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Why clinical trials?
Main features of clinical trial design
The history of clinical trials
The drug development process 
Phases of clinical trials
Clinical trial players
Trial guidelines - GMP, GLP and GCP
Quality assurance – audits and inspections
Research ethics
Risk and benefits of trial participations
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Module II: The Trial Landscape
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Clinical Trial Players

Clinical Trial Players
Regulatory 
Authority

Investigator
Ethics 
Committee

Sponsor

Clinical Trial Players
Drug Regulatory Authority

Approving 
clinical trial protocols 
the conduct of clinical trials 
new medicines 

Quality Assurance 
development of new medicines
productions,  distribution, labeling and safety 
monitoring of registered medicines 
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Clinical Trial Players
Drug Regulatory Authority

Sponsor

Initiates a clinical trial
Seek permission from the Drug 
Regulatory Authority 
Number of responsibilities such as 
protocol development, financially and 
quality assurance.

Drug Regulatory Authority

Sponsor

Clinical Trial Players

Investigator
Trial conduct
Investigator
Co-investigator
Clinical Research Coordinator
Study Support Staff

Drug Regulatory Authority

Sponsor

Clinical Trial Players

Ethics 
Committee

Investigator
Protocol Approval
Ethics Committee (EC)
= Institutional Review Board (IRB)
= Research Ethics Committee (REC)
= Independent Ethics Committee (IEC)
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Clinical Trial Players
Drug Regulatory Authority

Sponsor

Clinical Trial Players

Ethics 
Committee

Investigator

Patients
Healthy study subjects Patients 

Clinical Trial Players
Drug Regulatory Authority

Local

Overseas

US: Food and Drug Administration (FDA)
EU: European Agency for the Evaluation of Medicinal Products 
(EMEA) 
Japan: Ministry of Health, Labor and Welfare (MHLW) 

Canada: Health Canada
China: State Food and Drug Administration (SFDA)
Australia: Therapeutic Goods Administration (TGA) 
Hong Kong: Department of Health (DoH)

Clinical Trial Players
Drug Regulatory Authority

Ethics 
Committee

Sponsor
CRO

Central Lab

Investigator

Patients 
CRO: Contract Research  Organisation
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Clinical Trial Players

Sponsor
CRO

CRO: Contract Research  Organisation

Pre-clinical Clinical 

Animal studies
Project Management

Monitoring
Medical Statistics

Outsourcing

Clinical Trial Players

Sponsor
CRO

Outsourcing

2002

1992

8 billion US$
40% of work
20 million subjects

1 billion US$
4% of work
7 million subjects

Clinical Trial Players

Sponsor
Central Lab

Sites in EC Sites in US

Sites in Asia
Blood tests - courier
ECG - electronic
•Same procedures
•24 hours
•Central data base
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Clinical Trial Players
Sponsor

ARO/SMO Investigator

ARO: Academic Research Organisation

SMO: Site Management Organisation

Interface between sponsor and Investigator:
Investigator identification, budget, contract, GCP training, 
research pharmacy, ethics committee application

Clinical Trial Players

Ethics 
Committee

Sponsor

IDMC: Independent Data  Monitoring Committee

IDSC: Independent Data  Safety Committee

IDMC

Ethics 
Committee

Clinical Trial Players
Drug Regulatory Authority

Sponsor

Local

Overseas

ARO/SMO

CRO

Central Lab

Investigator

Patients 

CRO: Contract Research  Organisation

ARO: Academic Research Organisation

SMO: Site Management Organisation

IDMC: Independent Data  Monitoring Committee

IDMC
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There are four major clinical trial players
Regulatory authority – local & overseas
Sponsor + CRO, Central Lab
Investigator + team members & patients +ARO/SMO
Ethics committee + IDMC

Conclusion 
Clinical Trial Players


