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Mission and VisionMission and Vision
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To ensure that drugs, innovative 
therapeutics, medical devices, health-
related products, irradiating apparatus 
and nuclear materials in Singapore are 
wisely regulated to meet appropriate 
standards of safety, quality and efficacy 

Health Products Regulation GroupHealth Products Regulation Group
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Singapore is a small country (697.1 sq km)

Total Population: 4.2 million

Resident Population: 3.44 million in 2003

Ethnic composition:
Chinese : 76.5%
Malay : 13.8%
Indians : 8.1%
Others : 1.6%

SingaporeSingapore
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Public Healthcare Delivery System

Aim: Greater integration with better quality healthcare 
services among public sector healthcare providers

Receive annual government subvention for the provision 
comprehensive and affordable healthcare services
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Public Healthcare Delivery System

Total: 11,795 hospital beds in 29 hospitals and speciality centres 

Ratio of 3.4 beds per 1,000 resident population
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SingHealth
Institutional Review Boards (7 IRBs)

Review, approve and monitor trials at institution level

National Healthcare Group 
Domain Specific Review Board (DSRB)

Functions like a central IRB for all 6 NHG 
institutions (Reviews trials under its 
respective scientific domain) 

Process of accreditation by the Association
for the Accreditation of Human Research 
Protection Program (US)

Research Ethics Review Committees
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1978

Licensing of clinical trials, establishment of the 
CT Regulations & the Medical Clinical Research 
Committee (MCRC*)

1998

Implementation of SG-GCP, revision of CT 
Regulations  

* MCRC: External advisory committee that reviews and advises
HSA on trial approvals and related matters

Regulation of Clinical Trials in SingaporeRegulation of Clinical Trials in Singapore
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Legislation for oversight of clinical drug trials : 

Medicines Act (Chapter 176, Sec 18 and 74)

Medicines (Clinical Trials) Regulations 

Singapore Guideline for Good Clinical Practice (SG-
GCP, adapted from ICH E6 on GCP)

All clinical drug trials conducted locally have to 
comply with these standards

Clinical Trial Oversight - Regulatory BasisClinical Trial Oversight - Regulatory Basis
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Parallel Submission to both IRB & HSA

Ethics and regulatory review and approval timelines   ∼
4-6 weeks

The Health Sciences Authority issues the regulatory 
approval in the form of a Clinical Trial Certificate

CTC validity: 2 years and specific for each study 
protocol, each PI and site involved in the study

The Licensing Authority for clinical trials under the 
Medicines Act is CEO HSA

Current Framework for Clinical TrialsCurrent Framework for Clinical Trials
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Phase 2000   2001   2002   2003   2004   2005   2006*
________________________________________________

I 21 19 20       24 31 44 20
II 44 50 52       19 49 50 16
III 63 68 97       91 88 90 56
IV 29 28 26       26 32 17 7

________________________________________________
157 165    195     160 200 201 99*

* Jan-Jun 2006

Number of Clinical Trial CertificatesNumber of Clinical Trial Certificates
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Clinical Trials Therapeutic Areas (2005)Clinical Trials Therapeutic Areas (2005)
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Clinical Trials Therapeutic Areas (2006)Clinical Trials Therapeutic Areas (2006)
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Strong growth of early phase studies with the establishment of Phase 
1 units in Singapore:

Lilly–NUS Centre for Clinical Pharmacology (National University of    
Singapore)

Pfizer Clinical Research Unit (Singapore General Hospital)

CGH – Clinical Trials Research Unit (Changi General Hospital)

NUH – Clinical Trials Unit (National University Hospital)

Clinical Trial TrendsClinical Trial Trends



All Rights Reserved 2006 Health Sciences Authority 22

Reasons for Growth of Early Phase Research

Early phase studies require small subject numbers and can be 
completed over a shorter period in a single site

Availability of dedicated resources and facilities providing the
full spectrum of scientific and technological expertise 

Singapore's Biomedical Sciences initiative is key in enabling 
MNC companies to set up dedicated phase I centres in 
Singapore and to conduct their drug development programme

Singapore will continue to support more of such studies to 
complement this strategy in knowledge-driven research

Clinical Trial TrendsClinical Trial Trends
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Strong research interest in Oncology & Hepatitis B Clinical 
experts/key opinion leaders to conduct these studies well. 
Excellent cancer research centres focusing in early drug 
trials, cancer pharmacology, cancer genetics, anti-
angiogenesis and cancer endemic in Asia

Multinational or global trials sponsored by pharmaceutical 
companies/CROs: 70-80% 

Multinational or global trials to support NDAs to major 
regulatory agencies: 50-60%

Bridging studies are not required for local drug registration 
because of market size and difficulty in identifying a 
homogenous population 

Clinical Trial TrendsClinical Trial Trends
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Biomedical Sciences Initiatives



All Rights Reserved 2006 Health Sciences Authority 26

Biomedical Sciences Initiatives
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Biomedical Sciences Initiatives

Direction for R&D and Life Sciences
Leverage existing platforms including A*STAR to tighten 
integration across healthcare institutions
Develop key research areas of strategic interest
Recruit effective research leaders

GAP
Enhancing regulatory framework
Develop human capital 
Establish research infrastructure
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Biomedical Sciences Initiatives

Research, Innovation 
& Enterprise Council
Advises the 
government on 
national research 
strategies
National Research 
Foundation
Looks into funding
long-term research in 
strategic areas
S$1.5 billion (₤$112 
billion YEN, 0.95 billion 
USD) over next 5 years 
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Biomedical Sciences Initiatives

Priorities for strategic research programmes for next 5 
years (2006 - 2010) for the Research, Innovation & 
Enterprise Council:
To build up core R&D capabilities in strategic areas 

To attract and develop a significant concentration of talent 
to sustain a critical mass of advanced research activity

Overall shift towards upstream basic scientific research and 
early phase clinical research to complement Singapore's 
strategy in translational research 

To develop Singapore as the best location in Asia for 
scientific proof of concept in man
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Expanding Regulatory Roles

Controller & Regulator

Nurturer & Facilitator

Convenor & Aggregator
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Changing Regulatory ParadigmsChanging Regulatory Paradigms

To facilitate global development:

• Wise Regulation
- Science based & 

appropriate knowledge application

• Regulatory Balance
- Risk based & relevant use of 

regulatory tools
- Protecting public health & 

expediting access to new medicines

• Increasing International Collaboration
- Sharing of information, expertise & best practice
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