featuring:

•Malaysian Healthcare and Clinical Research 
Infrastructure

•Industry-Sponsored Clinical Trials in Malaysia

•Refining Clinical Research Infrastructure in Malaysia

Clinical Trial Magnifier

Jun 2010

Volume 3, Issue 3

Pg 203-218

http://www.clinicaltrialmagnifier.com/archive.aspx



Grow Malaysia's 
Clinical Research Ecosystem

Grow pool of 
investigators, 

site 
coordinators

Tap larger pool 
of patients

Optimise ethics 
and regulatory 

processes

Attract more 
international 

and local 
sponsors

Grow number of 
contract research 
org and improve 
site management 

Transform 
MOH's One-
Stop Centre 

into a business 
entity

Build 
Malaysia's 

reputation as 
clinical trial hub

Expand scope 
of trials: Early 
Phases, Stem 

Cell, traditional, 
Genomics  

Facilitate 
bioavailability & 
bioequivalence 
development

Clinical 
Trials

800 / yr

Increase sites:

MOH/ Uni/ Private



Further Strengthening of Research 
collaboration

1. Network of CRCs in 

Malaysia: MOH+ 

University+ Private sectors

2. Cooperative Clinical 

Research Groups (CRG)

3. Public-Private partnership: 

engaging private sector 

partners 

4. Biotech Corp & MIDA:
Working with other 

government agencies with 

overlapping responsibility

5. International linkages
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Guidelines:
Malaysian Guidelines for GCP (Updated 2004)
Guidelines for Application to Conduct Drug-Related Clinical 
Trials in Malaysia( 2nd edition) 

Guidelines for Application of Clinical Trial Import License 
(CTIL) and Clinical Trial Exemption (CTX) in Malaysia 
National Institutes of Health (NIH) Guideline for Research 
conduct in MOH

Laws
Control of Drugs and Cosmetics Regulation 1984
The Poison Regulation (Psychotropic Substances) 1989
Sale of Drugs Act 1952

KIV: : Malaysia 

Clinical Trial Act 

2020 ?

Guidelines and Legal Requirements



Thank You

www.crc.gov.mywww.crc.gov.mywww.crc.gov.mywww.crc.gov.my


