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I. Executive Summary 

 1. Summary of Proceedings 

'Multi-Regional Clinical Trials Seoul Workshop', the inaugural workshop of the APEC 
Harmonization Center, was hosted by Korea Food and Drug Administration (KFDA), 
organized by the Korea Health Industry Development Institute (KHIDI), and supported by 
APEC Life Sciences Innovation Forum (LSIF). A total of 562 participants attended the 
workshop from 15 APEC economies (Australia, Canada, P.R. China, Chinese Taipei, Hong 
Kong, Japan, Korea, Malaysia, Mexico, Peru, Philippines, Singapore, Thailand, the United 
States, and Vietnam) and 2 non-APEC countries (France and the United Kingdom). 

The workshop benefited from the technical expertise of invited persons from the following 
organizations including government, industry, and academia: 1) Center for Drug Evaluation, 
Chinese Taipei, 2) COFEPRIS, Mexico, 3) Health Canada, Canada, 4) KFDA, Korea, 5) 
PMDA, Japan, 6) SFDA, China, 7) ThaiFDA, Thailand 8) USFDA, United States 9) Industry 
(Bayer, GSK, Merck, Pfizer, PhRMA, Wyeth) 10) University (University of Western Ontario). 

The workshop was divided into six plenary sessions and four breakout sessions.  

Session One. The Value and Challenges of Multi-Regional Clinical Trials. The session dealt 
with the presentations on: 1) The Values and Challenges of Multi-Regional Clinical 
Trials, 2) Values and Challenges of MRCT: A Regulatory Perspective. 

Session Two. Intra-Regional Efforts to Streamline the Conduct of Clinical Trials: The 
Tripartite Initiative and the ASEAN Pharmaceutical Product Working Group. Four 
presentation were made on: 1) Perspective for Global Clinical Trials, 2) Current 
Regulatory Situation in Korea, 3) Tri-party Clinical Initiatives and Its Prospective, 4) 
Intra-Regional Efforts to Streamline the Conduct of Clinical Trials: The ASEAN 
Pharmaceutical Products Working Group. 

Session Three. ICH Overview. Speakers shared their views on: 1) Industry Perspectives on 
the Adoption of ICH Guidelines in Asia, 2) ICH Overview & Impacts of Efficacy 
Guideline in Global Drug Development. 

Session Four. Multi-Regional Clinical Trial Design Issues that Clinical Researchers Should 
Understand in order to Succeed. The Presentations were on: 1) Interpreting Subgroup 
Analyses in Clinical Trials, 2) Issues with Design and Analysis in MRCT, 3) 
Statistical/Operational Considerations When Designing and Implementing a Multi-
Regional Clinical Trial. 

Session Five. Operational Aspects. The presentations in this session focused on: 1) Selected 
Topics in the Operational Aspects of Multi-Regional Clinical Trials, 2) Operational 
Aspects based on Korean Experience, 3) Aspects on the Planning & Implementation 
the GCP & QA for MRCTs. 

Session Six. Regulatory Guidance/ Perspectives/ Issues. The session dealt with issues on: 1) 
Implementation/Adaptation of ICH Clinical Guidelines into "Good Review Practice 
and Regulatory Partnership" in Chinese Taipei, 2) Regulatory Guidance/Issues - A 
Company Perspective.  

Breakout Sessions. The Participants were divided into the following four breakout sessions. 
1) Regional Specific Issues, 2) Site Management, Data Management and Good Clinical 
Practice, 3) Multi-Regional Clinical Trial Design Issues that Clinical Researchers 
Should Understand in order to Succeed, and 4) Specific Therapeutic Areas. 
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2. Summary of Findings and Recommendations 

Findings  

A. Regional Specific Issues 

 Different requirements from countries, e.g., numbers of patients required in clinical 
trials in the country 

- Develop guidance for scientific basis to look at the data from multiple countries 
- Better understand/develop statistical methodologies and techniques for multi-

regional trials 
- Better understanding of the differences regulations in different countries 
- Create a repository of regulations 

 Select an appropriate therapeutic area or disease to pilot how we can deal with and 
develop guidance for multi-regional trials 

 Mechanism to solicit and collect input from stakeholders on an ongoing basis 

 Broader participation; specific plan with defined timelines 

 Training 

- Mechanism for assessing needs, identifying priorities, qualifying trainers, 
developing curriculums, certification, etc. 

- "RHSC training subcommittee" 
- Workshop on " Good Review Practice", science-based review 
- Case studies 
- Long-term investment, e.g., academia education and training 

B. Site Management, Data Management and Good Clinical Practice 

 Develop a Better Understanding of Inter-Regional Variability 

 Initiate a prospective collection and archiving of MRCT data sets to enable 
scholarship on inter-regional variability 

- Identify key (clinically relevant with the potential to affect trial outcomes) 
variables causing inter-regional variability. 

- ICH E-5 intrinsic and extrinsic factors 
- Impacts on Quality variation 

 Enable Greater Science-Based Decision-Making 

 Provide a forum to increase collaboration among industry, academic and 
regulatory scientists to enhance awareness of the issues specifically related to 
MRCT design 

- Focus on the scientific rationale on the appropriateness of regional 
participation rather than merely local participation (e.g., pre-specified 
minimum numbers or enrollment percentages do not appear to be science 
based, and are a significant deterrent to MRCT.  

- Promote appropriate scientific tools (e.g., biostatistical theory) to enable 
regulators and industry across the APEC region to better understand MRCT 
design and execution. 

- Encourage participation by small/medium sized companies. 
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 Enhance the Capabilities of Physician-Investigators (PIs) Involved in MRCT 
Execution 

 Provide an education forum for PIs 

- Focus on the important role they play in MRCT design, and the unique 
obligations they must fulfill in MRCT execution 

- Encourage PIs to participate in the development of common self-assessment 
tools (e.g., quality of life assessments) 

- Promote common terminology for AE/SAE reporting - (e.g., MedDRA 
terminology). 

- Increase PI awareness that they are subject to oversight by multiple drug 
regulatory authorities. 

- Increase attention to the Informed Consent Process - (staff training, 
documentation, translations). 

 

Recommendations 

A. Training 

 Create RHSC subcommittee on training 
 Survey / assess areas of interest / needs 
 Consider dedicated mailbox 
 Prioritize needs 
 Identify quality trainers 
 Develop metric/reporting mechanism for determining benefits 
 Face-to-face programs, webinars, modules 
 Involve regulators, industry, academia 

B. Develop ‘guidance’ for MRCT 

 Prospective Research and Data Collection  
 Create Principles Document 

C. Repository of Information 

 Industry to identify critical areas with significant impact of disharmony 
 Common Language (translation issues) 
 Clearinghouse of events and information related to harmonization  
 Network of experts 

D. Promote dialogue on MRCT 

 Promote dialogue on MRCT 
 Establish for a for further discussion 

E. Develop Templates for Reporting and Reviewing 
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3. Summary of the Workshop Evaluation 

Evaluation forms were given to participants and resource persons to provide their ratings on 
following categories: 'general evaluation', 'contents of the workshop', and 'speakers'.  

80.3% of the participants who completed the evaluation rated the seminar either “very 
satisfied” or “satisfied” of the workshop in general. When asked to rate the value of the 
workshop in improving the professional knowledge of the participants, 82% of those who 
completed the evaluation selected either “very satisfied” or “satisfied”. Other highly rated 
elements of the seminar included the interaction with speakers, the materials provided, and 
the usefulness of information.   

Participants were also asked to provide suggestions on future seminars including the 
workshop agendas. The most common response received was a request for small group 
breakout sessions. Some comments are as follows: 

- It would be good to have more practical sessions instead principles ex. case reviews, 
etc.  

- Short presentations (30 mins) at each breakout session are needed as an overview and 
guidance for the participants to express view/opinions on the topics discussed. 

- The break out session of workshop should really be divided into smaller groups 

- Shorter workshop. Smaller breakout sessions to and discussion. Better instruction on 
flow of activities. 

- To have smaller breakout sessions using smaller groups and rooms. Supplemented 
with focus group. To get more involvement from other health authorities. 

- Direction/ focus "discussion" are necessary to take it further. Need better integration 
in science among regulator, scientists from industry and academic. 

 

Suggested Workshop Agendas 

- Electronic system / GCP comparison among Korea/Japan/China. 

- Ethics consideration in Multi-regional Clinical Trials. 

- More detailed of the same topics will be more appreciated. 

- Good regulatory practice and review. Realizing simultaneous global development. 

- More specifics on certain topics and have a thorough discussion about issues and 
potential solutions. Action plan has to come out from the session.  

- MRCT on biomilar and/or bioproduct. Possible way of small size pharmaceutical 
company can do MRCT. 

- Evaluation of MRCT. 

- Sharing good practice of successful clinical trials. 

- The experiences in good review practices or the assessment and evaluation of the CT 
documents. 
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II. Multi-Regional Clinical Trials Seoul Workshop 

1. Participants 

 VIPs 

APEC economies 

 

Kohei Wada (Japan) 

Co-Chair 

ICH GCG  

 

Mike Ward (Canada) 

Chair 

APEC LSIF Regulatory Harmonization Steering Committee 

 

Victor Alejandro Dongo Zegarra (Peru) 

Director General 

DIGEMID-MINSA  

 

Werawan Tangkeo (Thailand) 

Deputy Secretary General  

Thailand Food and Drug Administration 

Korea 

 

Jae-Hee Jeon 

Minister 

Ministry for Health, Welfare, and Family Affairs 

 

Ung Jun Byun 

Chair 

Health, Welfare, and Family Affairs Committee  

The National Assembly of Republic of Korea 

 

Young Hak Yoo 

Vice Minister 

Ministry for Health, Welfare, and Family Affairs  
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Yeo Pyo Yun 

Commissioner 

Korea Food and Drug Administration 

 

Sang Yong Lee 

Deputy Commissioner 

Korea Food and Drug Administration 

 

Seung Hee Kim 

Director, APEC Harmonization Center 

President, National Institute of Food and Drug Safety Evaluation 

 

Bup Wan Kim 

President 

Korea Health Industry Development Institute (KHIDI) 
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 Speakers & Moderators 

 

Plenary I, Breakout Session 2 

Mark Paxton (United States)  

Associate Vice President, International Regulatory Affairs, PhRMA 

 

Plenary I, III, Breakout Session 1 

Toshi Kobayashi (Japan) 

Technical Advisor, PhRMA-Japan 

 

Plenary I, IV, VI, Breakout Session 3

James Hung (United States) 

Director of Division of Biometrics I 

Office of Biostatistics, US Food and Drug Administration 

 

Plenary II 

Justina A. Molzon (United States) 

Associate Director, International Programs 

US Food and Drug Administration 

 

Plenary II 

Haruo Akagawa (Japan) 

Associate Center Director, Center for Products Evaluation 

Pharmaceuticals and Medical Devices Agency 

 

Plenary II, VI 

Kyung Won Seo (Korea) 

Director 

Drug Evaluation Department, KFDA 

 

Plenary II, VI 

Jian-hua Ding (China) 

Director, Division of American and Oceania Affairs, Dept of International 
Cooperation  

State Food and Drug Administration / ICH GCG representative 

 

Plenary II, V, VI 

Yuppadee Javroongrit (Thailand) 

Assistant Director, Drug Control Division, Thai FDA 
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Plenary III 
Yoshiaki Uyama (Japan) 
Review Director, Office Of New Drugs III, PMDA  
Coordinator, ICH Steering Committee 

 

Plenary III, VI, Breakout Session 2 
Martha A. Brumfield (United States) 
Senior Vice-President, Worldwide Regulatory Affairs & QA 
Pfizer Inc 

 

Plenary IV, V, Breakout Session 1 
Ling Su (China) 
Vice President, Clinical Research and Development  
Wyeth Asia Pacific Region 

 

Plenary IV, Breakout Session 4 
Allan Donner (Canada) 
Professor, Department of Epidemiology and Biostatistics 
University of Western Ontario 

 

Plenary IV, V, Breakout Session 3 
William Wang (China) 
Department of Biostatistics and Research Decision Sciences (BARDS) 
Merck Research Laboratories, Merck & Co, Inc. 

 

Plenary V, Breakout Session 4 
Yil Seob Lee (Korea) 
Director, Medical and Regulatory 
GlaxoSmithKline Korea 

 

Plenary VI 
Herng-Der Chern (Chinese Taipei) 
Director 
Taiwan Center for Drug Evaluation 

 

Plenary VI 
Min Irwin (China) 
Medical Director of Medical and Regulatory Affairs 
Bayer Schering Pharma China 

 

Plenary VI 
Marco Antonio Llanas Blanco (Mexico) 
Sanitary Authorization Commission 
Federal Commission for the Protection against Sanitary Risks  
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 Delegates 

 

Yam Pei Ching (Malaysia) 

Assistant Director, Clinical Research and Compliance Section 

National Pharmaceutical Control Bureau, Ministry of Health 

Zaril Harza Zakaria (Malaysia) 

Senior Assistant Director, Clinical Research and Compliance Section 

National Pharmaceutical Control Bureau, Ministry of Health 

Elizabeth Carmelino (Peru) 

Executive Director, Director of Control and Sanitary Surveillance, DIGEMID 

Maria Vargas (Peru)  

Member, Pharmacovigilance and Pharmacoepidemiology Team, DIGEMID 

Liza S Pajarillo (Philippines) 

Food-Drug Regulation Officer III, Bureau of Food and Drugs, Department of Health 

Wenzel C. Asprec (Philippines) 

Food-Drug Regulation Officer III, Bureau of Food and Drugs, Department of Health 

Thongchai Thavichachart (Thailand) 

Senior Expert Advisor, Thailand Center for Excellence for Life Sciences 

Ministry of Health 

Wilai Bundittanugula (Thailand) 

Senior Expert in Drug Standard, Thailand Food and Drug Administration 

Hai Doan Ngoc (Vietnam) 

Secretary for Vice Minister, Department of Science and Training, Ministry of Health 
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 Committee - Special Thanks 

 

Barbara Norton (United States) 

Chair, APEC LSIF Planning Group  

Director, Industry 

Office of United States Trade Representative (USTR) 

 

Kate Clemans(United States) 

APEC LSIF Technical Advisor 

Director, C&M International 

 

Mike Ward (Canada) 

Chair 

APEC LSIF Regulatory Harmonization Steering Committee 

 

Justina A. Molzon (United States) 

Associate Director, International Programs 

US Food and Drug Administration 

 

Mark Paxton (United States)  

Associate Vice President, International Regulatory Affairs 

PhRMA 

 

Henry Pistell (United States) 

APEC LSIF Task Force 

Consultant, C&M International 
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2. Proceedings of the Workshop 

2.1 Workshop Program 

Day One 
 

Monday, June 15, 2009 
09:00 – 10:30 RHSC Preparatory Meeting 
10:30 – 11:00 Registration and Check-in 

11:00 – 12:00 Inauguration Ceremony (Grand Ballroom) 
12:00 – 13:00 Luncheon (Triangle Foyer) 

13:00 – 13:30  

 
Welcome and Introduction 
 
Seung Hee Kim, APEC Harmonization Center Director 
Mike Ward, APEC LSIF Regulatory Harmonization Steering Committee Chair 

13:30 – 15:00 

 
Plenary I: The Value and Challenges of Multi-Regional Clinical Trials (Grand 
Ballroom) 
 
Description: Large-scale clinical trials, conducted on a global scale, are often the 
basis for regulatory approval of new drug therapies. While these trials offer 
access to broad, diverse patient populations, they are not without logistical 
challenges, including issues related to the quality of trial conduct. Furthermore, 
the diversity of patients and medical practice patterns open a host of questions 
on how to interpret trial results and their applicability to both the broad and the 
specific trial populations. These issues can result in significant debate when it 
comes to product approval and labeling. 
 
Session Chair/Moderator: Mark Paxton, PhRMA 
 
Speakers:  
Toshi Kobayashi, PhRMA-Japan 
Jim Hung, US FDA 

15:00 – 15:30  Refreshment Break 

 
15:30 – 17:00  

 
Plenary II : Intra-Regional Efforts to Streamline the Conduct of Clinical Trials: 
The Tripartite Initiative and the ASEAN Pharmaceutical Product Working Group 
(Grand Ballroom) 
 
Description: There are many differences within and between regions that can 
have an impact on the conduct and design of clinical trials. Recognizing that 
Asia has been rapidly gaining importance as a venue of world wide drug 
development, the Ministers of Health of Korea, Japan, and China have affirmed 
the significance of clarifying ethnic factors in clinical data, in order to facilitate 
drug development. This session will focus discussion on the clinical concerns 
leading to the Tripartite Agreement entered into by the Ministers of Health for 
Korea, Japan, and China, and the resulting work plan intended to resolve some 
of these concerns. This session will also serve to provide an update on the 
ASEAN Pharmaceutical Product Working Group and its efforts to harmonize 
compliance requirements in the conduct of clinical trials within the ASEAN 
region.   
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Session Chair/Moderator:  
Justina Molzon, US FDA 
 
Speakers:  
Haruo Akagawa, PMDA (Japan) 
Kyung Won Seo, KFDA (Korea) 
Jian-hua Ding, SFDA (China) 
Yuppadee Javroongrit, TFDA (Thailand) 
 

 Short Break – Please remain seated 

  
17:00 – 18:30  

 
Plenary III: ICH: Overview (Grand Ballroom) 
 
Description: ICH has produced an extensive series of guidelines that together 
provide a solid framework for guiding drug development and registration.  A 
proper understanding of ICH guidelines is essential to ensuring the appropriate 
design, conduct, monitoring and assessment of clinical trials that meet the 
expectations of regulatory bodies.  In addition to defining an international 
standard for GCP (E6), ICH guidelines address trial design (E8), statistical 
considerations (E9), choice of controls (E10) and special populations (E7 and 
E11).  The development of the CTD has also been important in structuring 
information in a consistent format within marketing applications, thereby 
providing a basis for enhanced regulatory communication.  
 
Session Chair/Moderator: Toshi Kobayashi, PhRMA-Japan  
 
Speakers:  
Yoshiaki Uyama, PMDA 
Martha Brumfield, Pfizer  
 

18:30 -   Opening Night Reception (Hosted by KFDA-Diamond Hall) 
 
 
 
Day Two 
 

Tuesday, June 16, 2009 
8:00 – 8:30 Registration 

8:30 – 10:15  

 
Plenary IV: Multi-Regional Clinical Trial Design Issues that Clinical Researchers 
Should Understand in Order to Succeed (Grand Ballroom) 
 
Description: Multi-regional trials pose important statistical challenges with regard 
to study design, appropriate methods of analysis, and interpretation of results. 
This session will consider aspects such as the importance of a quality protocol, 
issues of study design including challenges and opportunities involving endpoint 
selection, choice of appropriate analysis methods, presentation of trial results, 
investigation of the level of consistency of results across regions, and the 
implications of trans-cultural factors on these issues. 
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Session Chair/Moderator: Ling Su, Wyeth  
 
Speakers:  
Allan Donner, University of Western Ontario 
Jim Hung, US FDA 
William Wang, Merck 
 

10:15 – 10:45 Refreshment Break 

10:45 – 12:00  

 
Plenary V: Operational Aspects (Grand Ballroom) 
 
Description: This session will cover the importance of planning and 
implementation aspects for Multi-Regional trials, training and certification of 
institutions, investigator sites, investigators and staff, Good Clinical Practice, 
Quality Assurance (Monitoring/QC/Audits of sites); Data Management issues, 
CRO interfaces, etc…  
 
Session Chair/Moderator: William Wang, Merck 
  
Speakers: 
Ling Su, Wyeth 
Yil Seob Lee, GSK Korea 
Yuppadee Javroongrit, TFDA 
 

12:00 – 13:00 Luncheon 

13:00 – 15:00 

 
Plenary VI: Regulatory Guidance/Perspectives/Issues (Grand Ballroom) 
 
Description: Regulatory Agencies within APEC will discuss their views on the 
implementation of ICH clinical guidelines, including adaptations of those 
guidelines. Topics relevant to this session include implementation of ICH E5, 
placebo-controlled trials, and other clinical aspects of drug development. This 
session will also present the perspective of industry on challenges to 
international clinical development.    
 
SessionChair/Moderator: Martha Brumfield, Pfizer  
 
Speakers:  
Herng-Der Chern, CDE, Taiwan 
Jian-hua Ding, SFDA  
Min Irwin, Bayer 
 
Additional Panelists: 
Jim Hung, US FDA 
Yuppadee Javroongrit, TFDA 
Antonio Blanco, COFEPRIS 
Kyung Won Seo, KFDA 
 

15:00 – 15:30  Refreshment Break 
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15:30 – 17:30 

 
Breakout Sessions (Grand Ballroom) 
 
Description: The focus of the Breakout Sessions will be to cover selected topics 
(listed below) in more depth in an interactive setting, where Session 
Facilitators will provide additional insights into the topics and also invite active 
participation from the audience to allow for issues to be further discussed. 
Ideally “value-added” proposals would be identified from the dialogue, such as 
best practices or recommendations for further action. 
These ideas will be shared in plenary session with the entire workshop. 
These reports are also expected to serve as input into the Next Steps parts of 
the workshop and discussions within the Regulatory Harmonization Steering 
Committee meeting that follows this workshop. 
 
Session 1:  Regional Specific Issues 
 
Description: Data supporting biopharmaceutical product development have 
typically been generated from clinical trials conducted in the US, Western 
European countries, and Japan, with contributions from a few other countries 
with similarly developed research and development infrastructure and effective 
regulatory processes. Data from emerging and developing countries have 
generally been minimal. However, industry is rapidly globalizing product 
development with increasingly more clinical trials being conducted in the 
nontraditional regions/countries. While such globalization of clinical trials 
presents tremendous opportunities, many unique and challenging region-
specific issues need to be addressed to allow data generated from one region to 
be readily usable in another region.  
 
This breakout session will discuss these issues, highlighting best practices 
based on participants' varied experiences. The session will also make 
recommendations for further action on the more challenging issues. 
Specifically, the session will focus discussion on region-specific scientific, 
regulatory and operational issues, among others. 
 
Moderators:  
Toshi Kobayashi, PhRMA-Japan / Ling Su, Wyeth 
 
Session 2: Site Management, Data Management and Good Clinical Practice 
 
Description: Multi-regional trials pose operational challenges including the 
appropriate site management of centers, data handling and other issues 
addressed by GCP.  This session addresses: 
 
 Successful center selection, appropriate training and how to best monitor 

and control diverse study centers. Guidelines from regulators about 
minimum criteria for study site quality will be discussed. 
Recommendations are given as to what types of training are best suited 
for multinational study centers. 

 
 Day-to-day data management issues associated with Multi-Regional 

trials, specifically, situations around AE and SAE reporting norms, 
translations and challenges with Pan-Asian trials. 
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 Current ethical issues fundamental to multi-country clinical trials, 
focusing on attaining practical solutions through audience interaction and 
discourse. 

 
Moderators: 
Mark Paxton, PhRMA  
Martha Brumfield, Pfizer  
 

17:30 – 18:30 Group Photo Session/ Break 
18:30 -   Hospitality Reception/ Dinner 

 
Day Three 
 

Wednesday, June 17, 2009 
8:00 – 8:30 Registration 

8:30 – 10:00  

 
Breakout Sessions (Continued – Grand Ballroom) 
 
Session 3: Multi-Regional Clinical Trial Design Issues that Clinical Researchers 
Should Understand in Order to Succeed 
 
Description: This session will provide an opportunity for more in-depth 
discussion of topics raised during the plenary session, as well as new related 
topics that the audience would like to bring up. The focus will be on issues 
related to design and analysis of global trials from a statistical perspective, 
such as the impact of regional treatment differences on sample size and the 
interpretation of test/estimation results. 
 
This session will also examine the numerous factors that can result in 
differences in endpoints for different regions, including regional differences in 
healthcare systems and medical practice, culture, disease prevalence, 
compliance and perceptions of patients and physicians. Discussions will 
focus on regional differences, particularly in patient reported outcome (PRO) 
measures and possible steps to address them. In particular, quantitative and 
qualitative interactions of treatment and region in terms of PRO measures 
will be discussed, in addition to potential inconsistency in PRO domain 
scores. Finally, logistical and statistical approaches to address regional 
differences in regulatory requirements for endpoints in global programs will 
be discussed. 
 
Moderators:  
William Wang, Merck 
Jim Hung, FDA 
 
Session 4: Specific Therapeutic Areas 
 
Description: This breakout session will invite the audience to brainstorm 
about the challenges involved in conducting global clinical trials, using 
vaccines as an example. Participants will be asked to identify the key 
scientific, operational, ethical, and regulatory issues that pose hurdles to the 
success of these trials. The group will then identify current best practices to 
address these issues and suggest next steps to improve these solutions. 
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Moderators:  
Allan Donner, University of Western Ontario 
Yil Seob Lee, GSK Korea 
 

10:00 – 10:30 Refreshment Break 

10:30 – 11:30  Plenary- Feedback from Breakout Sessions (Grand Ballroom) 

11:30 – 12:00  Summary/ Next Steps/  Meeting Adjourned  

12:00 – 13:00 Luncheon 

13:00 – 15:00 
RHSC (Regulatory Harmonization Steering Committee) Meeting (Grand 
Ballroom) 

15:00 – 15:30  Refreshment Break 

15:30 – 18:30 RHSC Meeting (Grand Ballroom) 

18:30 -   Dinner 

 
Day Four 
 

Thursday, June 18, 2009 

8:30 – 10:00  RHSC Meeting (Grand Ballroom) 

10:00 – 10:30 Refreshment Break 

10:30 – 12:00  RHSC Meeting (Grand Ballroom) 

12:00 – 13:00 Luncheon 
GMP Pharmaceutical Ware Visit  

13:00 –  RHSC Meeting (Closed-Flamingo) 

. 
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2.2 Presentations from the Workshop 

- Plenary I: The Value and Challenges of Multi-Regional Clinical Trials 

Industry Efforts to Resolve International Regulatory Barriers to Simultaneous 
Global   Development 

 

 

Session Chair/Moderator 

Mark Paxton (United States) 

Associate Vice President 

International Regulatory Affairs 

PhRMA 

 

Contents 

 

 Defining SGD 

 Why is SGD important? 

 On-going efforts by drug regulatory authorities and industry to address SGD 

- Recent efforts by regulators  
-  Industry Efforts: Formation of the SGD Committee 
- PhRMA - identified SGD Barriers 
-  A Work-in-Progress: Barriers to SGD in the APEC Region 
-  What NOW? 
-  Drug Lags - 2005 
-  Regulatory Requirements and Review Times 
-  Review Times and Drug Lags 
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- Plenary I: The Value and Challenges of Multi-Regional Clinical Trials 

The Value and Challenges of Multi-Regional Clinical Trials 

 

 

Speaker: 

Toshi Kobayashi (Japan) 

Technical Advisor 

PhRMA-Japan 

 

Contents 

 Introduction 

 Environment 

-   Worldwide Pharmaceutical Market  
-   Why Asia is important in Drug Development 
-   R&D Investments 
-   Less Products - Drug approved has been declining 
-   Total Healthcare Costs 
-   Consultation and Review at PMDA 

 Challenge 

-   The R&D Process: Long, Complex, and Costly 
-   Multi-Regional CTs 
-   Total Multi-Regional Clinical Trials in Japan 
-   Regulatory Cooperation in Asia 

 Doing it
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- Plenary I: The Value and Challenges of Multi-Regional Clinical Trials 

Values and Challenges of MRCT: A Regulatory Perspective 

 

Presenter 

James Hung (United States) 

Director of Division of Biometrics I 

Office of Biostatistics 

US FDA 

 

Abstract 

 

Multi-regional clinical trial (MRCT) becomes a reality for global development of medical 
products. Two essential interrelated purposes of MRCT are obtaining a global measure of 
treatment effect and using the trial results to bridge from global to local or between the local 
regions. Achieving these purposes is conditional on the ability of MRCT to generate scientific 
evidence needed. This presentation will refresh the concept of ‘averaging’ and discuss its 
power and pitfall. The knowledge of such power and pitfall lends itself to understanding 
where the values and challenges stem from. The values of MRCT include cost effectiveness 
and statistical efficiency, global harmonization on data/trial quality, ethical standard and 
regulatory standard. Challenges are also in many dimensions, such as evidence-based on 
interpretation, ability to study the potential regional differences of real interest, global 
harmonization on many aspects. Some regulatory experiences in the challenges of MRCT 
will be shared.  
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- Plenary II: Intra-Regional Efforts to Streamline the Conduct of Clinical Trials: The 

Tripartite Initiative and the ASEAN Pharmaceutical Product Working Group 

Perspective for Global Clinical Trials 

 

 

Speaker: 

Haruo Akagawa (Japan) 

Associate Center Director 

Center for Products Evaluation 

PMDA 

 

Contents 

 

 PMDA's activities 

- "Drug Lag" 
-  Improvement of the Consulting Service and review system 
-  Promotion of Global Clinical Trial  

 

 East Asia in Global Drug Development 

- MRCTs in Asian countries 
-  Necessary discussions 
-  Possibility of Ethnic difference 
-  Meetings and Agreements 
-  Future style of global development (Asia+US+EU)
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- Plenary II: Intra-Regional Efforts to Streamline the Conduct of Clinical Trials: 

The Tripartite Initiative and the ASEAN Pharmaceutical Product Working Group 

Current Regulatory Situation in Korea 

 

 

Speaker: 

Kyung Won Seo (Korea) 

Director 

Drug Evaluation Department 

KFDA 

 

Contents 

 

 Organization of KFDA 

-   KFDA Organization 
-   Activities of Center for Drug Development Assistance 
-   Regional KFDA Organization  
-   Pharmaceutical Safety Bureau 
-   Biopharmaceuticals and Herbal Medicine Bureau 

 Regulatory System - NDA 

-   Scheme of NDA Approval 
-   KiFDA Online System  
-   Implementation of ICH CTD 
-   Transparency 
-   Example 

 Regulatory System -IND 

-   IND Process 
-   Approval/Dossier 
-   Clinical Trials 
-   Pre-IND Consultation  
-   Why it is attractive? 
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- Plenary II: Intra-Regional Efforts to Streamline the Conduct of Clinical Trials: The 

Tripartite Initiative and the ASEAN Pharmaceutical Product Working Group 

Tri-party Clinical Initiatives and Its Prospective  

 

 

Speaker: 

Jian-hua Ding (China) 

Director  

Division of American and Oceania Affairs, 
Department of International Cooperation 

State Food and Drug Administration 

ICH GCG representative 

 

Contents 

 Past Activities 

 2009 activities 

 MOU of KFDA-SFDA 

 MOU of MHLW-SFDA 

 MOU Conclusion 

 Something for Tri-party in CT? 

 Cooperative with ICH? 

 Conjunction with Ideas as Simultaneous Development? 

 Suggestions 
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- Plenary II: Intra-Regional Efforts to Streamline the Conduct of Clinical Trials: 

The Tripartite Initiative and the ASEAN Pharmaceutical Product Working Group 

The ASEAN - PPWG  

 

 

Speaker: 

Yuppadee Javroongrit (Thailand) 

Assistant Director 

Drug Control Division 

Thailand Food and Drug Administration 

 

Contents 

 

 The ASEAN-PPWG 

- Background 
- ACCSQ/PPWG 
- The PPWG - Lead country & Assignment 
- The PPWG – Agreements 
- ACT 

 

 Efforts to streamline the conducts of CTs 

- Adoption of the same relevant ICH Tech.gls. 
- Joined the same Training (APEC-LSIF) 
- The achievement & the future
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- Plenary III: ICH Overview 

ICH Overview & Impacts of Efficacy Guideline in Global Drug Development 

 

 

Presenter 

Yoshiaki Uyama (Japan) 

Review Director 

Office of New Drugs III, PMDA 

Coordinator, ICH Steering Committee 

 

Contents 

 

 ICH overview  

- Background 
- Membership / Structure 
- Steps in the ICH Process 
- Outcomes 
- Keys to success 

 

 Introduction of ICH Efficacy Guideline 

- ICH Efficacy Guideline 
- E3/E4/E5/E6/E8/E9/E10 & E11 
- Other Efficacy-related guideline 

 

 Key Message 

- Cooperation/collaboration, Harmonization 
- Common understanding for proper implementation
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- Plenary III: ICH Overview 

Industry Perspectives on the Adoption of ICH Guidelines in Asia 

 

Speaker: 

Martha A. Brumfield (United States) 

Senior Vice-President  

Worldwide Regulatory Affairs & QA 

Pfizer Inc. 

 

Contents 

 

 Why is this discussion important? 

-   Unmet Medical Need 
-   GDP Per Capita Vs Health Expenditure Per Capita 
-   Participating in Global Clinical Trials 

 Regional Harmonization Initiatives 

-   ICH and Regional Harmonization Initiatives 
-   Historical Perspective  
-   Regional Harmonization Initiatives (RHIs) Brought in New Opportunities 
-   ICH Harmonized Guidelines 

 Progress in Implementing ICH - One Industry Person's perspective 

-   Progress in the Region 
-   Identified Challenges in Non-ICH Regions 
-   Impact of ICH Quality  
-   Good Clinical Practice 
-   Indicators of Success in the clinical area 
-   Singapore Health Sciences Authority 
-   Korean FDA  
-   Identified Challenges in Non-ICH Regions  

 Success and the future 

-   Conclusion 
-   Closing thoughts
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- Plenary IV: Multi-Regional Clinical Trial Design Issues that Clinical 

Researchers   Should Understand in Order to Succeed 

 Interpreting Subgroup Analyses in Clinical Trials  

 

 

Speaker: 

Allan Donner (Canada) 

Professor, 

Department of Epidemiology and Biostatistics 

University of Western Ontario 

 

Contents 

 

 Comparison of Regimens  

-   For treating HIV infected patients 
-   For treating patients with acute MI 

 Interpretational Problems 

-   Type I / Type II error 
-   Estimation Bias 
-   Example 1~4 

 Test of Interaction 

 Quantitative vs. Qualitative Interaction 

-  Bonferroni procedure 

 Internal Cross-validation (sample-splitting) 

 Bayesian Methods 

-   Questions to ask 
-   Subgroup analysis by astrological sign  
-   "Outcome by Outcome" analyses 

 Conclusion
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- Plenary IV: Multi-Regional Clinical Trial Design Issues that Clinical 

Researchers Should Understand in Order to Succeed 

Issues with Design and Analysis in MRCT 

 

 

Speaker: 

James Hung (United States) 

Director of Division of Biometrics I 

Office of Biostatistics 

US FDA 

 

Abstract 

Multi-regional clinical trial poses a great deal of challenge to design, analysis and 
interpretation of trial results. Issues arise when a global treatment effect of a medical product 
is interpreted or when the trial results are used to bridge from global to local or between the 
regions. The potential regional differences in treatment effect of the main interest, i.e., those 
attributed to intrinsic or extrinsic factors, may be obscured by data quality problems. This 
presentation will cover analysis consideration and design consideration. Methods of analysis 
(graphical and analytical) will be discussed. Two inconsistency measures will be introduced. 
For design considerations, the impact of regional differences on sample size planning will be 
assessed.  
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- Plenary IV: Multi-Regional Clinical Trial Design Issues that Clinical Researchers 

Should Understand in Order to Succeed 

Statistical/Operational Considerations When Designing and Implementing 

a Multi-Regional Clinical Trial 

 

Speaker: 

William Wang (China) 

Department of Biostatistics and Research 
Decision Sciences (BARDS) 

Merck Research Laboratories 

Merck & Co. Inc. 

 

Contents 

 

 Introduction  

 Regulatory Guidance Documents 

 Statistical Issues 

- Regulatory Guidance 
- Regional Definition 
- Regional Heterogeneity on Power Calculation 
- Sample Size vs. Information 
- Control Group and Non-inferiority Trials 
- Adaptive Design  
- Predefined Analyses 

 Operational Issues 

-   Quality and Integrity 
-   Consistency in Operation 
-   Train/Hire the Right Talent 

 Concluding Remarks
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- Plenary V: Operational Aspects 

Selected Topics in the Operational Aspects of Multi-Regional Clinical Trials 

 

 

Speaker: 

Ling Su (China) 

Vice President  

Clinical Research and Development 

Wyeth Asia Pacific Region 

 

Contents 

 Study feasibility  

 Site identification  

 Regulatory and ethics approvals 

 Measurement scales 

 Translations 

 Training 

 Resource and management 
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- Plenary V: Operational Aspects 

Multi-Regional Clinical Trials: Operational Aspects based on Korean Experience 

 

 

Speaker: 

Yil-Seob Lee (Korea) 

Vice President 

GlaxoSmithKline Korea 

 

Contents 

 

 Objective of ICH 

 

 MRCT  

-   Opportunities 
-   Challenges 

 Changes of Multinational Clinical Trials in Korea 

 

 Factors to increase MRCT in Korea 

-   Strong government initiative 
-   Excellent sites and investigators 
-   Qualified and well operating IRBs 
-   Improving quality 
-   Availability of CROs 
-   Investment from sponsors 

 In Summary 
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- Plenary V: Operational Aspects 

Aspects on the Planning & Implementation the GCP & QA for MRCTs 

   

 

Speaker: 

Yuppadee Javroongrit (Thailand) 

Assistant Director 

Drug Control Division 

Thailand Food and Drug Administration 

 

Contents 

 

 MRCTs - trend and approach  

-   Global Clinical Trials 
-   Clinical Trials in ASEAN/Thailand 

 Key Factors  

-   Relevant Technical Guidelines to MRCTs 
-   Key Factors to the Country  

 Operational Aspects towards MRCTs 

-   Improvement/Amendment of the Regulation 
-   Implementing the relevant Technical Guidelines 
-   Understanding & Planning together - Stakeholders 
-   Building & Strengthening Capacity - "Know-how" from the Original 

 The Recommendation
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- Plenary VI: Regulatory Guidance/Perspectives/Issues 

Regulatory Guidance/Perspectives/Issues 

 

 

Speaker: 

Herng-Der Chern (Chinese Taipei) 

Director 

Taiwan Center for Drug Evaluation 

  

Contents 

 

 Why ICH Guidance Important to Chinese Taipei - not an ICH member  

 A Systematic Approach Leaded by Regulatory Authority 

 Implementation vs. Adaptation vs. Good reference 

 APEC Network under ISTWG, since 1999 

 Theme and Topics 

 FDA Spirit  

 EMEA Format 

 CDE expertise 

 GCP implementation strategy 

 Common Deficiencies in the Implementation of GCP 

 Impacts of the implementation of GCP 

 Bringing Study - ICH E5 

 Critical Path Program-Increase the Interaction of New Drug Development and 
Regulatory Agencies 

 Clinical trials of new drugs 

 Challenge in Implementation of ICH Clinical Guidance 

 PER Scheme 1979~2000 

 Recommendations and Conclusions in 2008 APEC LSIF 

 Suggestion to APEC LSIF
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- Plenary VI - Regulatory Guidance/Perspectives/Issues 

Clinical Trial Regulatory Environment in China 

 

 

Speaker: 

Jianhua Ding (China) 

Director, Division of American and Oceania 
Affairs, Department of International Cooperation

State Food and Drug Administration 

ICH GCG representative 

 

Contents 

 Three levels regulatory system 

 Levels of authority 

 SFDA Organizational Chart 

 Affiliated Organizations to SFDA 

 Clinical Trial Approval Procedure 

 Application Dossiers 

 Evaluation and Approval Timelines 

 Special Procedure 

 Patient Number Requirements 

 CT Applicant Requirements 

 Investigator Requirements 

 Control of Samples 

 Chinese GCP 

 Characteristics of Chinese CT System 

 International Clinical Trials Pre-conditions 

 Utilization of International Multi-center Trial Result 

 Rules for International Multi-center Trial 

 Prospected Benefits from International CT 

 Something we realized as Problematic  

 Regulatory Improvement Needs 

 New Moves Concerned 

 Dealing with New Situation
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- Plenary VI: Regulatory Guidance/Perspectives/Issues 

Regulatory Guidance/Issues - A Company Perspective 

 

 

Speaker: 

Min Irwin (China) 

Medical Director of Medical Regulatory Affairs 

Bayer Schering Pharma, China  

 

Contents 

 

 Challenges 

-   Challenges of Multi Regional Trials 
-   A Win-Win Situation 

 A Case Analysis 

-   Make a first step: with Sorafenib in HCC 
-   Background for AP/CN 
-   Baseline Patient Characteristics: Asia-Pacific Study vs SHARP 
-   Comparison of Efficacy Between the Asia-Pacific and SHARP Trials 
-   First experience for BSP Asia-Pacific / China 

 Best Practice 

-   High quality data in AP/China 
-   Patient enrolment and the high recruitment rate  
-   Development Timing  

 Experience Summary - for MNC



283 
 

 

 

 

 

 



284 
 

 

 

 

 

 



285 
 

 

 

 

 

 



286 
 

 

 

 

 

 



287 
 

 

 

 

 

 



288 
 

 

 

 

 

 



289 
 

 

 

 

 

 



290 
 

 

 

 

 

 



291 
 

 

 

 

 

 



292 
 

 

 

 

 

 



293 
 

 

 

 

 

 



294 
 

 



295 
 

- Plenary VI: Regulatory Guidance/Perspectives/Issues 

(Additional Panelist 1) The View on the Implementation of ICH Clinical Guidelines 

 

 

Presenter 

Yuppadee Javroongrit (Thailand) 

Assistant Director 

Drug Control Division  

Thailand Food and Drug Administration 

 

Contents 

 Agreement/Mandatory 

-   ASEAN Safety Guidelines (adopted ICH-S gls) 
-   ASEAN Efficacy Guidelines (adopted ICH-E gls) 

 Implementing the adopted Technical Guidelines 

-   The Process/Action 

 Regulatory Perspective 

-  Implementation of ICH Clinical Guidelines 
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- Plenary VI: Regulatory Guidance/Perspectives/Issues 

(Additional Panelist 2) Regulatory Guidance/Perspective/Issues 
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Sanitary Authorization Commission  
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Annexes 

I. Messages - Opening Remarks / Welcoming Address 

- Congratulatory Message by President of Republic of Korea  

 

Excellencies, distinguished guests, ladies and gentlemen, 

I would like to extend my warm welcome to all of you.  

I am greatly delighted that APEC Harmonization Center is established here in Seoul, 
Republic of Korea for the first time in the world. I would like to express my sincere gratitude 
to all of you, whose consideration and help enable the foundation of the Center in Seoul.  

Today's gathering is very meaningful to me as I was in the APEC Summit Meeting in Lima, 
Peru where the establishment of the Center in Seoul was endorsed by APEC leaders and 
ministers last November.  

Distinguished participants,  

The future of newly growing areas such as life science, pharmaceutical, and medical device 
industries looks very bright amid the current global economic crisis. 

I believe that the APEC harmonization Center which is open today will greatly contribute to 
the development of these newly emerging fields as well as mutual collaboration and co-
existence by achieving regulatory harmonization and the elimination of trade barriers among 
member economies. 

I also expect that the workshop will give new momentum to life science and medical device 
industries, serving as an opportunity to promise healthy future for the humanity.  

The Korean government pledges our utmost commitment to collaboration with APEC 
member economies and successful operation of the Center.  

I would like to extend my welcome to all of you who came to this beautiful city of Seoul and 
hope the best for all of you. Thank you for your attention.  

 

Myung-bak Lee 

President of Republic of Korea 
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- Opening Remarks by Commissioner of KFDA (Korea) 

Honorable Director General Victor Alejandro Dongo Zegarra of DIGEMID (Dirección General de 
Medicamentos, Insumos y Drogas), Deputy Secretary General Werawan Tangkeo of TFDA (Food and 
Drug Administration Thailand), Chairperson Mike Ward of APEC LSIF RHSC (Regulatory 
Harmonization Steering Committee), Co-chairperson Kohei Wada of ICH GCG (International 
Conference on Harmonization, Global Cooperation Group), and distinguished delegations and guests 
from around the world!  

Honorable Chairperson Byun Ung-jun of the National Assebly's Health, Welfare and Family Affairs 
Committee, Vice Minister Yoo Young-Hak of the Ministry for Health, Welfare and Family Affairs, 
distinguished participants, and ladies and gentlemen! 

I wholeheartedly welcome all of you. It is truly an honor to present an opening speech on behalf of the 
Korea Food and Drug Administration of the Republic of Korea. I am delighted that Inaugural 
Workshop of the APEC Harmonization Center is held in Seoul with this enjoyable, beautiful greenery.  

Humankind has been fighting numerous diseases from a long time ago. Drugs are one of the most 
important means of saving the humanity from diseases, and a wide array of drug products are being 
developed even at this time. Following the development and synthesis of chemical compounds for 
pharmaceutical applications, gene therapy products, cell therapy products and other therapies using 
high-end technology came along.  

But still, we are suffering from many incurable diseases, and, even worse, we have recently witnessed 
newly emerging threats including Avian Influenza and a new strain of Influenza A (H1N1)that have 
never been seen before. Against this backdrop, we should continue to exert coordinated efforts 
worldwide to combat these diseases, share outcomes from drug development process, and harmonize 
our protocols and regulatory procedures. 

I am confident that APEC harmonization center will play a key role not only in promoting a strategic 
and consistent approach to regulatory harmonization within the APEC region in line with international 
standards, but also in training and capacity building ofits regulatory authorities within the context of a 
regional strategy considering the needs and capacities of member economies. The Center is also 
expected to serve as a forum for industry and academia as well as regulatory authorities. 

The theme of the first workshop is multi-regional clinical trials. Recognizing that Asia-Pacific region 
has been rapidly gaining importance as a place of global drug development, the workshop aims to 
harmonize the compliance requirements among member economies and to remove unnecessary 
regulatory procedures on clinical trials in the region.   

I hope that this workshop will stimulate interactive discussions and bring new ideas, insights, and 
approaches to develop advanced regulatory harmonization within the APEC region on the existing 
building blocks of international organizations such as ICH. 

I also expect that the AHC will provide a new framework for networking within member economies, 
especially for collaboration and harmonization among regulatory authorities, industry and academia. 
KFDA pledges cooperation and commitment to resolve pending issues common interest of APEC 
members.  

I would like to conclude my speech with my sincere appreciation to the LSIF program planning group 
and Korean staff for organizing this workshop. I wish all participants the best of luck and health. 
Thank you for your attention. It is my privilege to declare the workshop open.   

 

Yeo Pyo Yun 
Commissioner of KFDA 
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- Welcoming Address by Chair of Health, Welfare and Family Affairs Committee (Korea) 

Excellencies, Honorable guests from Korea and abroad, 

Ladies and gentlemen! 

On behalf of Health Welfare and Family Affairs Committee of National Assembly of Republic of 
Korea, I would like to extend warm welcome to all participants from APEC member economies to 
Inaugural Workshop of the APEC Harmonization Center on Multi-Regional Clinical Trials.  

Healthcare and life sciences have been recognized as one of significant fields for the socio-economic 
development and their proper development is critical to guarantee economic competency. The 
development of healthcare and life science industry can be ensured by the proper policy and 
regulatory system and requires not only active cooperation among government, industry, and 
academia but also world-wide exchange of information and regulatory harmonization. The need for 
the united efforts among nations can be exemplified by the fact that the faster development of 
surveillance system against a newly emerging epidemics such as influenza A subtype H1N1 and the 
rapid delivery of efficient medicine to patients cannot be done by any single country but by the 
cooperation of nations.  

This is why I greatly welcome the endeavors of all of you to make this workshop possible in order to 
actively resolve these global pending issues, especially the efforts of healthcare regulatory authorities 
from APEC member economies, LSIF APEC Harmonization Center and LSIF Regulatory 
Harmonization Steering Committee. 

Distinguished participants,  

In keeping pace with the global flow, Korea Health, Welfare, and Family Affairs Committee in 
National Assembly has put much efforts to establish the framework of policy and regulations starting 
from January 2008, which can support R&D to build capacity for new drug development and 
infrastructure for clinical trials by expanding the clinical trials centers and improving the health 
industry management system according to international standards. Consequently, I cannot hide my 
feelings of joy and gratitude for having this opportunity to educate and discuss the issue of Multi-
Regional Clinical Trials at the first workshop.  

Today, I hope that through this workshop the unconstructive regulations be successfully lifted and that 
ethically- and scientifically-justified clinical trials be conducted according to the international 
standard. I also expect that this workshop offer an essential foundation for the practical and systematic 
development of clinical trials, as a variety of issues regarding healthcare and drug development will 
be discussed and resolved.  

Finally, I sincerely hope that the worthy initiative from this workshop provide a beacon to guide us 
toward sound advancement of healthcare system which benefits us all and it leads us to the economic 
development of all APEC member economies and the improvement of "quality of life" of our people.  

Thank you.  

Ung Jun Byun 

Chair of Health, Welfare, and Family Affairs Committee 

The National Assembly of Republic of Korea 
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- Congratulatory Remarks by Vice Minister of Ministry for Health, Welfare, and Family Affairs  

Honorable Director General Victor Alejandro Dongo Zegarra of DIGEMID (Dirección General de 
Medicamentos, Insumos y Drogas), Deputy Secretary General Werawan Tangkeo of TFDA (Food and 
Drug Administration Thailand), Chairperson Mike Ward of APEC LSIF RHSC (Regulatory 
Harmonization Steering Committee), Co-chairperson Kohei Wada of ICH GCG (International 
Conference on Harmonization, Global Cooperation Group),  
Honorable Chairperson Byun Ung-jun of the National Assembly's Health, Welfare and Family Affairs 
Committee,Commissioner Yeo Pyo Yun of Korea Food and Drug Administration, President Bup-Wan 
Kim of the Korea Health Industry Development Institute,  
Distinguished government officials from APEC member economies, and participants from industry 
and academic professionals from Korea and abroad,  
 

Ladies and gentlemen! 
I would like to extend my welcome gratitude to all of you.   
Today, I would like to offer my sincere congratulations for Inaugural Workshop of the AHC. 
The APEC Harmonization Center aims to provide advanced training program on regulatory 
harmonization in order to achieve international synchronization of regulatory management system on 
medicinal products and medical devices.  
I believe that the cooperation of APEC member economies for our mutual goal will present the utmost 
model to achieve the universal value of the healthy life of the humankind by global collaboration.  
Korean government is a supporter and upholder of member economies' efforts to achieve this goal.  
In this regard, Korea committed to have APEC harmonization center established in Seoul and willing 
to support its first workshop with pleasure. We pledge our continuous commitment to the Center.   
The Ministry of Health, Welfare, and Family Affairs of Republic of Korea has put our continuous 
efforts to support the operation of the AHC and the improvement of healthcare policy of KFDA.  
In parallel, we has also thrown our persistent efforts into establishing provisions against newly 
emerging pandemic influenza virus or chronic disease and geriatrics derived from environmental 
change and aging society and supporting the development of excellent medicines and establishment of 
management system. 
We are actively collaborating with other nations to establish the framework for advanced healthcare 
system.  
 

Dear participants,  
The place where this workshop is held, "Hong-Eun Dong" was a pathway of long-history for foreign 
delegations to enter Korea. Its name holds the meaning of "the grand bestowment of a good-will".  
In the place with such a meaningful name, we have gathered to secure the better quality of life for our 
people, and even further, to guarantee the concerted economic development of member economies.  
I encourage your active participation to the Workshop over the coming four days to establish practical 
network among regulatory authorities and industry professionals. I wish that you make this workshop 
as a stepping stone to achieve our long-lasting hope for the betterment of human health.  
I would like to conclude my speech with my warm welcome to all participants to the Inaugural Seoul 
Workshop of the AHC. I wish that this Seoul workshop with luxuriant foliage would be a memorable 
one to all of you.  
Thank you very much.  
 

Young Hak Yoo 
Vice Minister of Ministry for Health, Welfare, and Family Affairs 
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- Welcoming Address by President of the Korea Health Industry Development Institute (Korea) 
Excellencies,  
Chair of Health, Welfare and Family Affairs Committee, Byun Ung Jeon,  
Commissioner of KFDA, Yun Yeo Pyo Director General of DIGEMID, Victor Dongo,  
Co-chair of ICH GCG, Kohei Wada,  
and Chair of RHSC, Mike Ward  
 
Distinguished Participants, 
Ladies and Gentlemen,  
I would like to welcome you all to Korea and express my appreciation to everyone who will be 
participating in the APEC Harmonization Center’s Multi-Regional Clinical Trials Workshop for the 
next three days.  
I am proud to acknowledge that we have a wide international representation from various APEC 
economies, and this workshop will most certainly help serve as a platform to discuss and educate the 
issues of regulatory harmonization broadly and Multi-Regional Clinical Trials specifically for 
participants of the APEC region.  
  
We are in a new era where global pressures have intensified. In many respects the circulation of brain 
power around the world is just as critical as the circulation of goods and services. Therefore, we must 
be much more engaged on a global scale and we will contribute all our effort into making the AHC a 
center worthy of regulatory harmonization education provision.  
For my part, I will commit myself in grasping the opportunity provided by the AHC to do the best I 
can to promote regulatory harmonization in the APEC region by providing resources and education 
for the cooperation between not only scientists and specialists but also policymakers, business leaders, 
and academic leaders from all over the world. 
KHIDI has always welcomed developing relations with international organizations for increased 
cooperation and facility in the field of public health. Last year in August, I had presented during the 
Senior Officials Meeting in Lima, Peru regarding the establishment and progress of the AHC, and that 
presentation was met with much fervor and support.  
As one of the main advocators for the establishment of this center, words cannot express how proud 
and pleased I am to stand here today, in the fruits of such efforts. As the AHC continues to flourish 
and provide regulators and industry members with vital resources, I promise that KHIDI will also be 
there to support and guide all the efforts of the AHC. 
 
In closing, I would like to give a reminder that the path before us will by no means be a brisk walk 
through the park. However, I am inspired and delighted to gain courage in the fact that within the 
framework of APEC is such a great endeavor to bring together renowned scholars, officials, and 
industry authorities who will help us move forward in developing a deeper understanding of our 
commitment to regulatory harmonization. 
I encourage everyone to be active with the goal of prospering humankind in mind and I wish you all a 
wonderful time here in Seoul.  Thank you. 
 
Bup Wan Kim 
President of Korea Health Industry Development Institute 
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III. Articles of the workshop 
- Press Release  

 

APEC Harmonization Center For Life Sciences To Hold Inaugural 
Ceremony And Workshop 

 
Seoul, 9 May 2009 

  

The APEC Harmonization Center (AHC), established under the authority of the 
APEC Life Sciences Innovation Forum (LSIF), will be hosting its inauguration 
ceremony and a workshop on multi-regional clinical trials on the 15-18 of June at 
the Seoul Grand Hilton Hotel. This is the first of three workshops that will be 
hosted by the AHC in 2009.  

The inauguration ceremony, to be held at 11:00 am on June 15th, will mark the 
establishment of the AHC as a platform to address and solve priority concerns of 
APEC member economies on regulatory harmonization in the life sciences sector. 
The center is based in Seoul and sponsored by Korea Food and Drug 
Administration (KFDA) and operated by the Korea Health Industry Development 
Institute (KHIDI) as the Secretariat.  

Equally important as the launching event of the AHC is the workshop to follow, 
taking place June 15-17. The workshop will include many insightful presentations 
and discussion sessions on multi-regional clinical trials and will raise awareness 
and understanding on the topic, particularly among developing economies that 
may not be familiar with some of the issues. In this context, the workshop will 
also explore the broader benefits and challenges of regulatory harmonization in 
the APEC region and will serve as an educational forum for regulators and policy 
makers, thus equipping key stakeholders to develop effective harmonization 
strategies. In addition, the first meeting of the LSIF Regulatory Harmonization 
Steering Committee will take place June 17-18 and will further raise awareness 
and understanding on the key issues, as well as develop next steps in response to 
APEC's goal of effective facilitation and liberalization of trade and investment 
among APEC economies.  

The AHC in collaboration with the APEC LSIF and International Conference on 
Harmonization, KFDA and KHIDI are making the final preparations for these 
events. APEC economy government officials, drug regulatory authorities, as well 
as members of public and private sectors have been invited to participate.  

For more information please contact:ahckorea@khidi.or.kr  

Source: KHIDI  

Website: http://www.khidi.or.kr 
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-  Article  

 

Seoul to host inaugural workshop of the AHC on June 15 

  

 Singapore, June 11, 2009: The Korea Health Industry Development Institute 

(KHIDI) is organizing a four day workshop on Multi-Regional Clinical Trials 
starting from June 15 in Seoul, Korea in association with the Korea Food and 
Drug Administration (KFDA).  The workshop is the inaugural workshop of the 
APEC Harmonization Center (AHC).  

The objectives of this workshop are to provide information to government policy 
makers, regulators, academics, and other public and private sector stakeholders on 
the harmonization of standards and regulations in life science products. 

Speakers will be sharing information on different topics such as the Values and 
Challenges of Multi-Regional Clinical Trials, Intra-Regional Efforts to Streamline 
the Conduct of Clinical Trials, The Tripartite Initiative and the ASEAN 
Pharmaceutical Product Working Group, ICH Overview, Multi-Regional Clinical 
Trial Design Issues that Clinical Researchers should understand in order to 
Succeed, Operational Aspects, Regulatory Guidance/ Perspectives / Issues.  

Both APEC (Asia Pacific Economic Cooperation) broadly and Life Sciences 
Innovation Forum (LSIF) have recognized the benefits of regulatory 
harmonization within APEC, including in the context of APEC's trade facilitation 
and regional economic integration agendas. The workshop will raise awareness 
and discuss the challenges and opportunities of conducting multi-regional clinical 
trials (MRCTs) in a manner appropriate for the complexities of the regulatory 
decision making process, and commence the first meeting of the LSIF Regulatory 
Steering Committee.  

  

Source: BioSpectrum Bureau 
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III. Major Scenes of the workshop  
 
- Inaugural Ceremony 
 

  

Opening Remarks 
(Yeo-Pyo Yun) 

Welcoming Address 
(Ung Jun Byun) 

  

Congratulatory Address 
(Young Hak Yoo) 

Congratulatory Address 
(Kohei Wada) 
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- Inaugural Ceremony 
 

 
 

Bup Wan Kim Mike Ward 

 
 

VIPs 

 
 

Sand Animation Group Photo 
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- Welcome and Introduction 

  

Seung Hee Kim Kyung Won Jang 

  

Mike Ward Audience 
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Audience Audience 

 

 

- Plenary I (The Value and Challenges of Multi-Regional Clinical Trials) 
 

  

Session Chair 

(Mark Paxton) 

Speaker  

(Toshi Kobayashi) 
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Speaker  

(James Hung) 
Panel Discussion 

  

Audience 
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- Plenary II (Intra-Regional Effects to Streamline the Conduct of Clinical Trials: The 
Tripartite Initiative and the ASEAN Pharmaceutical Product Working Group)     

  

  

Session Chair  

(Justina A. Molzon) 

Speaker  

(Haruo Akagawa) 

  

Speaker 
(Kyung Won Seo) 

Speaker  

(Jianhua Ding) 

 

 

Speaker  

(Yuppadee Javroongrit) 
Panel Discussion 
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- Plenary III (ICH Overview) 
 

   
 

Session Chair 

(Toshi Kobayashi) 

Speaker 

(Yoshiaki Uyama) 

 

 

Speaker  

(Martha A. Brumfield) 
Panel Discussion 

  

Questions from the audience Audience 
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- Opening Night Reception 
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- Plenary IV (Multi-Regional Clinical Trial Design Issues that Clinical Researchers 
Should   Understand in Order to Succeed) 
 

  
 

Session Chair  

(Ling Su) 

Speaker  

(William Wang) 

 

 

Speaker  

(James Hung) 

Speaker  

(Allan Donner) 

  

Panel Discussion Panel Discussion 
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- Plenary V (Operational Aspects) 
 

       

Session Chair  
(William Wang) 

Speaker  

(Ling Su) 

    

Speaker  

(Yil Seob Lee) 
Speaker  

(Yuppadee Javroongrit) 

  
 

Questions from the audience Audience 
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- Plenary VI (Regulatory Guidance/Perspective/Issues) 
 

     
 

Session Chair  

(Martha A. Brumfield) 

Speaker  

(Herng-Der Chern) 

  

Speaker  

(Jian-hua Ding) 

Speaker  

(Min Irwin) 

  

Panel Discussion Audience 
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- Breakout Session 1 (Regional Specific Issues) 
 

     
 

Moderators 

 

 

Audience 

 



331 
 

- Breakout Session 2 (Site Management, Data Management and GCP) & Group Photo  
 

     
 

Moderators 

 
 

Audience  Discussion 

 
 

Group Photo 
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- Hospitality Reception 
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- Breakout Session 3 (Multi-Regional Clinical Trials Design Issues that Clinical 
Researchers Should Understand in Order to Succeed) & Breakout Session 4 (Specific 
Therapeutic Areas) 

     

 

 

Moderators 

 
 

Audience 
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- Plenary-Feedback 
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- Summary /Next Steps/ Adjournment & Group Photo 
     

  

Summary / Next Steps / Adjournment 

  

Summary / Next Steps / Adjournment 

 

 

Group Photo 
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- RHSC (Regulatory Harmonization Steering Committee) Meeting 
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- GMP Pharmaceutical Ware Visit / Clinical Site Visit 
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IV. APEC Harmonization Secretariat (KHIDI) 
 
AHC Secretariat is provided by KHIDI (Korea Health Industry Development 
Institute).KHIDI is a non-profit government affiliated organization, working in 
cooperation with the government, industry, and academia in policy making, promoting 
industry, and supporting R&D. The secretariat is in charge of operating the AHC, 
directed by APEC LSIF and APEC LSIF RHSC, and with support of the AHC 
Advisory Board. 
 

Organization Structure 
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Staffing & Contacts                               

 

Secretary General 

Dr. KyungWon Jang 

jangkw@khidi.or.kr  
+82-2-2194-7385 
 Oversee operations and management of the 

Secretariat 

 

Program Coordinator 

Dr. SooWoong Kim 

 

poohaa00@khidi.or.kr 
+82-2-2194-7457 
 Team leader  

- Division of Survey & Research 
- Division of Education & Training 
- Division of International Cooperation 
- Division of e-publication & Website 

Dr. SeYoung Kim  

seykim@khidi.or.kr 
+82-2-2194-7210 
 Coordinate Activities on: 
- Division of Survey & Research 
- Division of e-publication & Website 

JaYoung Kim 

jayoungkim@khidi.or.kr 
+82-2-2194-7435 
 Coordinate Activities on: 
- Division of Education & Training 
- Division of International Cooperation 
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Program Support 

SeoRan (Rachel) 
Choi 

srchoi@khidi.or.kr 
+82-2-2194-7323 
 Support Functions on: 

- Division of Education & Training 
- Division of International Cooperation 
 AHC Communications, Administrative Affairs 

SeoIn (Simon) 
Moon 

seoin@khidi.or.kr 
+82-2-2194-7323 
 Support Functions on: 

- Division of Survey & Research 
- Division of e-publication & Website  
 AHC Communications, Administrative Affairs 

JaeKu (Jack) Song 

 

theweaks@khidi.or.kr 
+82-2-2194-7234 
 Support Functions on: 

- Division of Survey & Research 
- Division of Education & Training 
- Division of International Cooperation 
- Division of e-publication & Website  

Special Support 

Dr. DoHyun Cho 

suicho@khidi.or.kr 
+1-212-826-0900 
 KHIDI NY Office Director 
 Regional Communications & Cooperation      

focal point 
- North and South American Region   

Minhye Park 

 KHIDI NY Office  
 Regional Communications & Cooperation      

focal point 
- North and South American Region 

Jung Hoon (John) 
Woo 

johnwoo@khidi.or.kr 
+65-6884-7926 
 KHIDI ASEAN Office (Singapore) Director 
 Regional Communications & Cooperation   

focal point 
- ASEAN, APEC Secretariat 
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Members: 
Front Row (Left to Right): SeoIn (Simon) Moon, SeoRan (Rachel) Choi, Dr. Kyung 
Won Jang, JaeKu (Jack) Song, Dr. GangYong Park 
Second Row (Left to Right): Dr. SeYoung Kim, Dr. SooWoong Kim, HwaSeok (Brian) 
Suh, JaYoung Kim 
 
 

 
Location and Contact Details 

 

APEC Harmonization Center 
Secretariat 
Korea Health Industry Development 
Institute (2 Fl.) 
57-1 Noryangjin-Dong, Dongjak-Gu, 
Seoul 156-800, Republic of Korea 
Tel) +82-2-2194-7323  
Fax) +82-2-822-8811  
E-mail) ahckorea@khidi.or.kr 
Website) www.apec-ahc.org 
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