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WORKSHOP  INFORMATION
1.  BACKGROUND

The APEC Harmonization Center Biosimilar Workshop will seek to educate and engage participants in an interactive discussion on the specific harmonization issue of biosimilars. The current status of laws and regulations in economies across APEC will be considered, as well as draft WHO guidelines. By examining current experience participants will gain a deeper understanding of the potential challenges ahead for regulatory harmonization, as well as the opportunities. Funding will be provided for trainees from the APEC travel-eligible economies in order to share the current regulatory practices on biosimilars. 

The Multi-Regional Clinical Trials Seoul Workshop – Inaugural Workshop of the APEC Harmonization Center, held on 15-18 June, was highly regarded as a successful workshop, as a first step of the AHC activities. In  Especially, MRCT workshop raised interests and expectations on the role of the AHC, in that the AHC workshop provides the medium for sustained, long-term capacity building activities that will contribute to regional economic integration.

This biosimilar workshop will directly benefit the regulatory government officials, academics, and industry stakeholders of the APEC economies by increasing their knowledge of this important issue and expand networks across APEC. Presentations and discussion would provide a concise accounting of both the benefits and challenges of biosimilars, will also serve as a useful tool for APEC regulatory government officials for educating themselves in their respective economies in order to increase overall understanding of this issue. 
This workshop is a project by APEC Harmonization Center, endorsed by APEC leaders and ministers in Lima, Peru, in the year of 2008. And is self-funded by the Korean Government. The APEC Harmonizaton Center is the workshop organizer and a key implementing partner for the project. 
2.  OBJECTIVES 

The workshop is to advance the APEC LSIF regulatory harmonization objectives and thus contribute to the Regional Economic Integration agenda and trade facilitation in medical products and services. Regulatory harmonization will bring significant gains in time to market and will facilitate trade and investment in life sciences products. It will also have the added benefit of ensuring that patients receive life sciences products faster and at lower costs, thus contributing to health in the APEC region.
The key objectives of this workshop are:
· To educate and engage participants in an interactive discussion on the specific harmonization issue of biosimilars, demonstrating the complexity of the issue and the importance of a coordinated, collaborative approach.
· To analyze the current laws and regulations in the regional/international arena to plan the further steps in making laws, norms or regulations that would help to promote harmonization and cooperation among the APEC member economies 
3.  DATE
The workshop will take place during 16-18 September, 2009 (Wednesday—Friday).
4.  VENUE
COEX Convention Center, Seoul, Republic of Korea
5.  PARTICIPANTS
Government policy makers, regulators, academics, and other public and private sector stakeholders are invited to participate in the workshop. APEC travel-eligible member economies are invited to nominate up to two participants for the workshop. Airfare and accommodation will be provided for up to two (2) Nominees from APEC travel-eligible member economies (i.e., Chile, China, Indonesia, Malaysia, Mexico, Papua New Guinea, Peru, Philippines, the Russian Federation, Thailand, and Viet Nam) by AHC (Korean) self-funding. The number of Korean self-funded participants is subject to vary as per the AHC budgetary appropriation.
6.  WORKSHOP ORGANIZER
This workshop is being organized by the APEC Harmonization Center (AHC). KFDA, a main sponsor of the event, and the Korea Health Industry Development Institute, as the AHC Secretariat, are in charge of the operation. In support of AHC Advisory Board of LSIF Experts and Regulatory Steering Committee, the AHC will engage with and seek input from representatives of government, industry and academia.
CONTACT
Ms. Ja Young Kim
APEC Harmonization Center Secretariat
Korea Health Industry Development Institute
57-1 Noryangjin-Dong, Dongjak-Gu, Seoul 156-800, Korea
Tel: +82-2-2194-7323
Fax: +82-2-822-8811
E-mail: ahckorea@khidi.or.kr
7.  METHODOLOGY

(1)  Agenda & Organization of Workshop
A tentative agenda and workshop outline are presented in ANNEX I.

The workshop will be organized into 3 sessions and will cover the following topics:
· The Opportunities and Challenges of Biological Medicines
· Regulatory Issues for Biosimilars
· Regulatory Landscape on Biosimilars
A diverse corps of experts, including officials of APEC member economies, representatives of multinational corporations and organizations and leading academics will be invited as speakers for these sessions. The sessions will also provide extensive opportunities for the sharing of experiences and views of various countries/regions.

After the three sessions, participants will be encouraged to address and suggest their opinions regarding the workshop in the Plenary session. It would be a good opportunity to deliver the ideas about the future events hosted by AHC, including the upcoming workshop. This session would be followed by Networking, Wine & Cheese Reception where the speakers and the participants can build more intimate networks.   
(2) Evaluation 

Participants will be requested to complete and return an evaluation form at the end of the workshop session.  In the evaluation form, each participant will be provided an opportunity to discuss benefits received from the workshop and make suggestions for the upcoming workshop.
(3) Language

The workshop will be conducted in English.

ANNEX I — Workshop Agenda 
· List of speakers and other details are subject to change as the workshop approaches
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


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

	BIO KOREA Conference / AHC GMP Ware Visit - Half Day Seoul Tour


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 Ware 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
	


ANNEX II—Participant Nomination Form
The APEC Harmonization Center Biosimilar Workshop will seek to educate and engage participants in an interactive discussion on the specific harmonization issue of biosimilars. The current status of laws and regulations in economies across APEC will be considered, as well as draft WHO guidelines. By examining current experience participants will gain a deeper understanding of the potential challenges ahead for regulatory harmonization, as well as the opportunities. Funding will be provided for trainees from the APEC travel-eligible economies in order to share the current regulatory practices on biosimilars. 

The Multi-Regional Clinical Trials Seoul Workshop – Inaugural Workshop of the APEC Harmonization Center, held on 15-18 June, was highly regarded as a successful workshop, as a first step of the AHC activities. In  Especially, MRCT workshop raised interests and expectations on the role of the AHC, in that the AHC workshop provides the medium for sustained, long-term capacity building activities that will contribute to regional economic integration.

This biosimilar workshop will directly benefit the regulatory government officials, academics, and industry stakeholders of the APEC economies by increasing their knowledge of this important issue and expand networks across APEC. Presentations and discussion would provide a concise accounting of both the benefits and challenges of biosimilars, will also serve as a useful tool for APEC regulatory government officials for educating themselves in their respective economies in order to increase overall understanding of this issue. 
This workshop is a project by APEC Harmonization Center, endorsed by APEC leaders and ministers in Lima, Peru, in the year of 2008. And is self-funded by the Korean Government. The APEC Harmonizaton Center is the workshop organizer and a key implementing partner for the project. 

PARTICIPANT NOMINATION

Nominator

Name:  
Ministry:  
Tel:  
Email:  
Nominee

Name:  
Ministry:  
Tel:  
Email:  
※  Only participants from the APEC travel-eligible economies (AHC funded) are required to fill out this form by August 24, 2009
Please forward nominations to:

Ja Young Kim
APEC Harmonization Center Secretariat
Korea Health Industry Development Institute
57-1 Noryangjin-Dong, Dongjak-Gu, Seoul 156-800, Korea
Tel +82-2-2194-7323, Fax +82-2-822-8811, Email: ahckorea@khidi.or.kr
ANNEX  III—Participant Confirmation Form
	APEC Harmonization Center Biosimilar Workshop

16-18 September 2009, COEX, Seoul, Korea

	REGISTRATION FORM

	* Please provide the following information for each participant attending the workshop and return this form to the Secretariat 
by fax (82-2-822-8811) or e-mail (ahckorea@khidi.or.kr) no later than August 31, 2009.

	A. PERSONAL INFORMATION

	Title
	( Male  ( Female

	First Name 
	Last Name 

	Name to appear on badge
	Organization / Institution/ Department

	Mailing Address 

	Zip / Postal Code
	City
	Country

	Phone
	Fax
	E-mail

	B. SOCIAL PROGRAMS                       

	Programs
	Time & Date
	Attendance

	Welcoming Reception
	18:00 ~ , 6/16 (Wed), 2009
	( Yes         ( No

	Networking, Wine & Cheese Reception
	18:00 ~ , 6/17 (Thu), 2009
	( Yes         ( No

	GMP Pharmaceutical Ware Visit/ 

Half-day Seoul Tour
	10:00 ~ , 6/18 (Fri), 2009
	  ( Yes         ( No

	* Please indicate(√) if you wish to attend the above social programs.
*  Sign up for the GMP Pharmaceutical Ware Visit/ half-day Seoul Tour in advance since the visit will accommodate a limited number of participants.
* Dietary Requests:  ( Vegetarian  ( Beef Free   ( Pork Free   ( Others, please state. (                                  )

	▪ Any requests for change or cancellation must be notified to the Secretariat in writing by e-mail or by fax.

▪ A written Acknowledgement & Confirmation will be sent to you by e-mail once your registration form is received.

	C. CONTACT 

	Ja Young Kim

APEC Harmonization Center Secretariat: 

Korea Health Industry Development Institute

Tel +82-2-2194-7323   Fax +82-2-822-8811   Email: ahckorea@khidi.or.kr


LOCATION MAP OF WORKSHOP VENUE & HOTEL
Directions to COEX Convention Center: 
COEX Convention Center is walking distance from the Samsung subway station (line 2). 

COEX Convention Center
World Trade Center, 

Samseong-dong, Gangnam-gu, 

Seoul, 135-731, Republic of Korea
Additional information may be found at:
http://www.coex.co.kr/eng/VisitorInformation/HowtogetCOEX_Fromairport.asp
[image: image3.emf]
HOTELS:
COEX InterContinental 

- Room Type: Superior
- Distance from the Venue:      3 minutes on foot   

- Contact: 
Tel +82-2-3452-2500,

Fax +82-2-3430-8000

www.seoul.intercontinental.com

Grand InterContinental 

- Room Type: Junior Suite, Deluxe

- Distance from the Venue:      3 minutes on foot

- Contact:  

Tel: +82-2-555-5656, 
Fax +82-2-559-7990

www.seoul.intercontinental.com
Ibis Seoul

- Room Type: Double, Twin

- Distance from the Venue:    10 minutes on foot

- Contact: 
Tel: +82-2-3011-8888, 
Fax: + 82-2-3454-1946 www.ambatel.com/ibis
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