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Introduction

International guidelines, including ICH-GCP, and national laws have been formulated to protect human participants in research.  But much is dependent on the willingness of various stakeholders to uphold the highest ethical standards in the implementation of health research. It is important to empower the various stakeholders towards sustainable human participant protection programs.  
This conference will examine various models, good practices and initiatives to ensure stakeholder empowerment in the conduct of health research.  Reinforcing a system where stakeholders know and perform their duties and responsibilities contribute to credible data and the protection of the rights and safety of human participants.  The whole empowerment cycle starts from protocol conception, development and approval, to ethical research implementation, monitoring and data management, until completion of final report.  
Educating stakeholders about their roles and responsibilities is the first step towards empowerment. Supporting training and certification programs for investigators and ethics committee members can ensure qualified persons performing their functions. Setting up a responsible regulatory system to perform oversight functions reinforces good practices. Through plenary sessions and panel presentation, group discussions and area reports, the full range of empowerment issues and their contribution to human participant protection will be explored.

Objectives
General objective:

To explore and identify various models and mechanisms that empower stakeholders in health research to contribute to human participant protection
Specific objectives:

· To describe the roles, responsibilities and initiatives by sponsors to empower stakeholders in health research 
· To describe programs and initiatives to empower health research investigators
· To describe programs and initiatives to empower ethics review board committees to contribute to sustainable human participant protection programs
· To describe empowering models and practices of regulatory systems that may be replicated in various country settings

· To explore effective measures to empower participants in health research

· To identify gaps, facilitators and barriers to empowering systems in health research

· To suggest options and future direction of empowerment systems to maintain the highest  ethical standards in health research
· To develop relevant Asian models of ethical research infrastructure that promote empowerment within the context of diverse Asian cultures alongside pluralistic socio-economic-politico systems.  

Conference Methodology

The conference participants are drawn from the various sectors and disciplines involved in health research mainly from Asia and the Western Pacific region and from other parts of the world. There are international representatives from national health authorities, ethics committees, researchers, research participants, academic institutions and the pharmaceutical industry.
Conference Sessions

There are various plenary sessions that will examine important topics for discussion.  Panel discussions from area representatives will also be used for information exchange.
Conference Outcome
The conference should be able to contribute to better awareness, knowledge and practice about empowerment for better human participant protection.
FERCAP 2008 Conference Agenda

Day 1: November 24 2008
8:00 - 9:00
Registration
9:00 - 9:30
Opening Ceremony
Welcome Address
Welcome Remarks
Introduction of Guests/ Delegation
Vichai Chokevivat, Chairman, Forum for Ethical Review Committees in Asia & the Western Pacific (FERCAP), RHRP

9:30 – 10:30
Plenary Session 1: Developing an Empowerment Framework in Health Research
Chairpersons:
Vichai Chokevivat, Chairman, FERCAP
Suriadi Gunawan, Member, FERCAP Steering Committee (Indonesia)

Defining Stakeholder Responsibilities: Towards Implementing a Duty Based Ethics                                                                              Greg Koski, SIDCER Advisory Board Chair 
Defining Empowerment and its Application to Health Research
Juntra Karbwang, WHO-TDR
Developing a Culture of Ethical Dependability and Personal Authenticity in Health Research
Larry Kennedy
Open Forum
10:30 - 11:00   Tea and Coffee Break
11:00 - 12:30 Plenary Session 2: Improving Regulatory Oversight to Protect Human Participants in Health Research
Chairpersons:
Ock-joo Kim, FERCAP Steering Committee Member

Aneck Aribarg, Joint Research Ethics Committee Chair, Thailand

Regulatory Oversight through Human Research Protection Programs 
Melody Lin, OHRP
Strengthening Food and Drug Agency Involvement in Health Research 
Dr. Yupadee, Thai FDA
Overview of Legislative Initiative in the Asia Pacific Region
Edward Bartlett, OHRP
Open Forum

12:30 -13:30
Lunch Break

13:30 – 14:30 Panel Discussion 1: Sponsor Initiatives towards Empowerment of Stakeholders in Health Research
Chairpersons:
Benjamin Kuo, Secretary General, Joint Institutional Review Board of Taiwan and FERCAP Vice Chair

Dr. Tada Sueblivong, FERCIT Chair
Ethics Programs Initiated by International Funding Agencies                                                                                   
Gates Foundation Representative      

Developing an Ethical Culture in Vaccine Research  

                                                      
IVR Representative                                                        
Initiating Internal Audit to Ensure Responsible Conduct of Clinical Trials        Lisa Hamadian, Roche Audit
Implementing Quality Risk Management in the Conduct of Clinical Trials


Melvyn Rapprecht, Roche Audit 
Responsible Clinical Monitoring of Research Implementation                                                                           
Fe Esperanza Espino
Open Forum
14:30 - 15:00
Coffee Break 
15:00 – 17:00 Panel Discussion 2:  Empowering Investigators for Ethical Health 
Research

Chairpersons:
Vasantha Muthuswamy, Senior Deputy Director General, 

Indian Council for Medical Research and FERCAP Secretary                    
Dr. Reijo Salmela, WHO WPRO
Certification for Ethics in Research Proficiency                                                           
Hwei ling Lee, JIRB                                                              
Developing Education Programs for Ethical Research
Barbara Sina, Fogarty Programs
Forming Multidisciplinary Teams for Culture Sensitive Research       

Dr. Shoba, India
Curriculum Development for Ethical Research                                                                                           
Open Forum

18:30

Welcome Dinner

Day 2: Thursday, 25 November 2008
8:30 - 10:00
Panel Discussion 3: Empowering Ethics Committees towards Encouraging Responsible Behavior
Chairperson:
Marita Reyes, Philippine Health Research Ethics Board

Suriadi Gunawan, FERCAP Steering Committee

· Role of Medical Person in a Research Ethics Committee
· Role of Lay Person in a Research Ethics Committee
· NAREC and Continuous IRB Quality Improvement 

· Advocacy Role for IRB Association
10:00 – 10:30
Coffee/Tea Break
10:30 – 12:00 Panel Discussion 4:  Empowering Research Participants 
Chairperson: 
Xiuquin Wang, FERCAP Steering Committee Member


Sopit Thamaree, Joint Research Ethics Committee, Thailand
· Addressing Vulnerability Issues among Research Participants
· Encouraging Participatory Research: Towards Participant Empowerment   
· Role of Community Advisory Groups                
· Involvement of Patient Groups in the Conduct of Health Research

Open Forum

12:00-13:30
Lunch Break

13:30 - 15:30 
Group Discussion: Reports from FERCAP Area Representatives

Empowering Stakeholders in the Asia Pacific Region

Chairperson:
Anoja Fernando, Member, FERCAP Steering Committee, Sri Lanka

Ong-arj Viputsiri, WHO SEARO


Reports from: Representatives from Australia, Cambodia, India, Indonesia, Japan, Korea, Laos, Malaysia, Mongolia, Myanmar, Nepal,  Peoples Republic of China, Philippines, Singapore, Sri Lanka, Taiwan, Thailand, Vietnam
15:30-16:00
Coffee Break

16:00- 17:00
Presentation of Group Reports/ Resolutions – Group Panel Chairs
17:00 – 17:15
Closing Ceremonies
Vichai Chokevivat, Chairman, Forum for Ethical Review Committees in Asia & the Western Pacific (FERCAP)
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