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Establishment of the Business & Project Acceleration Team

To achieve a more smooth and efficient operation for planning, preparation and conduct of clinical studies, CTC's Business Development Team
and Network Operation Team were integrated to form the Business & Project Acceleration Team during the fourth quarter of the year. The
integrafion brought together the essential business, administration and coordination functions under one roolf, creating a single point of contact
for clinical investigators, trial sponsors and contract research organisations and a central platform on which all necessary steps from initial project
discussion and feasibility assessment to ethics affairs, budget / payment management, service proposal development and contract management

are coordinated. The integrated model has proved a highly effective and is greatly welcomed by clinical investigators and the industry.

Scope of core operations of the Business & Project Accelerafion Team

Initial Project Discussion
Feasibility Assessment

Project Initiation & Registration

Project Coordination

Feasibility assessment

Feasibility assessment is the first step for every successtul clinical study. High quality feasibility assessments requires expert knowledge in clinical
research regulations and operations, in-depth understanding of the local healthcare system, and access to extensive networks of study sites and

investigators, as well as excellent trouble-shooting and problem-solving capabilities.
During the year, CTC performed 62 feasibility assessments for sponsors and contract research organisations, many of which have led to successtul

initiation of clinical studies. With the expanding network and increasing experience of CTC, it is anticipated that more and more clinical studies

will be made feasible in Hong Kong through CTC.
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Fthics affairs

The total number of ethics submissions reached another apex in 2007. During the year, the number of initial submissions jumped 37% from 76 to
104, Subsequent submissions (including serious adverse event reports) surged by 112% to 20,746. The enormous increase in ethics submissions
reflected the rapidly accelerating clinical research activities in HKU and recognition of the expertise, infrastructure and quality of HKU and CTC

in clinical research by the international industry.

Inilial submissions Subsequent submissions Serious odverse event reporls
2 DOCD oo e 20000 .
19,03
L0 S TBOOD -eeveveerre s emmeseereers e ceroenseeeesees

60 0Ol 02 03 04 05 06 07 0 01 02 03 04 05 06 07 00 01 02 03 04 05 06 0O/
and ond and
before befare before

18  Clinical Trials Centre 2007 Annual Report



HKU Clinical Trial Register

The HKU Clinical Trial Register has been expanding quickly. During the year, the total number of clinical studies posted on www.HKClinicalTrials.com
elevated 58% from 361 to 569, 275 of which are industry-sponsored studies and the rest are investigator-initiated studies. The HKU Clinical Trial
Register has become a public, transparent platform for anybody in the local community or the international society who is interested in

understanding Hong Kong's clinical research activities.

Clinical studies registered at the HKU Clinical Trial Register
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Data Management & Medical Statistics

Support for investigator-initiated academic clinical research

Clinical research is an important area of medical research, essential for bringing new medicine from “bench-side” to “bed-side”. Achieving
excellence in academic clinical research is among the key focuses of the HKU Medical Faculty. During the year, CTC's Data Management &
Medical Statistics Team continued to provide clinical investigators expert advice on research grant applications, protocol development, statistical
analysis and medical writing about their academic clinical research projects for publications. A large number of clinical investigators have

benefited from CTC's data management and medical statistics support.

Data management and medical statistics supports

and services provided (2007

Research gront application
Protocol / monuscript review
Clinical study design
Sample size estimation

Case reporl form design

Remark:
Clinical dato management _
The total number of projects

Statislical analysis O A served during the period

was 48, Some  projects
0 2 4 6 8 1012 14 16 18 20 22 24 26 28 30 32 required more than one lype

Number of projects of service.

Services for industry-sponsored
clinical studies

During 2007, CTC continued to provide data management and medical
stalistics services supporting industry-sponsored clinical studies. The clinical
study design, sample size estimation, case report forms design, clinical data

management and statistical analysis. Demand for these services is expecied

to increase in the future.
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Quality Assurance & Education

AccreditGCP and GCP accreditation test

Since its lounch in 2005, AccreditGCP - CTC's online GCP training programme - has become renowned, both internally and externally.

In 2007, o total of 55 GCP accreditation certificates were issued to candidates who utilised AccreditGCP for their training.

CTC's GCP accreditation certificate is recognised under the Continuing Medical Education (CME] of the Hong Kong Medical
Association and the Continuing Nursing Education (CNE} of the Nursing Council of Hong Kong.
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Postgraduate programmes

Postgraduate programmes in clinical frials research methodology, in
particular the Master of Public Health (MPH), continue to be popular with
those working in the pharmaceutical industry, as well as others interested in
clinical research. By the end of 2007, 72 students have graduated so far

from the programmes.
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It e | Depormen o
Cardiovasculology Arrial Fibrillation | Il _ProFessor HF Tse | Medicine QMH -
Cardiovasculology Atrial Fibrillation Il Professor HF Tse | Medicine QMH

Dr. Katherine YY Fan Medicine GRH
Cardiovasculology Atrial Fibrillation Il

Professor HF Tse Medicine QMH
Cardiovasculology Atrial Fibrillation Il Dr. Kathy LF lee Medicine QMH

Dr. NY Chan Medicine PMH
Cardiovasculology Cardiac Contractility N/A

Dr. Katherine YY Fan Medicine GRH
Cardiovasculology Cyanotic Congenital Heart Disease | N/A | Professor YF Cheung Paediatrics & Adolescent Medicine | GRH
Cardiovasculology Heart Failure 1l Dr. Kathy LF Lee Medicine QMH
Cardiovasculology Heart Failure N/A | Dr. Katherine YY Fan Medicine GRH
Cardiovasculology Heart Failure N/A | Dr. Kathy LF lee Medicine QMH
Cardiovasculology Heart Failure N/A | Professor HF Tse Medicine QMH
Cardiovasculology Heart Failure N/A | Professor HF Tse Medicine QMH
Cardiovasculology Hypertension IV | Dr. Carmen WS Chan Medicine QMH
Cardiovasculology Therothrombotic Disease N/A | Professor HF Tse | Medicine QMH
Cardiovasculology Ventricular Pacing N/A | Professor HF Tse Medicine QMH
Cardiovasculology Ventricular Pacing N/A | Dr. Raymond HW Chan Medicine QMH
Critical Medicine Critical Conditions N/A | Dr. WM Chan Medicine QMH
Endocrinology Diabetes Mellitus Il Dr. Daniel WS Chu Medicine QMH
Endocrinology Diabetes Mellius Il | Dr.Kathy LF Lee Medicine QMH
Endocrinology Diabetes Mellitus Il Dr. Sydney CW Tang Medicine QMH
Endocrinology Diabetes Mellitus | Dr. WS Chow Medicine QMH
Endocrinology Diabetes Mellitus | Dr. Daniel WS Chu Medicine SYP
Endocrinology Diabetes Mellitus l I | Professor Karen SL Lam Medicine QMH
Endocrinology Diabetes Mellitus ‘ v Dr. Daniel WS Chu Medicine QMH
Endocrinology Hyperlipidemia 1l Dr. Kathryn CB Tan Medicine QMH
Endocrinology Osteoporosis Il Professor Annie WC Kung | Medicine QMH
Endocrinology Osleoporosis | Professor Annie WC Kung | Medicine QMH
Gastroenterology & Hepatology | Hepatitis B I Professor George KK Lau Medicine QMH
Gastroenterology & Hepatology . Hepatitis B Il Professor George KK Lau Medicine QMH
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Industry-sponsored clinical studies contracted in 2007
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Gastroenterology & Hepatology | Hepatitis B I | Professor MF Yuen Medicine - QMH
Gastroenterology & Hepatology | Hepatitis B Il Professor MF Yuen . Medicine QMH
Gastroenterology & Hepatology | Hepatitis B Il Professor MF Yuen Medicine QMH
Gastroenterology & Hepatology | Hepatitis B IV Professor George KK Lau Medicine QMH
Gastroenterology & Hepatology | Hepatitis C Il Professor MF Yuen Medicine QMH
Gastroenterology & Hepatology | Opioid-induced Constipation -1 Dr. Annie OO Chan Medicine QMH
Gastroenterology & Hepatology | Postoperative lleus i | Dr. Micheal Irwin Anaesthesiology QMH
Ceriatrics Alzheimer's Disease | Dr. W Chy | Medicine . QMH
Ceriatrics Sarcopenia I .. Dr. IW Chu . Medicine QMH
: Professor Daniel TM Chan . Medicine QMH
Immunology & Allergy Lupus Nephritis N/A
Dr. Temy MY Mok Medicine QMH
Infectious Diseases Avian Flu I Professor KY Yuen Microbiology QMH
Infectious Diseases Avian Flu Il | Dr. Daniel WS Chu | Medicine QMH
Infectious Diseases Influenza Il | Dr. Daniel WS Chu Medicine Syp
Infectious Diseases Influenza Il Dr. Bing Lam Medicine QMH
Infectious Diseases Sepsis M1l Dr. WM Chan Medicine QMH
Oncology Breast Cancer I . Dr. Ava Kwong Surgery QMH
Oncology Breast Cancer Il Dr. Daniel TT Chua . Clinical Oncology QMH
Oncology Breast Cancer Il Professor Richard Epstein Medicine QMH
Oncology Breast Cancer 1Ml Professor Richard Epstein Medicine QMH
Oncology Breast Cancer it | Dr. Ava Kwong . Surgery QMH
Oncology Breast Cancer I “ Dr. Ava Kwong Surgery | QMH
Dr. KK Chau Clinical Oncology QEH
Oncology Chemotherapy-nduced Nousea & Vomiling Il Dr. Dérial FF Chia Clinical Oncology QMH
Dr. Ava Kwong Surgery QMH
Oncology Colorectal Cancer Il I Dr. MY Luk Clinical Oncology QMH
Oncology Castrointestional Cancer N/A | Professor KM Chu | Surgery QMH
. Professor Raymond HS liang . Medicine . QMH
Oncology Leukemia Il
Dr. Herman Liv Medicine PYH
Oncology Leukemia Il Professor YL Kwong Medicine QMH
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Industry-sponsored clinical studies contracted in 2007
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Oncology Lung Cancer . Il Dr. Daniel TT Chua Clinical Oncology QMH
Dr. Ashley CK Cheng Oncology PMH
Oncology Lung Cancer Il Dr. Daniel TT Chua Clinical Oncology QMH
Dr. Jomes CM Ho Medicine QMH
Dr. Ashley CK Cheng Oncology PMH

Oncology Lung Cancer Il
Dr. Daniel TT Chua Clinical Oncology QMH
Oncology Lung Cancer Il Dr. Daniel TT Chua | Clinical Oncology QMH
Oncology | lung Cancer Il Dr. Daniel TT Chua Clinical Oncology QMH
Oncology Lung Cancer I Dr. James CM Ho Medicine QMH
Oncology ; lymphoma Il Professor Raymond HS liang | Medicine QMH
Oncology . lymphoma 1l Professor Raymond HS liang | Medicine QMH
Oncology Renal Cancer I Dr. Philip WK Kwong Clinical Oncology QMH
I Professor Richard Epstein Medicine QMH

Oncology Solid Tumours Il
Dr. Ava Kwong Surgery QMH
Orthopaedics & Traumatology : Bone Fracture I Dr. Frankie KL Leung Orthopaedics & Traumatology | QMH
Orthopaedics & Traumatology | Spinal Cord Injury I Dr. YW Wong Orthopaedics & Traumatology | QMH
Psychiatry | Maijor Depressive Disorder N/A | Dr. KF Chung - Psychiatry QMH
Psychiatry . Schizophrenia I Dr. KF Chung Psychiatry QMH
Respiratory Medicine | Asthma | N/A | Professor Mary SM Ip Medicine QMH
Rheumaiology .. Rheumatoid Arthritis .. Il . Dr. Temy MY Mok Medicine QMH
Rheumatology Rheumatoid Arthritis Il | Dr.Temy MY Mok Medicine QMH
Urology | Overactive Bladder 1l QMH
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