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The Singapore Clinical Research Institute (SCRI) is a national academic 
research organisation dedicated to enhancing the standards of human 
clinical research. To this end, it strives to develop core capabilities and 
scientific leadership in Singapore. 

SCRI is a wholly-owned subsidiary of MOH Holdings and it aims to improve 
patient care through the design and conduct of quality, cutting-edge 
clinical research. It collaborates and supports academic, public sector 
and industry-sponsored studies ranging from proof-of concept to late 
phase and epidemiological studies. While SCRI’s specific disease research 
portfolio includes many therapeutic areas, its capabilities also extend to 
pharmaceuticals, vaccines, as well as medical devices and procedural trials.

SCRI houses an experienced team of highly-qualified scientists and research 
staff, offering a comprehensive suite of clinical research capabilities. In 
line with its academic focus, many of its research scientists hold joint 
appointments as university teaching faculty. SCRI also spearheads the 
planning and delivery of training programmes on various aspects of clinical 
research.

SCRI collaborates with clinicians in the development of specific disease 
and practice-focused Clinical Research Networks, which translates the 
Communities of Practice concept into clinical research opportunities. 

SCRI’S HERITAGE

The Clinical Trials & Epidemiology Research Unit (CTERU) was established 
in November 1996 by the Ministry of Health (MOH) with funding from 
the National Medical Research Council (NMRC). CTERU’s goal was to 
provide essential infrastructure support for not-for-profit public-sector 
research. To achieve this goal, CTERU carried out multi-centre clinical 
trials, epidemiological and evidence-based medicine studies pegged at 
established international standards.

In September 2008, CTERU was restructured to become SCRI, a national 
academic clinical research institute. SCRI built upon the foundation of 
CTERU’s initial goals to develop enhanced resources and capabilities with 
the strategic intent of advancing and developing core capabilities and 
intellectual/scientific leadership. SCRI has since been breaking new ground 
in its clinical research together with its partners.

INTRODUCTION / ABOUT SCRI

ABOUT SCRI

EMPOWERING 
INNOVATORS
SCRI aspires to put Singapore on the world map 
for bench-to-bedside clinical innovations with 
dedicated management leading the way
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INTRODUCTION / CHAIRMAN’S MESSAGE: Professor Ranga Krishnan INTRODUCTION / CHAIRMAN’S MESSAGE: Professor Ranga Krishnan

SCRI has come far in six years, beginning with our original 
goals as an Academic Research Organisation (ARO), to serve 
as a coordinator for multi-centre clinical trials, combine trial 
competencies from industry and institutional entities under 
one roof and grow an overseas presence for clinical trials. 

We had also set out to provide infrastructure training and 
education for clinicians in the Singapore healthcare system, 
besides facilitating and supporting different hospitals in their 
clinical research endeavours with experienced personnel to 
coordinate studies for best outcomes. 

I am happy to share that SCRI has conducted 111 trials to date – 
an affirmation of the industry’s confidence in our abilities, and 
our quest has really only just begun.

Two years ago, the Clinical Trial Implementation Committee 
(CTIC) was set up to explore and oversee initiatives to improve 
Singapore’s clinical trial landscape. SCRI and NMRC was 
appointed joint secretariat on a mission to overcome the 
challenges that were presented in Singapore’s growth as a 
clinical trials hub.

SCRI has been running a number of initiatives to identify 
and coordinate elements in support of Singapore’s growth 
in clinical research. One such initiative is the development 
and management of the National Clinical Trial Dashboard 
– established to track and measure the performance and 
efficiency of clinical trials – which will provide insights into 
addressing industry issues. SCRI has also taken on oversight 
of developing a harmonised clinical trial insurance system for 
clinical research across different healthcare clusters, which 
will streamline the elements of multi-centre clinical trials.

We are also creating comprehensive legal and business 
consultation services for new clinical trials, so SCRI can be a 
one-stop communication point for discussions on legal support 
and contract negotiations. We hope that SCRI will be a rich 
resource to industrial collaborators, healthcare institutions 
and Clinical Research Organisations in initiating clinical trials, 
with support for the business elements and trial activities. 

We hope that SCRI will 
be a rich resource to 
industrial collaborators, 
healthcare institutions 
and Clinical Research 
Organisations in 
initiating clinical trials, 
with support for the 
business elements and 
trial activities. 

Professor Ranga Krishnan

As SCRI speeds on in its growth to support an 
evolving healthcare landscape, we recognise 
the roles of our Academic Medical Centres (AMC) 
in creating a Singapore hub for translational 
medical research beyond important clinical 
training for our future generations in healthcare. 
The National University Health System (NUHS) 
is now in its seventh year as an AMC and the 
partnership between SingHealth and Duke-NUS 
Graduate Medical School has been going strong 
for the last five years. As both AMCs develop 
greater competence in Phase I studies, SCRI 
is looking ahead – in collaboration with both 
Centres – to unite Phase II and III abilities and 
serve the industry in complementary unison.

To cater to the rapid changes in the clinical trial 
arena, SCRI has grown far beyond its traditional 
role as an ARO and we have evolved into a 
facilitative organisation partnering healthcare 
and medical research bodies in building our 
national infrastructure. 

Today, SCRI works closely with NMRC to evaluate 
studies and manage their workflow, and it is 
becoming very clear that clinical research is 
a global effort. Large clinical trials run across 
the world and, in this region, the role of SCRI 
in coordinating clinical research beyond 
Singapore is prominently featured. 

As a central coordinator for multi-country 
studies, SCRI can optimise the clinical trial 
platform to draw interest toward Singapore’s 
shores and bring diverse research activities 
here. From protocol design, site selection to 
data management and manuscript writing, SCRI 
is playing an ambassadorial role to highlight 
our coordination abilities and infrastructural 
competence.

We are on our way to achieving greater potential 
and spearheading future clinical research. SCRI 
is working hard in preparation to complement 
a changing clinical trial landscape, and we 
are aiming to create a robust clinical study 
ecosystem. 

SCRI is really created and run by a terrific 
group of people, without their dedicated effort 
and the support of NMRC, hospitals, medical 
schools and MOH, we would not be where we 
are. My thanks and well wishes to all of them. 

The journey of SCRI has been an organic and 
exciting one for the last six years. Professor 
John Wong has stepped down from the Board 
following his  appointment as Chief Executive 
of NUHS, and I would like to thank Professor 
Wong for his numerous contributions and 
partnership as Co-Chairman in our time 
together at SCRI. On behalf of the Board, I 
would like to thank our partners in research, 
our Board Members, NMRC, our Management 
Team and staff for their dedication, passion 
and foresight in supporting SCRI in our growth.

CHAIRMAN’S 
MESSAGE
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Since its setup in 2008, SCRI’s role as a national academic 
clinical research institute has grown from strength to strength. 
It is with great pleasure that I report on SCRI’s significant 
achievements in 2014 in our second Annual Report. The 
many collaborations SCRI has in place with Singapore-based 
researchers over the past six years will continue in full force in 
2015. We will also continue to coordinate and run large-scale, 
multi-site clinical trials with our partners while proactively 
creating educational and training opportunities to strengthen 
our local clinical research abilities.

SCRI has taken an important first step in being the trial sponsor 
of a landmark study, the MUC-1, conducted in partnership with 
the National Cancer Centre Singapore (NCCS). SCRI assumed 
overall trial sponsorship and project management while NCCS 
provided scientific input and trial recruitment. In this tripartite 
collaboration, MicroVAX, LLC, a US biotechnology company, 
provided the investigational product. 

Our participation from the start of this ground-breaking 
therapeutic cancer vaccine study to the human trial process 
showcases the strong partnership of SCRI with NCCS in 
conducting an important Investigator-led “first-in-man” 
clinical trial in Singapore.

Another key trial in which SCRI has been supporting since late 
2009 is the Adult Dengue Platelet Study (ADEPT). This Study is 
the first local Investigator-initiated, multi-centred randomised 
controlled trial on platelet transfusion for dengue patients with 
severe thrombocytopenia. This Project has been completed 
and the results analysis is taking place, supported by our 
Research Operations, Biostatistics and Research Informatics 
departments. We hope the findings of this Trial will have a major 
impact on the clinical management of dengue in Singapore and 
the Asian region where dengue is endemic.

Notably, NMRC and SCRI have been appointed 
a joint secretariat in a new high level Clinical 
Trial Implementation Committee (CTIC) set up 
by the Ministry of Health to execute strategic 
initiatives aimed at  improving the efficiency of 
clinical trials in Singapore. The establishment 
of CTIC has provided SCRI with the opportunity 
to co-lead local clinical research partners on 
the journey towards enhancing the clinical trial 
ecosystem in Singapore. 

To sustain local academic clinical research 
vibrancy and diversity, SCRI values partnerships 
with overseas foundations for their support 
in Investigator-initiated studies by academic 
research organisations. 

I am pleased to announce that 2015 saw SCRI and 
our partners in healthcare institutions securing 
important funding from overseas philanthropic 
foundations like the Laerdal Foundation, the 
Ramsey Social Justice Foundation and the 
International Myeloma Foundation.

2015 is set to be an important year for SCRI as 
we expect to complete key clinical trials and 
also start several landmark studies. Together 

INTRODUCTION / CEO’S MESSAGE: Associate Professor Teoh Yee Leong INTRODUCTION / CEO’S MESSAGE: Associate Professor Teoh Yee Leong

CEO’S
MESSAGE

SCRI will continue to 
coordinate and run 
large-scale, multi-
site clinical trials with 
our partners while 
proactively creating 
educational and 
training opportunities 
to strengthen our local 
clinical research abilities.

Associate Professor Teoh Yee Leong

with our healthcare institutional partners, we 
will also be fine-tuning our strategies to bring 
clinical research to greater heights for the 
next phase of Singapore’s Biomedical Sciences 
Initiative (BMS) for 2016 to 2020.

On behalf of SCRI, we would like to thank our 
outgoing Chairman, Professor Ranga Krishnan, 
who has provided invaluable contributions and 
visionary leadership to our organisation.
 
We warmly welcome Associate Professor 
John Lim, Deputy Director of Medical Services 
(Industry and Research Matters), Ministry of 
Health, as our new Chairman commencing May 
2015. 

I would like to extend my deep appreciation 
to our Board of Directors for their support and 
guidance as we set forth to achieve greater 
excellence for clinical research in Singapore. I 
would also like to thank all our staff at SCRI 
who have contributed to our success, as well as 
our colleagues at NMRC, key stakeholders and 
collaborators in the healthcare institutions 
who support our partnerships. 
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Sitting left to right: 
MS NG XUANHUI  
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Standing left to right: 
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Head, Data Management
Chief Medical Officer
Chief Operating Officer
Chief Executive Officer
Chief Scientific Officer
Head, Research Monitoring

 
Head, Marketing and Administration
Head, Research Operations
Head, Quality Assurance
Head, Business Operations
Head, Human Resources and Talent Development
Head, Pharmacovigilance
Head, Finance
Head, Biostatistics

INTRODUCTION / BOARD OF DIRECTORS INTRODUCTION / SENIOR MANAGEMENT

PROFESSOR RANGA KRISHNAN

Chairman
Dean, Duke-NUS Graduate Medical School
Singapore

ASSOCIATE PROFESSOR 
LYNETTE SHEK PEI CHI

Vice Chairman, Medical Board (Research) 
& Senior Consultant, NUH
Associate Professor, Dept of Paediatrics, NUS

ASSOCIATE PROFESSOR 
TAN SAY BENG

Executive Director,
National Medical Research Council

ADJUNCT ASSOCIATE PROFESSOR 
GOH BOON CHER

Head / Senior Consultant, 
Department of Haematology-Oncology,
National University Cancer Institute, 
Singapore
Director of Investigational Medicine Unit,
National University Health System

PROFESSOR SOO KHEE CHEE

Director, National Cancer Centre Singapore
Deputy Group CEO, Research and Education,
Singapore Health Services 
Senior Vice Dean, Clinical, Academic & Faculty 
Affairs, Duke-NUS

CLINICAL ASSOCIATE PROFESSOR 
LIM TOCK HAN

Deputy Group CEO (Education & Research),
National Healthcare Group
Senior Consultant,
National Healthcare Group Eye Institute

MR KEVIN LAI JIA VEN

Executive Director, Biomedical Sciences and 
Consumer Businesses 
Economic Development Board

MS VIJAYALETCHIMI D/O EGAMPARAM

Director, Financial Planning & Analysis,
MOH Holdings Pte Ltd

PROFESSOR JOSEPH YEONG WEE YONG

Chairman, Ascensia Education Group

BOARD OF DIRECTORS SENIOR MANAGEMENT
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SCRI’S MILESTONES SCRI Partnership with 
Investigators Roadmap 

INTRODUCTION / MILESTONES INTRODUCTION / PARTNERSHIP ROADMAP

Scientific & clinical
consultation

Project 
management

Research
database

Publication

Study site
document
archiving

Study feasibility
assessment 

Study
budgeting

Screening and recruitment, 
IP administration, data entry 
and laboratory management 

at study site

Bio-statistical analysis 
and Study manuscript

Protocol
development

Ethics
submission

Site
monitoring

Data
management

• SCRI assumes its first Sponsor role in a first-in-man trial 
• Clinical Research Network (CRN) Forum is inaugurated 
• SCRI, KKH, Duke-NUS and NUS YLLSOM researchers announce 

research finding on the appropriate time to administer 
epidurals to women during childbirth 

• Asia-Pacific Hepatocellular Carcinoma Trials Group receives 
additional $1.9 million funding from Sirtex

• SCRI successfully clears HSA GCP Site Inspection at KTPH 
with no major finding

2014

• SCRI collaborates with A*STAR to launch the annual Medical 
Devices Clinical Trials Workshop

• Metabolic Research Network (MRN) is awarded a second 
grant from Tanoto Foundation 

• Pan-Asian Resuscitation Outcomes Study (PAROS) Clinical 
Research Network (CRN) is awarded the MOH’s Health 
Services Research grant

2012

• First study using Oracle Clinical data management system is 
launched

• Family Medicine Research Network (FMRN) is established
• PAROS CRN is inaugurated
• MRN is formed

2010

• Associate Professor Teoh Yee Leong is appointed as new CEO
• Clinical Trial Implementation Committee is established with 

SCRI and NMRC as joint secretariat
• SCRI and Clinical Trials Center, University of Zurich signs a 

Memorandum of Understanding to strengthen cooperation in 
clinical research

• SCRI, TTSH, NUS and Duke-NUS researchers find no link 
between dengue fever and haze

2013

• SCRI chairs the Clinical Trials Operational Efficiency Review 
Working Group (COERWG)

• CHIMES Study recruits the 1,000th patient 
• CHIP Study is published in The Lancet Infectious Diseases 

medical journal 

2011

• Grant Enhancement Training Workshop is inaugurated 
• SCRI appoints expert external Scientific Advisors
• First study using Research Electronic Data Capture (REDCap) 

is launched

2009

• SCRI transforms from the CTERU set up by MOH in 1996 
• Professor John Rush is appointed as CEO

2008
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RESEARCH 
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INTRODUCTION / STATISTICS

SCRI BY THE NUMBERS

More than 19,630 patients enrolled 
in research studies

Supported more than 106 local and regional sites 

across 17 countries

A diversified team of 70 
scientific and operational staff

Conducted more than 111 
studies

Worked with more than 532 investigators

More than 5,442 patients 
enrolled in clinical trials

Research findings published in more than 

180 publications

Conducted and participated in more than 

143 workshops, seminars and lectures

In 2014...

Since 2008...
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Literature review
Formulate a research question
Conceptualise a study design
Research grant development

Protocol Review
Sample size estimation
Randomisation scheme
Statistical analysis plan 

Randomisation using web 
randomisation system
Setup for emergency unblinding

Case Report Forms review
Data validation rules review

Interim analysis report for Data 
Monitoring Committee (DMC)

CDISC standard analysis database
Analysis programming

Statistical Analysis Report support 
in manuscript writing

Formulate and perform secondary 
analyses

EARLY
DISCUSSION

PROTOCOL
DEVELOPMENT

RANDOMISATION

CRF AND
DATABASE DESIGN

INTERIM
ANALYSIS

FINAL
ANALYSIS

REPORTING

SECONDARY
ANALYSES

SCRI’s expertise in Protocol Design includes Study Design and Protocol Development. 
With these abilities, SCRI supports trials by designing valid, efficient and feasible 
study protocols or refining existing draft protocols and synopses for regulatory and 
grant funding submissions.

SCIENTIFIC DEVELOPMENT TEAM
SCRI’s Scientific Development Team comprises highly qualified and culturally 
diverse individuals, including five PhD, seven MSc, two MBBS and two MD holders 
from 10 different countries. 

In line with SCRI’s academic roots, these SCRI Bio-statisticians and Epidemiologists 
also hold joint appointments as teaching faculty at DUKE-NUS Graduate Medical 
School, or as members of the Singapore Branch of the Australasian Cochrane Centre. 

The Team members have extensive clinical research experience in both the 
pharmaceutical industry and academia tailoring a wide range of protocol designs for 
studies with multiple considerations such as superiority, non-inferiority, adaptive, 
cluster-randomised, crossover, drug interaction and bioequivalence factors. 

SPECIALISED EXPERTISE INCLUDES
• Study methodology and design of clinical trials (all phases)
• Design of observational  studies (cohort, case-control and cross-sectional)
• Design of validation studies for outcome assessments and diagnostic methods
• Design of health economic evaluations alongside clinical studies
• Sample size estimations, randomisation schemes, blinding procedures and 

sampling schemes
• Collaboration for grant applications and regulatory approvals

BUILDING RESEARCH 
EXCELLENCE
Strategic engagement of industry leaders and 
skilful coordination of multi-site clinical trials 
are complementing local research expertise 
for optimal clinical study results

RESEARCH EXPERTISE

PROTOCOL DESIGN 

Biostatistics involvement in trial progress
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PROTOCOL DESIGN: STUDY DESIGN AND PROTOCOL DEVELOPMENT

KEY PROJECT: COBRA-BPS

COBRA-BPS study is a cluster-randomised controlled trial (RCT) 
of 2,550 adults with hypertension in 30 rural communities 
across Bangladesh, Pakistan and Sri Lanka. The Trial aims to 
develop and evaluate, in full scale trial with 2-year follow up, 
whether a comprehensive multicomponent intervention (MCI) 
delivery of hypertension care using the rural predominantly 
public primary care infrastructure is more effective than 
usual care at lowering BP and more cost-effective in terms 
of preventing cardiovascular disease  related disability and 
death. 

All countries involved in the study have recently prioritised 
Non-Communicable Diseases (NCDs) on their national and 
provincial health agendas. The Trial is viewed by policymakers 
as an important preface for tackling NCDs and to provide a 
clear strategy for addressing hypertension and rising rates 
of NCDs if shown to be cost-effective and efficient method to 
benefit hypertension patients and care givers in rural areas.

Clockwise from top left: Dr Pryseley Assam (SCRI), Dr Feng Liang (Duke-NUS), Mr Michael Jiang (SCRI), Ms Amina Mahmood Islam (Duke-NUS), Ms Joanna 
Cheong (Duke-NUS), Ms Shreyasee Pradhan (Duke-NUS), Prof Tazeen Hasan Jafar (Duke-NUS), Ms Liyana Ghazali (Duke-NUS) and Dr Saeideh Tavajoh 
(Duke-NUS) 

Dr Pryseley Assam 
PhD
Senior Biostatistician, SCRI and Assistant Professor, 
Duke-NUS Graduate Medical School Singapore 

Dr Pryseley Assam hails from Cameroon and his research interests include 
biostatistics (design and analysis of clinical trials, advanced statistical 
methods), epidemiology (surveys and observational studies) and evidence 
synthesis (systematic reviews and meta-analysis). 

He has more than 10 years of experience in clinical research, including 
lecturing, organising and teaching workshops in his area of research and has 
authored over 30 peer-reviewed publications. The knowledge he brings to the 
Team is an essential inspiration for designing a demanding study protocol.

Through close collaboration with the Principal Investigator, 
SCRI helped the communities in the Trial develop a strong 
analytic plan for COBRA-BPS approved by an independent 
Trial Steering Committee. Notably, study design, statistical 
analysis planning and sample size computations are especially 
complex in a multi-country cluster RCT owing to the hierarchies 
involved in randomisation, administering the interventions 
and overall logistics of the Trial. SCRI was able to deliver a 
rigorous study design for such a stratified cluster randomised 
trial that is powered to evaluate MCI accurately at the national 
and multinational levels.

A rigorous statistical analysis plan is the backbone 
of a robust clinical trial. Dr Pryseley Assam at SCRI 
has been instrumental in developing the analytic 
strategy for COBRA-BPS.

Professor Tazeen Hasan Jafar 
Consultant Nephrologist, HSSR, 
Duke-NUS Graduate Medical School Singapore 
Principal Investigator for COBRA-BPS

“
”

RESEARCH EXPERTISE / PROTOCOL DESIGN 
Study Design And Protocol Development, KEY PROJECT: COBRA-BPS
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PROTOCOL DESIGN: STUDY DESIGN AND PROTOCOL DEVELOPMENT

KEY PROJECT: CaPES

The Carbapenemase Producing Enterobacteriaceae in 
Singapore (CaPES) project is a three-year study with an ultimate 
goal of developing a Carbapenem Resistant Enterobacteriaceae 
(CRE) registry, which prospectively collects data from both 
public and private sector hospitals in Singapore. 

CaPES aims to establish the clinical and laboratory 
epidemiology of CRE – in particular carbapenemase producing 
CRE (CP-CRE) in Singapore, to determine its related mortality 
and public health implications, as well as to estimate the risk 
of developing clinical infection after colonisation. Detailed 
information on demographics, clinical epidemiology and 
laboratory investigation will enable prediction of future 
trends and establishment of a sound public health rationale 
for planning and allocation of resources and development of 
health services for disease prevention and control.
 
SCRI’s Epidemiology Team helped investigators in articulating 
the purposes of the Study, refining the study protocol and 
advising on the most appropriate instrument for addressing 

Clockwise from top left: Dr Jeanette Teo (NUHS), Mr Calvin Lui (TTSH), Mr Michael Jiang (SCRI), Dr Kalisvar Marimuthu (TTSH), Dr Fahad Javaid Siddiqui 
(SCRI), Dr Shi Luming (SCRI), Dr Indumathi Venkatachalam (NUHS), Ms Norhudah Bte Othman (TTSH), Ms Priscilla Yeo (TTSH), Ms Abigail Wong (SGH), Ms 
Yang Kaimei (TTSH) and Dr Ding Ying (TTSH)
 

We met the team at SCRI in early 2013 when we had 
conceptualised and secured funding for our study on 
Carbapenem Resistant Enterobacteriaceae (CRE). We were 
a team of Infectious Diseases physicians, microbiologist 
and scientist who were greatly concerned about the rapidly 
evolving CRE trends in Singapore. However, none of us had any 
experience conducting a multi-centre, multi-disciplinary study 
of this nature. Dr Siddiqui, Dr Shi and their team at SCRI greatly 
assisted us in sharpening the Study Design and developing the 
Database. They questioned, clarified and highlighted to us the 
importance of ensuring data accuracy and validity. This has 
greatly strengthened our non-interventional study aimed at 
capturing local CRE epidemiology, the results of which are now 
helping guide important infection control initiatives.

Dr Indumathi Venkatachalam 
Associate Consultant, Division of Infectious Diseases, Department of Medicine, 
National University Hospital, Principal Investigator for CaPES 

Dr Kalisvar Marimuthu
Adjunct Assistant Professor, Consultant, Department of Infectious Diseases and 
Epidemiology, Tan Tock Seng Hospital, Principal Investigator for CaPES

the research question. The clearly defined study objectives 
addressed in the Team’s protocol development and registry 
database design clarified the scope and level of detail required 
for research data collection. 

The Epidemiology Team’s expertise in setting up national 
disease registries also hugely benefited the project team in 
the development of strategies and tools for systematic and 
comprehensive data collection, real-time data validation, 
periodic monitoring of data quality and ensuring flexibility of 
the database for future change and adaptation. The SCRI Team 
invested great effort and resources developing a user-friendly 
web-based database and, as a result, the project team is now 
able to access data in a timely, flexible and secure manner 
without breaching confidentiality.

Dr Shi Luming
MBBS and MSc (Clinical Sciences, Health Economics and 
Pharmacoeconomics)
Principal Epidemiologist, SCRI and Adjunct Assistant Professor, 
Duke-NUS Graduate Medical School Singapore

Dr Shi has more than 20 years of experience in the healthcare 
industry with core competence in research methodology, 
evidence-based medicine, public health, quantitative medicine, 
healthcare management and disease surveillance. Her diverse 
experience with various types of clinical studies and therapeutic 
areas makes her a great asset to our team and collaborators. 

“

”

RESEARCH EXPERTISE / PROTOCOL DESIGN 
Study Design And Protocol Development, KEY PROJECT: CaPES
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RESEARCH EXPERTISE

CLINICAL OPERATIONS 

PROJECT MANAGEMENT
The Project Management Team works closely with Clinical Investigators and key 
opinion leaders from various hospitals, as well as commercial Sponsors from 
pharmaceutical, biotechnology and medical device companies to facilitate 
management of clinical trials. It collaborates with Sponsors to regularly review 
timelines and budget, assess critical path activities and act as a focal point in 
providing overall guidance and leadership to drive the successful coordination and 
conduct of SCRI clinical trials.  

Besides planning and organising, monitoring and controlling clinical research 
projects from study feasibility to close-out, the Project Management Team adopts a 
flexible and proactive approach to address issues. 

PROJECT MANAGEMENT TEAM
The Project Management Team members have multiple years of industry experience.  
The Team interacts closely with all operational departments on a daily basis to 
update collaborators on study status and resolve emerging critical issues with 
proposed alternatives for decision-making. 

The Research Monitoring Team comprises Clinical Research Associates (CRAs) who 
ensure that clinical trials are conducted, recorded and reported in accordance with 
protocol, Good Clinical Practice (GCP) and SCRI standard operating procedures 
(SOPs). The Team also ensures that clinical trials meet the requirements of regulatory 
or institutional review boards and independent ethics committees (IRB/IEC). 

SCRI’s Site Monitoring collaborators include pharmaceutical, biotechnology and 
medical device companies, other Contract Research Organisations (CROs) as well as 
primary healthcare providers and public hospitals.  

SITE MONITORING TEAM
SCRI’s CRAs come from professional backgrounds such as pharmacy, nursing and 
clinical research coordination. With their therapeutic knowledge, they are able to 
ensure quality standards for their site monitoring and trial conduct.

PHARMACOVIGILANCE
An essential part of product development, the Pharmacovigilance Team collects, 
assesses and monitors adverse effects of Investigational Products (IP) to improve 
the safe use of medicines and devices. The Team reviews all Serious Adverse Events 
(SAEs) in a study and performs on-going safety analyses, processes individual cases 
and assesses causality to the IP. 

Besides reporting to regulatory authorities and other stakeholders when the need 
arises, the Team ensures safety coverage is provided for the study over 24 hours, 
seven days a week. Pharmacovigilance works with Study Sponsors, PIs and Clinical 
Research Organisations to design trial-specific SAE forms, safety monitoring plans, 
completion guidelines and safety databases. 

PHARMACOVIGILANCE TEAM 
The Team behind Pharmacovigilance comprises experienced physicians and a 
pharmacist who provide medical support to the project teams.  With their  expertise 
and training, these medical professionals are able to take on the role of reactive 
medical monitors in specific studies. 

SITE MONITORING

RESEARCH EXPERTISE / CLINICAL OPERATIONS
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AHCC06 is an Investigator-initiated, open-label, randomised-
controlled study that compares the outcomes of two established 
treatments in patients with locally-advanced hepatocellular 
carcinoma (HCC), namely SIR Spheres® microspheres and 
Sorafenib. The Trial is jointly funded by NMRC and SIRTeX, a 
medical device company. The primary objective of this Trial 
is to determine which of the two treatments confers better 
overall survival for HCC patients. 

The AHCC06 Trial involves 29 renowned medical centres across 
the Asia Pacific region. To date, the Trial has successfully 
completed two independent interim analyses and is on track 
to meet the enrollment timelines. 

SCRI’s Project Management provides the coordination and 
dedicated support for the AHCC06 Study in day-to-day trial 
operations. With its meticulous oversight of the trial data 
reporting and query resolution, the Team is ready to initiate 
and implement improvement strategies where needed in the 
event of operational challenges. 

Clockwise from top left: Mr Mihir Gandhi (SCRI), Ms Ni Ni Moe, Fiona (SGH), Mr Liew Wei Ming (SCRI), Ms Sandra Hsing (SCRI), Mr Goh Zhaohan (SGH), Ms 
Phang Su Ting (SGH), Ms Lynette Lai (SGH), Ms Audrey Chen (SGH), Ms Rachel Choi (SGH), Ms Tan Siew Hoon (SCRI), Prof Pierce Chow (SGH), Mr Xia Yu 
(SCRI) and Ms June Leam (SCRI)

The AHCC06 SirveNib is a large, multi-centre trial addressing a 
very important therapeutic question in HCC. It is a flagship trial for 
Singapore, as it showcases our thought leadership in liver cancer 
treatment and demonstrates our ability to manage the logistics of 
such a big and complex trial. This Trial brings in its wake numerous 
overtures and offers of scientific collaborations from both industry 
and renowned academic institutions, confirming our position as 
thought leaders in HCC. 

This would not have been possible without SCRI. The professionalism 
of SCRI staff in the conduct of the SirveNib Trial is really the best 
demonstration we have of our ability to be a serious international 
player in the very competitive arena of international multi-centre 
trials. Thank you, SCRI, for being our partner in this endeavour.

Professor Pierce Chow 
MBBS MMed, FAMS, FRCSE, PhD
Senior Consultant Surgeon, National Cancer Center Singapore and Singapore General Hospital,  
Senior Clinician-Scientist, National Medical Research Council Singapore,
Professor and Course Director, Office of Clinical Sciences, Duke-NUS Graduate Medical School
Protocol Chair of AHCC Trials Group

The Project Management Team actively engages in planning and 
coordinating important trial milestones. Two such occasions in 
2014 were the Investigators’ Meetings in Taiwan and Singapore 
– which were valuable platforms for open discussion of the 
AHCC06 Trial progress, issues and their solutions.

The Project Management Team regularly presents Sirtex with 
key project updates and collaborates closely with Sirtex to 
facilitate the conduct of the Trial. An encouraging development 
in 2014 was Sirtex’s additional funding of up to S$1.9 million 
provided for AHCC06, aimed at enhancing trial quality and 
facilitating subject recruitment. 

Mr Xia Yu
BSc (Honours)
Associate Project Manager, SCRI 

Xia Yu holds an Honours Degree in Biological Science, and 
is currently reading his Masters in Clinical Research.  He has 
three years of experience in Investigator-initiated trials with 
a good knowledge of clinical trials processes, clinical study 
best practices, clinical monitoring and site management. He 
has contributed to studies in therapeutic areas ranging from 
oncology to metabolic diseases.
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Adult Dengue Platelet Study (ADEPT) is the first local 
Investigator-initiated, multi-centred, randomised-controlled 
trial on prophylactic platelet transfusion for dengue patients 
with severe thrombocytopenia. It compares patients given 
supportive care and platelet transfusion versus supportive 
care alone. The Study aims to determine whether platelet 
transfusion should be given prophylactically to prevent 
bleeding in dengue patients. 

ADEPT has enrolled 372 patients since Apr 2010 and is in the 
final stages of study analysis for the Clinical Study Report. 
ADEPT has been supported by SCRI’s Project Management, 
Research Monitoring,  Biostatistics and Research Informatics 
Departments. Year 2014 was crucial for ADEPT as it was the 
last recruitment year. Despite facing challenging recruitment 
delays at first – with more than 141 subjects required by the 
end of 2014, both Singapore and Malaysian study sites worked 
hard together to successfully achieve its target a month ahead 
of schedule.

Clockwise from top left: Ms Wei Yuan (SCRI), Dr Tun Linn Thein (TTSH), Dr David Lye (TTSH), Ms Jean Seah (SCRI), Ms Huang Ruiping (SCRI), Dr Cao Yang 
(SCRI), Prof Leo Yee Sin (TTSH) and Ms Abigail Wong (SGH)

ADEPT, the platelet transfusion study in Dengue, 
marks a significant milestone in the local effort towards 
Investigator-initiated clinical studies. The addition of 
University Malaya Medical Centre (UMMC) in Malaysia as 
a regional partner proved to be particularly useful. As this 
study brings the local infectious disease community and 
SCRI closer with our regional partners, we are confident 
that this may well serve as a pivotal study in establishing 
local infectious disease clinical research networks and and 
for outreach to the region and internationally. On behalf of 
all at ADEPT, our sincere thanks to SCRI for their dedicated 
work in reaching the final recruitment goal.

Professor Leo Yee Sin
Director, Institute of Infectious Diseases & Epidemiology and
Senior Consultant, Department of Infectious Diseases, Tan Tock Seng Hospital
Clinical Director, Communicable Disease Centre
Principal Investigator for ADEPT

SCRI’s Project Management Team provided robust support 
with the recruitment through proactive reviews of the pre-
screening and screen-failure data. Through close follow-ups, 
regular sharing of sites’ best practices with study teams during 
monthly project meetings and consistent weekly updates of 
recruitment status, the Team was able to help identify potential 
recruitment issues.

Besides slow recruitment, another challenge was to resolve 
more than 4,500 data queries within nine months, so that 
clean data could be analysed for the final Clinical Study Report 
before the study grant closure. This milestone was successfully 
achieved on time because SCRI’s Team played a close facilitative 
role. In addition, Tan Tock Seng Hospital (TTSH) and its clinical 
investigators provided strong administrative support. SCRI’s 
efforts leading up to this successful data cleaning included 
implementing training on the completion of case report forms, 
data query tracking and active follow-up.

Dr Cao Yang
MD, PhD
Project Manager, SCRI

Dr Cao Yang has over five years of academic experience 
in gastroenterology research and more than three years 
of industry experience in clinical research management. 
She has contributed to studies in various therapeutic 
areas including gastroenterology, infectious diseases 
and endocrinology. 
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The device trial, SINGA-PACLI, is the first Investigator-initiated, 
randomised-controlled trial focusing on Asians suffering from 
Critical Limb Ischaemia (CLI). The Trial compares drug-eluting 
balloons percutaneous transluminal angioplasty (DEB-PTA) 
with conventional balloons (CB-PTA) in below-the-knee (BTK) 
arterial lesions. 

The Study target is to recruit 136 subjects from two Singapore 
sites: the Singapore General Hospital and TTSH. 

Being a double-blind randomised medical device trial, 
the Study procedure and monitoring presented complex 
challenges. 

Front row, from left: Ms Hlaing Hlaing Win (SGH), Ms Yin Win Htet, Stella (SGH), Dr Farah Gillan Irani (SGH), Ms Agnes Wong Sau Kheng (SGH), A/Prof 
Tan Bien Soo (SGH), Ms Tan Siew Hoon (SCRI), Ms Wei Yuan (SCRI), Dr Li Xin Hua (SCRI), Ms Tan Choon Ping (SCRI), Ms Lee Shu Ling (SCRI). Second row, 
from left: A/Prof Tan Seck Guan (SGH), Dr Chan Ju Min, Shaun Xavier (SGH), Dr Leong Sum (SGH), Dr Nanda Kumar Karradi Venkatanarasimha (SGH), Dr 
Karthikeyan Damodharan (SGH), A/Prof Tay Kiang Hiong (SGH), Dr Chong Tze Tec (SGH), Dr Apoorva Gogna (SGH), Dr Chng Siew Ping (SGH). Third row, 
from left: Dr Too Chow Wei (SGH), Mr Wong Sai Yan, Ian (SGH), Dr Ankur Patel (SGH)

Given the complexity of the Trial, the SCRI Team’s 
investigational product management expertise was called on 
in the establishment of the feasibility study procedures. In 
addition, SCRI’s CRAs designated blinded and unblinded study 
roles to ensure data collected is protected and verified. The 
CRAs also ensure that adverse events are correctly documented 
and reported promptly to regulatory authorities and study 
investigators. 

Ms Tan Siew Hoon
Bsc
Senior CRA, SCRI 

Siew Hoon has five years of clinical research experience from 
her work at a contract research organisation and SCRI. She has 
contributed to studies in various therapeutic areas, including 
endocrinology, infectious disease, oncology, medical device 
and cardiovascular diseases. Siew Hoon’s expertise and 
meticulous attention to detail have helped her to successfully 
manage both local and regional trials.
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While our team has previous experience conducting 
Investigator-led prospective randomised clinical trials, 
our current experience with SCRI providing support for 
SINGA-PACLI, has certainly brought us up to a much 
higher level of professionalism and expertise in this field.

Associate Professor Tan Bien Soo 
Senior Consultant, Department of Diagnostic Radiology, Singapore General Hospital
Clinical Associate Professor, Yong Loo Lin School of Medicine, National University of 
Singapore, Adjunct Associate Professor, Duke-NUS Graduate Medical School
Principal Investigator for SINGA-PACLI

“
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RESEARCH EXPERTISE / CLINICAL RESEARCH DATA CENTRE

DATA MANAGEMENT
SCRI’s Data Management Team has significant experience in designing the CRFs, 
building study databases and creating programmes to perform complex checks on 
collected study data. The Team also provides comprehensive data cleaning and 
query management. These ensure integrity and accuracy of study data during the 
progress of data collection.

SCRI uses the Oracle Clinical data management system which is 21 CFR Part 11 
compliant. It is a fully web-based data capture application with data recorded 
by sites stored in a central database. Data managers perform dictionary coding 
that enables medical events and medications to be classified under the rules of 
established dictionaries like the MedDRA and WHO Drug Dictionary. Data managers 
also provide comprehensive data metrics using SAS Enterprise Guide. 

DATA MANAGEMENT TEAM 
The Data Management Team is a vibrant unit of veteran professionals from different 
working backgrounds ranging from clinical research coordination to business 
analysis. The Team ensures that the project teams meet high standards of data 
compliance.

RESEARCH INFORMATICS
The Research Informatics Team is skilled and practised in developing and 
customising data capture tools, randomisation system, study management and 
web-based applications. The Data Centre computer systems are hosted on a high-
speed, secure network with 24/7 network monitoring, back-up redundancy and 
compliance with regulatory requirements. 

With the massive amount of study data generated from diverse sources of most 
clinical studies, the Team is well-versed in recommending solutions to facilitate 
sustainable clinical research operations while helping to reduce the operational 
costs of running trials. 

RESEARCH INFORMATICS TEAM
All staff in the Research Informatics Team are skilled in programming and have deep 
understanding of clinical research workflow. Hence, the Team is able to develop and 
implement fast yet innovative database and technology solutions. 

The Team advises and designs studies in accordance with industry best practices. 
Through regular dialogues with stakeholders to develop or customise software tools 
and processes, the Team is able to meet the challenges of a dynamic and fast-
evolving clinical research environment.

Integrated data verification plan with scientific expertise and experience can 
improve data quality, enhance the safety of trial participants and develop 
data into essential information that is critical to the study objectives.
Damien Hong
Chief Operating Officer, SCRI

“
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The Asia Cornea Society Infectious Keratitis Study (ACSIKS) 
is a three-year, multi-centre, prospective and observational 
study of infectious keratitis cases in 30 sites spanning eight 
different Asian countries: India, China, Japan, South Korea, 
Taiwan, Thailand, Philippines and Singapore. The total number 
of recruited subjects exceeded 6,500 and the first phase of the 
project has been successfully completed. 

The SCRI Data Management Team performs remote monitoring 
for the large-scale ACSIKS study by examining a variety of 
datasets to uncover hidden data patterns, correlations, and 
trends including data entry preferences and other useful 
operational information. These trial analytical findings can 
lead to more effective ways of identifying and securing data 
quality and improved operational efficiency.

The Data Management Team developed a customised database 
for the ACSIKS Study that is simple and user-friendly enough 
to allow all 30 sites to enter diverse study data with ease. It 

Clockwise from top left: Ms Kapricia Pang (SNEC), A/Prof Jodhbir Singh Mehta (SNEC), Dr Tan Ai Ling (SNEC), Dr Khor Wei Boon (SNEC), Ms Pang Chia Li 
(SNEC), Dr Marcus Ang (SNEC), Ms Isabelle Lee (SCRI), Prof Donald Tan (SGH) and Ms Kor Suk Ling (SCRI)

SCRI is capable of providing tremendous coordination 
and operational expertise for large-scale multinational 
trials such as ACSIKS. ACSIKS is an infectious keratitis 
study which involves more than 6,500 study subjects and 
30 sites across Asia. SCRI remains the partner of choice for 
clinical trials. Its involvement contributes significantly to 
the success of ACSIKS throughout Asia.

Professor Donald Tan 
Arthur Lim Professor in Ophthalmology, Ophthalmology & Visual Sciences 
Academic Clinical Program, Duke-NUS Graduate Medical School
Senior Consultant, Singapore National Eye Centre
Professor, Department of Ophthalmology, Yong Loo Lin School of Medicine, NUS
Principal Investigator for ACSIKS

also programmes automated system checks to ensure data 
consistency and streamline data cleaning, and integrates 
interactive query management for effective communication 
with the sites to ensure the quality and integrity of data are 
closely monitored in a central monitoring system. In addition, 
the Team generates monthly data metrics to the Project 
Management Team for project progress updates.

The Data Management Team also addressed the PI’s needs to 
generate special data listings and reports for presentation at 
the Asia Cornea Society Conference. The Data Management 
Team works closely with the Biostatisticians to effectively 
merge multiple data tables to produce clinically relevant 
datasets.

Ms Zhuo Lingying
BSc
Data Management Associate, SCRI 

Lingying has been contributing to studies including myeloma 
cancer, dengue fever, infectious diseases and the ACSIKS study. 
With three years of data management experience in the clinical 
research sector, Lingying is highly proficient in the Oracle Clinical 
System to develop clinical study database and programmed edit 
checks, as well as business analytics to perform project data 
reports.

“
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The IHN01 Study is a multi-centre Head and Neck Cancer Study 
which aims to improve the loco-regional control rate and 
overall survival of patients with locally advanced head and 
neck squamous carcinoma (HNSCC).

The Study assesses the effect of the addition of nimotuzumab, 
a recombinant humanised murine immune antibody that 
blocks both Epidermal Growth Factor (EGF) and Transforming 
Growth Factor (TGF), to the current practice of Concurrent 
ChemoRadioTherapy (CCRT). Participating sites include the 
National Cancer Centre Singapore, and various centres in 
Australia, Indonesia, India, Malaysia, Philippines, Saudi Arabia, 
Thailand, South Africa, Cuba, South Korea and Taiwan.

SCRI’s Research Informatics Team launched the RAND system for 
this Study in 2011. RAND is a unique integrated randomisation 
and investigational product (IP) management system developed 
and maintained by SCRI’s Research Informatics expertise. This 
system provides all IP management functionalities including 
tracking of medication kits, monitoring of related workflow and 

Clockwise from top left: Mr Dennis Kwone (SCRI), Mr Dzul Akmal Sapari (Innogene), Mr Huang Kuanfu (SCRI), Ms Eunice Wong (Innogene), Dr Paritosh 
Keertikar (Innogene), Prof Soo Khee Chee (NCCS) and Mr Damien Hong (SCRI)

SCRI delivers strong support and dedication in the multi-
centre IHN01 trial. I believe SCRI’s expertise will continue to 
support Singapore’s growth in clinical research and play an 
integral part in the conduct of trials. The outcomes of clinical 
trials like IHN01 can contribute to new treatment approaches 
in the future and improve the care of patients.

Professor Soo Khee Chee
Deputy Group Chief Executive Officer, Research & Education, Singapore Health Services
Senior Vice Dean, Clinical, Academic & Faculty Affairs, Duke-NUS Graduate Medical School
Director, National Cancer Centre Singapore
Principal Investigator for IHN01

notifying Study Team for defined process milestones. With the 
RAND system in place, the randomisation and IP management 
processes are streamlined, which eliminates the need for 
manual and labour-intensive IP management.

SCRI has been helping to identify the most common data 
discrepancies found during the trial, thus keeping the external 
project manager well-informed of the status of the clinical 
data. This Study also engages our data management service.

We utilise a newly-launched RAND system which is 
both comprehensive and user-friendly. It addresses the 
shortcomings of IWRS system and helps Innogene to 
achieve significant cost savings. It is also helpful that 
SCRI staff consistently provides us with prompt and 
reliable support whenever we require it.

Dr Paritosh Keertikar
Senior Manager-Global Clinical Operations, 
Clinical Development of Innogene Kalbiotech Pte Ltd 

Mr Huang Kuanfu
B.Comp
System Analyst, SCRI 

With more than five years of industry experience in software 
development and applications support, Kuanfu is well-versed in 
information technology and clinical research operations knowledge. His 
unique combination of skill sets allows him to design and customize 
applications for research studies which require high productivity 
standards while ensuring compliance with regulatory requirements.

“
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STATISTICAL ANALYSIS
The Biostatistics Team performs analyses of study data for interim and final analyses 
for research publications and regulatory submissions presenting study findings. The 
Team’s core competencies include consultation on study design, statistical analysis 
planning and programming, statistical report writing and research manuscript 
preparation. 

In their roles as integral members of Data and Safety Monitoring Boards (DSMB), 
SCRI’s Biostatisticians provide analytical expertise and recommendations on trial 
processes ranging from patient safety, study conduct and progress, to continuation, 
modification, or termination of the trial.

SCRI’s Teams in Biostatistics, Pharmacovigilance, Project Management and Data 
Management have extensive clinical study experience to collaborate with Scientific 
Writers in a wide range of therapeutic areas. 

SCRI is able to provide expert support in Scientific Writing to ensure that the 
research manuscripts and reports deliver accurate and concise content while being 
fully compliant with the quality scientific standards.

EVIDENCE SYNTHESIS
SCRI’s Evidence Synthesis experts conduct systematic literature review and meta-
analyses. These experts conceptualise a coherent approach to summarise and 
synthesise qualitative and quantitative data from multiple published studies. 

This helps them to identify existing knowledge gaps and provide up-to-date 
evidence. Usually a single study does not fully address knowledge gaps and it is 
desirable to synthesise evidence from multiple sources. The experts also help in 
writing official Cochrane systematic reviews.

MEDICAL MONITORING

SCRI’s Medical Monitors serve as medical consultants to the Project Team by 
providing medical and therapeutic expertise for safety monitoring and medical 
interpretation of data. 

As trained physicians, they are well-versed in the review of serious adverse events 
(SAEs) and assessment of SAE reports for treatment solutions. Other services that 
the Medical Monitors provide include medical coding, AE and SAE listings, round-
the-clock medical support to investigative sites and training of the Project Team. 

SCIENTIFIC WRITING
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Danone Nutricia Research’s Julius Trial was a multi-country, 
randomised, controlled, double-blind trial to assess the 
effects of three different milk formulae (containing prebiotic, 
symbiotic and control) in infants delivered by caesarean 
section on the total Bifidobacteria count of the gut microbiota. 
The Trial was successfully completed with the recruitment of 
183 infants from Singapore and Thailand. 

Several studies have shown that caesarean section alters the 
microbial colonisation of the neonatal gut and consequent 
early priming of the neonatal immune system. This connection 
may explain the link between the mode of delivery and the 
increased risk in infants of developing allergic and autoimmune 
diseases. Hence, infants delivered by caesarean section may 
benefit especially from strategies aimed at the establishment 
of a balanced microbiota. 

Clockwise from top left: Mr Ganesh Lekurwale (SCRI), Mr Rajesh Babu Moorakonda (SCRI), Mr John Ong (Danone), Mr Parag Wani (SCRI), Ms Puspita Roy 
(Danone), Ms Fiona Wong (Danone), Ms Eleonora Chiossi (SCRI) and Mr Mihir Gandhi (SCRI)

SCRI was involved in the planning, conduct and report 
of the statistical analysis of the Trial. The SCRI Team of 
Biostatisticians and SAS programmers performed in-depth 
statistical analysis of trial data using complex statistical 
methods such as Generalised Linear Mixed Models with Time-
varying Covariates, to assess the effect of study products over 
time on gut microbiota compositions in the presence of several 
potential covariates. 

SCRI’s research-oriented Team contributed to the success of 
the Trial by overcoming several methodological challenges 
encountered while analysing the data. With its extensive 
experience working with the pharmaceutical industry, the 
Team was able to quickly and effectively tailor solutions to 
meet clients’ changing requirements.

Mr Mihir Ghandi
MSc, CStat, CSci
Head of Biostatistics, SCRI, and Associate, 
Duke-NUS Graduate Medical School Singapore 

Mihir has very broad clinical research knowledge with more than 10 
years of academic and industry experience. His research findings 
have been published in more than 35 peer-reviewed international 
journals. His current research focuses on health-related quality of 
life, health economic evaluations, child growth and development. His 
research contributions in therapeutic areas range from paediatrics 
and oncology to immunology. 
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It was excellent working with SCRI. Our SCRI partners 
showed impressive statistical knowledge and competence, 
both in the preparation phase of the analysis (e.g. writing 
the Statistical Analysis Plan), and in the conduct of the 
statistical analyses. Besides showing great enthusiasm 
and energy, SCRI staff displayed professionalism and 
an accommodating work attitude towards challenging 
timelines. Follow-up discussions on the study always saw 
prompt responses and a willingness to work hand-in-hand 
with us in order to reach a solution on all statistical issues of 
the study. SCRI staff always focused on providing solutions 
instead of just discussing the problems.

Mr John Ong
Biostatistician, Danone Nutricia Research

A/Prof Egbert Biesheuvel
Senior Team Leader, Danone Nutricia Research, 
(not pictured)

“
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Pain during childbirth is arguably the most severe pain some 
women may experience in their lifetime. Epidural analgesia is 
an important and effective form of pain relief during labour. The 
systematic review of epidural analgesia aimed to summarise 
the effectiveness and safety of early initiation versus late 
initiation of epidural analgesia in women. The Review studied 
the obstetric and fetal outcomes relevant to women and side 
effects of the treatments, including risks of caesarean section, 
instrument-assisted birth and time to birth.

This Review was of particular importance, as the results were 
expected to change how pregnant women decide on their labour 
pain control. As Cochrane® requires rigorous methodology to 
be adhered to while systematic reviews are being readied for 
publication, SCRI expertise was crucial to this Review. 

Clockwise from top left: Dr Fahad Javaid Siddiqui (SCRI), Dr Pryseley Assam (SCRI), Dr Sng Ban Leong (KKH), Prof Alex Sia (KKH) and A/Prof Edwin Chan 
(SCRI)

Dr Fahad Javaid Siddiqui
MBBS, MSc (Epi & Bio) and MSc (Public Health)
Senior Epidemiologist, SCRI and Assistant Professor, 
Duke-NUS Graduate Medical School Singapore 

Dr Siddiqui has more than 10 years of academic and industry experience 
and has been a faculty member of the Asia Pacific Evidence-based 
Medicine & Nursing group since 2009. His depth of  knowledge of 
evidence synthesis, along with his experience in various methodological 
types of clinical trials and therapeutic areas has made Dr Siddiqui a very 
strong resource in evidence synthesis.

In addition to helping clinicians to review, develop and 
implement the search strategy, SCRI provided guided 
assessments of study quality and data extraction, as well as 
conducted data analysis and interpretation. It took SCRI more 
than a year to complete these tasks which required meticulous 
and detailed execution. A combination of vast experience 
and expertise made it possible for the Project to achieve the 
Cochrane® quality standards, and the systematic review was 
not only published by Cochrane®, but also received worldwide 
media attention.
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SCRI has played a pivotal role in the conduct, 
analysis and interpretation of our Cochrane 
Systematic Review on early versus late 
initiation of epidural analgesia for labour. 
We look forward to more partnerships with 
SCRI, in view of their high level of expertise in 
generating evidence-based medicine.

Dr Sng Ban Leong
Deputy Head and Senior Consultant, Department of Women’s 
Anaesthesia, KK Women’s and Children’s Hospital, Singapore
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TRIAL SPONSOR’S ROLE
2014 saw SCRI taking on its first role as a Study Sponsor in its collaborative work 
with the National Cancer Centre Singapore (NCCS) and biotechnology company, 
MicroVAX, LLC. 

This was a landmark strategic decision to extend SCRI’s core capabilities to the 
clinical research community in Singapore. At the same time, the Study showed that 
SCRI has the infrastructure, capabilities and scientific expertise in clinical research, 
and strong support from the Board of Directors to perform the tasks and regulatory 
requirements of a Study Sponsor. 

As Study Sponsor, SCRI is responsible for regulatory submissions, study protocol 
development, safety monitoring and quality control. On top of other legal functional 
responsibilities, SCRI acts as the legal importer for the investigational product (IP). 

Besides providing valuable input to the improvement of clinical trial workflow, 
SCRI’s Quality Assurance Team ensures all trials comply with protocols, regulatory 
requirements, Standard Operating Procedures (SOPs) and Good Clinical Practice 
(GCP) guidelines.  This provides assurance to trial patients that their rights, safety 
and well-being are protected. 

Other than internal and external audits, the Quality Assurance Team conducts 
pre-inspection readiness training for site personnel and clinical operations staff 
proactively prior to inspections by health authorities such as the Health Sciences 
Authority of Singapore (HSA) and the National Agency of Drug and Food Control, 
Republic of Indonesia. 

The Team also conducts sponsor and institutional audits such as the SingHealth 
Research Quality Assurance (SingHealth RQA) and the National Healthcare Group 
Research Quality Management (NHG RQM). In addition, SCRI’s Quality Assurance 
Team provides guidance and management of Corrective and Preventive Action 
(CAPA) plans.

STUDY BUDGET MANAGEMENT
The Business Operations Team maintains oversight of new projects, contracts, 
project funds and expenditure, provides periodic progress reports to clients and 
manages contracts with clients’ sites in various countries. The Team also advises 
on the proposed workflow and budget based on clients’ needs and requirements.

RESEARCH CONSULTATIONS

SCRI is dedicated to educating the research community and providing research 
consultations. In addition, it aims to provide guidance to interested investigators 
and researchers by offering advice on a wide range of research issues such as study 
design, sample size selection, analysis approaches, initial exploratory research 
ideas, research grant applications and scientific publications. 

SCRI’s research consultations are conducted by a highly skilled team of 
Biostatisticians and Epidemiologists. To fully address research queries, SCRI brings 
together the required expertise to customise research consultations that achieve 
specific clinical research goals. 

Aside from in-house research consultations, SCRI is also actively involved in 
external consultation engagements with research institutions, hospitals, research 
funding bodies, institutional ethics review boards, government agencies and the 
healthcare industry in Singapore. These external consultations cover varied topics 
such as epidemiology, medical devices, and a wide range of therapeutic domains 
such as infectious disease prevention and vaccines. 

QUALITY ASSURANCE

RESEARCH EXPERTISE
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Cancers of the breast, lung, colon, prostate and ovary remain a 
highly significant cause of morbidity and mortality worldwide. 
One potentially promising avenue for the development of 
new anti-cancer agents is stimulating the immune system to 
specifically recognise and eradicate targeted cancer cells. 

The MUC-1 Study is a single-site, First-in-Human clinical 
trial in oncology which aims to assess the safety and benefit 
of the MUC-1 vector vaccine and to identify a tolerable, 
immunologically active dose level. This unique MUC-1 vector 
vaccine is provided by MicroVAX, LLC, a biotechnology company 
located in Manassas, Virginia, USA. 

The Study PI is Dr Toh Han Chong, Senior Consultant and Deputy 
Director at NCCS, and SCRI was invited by the PI and MicroVAX 
to participate in this First-in-Human trial as the Study Sponsor. 

As Study Sponsor, SCRI is responsible for ensuring sufficient 
resources to initiate, manage and deliver the research as 
proposed. SCRI also worked with the PI and MicroVAX to 

From Left: Ms Chong Hui Shan (NCCS), Dr Li Xin Hua (SCRI), Dr Toh Han Chong (NCCS), A/Prof Teoh Yee Leong (SCRI), Mr Damien Hong (SCRI), Dr John Chia 
(NCCS), Dr Gao Hong (SCRI) and Ms Isabelle Lee (SCRI)

Working closely with SCRI to successfully launch a first-in-
human clinical trial of a novel cancer vaccine packaged 
into an adenovirus has been a gratifying experience. The 
Trial of American biotechnology company MicroVax’s 
new therapeutic cancer vaccine is able to proceed with 
SCRI’s agreement to helm the sponsorship role for the 
Study. Such a partnership creates a potentially new 
working model to attract new and exciting therapeutic 
agents – developed by the global biotechnology 
sector into Singapore, thereby further building on our 
reputation as a competitive clinical trials hub.

Dr Toh Han Chong
Senior Consultant in the Division of Medical Oncology and Deputy Director, National 
Cancer Centre Singapore
Principal Investigator for MUC-1 

This is the first time SCRI is adopting a Sponsor’s 
role for a significant clinical trial. SCRI has taken 
this initiative to support the clinical trial community 
in Singapore. More importantly, we want cancer 
patients participating in the Study to benefit. As 
a result of our tripartite partnership with NCCS 
and biotech companies, patients are able to access 
investigational drugs, such as MUC-1 for cancer 
treatment in Singapore.

A/Prof Teoh Yee Leong
Chief Executive Officer, SCRI

develop the study protocol and to prepare the site for the 
study initiation. 

SCRI provided oversight of safety monitoring, quality control 
and quality assurance throughout the Study to ensure the 
data collected was accurate and of quality standard. SCRI also 
provided CRO management via close supervision to ensure 
that overall conduct of the Study was in compliance with the 
approved study protocol, regulatory requirements and good 
clinical practice. 

With able support from SCRI, MUC-1 made timely progress during 
the year. As Sponsor, SCRI proactively identified potential study 
risks and provided mitigation actions. Moreover, SCRI ensured 
that any protocol deviations were reported promptly to the 
Ethics and Regulatory authorities with appropriate corrective 
and preventive actions. SCRI also undertook regulatory 
submissions to the Health Sciences Authority, obtained 
regulatory approvals, acted as the IP importer to ensure the 
appropriate delivery and storage conditions for the IP on site. 

“

“

”

”
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TRIAL SPONSOR & OTHERS: TRIAL SPONSOR’S ROLE

KEY PROJECT: MUC-1
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The Pan Asian Resuscitation Outcomes Study (PAROS) Phase 
II is a follow-up to the PAROS Phase I (2010 to early 2013). The 
objectives of both Studies is to increase the survival rate for 
Out-of-Hospital Cardiac Arrests (OHCA) in Singapore and the 
Asia Pacific. PAROS 2 assesses the clinical impact of a low-
cost, community-level EMS intervention and looks at how EMS 
intervention can be widely disseminated in order to lead to 
significant improvement in OHCA survival rates.

Clockwise from top left: Ms Jane Yeo (SCRI), Dr Fahad Javaid Siddiqui (SCRI), Dr Pryseley Assam  (SCRI), Ms Nur Shahidah Bte Ahmad (SGH), Ms Jolyn Chuah 
(SCRI), A/Prof Edwin Chan (SCRI), A/Prof Marcus Ong (SGH), Dr Nurun Nisa De Souza (SCRI) and Ms Maeve Pek (SGH)

Ms Jolyn Chuah
Bsc
Business Operations Associate, SCRI 

Jolyn’s oversight of project funds and mitigation of contractual issues 
with the multiple sites of the PAROS2 Study made her a critical resource 
for the Study. Her ability to meet the challenges of the multiple 
sites and Sponsors has made Jolyn a vital member in the Business 
Operations Team. 

SCRI’s support for the contracts administration for the 
Study ranges from drafting to execution of contracts with 
both sponsors and participating EMS sites from developing 
countries. Besides being responsible for the mitigation of 
contractual and financial issues with sites and Sponsors, SCRI 
helps to SCRI helps to provide budget oversight and manages 
administratively the multiple grants received. 

RESEARCH EXPERTISE / TRIAL SPONSOR & OTHERS
STUDY BUDGET MANAGEMENT, KEY PROJECT: PAROS2

TRIAL SPONSOR & OTHERS: STUDY BUDGET MANAGEMENT

KEY PROJECT: PAROS2

SCRI has been a great help in running a multi-centre, international 
trial. The Study budgeting team helps to ease the burden of dealing 
with legal and financial issues (e.g. drafting and execution of 
contracts, management of grants) related to the Study, thus allowing 
my team and me to focus on our research work. 

SCRI’s expertise in the areas of statistical support, protocol design 
and manuscript drafting has also been critical to the PAROS network. 
SCRI is truly a convenient one-stop hub for the busy researcher.

Associate Professor Marcus Ong Eng Hock
Senior Consultant, Clinician Scientist and Director of Research, Department of Emergency Medicine
Director, Health  Services  Research  and  Biostatistics Unit,  Division  of  Research  and Director,  Unit  
for Pre-hospital Emergency Care (UPEC), Singapore General Hospital
Associate Director, Health Services and Systems Research (HSSR), Duke-NUS Graduate Medical School
Senior Consultant, Ministry of Health, Hospital Services Division

“

”
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THOUGHT 
LEADERSHIP

An active participant in the Clinical Trials 
Implementation Committee, SCRI is developing 
better academic clinical research frameworks today 
for improved medical outcomes tomorrow

THOUGHT LEADERSHIP / Therapeutic Areas

OTHERS INCLUDE:
Anesthesiology, Gastroenterology, Gynaecology, 
Haematology, Head and Neck, Medical Devices, 

Musculoskeletal, Neonatology, Nephrology, Nutrition, Quality 
of Life, Respiratory, Rheumatology, Surgery and Vascular 

*These numbers reflect both ongoing and completed studies since 2008

EMERGENCY
MEDICINE

5%

CARDIOLOGY

8%
OPHTHALMOLOGY

9%

111 TRIALS BY 
THERAPEUTIC 

AREAS*

NEUROLOGY

7%

ENDOCRINOLOGY

5%
PAEDIATRICS

5%
ONCOLOGY

14%

PSYCHIATRY

10%

INFECTIOUS DISEASES

17%
OTHERS

20%
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GEOGRAPHICAL COVERAGE 
SCRI has a far-reaching local and regional presence

OVERSEAS SITES

SINGAPORE SITES

AUSTRALIA 
Austin Health Cancer Clinical Trials
Ballarat Regional Integrated Cancer Centre
Bankstown Cancer Centre
Barwon Health Andrew Love Cancer Centre
Border Medical Oncology Research Unit
Calvary Mater Newcastle Hospital            
Lyell McEwin Hospital
Macarthur Cancer Therapy Centre
Monash Health Medical Oncology
Newcastle Private Hospital
North Coast Cancer Institute, Port Macquarie 
Base Hospital
North West Cancer Centre, Tamworth
Orange Health Service
Royal Brisbane and Women’s Hospital       
Royal Hobart Hospital
Sir Charles Gairdner Hospital         
St John of God Subiaco Hospital
The Tweed Hospital                
Townsville Hospital

BRUNEI 
Brunei Cancer Centre

CHINA
Guangdong Provincial Cardiovascular Institute                
Nanjing First Hospital
Shanghai Chest Hospital

HONGKONG
Alice Ho Miu Ling Nethersole Hospital
Hong Kong Eye Hospital
Prince of Wales Hospital
Queen Mary Hospital

INDIA
All India Institute of Medical Science
University of Kelaniya, Sri Lanka

INDONESIA
Sanglah General Hospital 
University of Indonesia

KOREA
Asan Medical Center
Gachon University Gil Hospital
Korea University Anam Hospital
Samsung Medical Center
Seoul National University Hospital
Severance Hospital, Yonsei
St Mary’s Hospital

MALAYSIA
Institut Perubatan Respiratori
Hospital Kuala Lumpur
Hospital Universiti Kebangsaan Malaysia
Institut Jantung Negara 
Institute of Respiratory Medicine 
Penang Adventist Hospital
Penang General Hospital
Sarawak General Hospital
University Malaya Medical Centre

MONGOLIA
National Cancer Center of Mongolia

MYANMAR
Yangon GI & Liver Centre

NEW ZEALAND
Auckland City Hospital
Christchurch Public Hospital
Dunedin Hospital

PHILIPPINES
Baguio General Hospital and Medical Center
Brokenshire Hospital
Cebu Velez General Hospital

Chong Hua Hospital
Davao Doctors Hospital
Davao Medical Center
Davao Medical School Foundation
Jose R. Reyes Memorial Medical Center
Lung Center of the Philippines
Makati Medical Center
Philippine General Hospital
Quezon Institute
St. Luke’s Medical Center
The Medical City
University of Santo Tomas Hospital
Visayas Community Medical Center
West Visayas State University Medical Center

SAUDI ARABIA
King Fahad Medical City

TAIWAN
Chang Gung Memorial Hospital, LK
China Medical University Hospital
Koo Foundation Sun Yat-Sen Cancer Centre
National Taiwan University Hospital
Shuang Ho Hospital
Taipei Medical University Hospital
Taipei Veterans General Hospital
Wan Fang Hospital

THAILAND
Chiang Mai University Hospital
Chulabhorn Hospital
King Chulalongkorn Memorial Hospital
Phramongkutklao Hospital
Prasat Neurological Institute
Siriraj Hospital
Thammasat University Hospital

VIETNAM
Ho Chi Minh City Eye Hospital
Vietnam National Institute of Ophthalmology

CENTRAL
KK Women’s and Children’s Hospital
National Skin Centre
Tan Tock Seng Hospital
National Neuroscience Institute
Institute of Mental Health

NORTH
Khoo Teck Puat Hospital

WEST
National University Hospital
National University of Singapore, Yong Loo Lin 
School of Medicine and Faculty of Dentistry
National University Cancer Institute, Singapore
National University Heart Centre, Singapore
Ng Teng Fong General Hospital
Jurong Medical Centre
St Luke’s Hospital

SOUTH
Alexandra Hospital
Singapore General Hospital
National Cancer Centre Singapore
National Dental Centre Singapore
National Heart Centre Singapore
Singapore National Eye Centre

EAST
Changi General Hospital
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The Clinical Trials Implementation Committee (CTIC) is led by the Deputy Secretary 
(Policy), Ministry of Health (MOH), and comprises research and clinical trial directors 
from public healthcare institutions and other key stakeholders.

CTIC oversees the implementation of strategic initiatives based on the 
recommendations of the preceding Clinical Trial Workgroup (CTWG). Its aim is to 
improve the local clinical trials landscape and address emerging issues relating to 
the efficiency of clinical trial conduct in Singapore.

CTIC’s joint secretariat, staffed by NMRC and SCRI, works closely with public 
healthcare institutions and other relevant agencies such as the Singapore Economic 
Development Board (EDB), Biomedical Research Council (BMRC) A*STAR, Biomedical 
Sciences Industry Partnership Office (BMS IPO) and the Health Sciences Authority 
(HSA).

SCRI supports and implements CTIC’s strategic initiatives through close collaboration 
and facilitation with multiple stakeholders. Some of the CTIC initiatives in the 
pipeline are:

• Coordination of “One-Stop Legal Services” for commercial trials in Singapore’s 
public healthcare institutions. To reduce the length of time required for Clinical 
Trial Agreement (CTA) negotiations in Singapore and streamline the negotiation 
process for faster clinical trial initiation, SCRI intends to augment comprehensive 
legal services to assist institutions without in-house legal support. 

• Implementation of Training and Career Path Framework for Clinical Research 
Coordinators (CRCs). CRCs play essential roles as the main contacts for three 
critical parties in a clinical trial: Investigators, Sponsors and Study subjects. 
CTIC aims to maintain oversight of training facilitation, certification schemes 
and career path framework development for CRCs at a national level. These 
advancements will improve standards and increase productivity for trial units 
by grooming meticulous and well-trained CRCs prepared to support the future 
of the clinical trial ecosystem. 

• Development and management of the National Clinical Trial Dashboard. The 
National Clinical Trial Dashboard will be developed to track and serve as a 
performance index to measure the performance and efficiency of clinical trials 
in Singapore. This will provide more detailed insights into issues such as slow 
project start-up of clinical trials and poor patient recruitment rates.

KEY CTIC EVENTS

Clinical Trial 
Legal Roundtable 
25 July 2014

The Clinical Trial Legal Roundtable was jointly organised by 
SCRI and Quintiles. The roundtable discussion was attended 
by various legal and research representatives from public 
healthcare institutions. The objectives of the educational 
forum were to help legal counsel and administrators in public 
healthcare institution have a better understanding of clinical 
trial processes, share best practices, address key concerns 
for the contract negotiation process and build a common 
understanding of the general principles of Clinical Trial 
Agreements (CTA).

Industry Engagement Session 
on Clinical Trials Initiatives in Singapore 
29 September 2014

The Industry Engagement Session on Clinical Trials Initiatives 
was jointly organised by NMRC, SCRI, EDB and BMS IPO. 

The objectives of the session were to update key industry 
representatives on the improvements made to the clinical 
trial landscape, obtain their feedback and discuss further 
suggestions and recommendations for greater improvements. 
While most feedback received was in alignment with the 
prevailing CTIC Initiatives, the session raised the need to 
improve the research culture in public hospitals, and to 
change the mindsets of both clinicians and hospitals towards 
the conduct of clinical trials. In all, the session offered fresh 
perspectives of potential gaps in the clinical trial landscape in 
Singapore.

CLINICAL TRIALS 
IMPLEMENTATION COMMITTEE

Mutual Recognition 
of Ethics Review 
22 May 2014 

To espouse a centralised ethics review process and harmonise 
the ethics review system for local research studies involving 
human volunteers, a Memorandum of Understanding was 
signed between SingHealth and the National Healthcare Group 
(NHG) – to implement mutual recognition of Institutional 
Review Board (IRB) approvals.

SingHealth’s hospitals and institutions have a Centralised 
Institutional Review Board (CIRB) while NHG has a Domain 
Specific Review Board (DSRB). From July 2014, studies 
approved by either Board under this new partnership will be 
accepted by the other. The objectives of this initiative are to 
promulgate a more robust IRB system with aligned processes 
and mutual recognition of approvals, as well as to facilitate 
the streamlining and shortening of start-up times and reduce 
costs for multi-institutional clinical trials. 

THOUGHT LEADERSHIP / Clinical Trials Implementation Committee
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The current healthcare landscape is highly complex and has 
many interlinked variables that are evolving at a rapid pace. 
Collaborative medical research, in the form of Clinical Trials 
Networks has become a critical platform to gather clinical 
evidence that has not been possible in the past with single 
sites. SCRI has the necessary operational capabilities and 
industry knowledge to connect investigators with research 
interests in the same disease areas. 

SCRI facilitates the development and management of 
Networks to support and augment clinical research abilities. 
These partnerships provide opportunities for engagement in 
critically important and relevant research for diseases of Asian 
significance, facilitating and enhancing the collaborations 
between academia, industry and the government. 

These Networks will drive the future of clinical research and 
evidence-based medicine and be able to project the clinical 
scientific leadership that allow Singapore to strategically 
influence the direction of research, while addressing its 
potential weakness of a small catchment patient population. 
In this area of networks development, SCRI is unique in the 
region. Its aims are to engage a large number of Singapore’s 
disease experts as Principal and Site Investigators and provide 
in-depth expertise in the design, review and execution of 
multi-site, multi-national clinical studies.

CLINICAL RESEARCH 
NETWORKS

Metabolic Research Network (MRN)

The Metabolic Research Network (MRN) was established in late 
2010 and provides a national infrastructure for collaborative 
research in metabolic disorders. The MRN currently involves 
representation from six Singapore acute care hospitals with 
common interests in pursuing clinical research in metabolic 
disorders.

The MRN Team is in the midst of a grant funded multi-centre, 
investigator-initiated Non-Alcoholic Fatty Liver Disease 
(NAFLD) Study, which investigates the effects of four months 
of Levothyroxine therapy on Non-Alcoholic Fatty Liver Disease 
and Diabetes control in Chinese male patients. SCRI provided 
network setup and secretariat support for the study initiation 
and prepared a key recruiting site for HSA GCP Site Inspection 
for the NAFLD study. 

Major clinical impact is expected if the Study shows a positive 
outcome as Levothyroxine may serve as an inexpensive 
treatment for diabetic patients with NAFLD.

Family Medicine Research Network (FMRN) 

The FMRN was established in February 2011 as a Singapore-
based Network that supports the participation of Family 
Physicians in primary care research, with the aim of 
translating its results into improved medical practice in the 
community. Past and current research interests of the Network 
include disease prevention, early detection, treatment and 
management of chronic diseases. 

The FMRN Team worked with Lilly-NUS in a collaborative study 
on the validation of a diabetes marker, with subject enrollment 
for the Study completed in end-2014. Data analysis is ongoing. 
SCRI played a role as a coordinating liaison for the Study by 
providing network setup support and secretariat services. 

NETWORKS ESTABLISHMENT

BRIDGING CLINICAL STUDY 
ORGANISATIONS

The Asia-Pacific Hepatocellular Carcinoma 
(AHCC) Trials Group 

AHCC is a flagship Network, being the collaborative trials group 
formed in 1997 by clinicians with special interest treating 
Hepatocellular Carcinoma in major medical centres in the 
Asia-Pacific region. The primary aims of the Trials Group are to:

• Conduct preventive and therapeutic trials in 
 Hepatocellular Carcinoma
• Carry out basic and translational research in this field
• Develop training and educational programmes pertaining to 
 Hepatocellular Carcinoma

With 16 years of research experience in conducting six multi-
centre and multi-national clinical trials, the Trials Group has 
been providing a well-established platform for outstanding 
clinical studies, allowing investigators to produce high-
impact results based on their applicability across different 
populations. The Group has also accumulated funding and 
access to a diverse database of over 1,000 patients across the 
region.

To date, the Network’s extensive reach covers more than 40 
sites in 17 countries. From the results of completed trials, 
the Group has successfully published articles in well-known 
international scientific and medical journals, including 
Hepatology in 2002, the British Journal of Cancer in 2011, and 
World Journal of Surgery and Contemporary Clinical Trials in 
early 2013.

Clinical Trials Networks is clearly the way forward for 
the future of significant Clinical Research initiatives.
Dr Khoo Teng Chuan
Chief Medical Officer, SCRI 

“ ”

THOUGHT LEADERSHIP / Clinical Research Networks (CRN)

56 57



61
OUR PEOPLE

64
SCRI IN THE NEWS

66
REVENUE SOURCES 
AND COLLABORATORS

67
SEMINARS, CONFERENCES 
AND WORKSHOPS

70
PUBLICATIONS 
IN 2014

THE HEART 
OF SCRI

THOUGHT LEADERSHIP / Clinical Research Networks (CRN)

Clinical Research Network Forum 2014

As a Clinical Trials Implementation Committee (CTIC) joint-
secretariat, SCRI supported the inaugural Clinical Research 
Network Forum on 7 November 2014 in Singapore. The 
Forum brought together the leading CRNs in Singapore and 
Institutional Research Development Office to discuss the 
requirements of and strategic direction for CRNs. 

Participants at the Forum shared different experiences of 
current Networks and areas for improvement to support 
existing network infrastructure. The Forum provided an 
excellent networking opportunity for members to discuss 
the best practices, important tips and lessons learnt from 
established CRNs. 

CLINICAL RESEARCH 
NETWORK EVENT
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THE HEART OF SCRI
At the heart of SCRI lies an experienced staff force which is united, 
driven and committed to raising the standards of clinical research 

both locally and regionally

Engaging and Developing Our People
SCRI recognises the contributions of its passionate and 
dedicated staff towards spearheading clinical trials in Singapore 
and is, in turn, committed to supporting the professional and 
personal development of its employees.  A number of skills 
development events were organised to engage our people and 
develop talent across the Institute.

7 Habits of Highly Effective People 
SCRI selected the “7 Habits of Highly Effective People” 
programme as the core training for all levels of staff to develop 
and enhance leadership effectiveness at individual, team 
and organisational levels. Each of the “7 Habits” is based on 
principles of effectiveness and aligned with the paradigms and 
practices that produce effective results. 

Client Engagement Workshop
The participants learnt strategies to manage challenging 
situations and to be more proactive in meeting clients’ 
expectations, listening and communicating effectively through 
an in-house Client Engagement workshop, which was organised 
in October 2014.

Presentation Skills Workshop
A hands-on Presentation Skills Workshop was organised 
in November 2014 catering to staff who engage in frequent 
presentations to external collaborators. Other than finding out 
how to overcome presentation anxiety and build confidence, 
workshop participants were taught effective techniques on 
presentation, organisation and preparation of presentation 
content. 

Building a Healthy Workplace  
On 1 September 2014, SCRI embarked on the Workplace Health 
Promotion (WHP) Programme and established a structured 
programme to provide a conducive environment for our staff. 
Through this Programme, SCRI aims to encourage staff to 
maintain healthy habits and active lifestyles amidst their busy 
work schedules. 

OUR 
PEOPLE

THE HEART OF SCRI / Our People
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It includes events such as on-site health screening in the office, 
health talks, physical wellness activities, fruit distribution and 
establishment of a health corner to cater to the needs and 
interests of our staff. The WHP programme is the cornerstone 
of our efforts to create a healthy workplace.

SCRI Annual Dinner 2014
SCRI held its Annual Dinner 2014 at Copthorne King’s Hotel 
Singapore on 28 March 2014 and the staff attended gamely 
dressed in colourful national costumes to the theme of ‘Around 
the World’.

After Prof Teoh Yee Leong thanked staff for their hard work, 
it was time for an evening of fun. Seven nominees for the 
Best Dressed Award were picked to show off their elaborate 
costumes on stage.

Prof Teoh presented 19 staff members with the Long Service 
awards and Employee of the Year awards were given to 
deserving individuals. The evening ended on a high note with 
lucky draw winners claiming their prizes.

Team Building cum CEO Update 
On 17 October 2014, SCRI held our Team Building cum CEO Update 
at Bollywood Veggies in the beautiful Kranji countryside. The 
full-day event started with a guided farm tour where the farm 
specialists introduced our staff to the different flowers, plants, 
fruit and vegetables on the farm. 

The highlight of the day was the Bollywood Kampung Race, an 
energetic and exciting team-building activity that incorporated 
the Bollywood experience into a competition styled after 
the “Amazing Race” programme. Six teams of 10 employees 
competed in challenges such as a treasure hunt, scarecrow 
making and fishing. Not only were teams tested on their 
knowledge gained from their guided farm tour, they had to 
overcome surprise road blocks and detours with teamwork and 
creativity.

After a session to learn how to pot a miniature herb garden, 
our staff took home their herb pots as souvenirs.

SCRI is led by an Executive Committee comprising the 

CEO, COO, CMO and CSO. With the extensive experience 

of its senior management cumulatively brings more than 

100 years of experience from the 

pharmaceutical, healthcare and medical device industries, 

SCRI’s experienced leadership understands the complexity 

of managing clinical trials and the importance of quality 

standards of clinical research. 

SCRI has grown! Staff numbers more than 

doubled from 2008. SCRI’s expansion proved challenging 

given its needs for only the highly trained and experienced. 

SCRI’s commitment to quality and rigorous research 

standards attracted staff with the same commitment to the 

pursuit of excellence, thus helping SCRI in marking several 

achievements over the last few years.

94% of our scientific and operational experts have multiple 

years of experience gained from various relevant industry 

sectors, including pharmaceutical, commercial CROs, public 

healthcare and academic institutions. 
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THE HEART OF SCRI / SCRI In The News

The research partnerships at SCRI impact our stakeholders and benefit patients. We are committed to forging strong bonds with our 
partners and breaking new grounds with our clinical research community.

SCRI IN 
THE NEWS

Treatment that aids body’s 
fight against cancer on trial

Singapore gets new $60 million hub to fast-track medical 
innovations

MicroVAX Cancer Vaccine First in Human Clinical Trial in Singapore

Timing of epidural is 
up to the mother

Evolving trends
in clinical trial designs

Cancer Vaccines:
Immunotherapy’s
New Wave

本地医院引进癌症疫苗
临庆测试取得初步成效
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COLLABORATOR IN FY2014SOURCE

Danone Baby Nutrition, SIRTeX Technology Pty Ltd, Davos Life Science Pte Ltd, Merck Pte 
Ltd, MicroVax LLC

COMMERCIAL

National University Hospital (S) Pte Ltd, National University of Singapore, Singapore General 
Hospital Pte Ltd, Duke-NUS Graduate Medical School, Perinatal Society of SingaporeINDEPENDENT

Institute of Mental Health, Tan Tock Seng Hospital Pte Ltd, Singapore General Hospital Pte 
Ltd, National University of Singapore, Alexandra Health Pte Ltd, National University Hospital 
(S) Pte Ltd, Singapore Eye Research Institute, KK Women’s and Children’s Hospital Pte Ltd

NMRC

Khoo Foundation, Lee Foundation, Viva Foundation,  Asia Cornea Foundation, Tanoto 
Foundation, Leardal Medical, Ramsey Social Justice Foundation, Laerdal Foundation, 
International Myeloma Foundation

FOUNDATION

AHCC06 – National Medical Research Council/ SIRTeX Technology Pty Ltd, IHN01 – National 
Cancer Centre of Singapore Pte Ltd/ Innogene Kalbiotech Pte Ltd

JOINT (NMRC &
COMMERCIAL)

SEMINARS, CONFERENCES 
AND WORKSHOPS
SCRI is passionate about contributing to training opportunities for clinical research professionals locally and regionally to support a 
knowledge-driven economy, where the practice of medicine is even more driven towards evidence-based outcomes.

The SCRI Team develops curricula and delivers training for Research Methodology, Biostatistics, Epidemiology, Good Clinical Practice, 
Project Management, Data Management and Audit. The trainers receive the latest updates in these expertise areas through their 
joint roles as lecturers and academic staff at the Duke-NUS Graduate Medical School. Their diverse skills and versatility as trainers 
and academics allow for a varied and balanced delivery of material content in both conventional and interactive formats such as 
lectures, workshops, small-group sessions, or computer-based sessions. These workshops provide a two-way educational synergy 
for trainers and participants alike, as they explore the pathways and challenges of improving clinical research.

WORKSHOPS

• A*STAR Biomedical Engineering Programme (BEP)  
Grant Workshop 2014 
03 February 2015

 
• 13th Asia Pacific Evidence-Based Medicine &  

Nursing Workshop and Conference  
20 – 23 January 2015

• Cochrane Workshop on Systematic Reviews:  
Locating, Synthesising & Publishing  
the Best Evidence Available  
19 – 20 June 2014

• e-Lit searching, Critical appraisal & Systematic Reviews 
Workshop (Co-organised with Tan Tock Seng Hospital) 
25 April 2014

• GET Workshop for National Healthcare  
Group Polyclinics (NHGP)  
10 April 2014

• SCRI-CSU Advanced Clinical Trial Workshop on  
“Managing Large Investigator-Initiated Trials” 
29 May 2014

THE HEART OF SCRI / Revenue Sources and Collaborators THE HEART OF SCRI / Our Achievements 
Seminars, Conferences and Workshops

REVENUE SOURCES 
AND COLLABORATORS

COMMERCIAL  $ 294,385.82

INDEPENDENT  $ 101,559.40

FOUNDATION  $ 450,439.46

JOINT (NMRC & COMMERCIAL)  $ 371,574.17

NMRC TRIALS  $ 369,504.65

NMRC CORE GRANT  $ 8,208,233.43
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WORKSHOP HIGHLIGHTS 

A*STAR BEP Grant Workshop 2014 
03 Feb 2015

This Workshop was the 4th annual collaborative series between 
SCRI and A*STAR for courses focusing on Medical Devices. It 
was set up to assist clinicians and biomedical engineers who 
are seeking Biomedical Engineering Programme (BEP) Grants 
to understand the fundamentals of medical device clinical 
trials in humans and the methodology to support their grant 
applications.

Guest speakers from various institutions shed light on 
regulatory strategy, practical tips on writing grant applications 
and animal model services for medical device development. 
SCRI speakers covered topics on clinical study design elements, 
statistical analysis planning, clinical site management and 
budgeting for clinical studies.

SCRI-CSU Advanced Clinical Trial Workshop on 
“Managing Large Investigator-Initiated Trials” 
29 May 2014

This Workshop was a collaboration between SCRI and NUS 
Clinician Scientist Unit (CSU) to help experienced investigators 
managing Investigator-Initiated Trials (IITs) through practical 
sessions and discussions with key SCRI faculty members. Topics 
discussed ranged from project management and recruitment 
strategies to study monitoring, and data management. The 
comprehensive Workshop was tailored to equip Investigators 
with skills and knowledge to manage large IITs.

Cochrane Workshop on Systematic Reviews: 
Locating, Synthesising & Publishing 
the Best Evidence Available 
19 – 20 June 2014

This Workshop was jointly presented by the Singapore Branch 
of the Australasian Cochrane Centre, the Duke-NUS Graduate 
Medical School Singapore, SCRI and the NUHS Medical 
Publications Support Unit. It described how systematic reviews 
fit an evidence-based practice framework and looked at the 
rationale for producing review protocols. 

The Workshop catered to academia and scientists considering 
or currently working on a Cochrane Systematic Review, as 
well as individuals interested in knowing more about the best 
methods of doing systematic reviews, utilising meta-analyses 
and quality appraisal of systematic reviews.

SEMINARS AND CONFERENCES

Through its industry seminars and conferences, SCRI provides a 
platform for the sharing of its expertise in the clinical research 
community. These avenues for interaction between industry 
and research personnel serve to develop active networks and 
collaborative discussion of emerging trends within clinical 
research.

• Biopharma Asia Convention 2015 “Navigating the future 
of Asia’s biopharmaceutical industry” 
23 – 25 March 2015

• NMRC Awards Ceremony and Research Symposium 2015 
“Research for a Better Future”   
18 – 19 March 2015

• NMRC November 2014 Grant Call Roadshows 
8 – 9 Oct 2014

• Singapore Health & Biomedical Congress 2014 (SHBC)  
by National Healthcare Group (NHG) 
26 – 27 Sep 2014

• ISPOR 6th Asia-Pacific Conference  
6 – 9 Sep 2014

• PharmaSUG 
5 - 6 Sep 2014

• SingHealth Duke-NUS Scientific Congress 2014 
“Academic Medicine: Transforming Vision Into Reality” 
5 – 6 Sep 2014

• 9th Singapore Public Health & Occupational Medicine 
Conference “Embracing Challenges in Building Healthy 
Communities” 
28 – 29 Aug 2014

• Clinical Research Coordinator Society Forum  
“Best Practices and Updates in Investigator-Initiated 
Studies”  
25 July 2014

• The Cardiovascular Clinical Trialist (CVCT) Asia Forum 2014  
4 – 6 July 2014

• 8th World Vaccine Congress Asia-Influenza Summit 2014 
9 – 12 June 2014

CONFERENCE HIGHLIGHTS 

The Cardiovascular Clinical Trialist (CVCT) 
Asia Forum 2014 
4 – 6 July 2014

SCRI co-organised and brought the inaugural CVCT Asia Forum 
2014 to Singapore’s shores. The three-day event, organised 
by Associate Professor Carolyn Lam, was attended by more 
than 170 international and local delegates including top 
cardiovascular trialists, investigators, statisticians, industry 
research and development experts to discuss clinical trials in 
cardiovascular disease.

The Forum showcased SCRI’s capabilities in clinical research 
within Asia and its excellent set-up of partnership models 
to potential Principal Investigators. SCRI’s CEO, Associate 
Professor Teoh Yee Leong and CSO, Associate Professor Edwin 
Chan were invited to speak at the conference. 

Singapore Health & Biomedical Congress 2014 (SHBC) by 
National Healthcare Group (NHG)
“Redefining Healthcare for the Future: Education, 
Innovating & Leading for Progress”
26– 27 Sep 2014

In 2014, SCRI participated as a Booth Exhibitor at the Singapore 
Health and Biomedical Congress organised by National 
Healthcare Group. The Conference provided a compelling and 
accessible platform for more than 3,557 healthcare and clinical 
research personnel. SCRI’s speakers gave talks during the 
Conference and shared their clinical research expertise and 
experience in conducting Investigator-Initiated Clinical Trials.
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The Minister of Health, Mr Gan Kim Yong, with A/Prof Lim Tock Han 
and Dr Keith Tsou at the SCRI’s exhibition booth of SHBC 2014.

Our academic team has 
conducted more than 
143 workshops, 
seminars and 
talks since 2008
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PUBLICATIONS 
IN 2014
SCRI collaborated with local and international researchers to co-author 33 
publications in 2014: 

1. Xu Y, Lamc KF, Cheung YB. Estimation of intervention effects using recurrent 
event time data in the presence of event dependence and a cured fraction. 
Statistics in Medicine 2014, 33(13): 2263-2274.

2. Xu Y, Lee CF, Cheung YB. Analyzing binary outcome data with small clusters: 
A simulation study. Communications in Statistics - Simulation and Compu-
tation 2014, 43(7): 1771-1782.

3. Loo E, Lianora GV, Lu QS, Aw M, Lee BW, Shek LP. Probiotic supplementation 
in the first 6 months of life in at-risk Asian infants - Follow-up till 5 years. 
International Archives of Allergy and Immunology 2014, 163(1): 25-28.

4. Chia A, Chua WH, Li W, Fong A, Goon YY, Tan D. Atropine for the treatment of 
childhood myopia: Changes after stopping Atropine 0.01%, 0.1% and 0.5%.  
American Journal of Ophthalmology 2014, 157(2): 451-457.

5. Yap GC, Loo EXL, Aw M, Lu Q, Shek LPC and Lee BW. Molecular analysis of 
infant fecal microbiota in an Asian at-risk cohort – correlates with infant 
and childhood eczema. BMC Research Notes 2014, 7: 166.

6. Chow PKH, Poon DYH, Khin MW, Singh H, Han HS, Goh ASW, Choo SP, Lai HK, 
Lo RHG, Tay KH, Lim TG, Gandhi M, Tan SB, Soo KC. Multicenter phase II study 
of sequential radioembolization-Sorafenib therapy for inoperable hepato-
cellular carcinoma. PLOS ONE 2014, 9(3): e90909. 

7. Han J, King NKK, Neilson SJ, Gandhi M, Ng I. External validation of the IM-
PACT and CRASH prognostic models in severe traumatic brain injury. Journal 
of Neurotrauma 2014, 31(13): 1146-1152. 

8. Lee CF, Cheng ACO, Fong DYT. Ophthalmic randomized controlled trials re-
ports: The statement of the hypothesis. American Journal of Ophthalmolo-
gy, 2014, 157: 254-259.

9. Kalimuddin S, Phillips R, Gandhi M, Souza NNd, Low JGH,  Archuleta S, Lye D 
and  Tan TT. A multi-centre open label randomized controlled phase IIB trial 
comparing Vancomycin versus Daptomycin for the treatment of Methicillin 
Resistant Staphylococcus aureus bacteremia due to isolates with high van-
comycin minimum inhibitory concentrations. Trials 2014, 15: 233. 

10. Hee HI, Lee S, Chia SN, Lu Q, Liew APQ and Ng A. Bacterial contamination 
of surgical scrub suits worn outside the operating theatre: a randomised 
crossover study. Anaesthesia 2014, 69(8): 816 - 825.

SCRI published 
more than 180 
papers in high 
impact journals 
such as The Lancet, 
Hepatology and 
PLoS Genetics 
since 2008

11. Lee CF, Ng R, Luo N, Cheung YB. Patient-reported outcomes are associated 
with patient-oncologist agreement of performance status in a multi-ethnic 
asian population. Supportive Care in Cancer 2014, 22(12): 3201-3208.

12. Navarro JC, Gan HH, Lao AY, Baroque AC, Hiyadan JHB, Chua CL, Jose MCS, 
Advincula JM, Lee CF, Bousser MG, Chen CLH. Baseline characteristics and 
treatment response of patients from the Philippines in the CHIMES Study. 
International Journal of Stroke 2014, Suppl A100: 102-105.

13. Low JG*, Sung C*, Wijaya L*, Wei Y, Rathore APS, Watanabe S, Tan BH, Toh 
L, Chua LT, Hou Y, Chow A, Howe S, Chan WK, Tan KH, Chung JS, Cherng BP, 
Lye DC, Tambayah PA, Ng LC, Connolly J, Hibberd ML, Leo YS, Cheung YB, Ooi 
EE, Vasudevan SG. Efficacy and safety of celgosivir, an alpha-glucosidase 
inhibitor, in dengue fever patients evaluated in a randomized, double blind, 
placebo controlled proof-of-concept clincal trial. Lancet Infectious Diseas-
es 2014, 14(8): 706-715.

14. Maiwald M, Chan ESY. Pitfalls in evidence assessment: the case of chlorhex-
idine and alcohol in skin antisepsis. Journal of Antimicrobial Chemotherapy 
2014, 69(8): 2017 - 2021.

15. Lim SG, Gandhi M, Chan ESY. Patients’ preference and health utility asses-
ments in HCV patients treated with sofosbuvir regimens: stating the obvi-
ous? Alimen Pharmacology & Therapeutics 2014, 40(9): 1115.

16. Aris IM, Gandhi M, Cheung YB, Soh SE, Tint MT, Gluckman PD, Lee YS, Yap F,  
Chong YS. A new population-based reference for gestational age-specific 
birth weight, birth length and birth head circumference of Singapore in-
fants. Annals Academy of Medicine Singapore 2014, 43(9): 439-447.

17. Sng BL, Leong WL, Zeng Y, Siddiqui FJ, Assam PN, Lim Y, Chan ESY, Sia AT. Ear-
ly versus late initiation of epidural analgesia for labour. Cochrane Database 
of Systematic Reviews 2014, 10: CD007238. 

18. Low JG, Lee LS, Ooi EE, Ethirajulu K, Yeo P, Matter A, Connolly JE, Skibinski 
DA, Saudan P, Bachmann M, Hanson BJ, Lu Q, Maurer-Stroh S, Lim S, Novot-
ny-Diermayr V. Safety and immunogenicity of a virus-like particle pandemic 
influenza A (H1N1) 2009 vaccine: results from a double-blinded, randomized 
Phase I clinical trial in healthy Asian volunteers. Vaccine 2014, 32: 5041-5048

19. Maiwald M, Assam PN, Chan ESY, Dancer SJ. Chlorhexidine’s role  in skin an-
tisepsis: questioning the evidence. Lancet 2014; 384(9951): 1344-1345.

20. Moorakonda RB, Gandhi M. Monitoring child growth and safety profile using 
growth charts. PharmaSUG China 2014; PT07.
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21. Chan EY, Fransen M, Parker DA, Assam PN, Chua N. Femoral nerve blocks for acute postoperative pain after knee replacement 
surgery. Cochrane Database of Systematic Reviews 2014, 5: CD009941. 

22. Ng KP, Ng A, Assam P, Heng E, Kandiah N. Role of cognitive enhancer therapy in Alzheimer’s disease with concomitant cerebral 
white matter disease: Findings from a long-term naturalistic study. Drugs in R&D 2014, 14(3): 195-203.

23. Sng BL, Zeng Y, Leong WL, Oh TT, Siddiqui FJ, Assam PN, Chan ESY, Sia AT. Automated mandatory bolus versus basal infusion for 
maintenance of epidural analgesia in labour. Cochrane Database of Systematic Reviews 2014, 10: CD011344. 

24. Chan EY, Teo YH, Assam PN, Fransen M. Functional discharge readiness and mobility following total knee arthroplasty for osteo-
arthritis: a comparison of analgesic techniques. Arthritis Care and Research 2014, 66(11): 1688-1694.

25. Lin L, Zhao YJ, Chew PT, Sng CC, Wong HT, Yip LW, Wu TS, Bautista D, Teng M, Khoo AL, Lim BP. Comparative efficacy and tolerability 
of topical prostaglandin analogues for primary open angle glaucoma and ocular hypertension. Annals of Pharmacotherapy 2014, 
48(12): 1585 - 1593.

26. Marx CE, Lee J, Subramaniam M, Rapisarda A, Bautista DC, Chan E, Kilts JD, Buchanan RW, Wai EP, Verma S, Sim K, Hariram J, 
Jacob R, Keefe RS, Chong SA. Proof-of-concept trial of pregnenolone in schizophrenia. Psychopharmacology (Berl). 2014, 231(17): 
3647-3662. 

27. Sulaiman AH, Bautista D, Liu CY, Udomratn P, Bae JN, Fang Y, Chua HC, Liu SI, George T, Chan E, Tian-mei S, Hong JP, Srisurapanont 
M, Rush AJ. Mood disorders research: Asian & Australian network. Psychiatry and Clinical Neurosciences 2014, 68(4): 245-54. 

28. Lim AY, Lee AR, Hatim A, Tian-Mei S, Liu CY, Jeon HJ, Udomratn P, Bautista D, Chan E, Liu SI, Chua HC, Hong JP. Clinical and socio-
demographic correlates of suicidality in patients with major depressive disorder from six Asian countries. BMC Psychiatry. 2014, 
14: 37. 

29. Cheung YB, Luo N, Ng R, Lee CF. Mapping the Functional Assessment of Cancer Therapy - Breast (FACT-B) to the 5-level EuroQoL 
group’s 5-dimension questionnaire (EQ-5D-5L) utility index in a multi-ethnic Asian population. Health and Quality of Life Out-
comes 2014, 12: 180.

30. Ngo CS, Pan CW, Finkelstein EA, Lee CF, Wong IB, Ong J, Ang M, Wong TY, Saw SM. A cluster randomized controlled trial evaluating 
an incentive-based outdoor physical activity program to increase outdoor time and prevent myopia in children. Ophthalmic and 
Physiological Optics 2014, 34: 362-368.

31. Gandhi M, Thumboo J, Wee HL, Luo N, Cheung YB. How is the most severe health state being valued by the general population? 
Health Qual Life Outcomes 2014, 12(1): 161.

32. Kalimuddin S, Phillips R, Gandhi M, de Souza NN, Low JG, Archuleta S, Lye D, Tan TT. Vancomycin versus daptomycin for the 
treatment of methicillin-resistant Staphylococcus aureus bacteremia due to isolates with high vancomycin minimum inhibitory 
concentrations: study protocol for a phase IIB randomized controlled trial. Trials 2014, 15: 233.

33. Tiah L, Kajino K, Alsakaf O, Bautista DC, Ong ME, Lie D, Naroo GY, Doctor NE, Chia MY, Gan HN. Does pre-hospital endotracheal 
intubation improve survival in adults with non-traumatic out-of-hospital cardiac arrest? A systematic review. The Western Jour-
nal of Emergency Medicine 2014, 15(7): 749-757.
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