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I. Executive Summary 

 1. Summary of Proceedings 

The APEC Harmonization Center Biosimilar workshop is the second project of the 
Advancing the Regional Economic Integration through Regulatory Harmonization of APEC 
Harmonization Center. 434 participants from government authorities, industry and academia 
of 13 economies participated in the workshop. Especially, 12 government officials of the 
regulatory authorities of the APEC travel-eligible economies, including Malaysia, Thailand, 
Peru, Indonesia, Vietnam, and Philippines, were invited to participate in the workshop. As the 
self-funded project of the government of Korea, the workshop was supported by the APEC 
Life Sciences Innovation Forum (LSIF), hosted by the Korea Food and Drug Administration 
(KFDA) and organized by the Korea Health Industry Development Institute (KHIDI).  

The main objectives of the workshop were: 1) to educate and engage participants in an 
interactive discussion on the specific harmonization issue of multi-regional clinical trials, 
demonstrating the complexity of the issue and the importance of a coordinated and 
collaborative approach; and 2) to place the specialized training in the regulatory issues of 
multi-regional clinical trials within the broader context of the harmonization of standards and 
regulatory procedures in life science products in order to show how such harmonization 
responds to APEC's goal of effective facilitation and liberalization of trade and investment 
among the APEC economies.  

The workshop was divided into three sessions. 

Session One. The Opportunities and Challenges of Biological Medicines. The session dealt 
with the presentations on: 1) Biotechnology Medicines: Opportunities & Challenges, 2) 
Biological & Biosimilar. 

Session Two. Regulatory Issues for Biosimilars. Three presentations were made on: 1) 
Biosimilar FOB/FOPP SEB…., 2) From recombinant proteins to LMWHs (Low 
Molecular Weight Heparins) the EU regulatory expectations, 3) Biosimilars – Industry 
Perspective. 

Session Three. Regulatory Landscape on Biosimilars. Speakers shared their views on: 1) 
Health Canada Perspective on Biosimilars, 2) ICH Overview & Impacts of Efficacy 
Guideline in Global Drug Development. 

2. Summary of the Workshop Evaluation  

The participants to the APEC Harmonization Center Biosimilar Workshop were asked to fill 
out a simple evaluation form composed of 13 questions.  

The participants completed the evaluation showed greatest satisfaction on the knowledgeable 
speakers - 92.9% of the respondents said they are very satisfied (50%) or satisfied (42.9%) 
with the speakers' presentations, and 92.8% said they are very satisfied (35.7%) or satisfied 
(57.1%) with the accuracy and clarity of the presentations. The presentations were given by 
the experts who can best analyze and address the current situation.  

 All the respondents said that the workshop met their expectations (very satisfied - 25%, 
satisfied - 75%). The participants who submitted the evaluation also showed their satisfaction 
on: the presentation material provided by the organizer (42.9% very satisfied, 57.1% 
satisfied); the scope of information presented (46.2% very satisfied, 53.8% satisfied) and; the 
usefulness of the information (46.2% very satisfied, 53.8% satisfied).     
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II. APEC Harmonization Center Biosimilar Workshop 

1. Participants 

 

 VIPs, Speakers, and Moderators 

 

Opening Remarks 

Seung Hee Kim (Korea) 

Director, APEC Harmonization Center 

President, National Institute of Food and Drug Safety Evaluation 

 

Welcoming Address 

Sang Yong Lee (Korea) 

Deputy Commissioner, Korea Food and Drug Administration 

 

Welcoming Address 

Bup Wan Kim (Korea) 

President, Korea Health Industry Development Institute 

 

Session I  

Chiyoung Ahn (Korea) 

Director, Advanced Therapy Products Division, 

Biopharmaceuticals and Herbal Medicine Bureau,  

Korea Food and Drug Administration 

 

Session I 

Jacques Turgeon (Canada) 

Director of Research,  

Centre Hospitalier de L'Université de Montreal 

 

Session I 

Kum Cheun Wong (Singapore) 

Director, Global Regulatory Affairs, Strategic Policy and Intelligence, 

Asia Pacific Johnson & Johnson Pharmaceuticals Group 
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Session I, III 

Michael Müenzberg (Germany) 

Global Head of Medical Affairs, Marketing/Medical BP,  

Sandoz International GmbH  

 

Session II 

Eric Bigaud (France) 

Head of Regulatory & Technical support,  

Asia Pacific & Russia, Sanofi-Aventis 

 

Session II 

Estelle Michael (Belgium) 

Senior Manager, Regulatory Policy, GlaxoSmithKline Biologicals 

 

Session II, III 

Anthony Ridgway (Canada) 

Senior Regulatory Scientist, 

Biologics and Genetic Therapies Directorate, Health Canada 

 

Session III 

Arpah Abas (Malaysia) 

Head of Biotech Section, National Pharmaceutical Control Bureau,  

Ministry of Health, Malaysia 

 

Session III 

Prapassorn Thanaphollert (Thailand) 

Senior Pharmacist, Biological Products Group, 

Drug Control Division, Thai FDA 

 

Session III 

Soo-kyoung Suh (Korea) 

Senior Scientific Officer, Advanced Therapy Products Division,  

Biopharmaceuticals and Herbal Medicine Bureau,  

Korea Food and Drug Administration 
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 Delegates 

 

Herawati (Indonesia) 

Head, Section of New Drug Evaluation, NADFC-Indonesia 

Muhti Okayani (Indonesia) 

Head, Section of Therapeutic Product Standardization, NADFC-Indonesia 

Bin Shahrir Mohamed Shahrizan (Malaysia) 

Assistant Director, Centre for Product Registration, Ministry of Health, Malaysia 

Lis Sie Tan (Malaysia) 

Senior Principal Assistant Director, Centre for Post Registration, Ministry of Health, 
Malaysia 

Aura Amelia Castro Balarezo (Peru) 

Pharmaceutical Chemist, Ministry of Health (DIGEMID)  

Hans Demetrio Vasquez Soplopuco (Peru) 

Senior Specialist, Ministry of Health (DIGEMID)  

Arlyn Magno (Philippines) 

Food-Drug Regulation Officer I, Philippines Bureau of Food and Drugs  

Christine Senõron (Philippines) 

Food and Drug Regulation Officer II/Laboratory Analyst, Philippine Food and Drug 
Administration Satellite Laboratory for Mindanao 

Vinit Usavakidviree (Thailand) 

Director of Drug Control Division, Thai FDA 

Pinpong Intarapanich (Thailand) 

Senior Pharmacist, Thai FDA 

Le Van Giao (Vietnam) 

Chief of Officer, Vietnam Medical Device Association 

Trinh Duc Nam (Vietnam) 

Expert, Ministry of Health Vietnam 
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2. Proceedings of the Workshop 

2.1 Workshop Program 

Day One 

Wednesday, September 16, 2009 

9:00 – 10:00 Registration 

10:00 – 12:30 

Opening Ceremony and Plenary Session (BIO KOREA)  
 

• Dr. Tim Hunt (Sir Richard Timothy Hunt), Principal Scientist, Cancer 
Research UK Clare Hall Laboratories 

• G. Steven Burrill, CEO, Burrill & Company 
• Dr. Jeong-Sun Seo, Professor, College of Medicine, Seoul National 

University, Chairman, Macrogen Inc. 

12:30 – 14:00 Lunch 

14:00 – 18:20 

 

BIO KOREA Conference 

 
• Track 1: Bioindustry in UK & Korea 

- Microfluidics System 

- High Throughput Analysis for Diagnosis and Drug Discovery 

 

• Track 2: Issues to Address in Life Science BD & Funding 

- Update on Changing Trends in Venture Investments 

- Critical Issues for Successful IR of Life Science Venture Companies 

 

• Track 3: Technology Transfer and Licensing 

- Building and Enforcing IP Value in Korea 

- The Journey from Discovery to the Market in the Life Sciences 

 

• Track 4: Traditional Medicine 

- Recent Trends of R&D for Traditional Medicine in East-Asia 

- Recent Policy Trends of Traditional Medicine in East-Asia 

 

• Track 5: Korea-Scotland Joint Symposium 

 

• Track 6: Recent Advances of Stem Cell Differentiation 

- Cell Differentiation from Human ES Cells 

- Derivation of Tissue Specific Stem Cell 

18:30 -  Welcoming Reception 
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Day Two 
 

Thursday, September 17, 2009 

8:30 – 9:00 Welcome and Introduction 

9:00 – 10:30  

 
Session I: The Opportunities and Challenges of Biological Medicines 
 
Description:  

• Background on special features of biological medicines 
• Role of biologics, including biosimilars, in medicine 
• Challenges with biologics and biosimilars 

 
10:30 – 11:00 Morning Refreshments 

11:00 – 12:30  

 
Session II : Regulatory Issues for Biosimilars 
 
Description:  

• Key considerations for regulatory evaluation of a biosimilar product: 
- Biosimilar Paradigm—what allows for abbreviated pre-clinical and clinical 

data 
- Quality Issues 
- Safety and Efficacy issues 

• Case Study: European model and experience 
 

12:30 – 14:00 Lunch 

14:00 – 16:00 

 
Session III: Regulatory Landscape on Biosimilars 
 
Description: 

• Current status of laws and regulations in the APEC Region: Australia, 
Canada, Chinese Taipei, Japan, Korea, Malaysia, Singapore and the U.S.  

• Current status of WHO draft guidelines 
 

16:00 – 16:30  Afternoon Refreshments 

16:30 – 17:30  
Plenary- Feedback from the Sessions  
Summary/ Next Steps/ Meeting Adjourned 

17:30 – 18:00 Group Photo Session  
18:00 – Networking, Wine & Cheese Reception 

 
Day Three 
 

Friday, September 18, 2009 

Half Day Seoul City Tour & GMP Tour 
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Program at Glance 
 

 
 

DAY 1 (Sept. 16) DAY 2 (Sept. 17) DAY3 (Sept. 18) 

08:30 – 
09:00 

Registration 

Welcome and 
Introduction 

BIO KOREA
 

Exhibition/ 
Conference/ 

Business Forum
 

/ 
 

AHC 
 

GMP Were 
Visit/ 

Half Day Seoul 
Tour 

 
 

09:00 – 
10:30 

Session I: 
The Opportunities and 
Challenges of Biological 

Medicines 

BIO KOREA 
 

Opening Ceremony and 
Plenary Session 

10:30 – 
11:00 

Morning Refreshments 

11:00 – 
12:30 

Session II: 
Regulatory Issues for 

Biosimilars 

12:30 – 
14:00 

Lunch Lunch 

14:00 – 
16:00 

BIO KOREA Conference 
Tracks 1-6 

Session III: 
Regulatory Landscape on 

Biosimilars 

16:00 – 
16:30 

Afternoon Refreshments Afternoon Refreshments 

16:30 – 
17:30 BIO KOREA Conference 

Tracks 1-6 

Plenary - Feedback from 
Sessions 

Summary/ Next Steps/ 
Adjournment 

17:30 – 
18:00 

Group Photo Session 

18:00 – Welcoming Reception 
Networking, Wine & 

Cheese Reception 
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2.2 Presentations from the Workshop 

-  Session I: The Opportunities and Challenges of Biological Medicines 

Biotechnology Medicines: Opportunities & Challenges 

 

 

Speaker: 

Jacques Turgeon (Canada) 

Director of Research 

Centre Hospitalier de L'Université de Montreal 

 

Abstracts 

Biotechnology medicines hold some of the greatest promise for medical breakthroughs. There 
are more than 160 currently available biotechnology medicines to treat and cure serious 
diseases ranging from multiple sclerosis to leukemia and hepatitis and more than 350 new 
biotech medicines in development. These medicines are complex and made from living 
things, requiring a high degree of sophistication in production and distribution to help ensure 
safety and efficacy. With recent advances in technologies, there is a growing interest in 
making "biosimilar" versions of these breakthrough biotech medicines. Care must be taken 
that biosimilars are produced to a high level of quality and undergo appropriate biochemical, 
pre-clinical and clinical testing to ensure they are safe and effective. The future success of 
new biotech medicines and biosimilars depends on using the best science and putting patients 
first. 
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-  Session I: The Opportunities and Challenges of Biological Medicines 

Biological & Biosimilar 

 

Speaker: 
Kum Cheun Wong (Singapore) 
Director,  
Global Regulatory Affairs, Strategic Policy and 
Intelligence 
Johnson & Johnson Pharmaceuticals Group  

 

Abstracts 

Biologics has enabled us to find cures for some of the most serious known diseases.  

Today, patients have access to more than 150 biopharmaceuticals. However, biologics is a 
complicated science as they are produced using a living systems or organism. They are 
different from small molecules medicines and a better understanding is needed. The 
complexity in structure, manufacturing process and risk of immunogenecity the generic drug 
review process cannot be applied to biosimilar products. There is a need for health authority 
in the region to regulate the biosimilars in a scientific way to ensure safety, efficacy and 
quality.  

EMEA is the 1st regulatory authority in the world to publish biosimilar guidance. Other 
regulatory authority in Asia has began to develop guidelines biosmilars in their respective 
countries. Other considerations such as naming of biosimilar, immunogenecity and 
substitution are issues to considered in developing any guidance. 
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- Session II: Regulatory Issues for Biosimilars 

           Biosimilar FOB/FOPP/SEB... 

 

Speaker: 

Michael Müenzberg (Germany) 

Global Head of Medical Affairs, Marketing/Medical BP, 

Sandoz International GmbH 

 

Contents 
 
 Biosimilars - general considerations and EMEA pathway 
- Biosimilar-What does it mean? 
- Comparison of requirements for MAAs 
- Biosimilars - legal framework 
- List of Biosimilar Guidelines 

 
 Biosimilars - SANDOZ approach 
- Biosimilars Approved in Europe as of to Date 
- Quality by Design: Definition of the Target for Development 
- How Close is Close Enough?... Demonstrating Comparability 
- Post-marketing surveillance (PMS) 

 
 Biosimilars - Looking Forward 
- Biosimilars - cui bono? 
- The Safety and Efficacy of EU Biosimilars 
- Forward looking statement 
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- Session II: Regulatory Issues for Biosimilars 

From recombinant proteins to LMWHs the EU regulatory expectations 

 

Speaker: 

Eric Bigaud (France) 

Head of Regulatory & Technical support 

Asia Pacific & Russia 

Sanofi-Aventis 

 

Abstract 

In Europe, a biological medicine is a medicine whose active substance is produced by or 
extracted from a biological source. Due to their specificities the generic approach is 
scientifically not appropriate to register copies of biological medicinal product.  A specific 
regulatory framework has been developed by EMEA [Committee for medicinal products for 
human use (CHMP)] for copies of biological medicinal products or biosimilars during the last 
5 years. Most guidelines that have been released during this period were focussed on similar 
of Biotechnology derived proteins. 

LMWHs are prepared by various depolymerisation processes from unfractionated heparin 
that is of animal origin. LMWH shave been definitively confirmed in 2006 as biological 
product in the European Union. Therefore the biosimilar concept applies in Europe to register 
copies of a reference LMWH Medicinal product. In 2009 the CHMP has published a 
Guideline relative to the "non-clinical and clinical development of similar biological 
medicinal products containing low-molecular -weight-heparins (date for coming into effect is 
October 2009) in which it is considered that the major challenge of demonstrating two 
LMWHs being similar biological medicinal products is within a comparative clinical efficacy 
trial. The regulatory paradigm in place in Europe to register similars of biotech proteins also 
applies to register similars of LMWHs with detailed requirements.
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- Session II: Regulatory Issues for Biosimilars 
Biosimilars - Industry Perspective 

 

Speaker:  
Estelle Michael (Belgium) 
Senior Manager 
Regulatory Policy 
GSK Biologicals 

 

Contents 
 
 Overview - global landscape of biosimilars 
- In EU, Asia Pacific, Latin America, Middle East, North America, Other 

 
 Fundamental Principles of Biosimilars Guidelines 
- The safety of patients must be central to any regulatory pathway and must be 

reflected in the guidelines 
- Full quality package and full quality comparison 
- Interchangeability is not interchangeable with automatic substitution 

 
 Reference Product 
- The reference product should have been registered based on full quality, full non-

clinical and full clinical data 
 

 Conclusions 
- Some areas where there needs strong emphasis  
- Interchangeability, automatic substitution, naming/labelling, reference product issues 
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-  Session III: Regulatory Landscape on Biosimilars 
Health Canada Perspective on Biosimilars: Some Salient Points and 
Lingering Issues regarding the Canadian Regulatory Approach 
 

 

Speaker: 
Anthony Ridgway (Canada) 
Senior Regulatory Scientist 
Biologics and Genetic Therapies Directorate 
Health Canada 

 

Abstract 
 
Health Canada has maintained an approach that regulatory decisions regarding the quality, 
safety and efficacy of medicinal products should be based on scientific evidence and accepts 
that copies of biologics originally licensed by innovator companies will have a role in health 
care.  Such products should not be considered as generics; however, information in the 
public domain regarding safety and efficacy of an innovator product over many years of use 
can be considered relevant if suitable data is provided demonstrating comparability / 
similarity to that specific reference product.  Health Canada is in the late stages of 
developing a guideline addressing the regulatory process for subsequent-entry biologics 
(biosimilars, follow-on protein products).  The basis for the Canadian approach, important 
elements in establishing comparability / similarity, and various challenges to the industry and 
to regulators, will be presented.  In addition, the Canadian perspective on important issues 
such as choice of reference product, access to clinical indications and product substitution / 
interchange will be discussed. 
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- Session III: Regulatory Landscape on Biosimilars 
Similar Biotherapeutics Products - A Malaysian Regulatory Overview 
 

 

Speaker: 
Arpah Abas (Malaysia) 
Head of Biotech Section 
National Pharmaceutical Control Bureau 
Ministry of Health Malaysia 

 

Abstract 
 
Over the last 20 years a new class of drugs has been developed and produced – safe and 
effective therapeutic proteins/biotech drugs. The biotechnology industry is maturing rapidly 
but faces increasing scrutiny over the high cost of biotherapeutics and that often limits their 
use. Global prescription sales of biotech drugs increased 12.5% to more than $75 billion in 
2007 (IMS). Reducing healthcare costs is a hot political issue in many countries, so the 
introduction and use of generic drugs is stimulated.  

Based on the current analytical techniques, two biologicals produced by different 
manufacturing processes cannot be shown to be identical, but similar at best. Thus, the term 
‘biosimilar’ is coined Given the notable differences between biosimilars and traditional small 
molecule drugs, it is only fitting that the regulations to govern biosimilars account for such 
disparities, hence the generic approach is scientifically inappropriate for these products. 

Patient safety is a key concern and guiding principle for both manufacturers and regulators. 
Worldwide, varying degrees of regulatory preparedness and divergent approaches to the 
regulatory oversight of biosimilars exist.  Biosimilars are controversial and delivering these 
products to the patient involves complex technical and regulatory challenges. Whilst there are 
arguments for slightly less stringent regulatory requirements, a deliberated approach of 
proactive identification and management of proven and possible risks, and devotion of 
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sufficient time to the comprehensive development programme, are key factors to success. 

It is important that appropriate legal guidelines are used to regulate their use. The rapidly 
expanding field of biosimilars calls for awareness, alertness and education to all stakeholders. 
Biosimilars will likely forge ahead and become a reality in the near future. 
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- Session III: Regulatory Landscape on Biosimilars 

Regulatory Landscape on Biosimilar Current Status of laws and Regulations in Thailand 
 

 

Presenter 
Prapassorn Thanaphollert (Thailand) 
Senior Pharmacist 
Biological Products Group 
Drug Control Division 
Thai FDA 

 

Contents 
 
 Key Issues  
- Current status of laws and regulations in Thailand 
- Safety and Efficacy: Dogma of Generics does not apply to Biological therapeutic 

products 
- Careful Evaluation 
- Unpredictable security profile 
- Necessary to consider the implementation of the appropriate guideline 
- Physicians should be fully informed about the Biological therapeutic products 

and their followed on products 
- Real time situation 
- Need a more practical guideline 
- WHO guideline is needed 

 
 Lessons learned 
- Stand-alone approach 
- Facing safety issues 
- Thai EPO Registry 
- Need of an extensive investigation and risk mitigation plans 

 
 Conclusion
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- Session III: Regulatory Landscape on Biosimilars 
Regulatory Perspective on Biosimilar Products in Korea 
 

 

Presenter 
Soo-kyoung Suh (Korea) 
Senior Scientific Officer 
Advanced Therapy Products Division 
Biopharmaceuticals and Herbal Medicine Bureau 
KFDA 

 

Abstract 
 
A biosimilar drug is a medicine that is not identical, but similar to a biological medicine that 
has already been approved. There have been much discussion and debate about the scientific 
considerations related to biosimilar products Because of the molecular complexity of protein 
drugs and the differences between protein drugs and small molecule drugs, existing 
regulatory pathway is not applied to the biosimilar products. Recently, the regulatory 
structures have been adapted to approve the biosimilar products based on reduced data 
packages and the biosimilar guideline has been issued in Korea. New regulatory framework is 
based on scientific rationale and experience. This presentation will give an overview of the 
Korean regulatory process of biosimilar products, focusing on regulatory guideline.  
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Annexes 
 
I. Messages - Opening Remarks / Welcoming Address 
 
Opening Remarks by the Director of the APEC Harmonization Center 
 
Distinguished Guests, and Ladies and Gentlemen, 

In this beautiful September with warm sunshine and fresh breeze, I extend my heartfelt 
welcome to all of you to the second APEC Harmonization Center Workshop on Biosimilars.  

In particular, I would like to offer my sincere appreciation to distinguished participants who 
traveled long distances from abroad for this workshop. 

On behalf of the APEC Harmonization Center, it’s my great pleasure to declare the 2nd APEC 

Harmonization Center Workshop open today, following the great success of the previous 
inaugural Workshop of the AHC in last June.  

Distinguished Participants, Biosimilars have drawn the global attention with their great 
potential as an emerging area in the healthcare field.  

In this regards, I am very pleased that this second workshop will offer a timely opportunity to 
gain basic knowledge on biosimilars as well as the latest information of their global trends 
and current regulatory policies among APEC economies.  

I hope that insightful presentations and networking opportunities that help participants to 
build clear idea and vision on the future of biosimilars. 

Ladies and gentlemen from home and abroad, 

I have no doubt that experts from Government, Industry, and Academia here today will not 
only provide their wisdom and insights on biosimilars but also make an effort to build 
cooperative networking for regulatory harmonization in this field.  

I am also confident that this Workshop serves as an important milestone to address how we 
can cooperate to promote the healthcare economy among APEC region.    

Ladies and gentlemen, now I would like to conclude my remarks with our promise that AHC 
is committed to provide valuable educational programs continuously.  

I sincerely hope that the series of our commemorative workshops will strengthen our 
cooperation and promote sustainable development in the Asia-Pacific region with further 
prosperity.  

September is the beginning of Autumn in Korea and thus it is regarded as the most fruitful 
season.  

I hope all of you have a pleasant time during your stay in Seoul. 

Thank you very much for your attention.   
 
Seung Hee Kim 
Director of the APEC Harmonization Center 
President of NIFDS 
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Welcoming Address by Deputy Commissioner of KFDA  

 

Distinguished government officials, industry leaders, academic professionals from home and 
abroad, and ladies and gentlemen, 

I would like to extend my sincere welcome to all of you to APEC Harmonization Center 
Biosimilar Workshop in Seoul, the historic capital city of Korea. 

With international attention being brought to biosimilars than ever, world's leading 
pharmaceutical companies are rushing to develop these promising, cost-saving products. The 
rapid advancing biosimilars market prompts many countries to feel the need to establish 
concrete strategies.   

In this respect, today's AHC Biosimilar Workshop is timely and meaningful as it will serve as 
a forum for enthusiastic discussions and presentations to establish the vision and strategies 
for the biosimilars market. 

Distinguished ladies and gentlemen,  

In this globalized world, the importance of international exchanges cannot be overstated. At a 
time when coexistence and cooperation are urgently required, I believe the current global 
issues should be tackled through mutual assistance and international collaboration.   

This Workshop's programs will offer clear ideas and visions to develop practical and 
reasonable regulatory framework by gathering expertise and wisdom of the professionals 
from government, industry, and academia in the Asia-pacific region. 

And I am confident that today's landmark event will also help grow the biosimilars market in 
the region and will play a pivotal role in inducing collaboration to create new markets.  

Lastly, your keen interest and support for this second Workshop following the successful 
previous one will be highly appreciated. I wish you a fruitful and memorable experience 
during your stay in Korea. Thank you very much. 

 

Sang Yong Lee 
Deputy Commissioner of KFDA 
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Welcoming Address by President of Korea Health Industry Development Institute 

 

Honorable Deputy Commissioner Sang Yong Lee of Korea Food and Drug Administration, 
Dr. Anthony Ridgway, and distinguished 9 Speakers, and government officials from APEC 
member economies, and participants from industry and academic professionals from Korea 
and abroad,  

I welcome you all to the APEC Harmonization Center Biosimilar Workshop in Seoul and 
would like to thank all distinguished speakers and guests here today. 

Ladies and Gentlemen, 

In this gathering, distinguished speakers and participants will engage in discussions of 
potential development and provide a vision of future on biosimilars as it is represented as one 
of the most evolving areas of product development in the bio-pharmaceutical industry.  

I hope all the speakers and participants will put forth constructive advice for biosimilars in 
the Asia-pacific region as well as insightful ideas. Through this process, we will eventually 
support the current landscape regarding the regulatory approval of biosimilars and identify 
the regulatory approach to biosimlars in the Asia-pacific region. 

As a president of KHIDI that organize the whole events of BIO KOREA 2009 including AHC 
Workshop, I will wholeheartedly support to provide the utmost efforts throughout the 
workshop for a pleasant and safe stay of all the participants.  

Ladies and Gentlemen, 

To conclude my remarks, I would like to extend my sincere appreciation once again to all of 
you for participating in the second workshop of APEC Harmonization Center. 

I wish every one of you success and happiness. Thank you. 

 

Bup Wan Kim 
President of the Korea Health Industry Development Institute (KHIDI) 
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III. Articles on the AHC Biosimilar Workshop 
 
APEC Harmonization Center for Life Sciences launches its second workshop on biosimilars 

Seoul, 11 August 2009 

Following the great success of the first workshop on multi-regional clinical trials, the APEC 
Harmonization Center (AHC) hosts its second workshop on biosimilars on the 16-18 of 
September, at COEX, Seoul, Korea. This Workshop will be held in alignment with BIO 
KOREA 2009, a major bio event in Asia, hosted by the Korea Food and Drug Administration 
(KFDA) and organized by the Korea Health Industry Development Institute (KHIDI).  

As serious and in-depth debates go on biosimilars, therapeutic biological products that are 
similar to previously approved products, the AHC Biosimilar Workshop is expected to cover 
overall features of the subject at the right moment. The workshop will address the 
opportunities and challenges of biosimilars, introduce the details of existing EU guidelines 
and WHO draft guidelines up to date, and foresee what should be done for the future 
regulatory landscape on biosimilars. Especially, the workshop will focus on the obstacles that 
developing economies are facing in current situation and explore the strategies that we can 
effectively establish for global system. With the fruitful results of the workshop, the APEC 
Harmonization Center is expected to play a role of a forum that properly and objectively 
delivers the voices of both developing and developed economies to regulators, academia, and 
industry stakeholders within the APEC region.       

The APEC Harmonization Center hosted its first workshop in last June, 2009 with wide 
participation of regulatory authorities, industry, and academia from 17 APEC economies. 
Following the AHC’s inaugural ceremony on June 15, the workshop successfully raised 
awareness and understanding on the key issues on multi-regional clinical trials. AHC 
Workshop in series will provide the medium towards the sustained and long-term capacity 
building activities that would contribute to regional economic integration, further leading to 
the APEC’s effective facilitation and liberalization of trade and investment. 

About the APEC Harmonization Center:  

The APEC Harmonization Center is established under the authority of the APEC Life 
Sciences Innovation Forum (LSIF) to provide a platform to address and resolve priority 
concerns of APEC member economies on regulatory harmonization. In 2008, APEC 
Ministers and Leaders specifically endorsed the AHC in the annual Ministerial Joint 
Statement: 

“Recalling our commitment to promoting regulatory reform and harmonization, we 
welcomed and endorsed the establishment of the APEC LSIF Harmonization Centre in 
Seoul as a key step forward.” 

For more information: 
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Please visit the APEC Harmonization Center website at www.apec-ahc.org or email to the 
AHC Secretariat at ahckorea@khidi.or.kr  



155 
 

AHC Workshop discusses issues on research and development related to biosimilars 
 

Singapore, September 24, 2009: The delegates at the APEC Harmonization Center (AHC) 
Biosimilar Workshop, held on the 16-18 of September at COEX, Seoul, discussed major 
issues of Biosimilars research and development. This was the second workshop of the APEC 
Harmonization Center, attracting interests of 434 participants from government authorities, 
industries, and academia of 13 economies. 

In the workshop, speakers from Asia, North America and Europe have delivered their 
presentations on the present and the future of biosimilars. Beginning with the basic 
background of biomedicine and biosimilars, each speaker shared his or her insights on the 
current status of biosimilars in their own economies, explaining the challenges and obstacles 
that may hinder economies’ path toward the regulatory harmonization. The workshop invited 
many advisors for developing nations as lecturers, leading discussions after discussions on 
biosimilars. The main objective was to discuss challenges and opportunities of biosimilars in 
promoting APEC’s ideology of regional economic integration, trade facilitation, and trade 
liberalization.  

Both speakers and the participants raised the issue of interchangeability and that safety 
should be regarded as the major concern for further development of biosimilars. For each of 
the sessions, the participants and speakers engaged into active discussions, sharing their 
knowledge on global biosimilars and how harmonized regulations should and would 
respond to the biosimilars. 

 

Source: BioSpectrum Bureau 
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III. Major Scenes of the workshop  
 

 Opening Ceremony 

   

  

Floor Announcement 
(Kyung-Won Jang) 

Opening Remarks 
(Seung Hee Kim) 

  

Welcoming Address 
(Sang Yong Lee) 

Welcoming Address  
(Bup Wan Kim) 
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 Session�(The Opportunities and Challenges of Biological Medicines) 

   

  

Moderator  

( Chi Young Ahn) 
Presentation ( Jacques Turgeon) 

  

Presentation  
( Kum Cheun Wong)  

Panel Discussion 
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Panel Discussion Audience 

 

 Session II (Regulatory Issues for Biosimilars) 

   

  

Moderator  
(Anthony Ridgway) 

Presentation  
(Michael Müenzberg) 
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Presentation  

(Eric Bigaud) 
Presentation  

(Estelle Michael)  

  

Panel Discussion Panel Discussion 

 Session � (Regulatory Landscape on Biosimilars) 

   

  

Moderator  

(Michael Müenzberg) 
Presentation  

(Anthony Ridgway) 
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Presentation  
(Arpah Abas) 

Presentation  

(Prapassorn Thanaphollert)  

 
 

Presentation  
(Soo-Kyoung Suh) 

Panel Discussion 

 

 Plenary, Group Photo Session   

   

  

Plenary  
(Feedback from Sessions) 

Group Photo 
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Group Photo  
(Speakers) 

Audience 

 
 

Audience Audience 

 

 GMP Pharmaceutical Ware Visit (Celltrion) & Seoul Tour  
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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 

JungHoon (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 




