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Welcome Remarks
s  Mr. Hidehiko Nishiyama, APEC 2010 SOM Chair and Director-General for Trade

International Trade Policy, Ministry of Economy, Trade and Industry (METI},
Japan ‘

Vision for LSIF VIl
= H.E. Suwit Khunkitti, LSIF Chair; Minister of Natural Resources and the
Environment, Thaitand

Building on LSIF VIi 2009 _

»  Ms. Barbara Norton, LSIF Planning Group Chair; Deputy Assistant US Trade
Representative, Office of Market Access and Industrial Competitiveness, Office of
the US Trade Representative, United States g

To set the scene for LSIF VI, Mr. Hasegawa will give his view on the most immediate
health challenges and opportunities in the Asia-Pacific region and on what is driving
reform across the region.

= Introduction by Mr. Charles Butcher, Director, Public Policy - Asia Pacific, Merck

*  Mr. Yasuchika Hasegawa, President & Chief Executive Officer, Takeda
-Pharmaceutical Company Limited Japan and President, lapan Pharmaceutical
Manufacturers Association

How does life sciences innovation policy impact the economy? How does it influence
individuals and the distribution of benefits across a society? How do life science
policies impact economies’ budgets? How do economies take this into account in
determining both life sciences policies and budgetary priorities? How can economies
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enhance coordination between health, economic development, and budget officials?
This session will explore these themes as they are presented in their research. This
work is the continuation of their 2008 ground-breaking study on returns to
investment in health innovation. Their presentation will be followed by a panel
discussion.

= Dr. Peter Sheehan, LSIF Academic Co-Chair, Center for Strategic Economic
Studies, Victoria University, Australia

= Dr. Zheng Xiaoying, Director, Institute of Population Research, Peking University,
People’s Republic of China

=  Comments by Dr. Tasuku Honjo, Senior member of the Council on Science and
Technology Policy, Cabinet Office, Japan -

Many economies are emphasizing growth while paying particular attention to the
type of growth, In November 2009 APEC Leaders stated “ We will put in place next
year a comprehensive long-term growth strategy that supports more balanced
growth within and across economies, achieves greater inclusiveness in our
societies...and which seeks to raise our growth potential through innovation and a
knowledge-based econormy.” How can health innavation generally, and life sciences
in particular, play a role in this strategy?

Moderator: Mr. Charles Butcher, Director, Public Policy - Asia Pacific, Merck

= Mr. A. Sinclair Dunlop, CEO, Rock Spring Partners

=  Dr. Douglas Crawford, Associate Director, The California Institute for
Quantitative Biosciences, United States ‘

”T.hé Di.r.é.c:t.or of the APEC LSIF Hérfﬁonization Center {(AHC) will provide a progr.ess
update and discuss prospects for future work. The AHC was launched in Seoul, Korea
in June 2009. ’

= Dr. Seung Hee Kim, Director, APEC Harmonization Center (AHC)

= Dr. Tasuku Honjo, Senior member of the Council on Science and Technology
Policy, Cabinet Office, Japan

=  Comments by Mr. Chris Coburn, Executive Director, Cleveland Clinic Innovations,
The Cleveland Clinic, United States
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The life sciences sector has the potential to contribute to growth and productivity in
a variety of ways—understanding and harnessing that potential is the continuous
challenge faced by economies. There are three focus areas where innovations have
the potential to make the most changes — Health [T, biologics, and health and the
environment. This session will frame the discussion for the “In Focus” sessions which
will further explore developments in the three emerging life sciences areas and ‘
| assess how economies can leverage innovation in these sectors to drive economic
growth and productivity. ‘ |

Moderator: H.E. Hernén Garrido-Lecca Montariez, Former Minister of Health of

Pery, Instituto de Gobierno de la Universidad San Martin de Porres, Peru

= Dr. Tatsumi Yamazaki, Executive Vice President and Member of the Board,
Chugai Pharmaceutical Co., Ltd

®  Mr. Chris Coburn, Executive Director, Cleveland Clinic Innovations, The Cleveland
Clinic, United States ‘ '

= Mr. Neil de Crescenzo, Senior Vice President and General Manager, Oracle
Health Sciences

Economies have found that supporting innovation and expanding the use of Health
IT is facilitating and enhancing growth and productivity. However, there are
significant gaps and barriers to successful deployment of Health IT throughout the
region. This session will discuss priorities in the development of mechanisms,
frameworks and guidance on the role of innovation and communication technologies
in health systems. ’ :

Moderatar: Dr. Akihiko Tamura, Councilor for APEC, Ministry of Economy, Trade &

Industry, lapan o '

» Professor Myoungho Lee, President, Korea e-Health Association, Republic of
Korea )

= Mr. Hisatoyo Kato, Chairman, Japan Industries Association of Radiological
Systems (JIRA)

» Mr. Kenei Shie, Commitiee Member, International Division, Japan Industries
Association of Radiological Systems (JIRA)

=  Dr. Noriyuki Moriyama, Doctor, National Cancer Center of Japan

Medicat biologics are emerging as the fastest growing sector of life science
innovation — 65% of innovative pharmaceutical market growth is attributed to this
area. Discussants will examine ways in which economies can position themselves to
capture this growth market. In this session, key issues confronting the biclogics
sector such as regulatory competence and risk conditions will be discussed. An
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economy representative will also provide and overview of the regulatory
perspective.

Moderator: Dr. Marjory Searing, Vice President, Worldwide Public Affairs and Policy,

Pfizer

»  Mr. Kunihiko Suzuki, Senior Executive Officer, Corporate Strategy & Planning,
MEDINET Co., Ltd.

= Mr. Yoshiaki Tsukamoto, Executive Director, lapan Bioindustry Assaciation

= Dr. Pornchai Matangkasombut, President, Mahidol University, Thailand

Economies have revealed that there are significant gaps in knowledge on the health
impacts of environmental change. This session will assess and address issues and
new developments concerning the environment’s impact on health outcomes in the
APEC region. Discussants will also review progress made in examining the regional
health and economic impacts of emerging and re-emerging infectious diseases as
well as acute and chronic climate-change related dislocation.

Moderator; Dr. Leslie Mancuso, President and CEG, Jhpiego

= Dr. Tjandra Yoga Aditama, Director General, Disease Control and Environmental
Health, Indonesia

= Professor lan Wrenski, Pro-Vice-Chancellor, Faculty of Medicine, Health and
Molecular Sciences, James Cook University, Australia

" Video message by Dr. Peter J. Hotez, President, Sabin Vaccine Institute, United
States

Dr. Peter Sheehan, LSIF Academic Co-Chair, Center for Strategic Economsc Studies,
Victoria University, Australia

® [ntroduction by Mr. William Bishop, Director of Government & Public Affairs -
Japan, Becton, Dickinson and Campany

»  Keynote address by Dr. Otmar Kloiber, Secretary General, World Medical
Association :

=  Closing by Mr. Seiji Miyazawa, Director of International Affairs, Japan
Pharmaceutical Manufacturers Association (JPMA)
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Summary of Day One
= H.E. Suwit Khunkitti, LSIF Chair; Minister of Natural Resources and the
Environment, Thailand

As we approach the era of the aging society, we face important issues such as
whether we can provide advanced, high quality, efficient healthcare in a way that is
safe, prompt and low cost to a large number of people transcending borders. This is
indispensable in order to ensure a stable quality of life as well as contribute to the
economic development of each region.

= Introduction by Dr, Peter Sheehan, LSIF Academic Co-Chair, Center for Strategic
Economic Studies, Victoria University, Australia

= Mr. Kazuo Ogino, Chairman, Japan Federation of Medical Devices Associations
{JFMDA), Chairman & CEO, Nihon Kohden Corp.

In 2008 LSIF created the “Enablers of Investment Checklist.” The stated goal of the
Checklist is for economies to use it as a toof “to assess and improve the environment
for investment in the innovative life sciences sector...thus boosting both heaith and
economic outcomes.” This session will provide a brief overview of the Checklist,
followed by presentations from APEC economies that have completed the Checklist
in 2010: Canada and Chinese Taipei. Each economy will briefly present its results and
lessons learned, to be followed by a group discussion.

Moderator: Dr. Marjory Searing, Vice President, Worldwide Public Affairs and Policy,

Pfizer

*  Dr. Chien-Hsin Daniel Cheng; Advisor, Science & Technology, Department of
Industrial Technology, Ministry of Economic Affairs, Chinese Taipei

*  Mr. Mike Ward, Chair of the LSIF Regulatory Harmonization Steering Committee,
International Policy Division, Health Canada

InlelduaI compantes fitinto a broader plcture drlven by econorﬁy-spemflc policies.
How do different models for health financing compare across APEC? What
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mechanisms do these policies have in common? How are they different? A clear
understanding amang policymakers of the different models being used is a pre-
requisite for successful policy in the future. This session will explore these themes in
the context of the output of The Ecanomist’s Conference on Healthcare in Asia:
Priorities for Reform (March 2010, Singapore).

Moderator: Mr. Charles Goddard, Editorial Director, Asia, Economist Intelligence

tnit _

= Dr. Haichao Lei, Director, Department of Policy and Regulation, Ministry of
Health, People’s Republic of China

= Mr. Chen Changxiong, Directar, Medical and Pharmaceutical Industry
Development Research Centre {MPIDRC), People’s Republic of China

= Dy, Akira Morita, Professor, Former Dean, Graduate School of Public Policy, The
University of Tokyo, fapan :

=  Dr. Hasbullah Thabrany, Professar, Institution Center for Health Economics and
Policy, Universitas Indonesia, Indonesia

While economies are concerned with macro-economic issues such as new growth
strategies, in most economies a major source for growth will be individual
companies. How does the average company view health? LSIF research points
towards a need for economies to view and account for not only the costs of health
‘innovation, but also the benefits, Should companies do the same?

Moderator: Mr. Sean Sullivan, President and CEQ, Institute for Health and

Productivity Management, United States

= Dr. Fikry Isaac, Executive Director and Chief Medical Officer, Glabal Health
Services, Johnson & Johnson

¥

Japanese lunch boxes will be brought in as participants continue discussions,

The leaders of the LSIF regulatory agenda provide an update on progress and
prospects for future work.

»  Regulatory Harmonization — LSIF has established itself as the leading voice in the
region on regulatory harmanization and related trade issues. This meeting, to be
led by the Chair of the LSIF Regulatory Steering Committee, will examine the
latest priority issues, including the ongoing development of the APEC LSIF
Harmonization Center and the next set of associated LSIF projects.

o Moderated by Mr. Mike Ward, Chair of the LSIF Regufatory
Harmonization Steering Committee, international Policy Division,
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Health Canada

o Mr, Shinobu Uzu, International Planning Director (Pharmaceutical
Affairs) Minister's Secretariat, Ministry of Health, Labour and
Welfare, Japan

o Mr, Hiroshi Ishikawa, Chairman of International Division, lapan
Industries Association of Radiological Systems (JIRA)

*  Quality of Medicines:
o Mr. Jeffrey Gren, Director, Office of Health and Consurrier Goods,
International Trade Administration, Department of Commerce,
United States

LSIF has seen remarkable progress in the short pe'rio'd of time in the area of
regulatory harmonization. There also has been work in the Health Working Group on
pandemic preparedness. Is it possible to identify areas of potential policy overlap
among economies? If overlap exists, how can it be leveraged to enhance cooperation
and improve health outcomes across the region? What lessons have been learned in
the region regarding health financing mechanisms and options? What are the
prospects for enhanced research collabaoration?

Moderator: Professor lan Wronski, Pro-Vice-Chancellor, Faculty of Medicine, Health

and Molecular Sciences, James Cook University, Australia

= Dr. Dachee Kang, Professor of Preventive Medicine, Molecular and Genetic
Epidemiology Laboratory (IVIGEL) Seoul National University College of Medicine,
Republic of Korea

= Dr. Michael Towns, WW Vice President - Medical Affairs, Becton Dickinsoh:
Diagnostic Systems

= Mr. Michael Gropp, Vice President, Global Regulatory Strategy, Medtronic

Presentation: Draft Conclusions and Recommendations to A
Leaders

o Dr, Peter Sheehan, LSIF Academic Co-Chair, Center for Strategie Ecanomic
Studies, Victoria University, Australia

o H.E. Hernan Garrido-Lecca Montafiez, Former Minister of Health of Peru
Instituto de Gobierno de la Universidad San Martin de Porres, Peru

o Professor lan Wronski, Pro-Vice-Chancellor, Faculty of Medicine, Health and .

" Molecular Sciences, James Cook University, Australia

o ' Dr. Marjory Searing, Vice President, Worldwide Public Affairs and Policy,
Pfizer

o Dr. Leslie Mancuso, President and CEQ, Jhpiego

o Mr. Charles Goddard, Editorial Director, Asia, Economist Intelligence Unit
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o Mr. Sean Sullivan, President and CEO, Institute for Health and Productivity
Management, United States

o Dr. Akihiko Tamura, Councilor for APEC, Ministry of Econamy, Trade &
Industry, lapan

Group Discussion: Draft Conclusions and Recommendations to APEC Ministers and
Leaders

Dr. Peter Sheehan, LSIf Co-Chair, Australia
Closing Remarks

H.E. Suwit Khunkitti, LSIF Chair, Thailand
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> Area: 35,980 sq km

> Population: 23,145,020 (Aug. 2010)

> GDP: 3781 billion USD (2009)
* Per capita: 16,390 USD (2009)
» Global ranking: 22t (2009)

» Foreign exchange reserves (Aug 204
372.1 Billion USD. Global rankmg 4t

> Global competitiveness rankmg (IMD 2010 &

» Gross R&D expenditure for Ilfe smence
0.3% of GDP (2009)

» Life Expectancy at birth (2009)
+ Males: 75.88 years

Seoul 220

o 2'60

saka 2’15
Bangkok 3'4

Ho Chi Mi

Sydney 8'50
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Total stock of HRST in the field of life
science: (by degree)
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= 2000 (to\tal of 277506) W2008 (totj! of 417589)

® Government Policies

+ Biotech Industry Promotion Program
(1995)

« Science and Technology
Professional Training Program (2003)

« Biotechnology and New Drug
Promotion Program (2007)

» Relevant policies:
o Enhance education for professional
and managerial expettise
o Enhance post graduate training
o Recruit experis from abroad

@ Personnel Training:
* Number of graduate level
programs
o Graduate: 583 (13.6%)
o Undergraduate: 577 (9.5%)
« Number of certified teachers
o Graduate: 982 (10.1%)
o Undergraduate: 6676 (16.5%)




@ R&D Organizations
+ 10 non-profit organizations
» 8 major professional societies

Total stock of HRST in the field of life
science: (by education vs. job position)

@ Findings and Lessons Learned:

+ Large proportion of human capital
is correlated to basic training &
healthcare services

* Highly in need of upper
management professionals with
R&D and international experience

» Even though the number of
graduates in life science
increases, whether or not these
graduates can be fully employed
in the relevant job market remains
a critical issue

450000

400000

350000 -

300000

250000

200000

150000

100000

50000

2000 2008

# # of people with life science degree

8 # of people empleoyed in the fisid of life

= @ i

F ;"umamreseurc& =hyES:

Re-examine the Chinese Taipei IPR environment according to the
enablers of investment

i Policies: National Science and Technology Development Plan 2009

Laws: Patent Act (Amended and promulgated on 2003); Patent Attorney Act
(Promulgated on 2007)...etc

¥ Provisions

I Enforcements: By the newly established IP court

¥ Process: Transparent and friendly to innovation

# Findings and Lessons Learned:

Coupled with a complete patent protection system, Chinese Taipei has
plenty of patent capability which prompts many developed countries to
apply for local patents

o Patent term provided for innovative medicines and medical devices: 20 years
o Time required for patent acquisition: Average 46 months*
» Though not part of the Patent Cooperation Treaty (PCT), Chinese Taipei has
a comprehensive IPR system. On Sept. 9, 2010, the Executive Yuan
approved the IPR Promotion Program to invest US$380M in the next 6 years

(2010~15). One of its action items will be to reduce the patent processing
time to under 2 years
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; Biotechnology

@ Intellectual Property Court - established 2008
*+ Goals:
o To determine disputes concerning IPR validity
o To speed up the adjudication process
o To provide effective rights-related remedies
- 8 professional judges from the Taipei High Administrative Court
+ 14 technical examiners from the PO

® The combined functions of civil, criminal, and administrative appeal
litigation is a special feature of the IP Court and a first in Asia

@ Current Progress:

« 1n Jan 2009, the US Trade Representative removed Chinese Taipei from its
Special 301 Watch List in recognition of the progress made in improving IP
protection and enforcement

« July 2008-July 2009: Total of 254 cases on IP closed

- An example: In 2009, the court settled a drug litigation for US company E.L
against a top domestic generic drug company

‘®9 IntellectualiBropesty
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@ Rules for capital flow aligned with the principles of an open and
competitive market

» Comply with international standard under the WTO framework

# Trading rights compliant with principles of an open and
competitive market
* The Economic Cooperation Framework Agreement (ECFA) that
aims to reduce tariffs and commercial barriers between China and
Chinese Taipei (Effective on Sept.12, 2010)

@ Decreasing tariffs and NTBs to regional trade in life science
products

+ Zero tax for life science product imports with approval certification
from DOH

A )

@ Levels of combined public and private investment in life science

+ Private: 325M USD (2008)
» Government: 828M USD (2008)

/’

f T ————

@ Adequate physical infrastructure to ensure appropriate delivery of
therapies

+ Case study: In response to the 2009 global H1IN1 pandemic,
Adimmune Corporation manufactured the H1N1 flu vaccine
promptly for domestic use

® Healthcare system is responsive to the mtroductlon of new
medical therapies

 Case study: A targeted therapy for lung cancer, Iressa, has
recently been approved for complete reimbursement by the
National Health Insurance

® Concerns

» Under the regulation of the Bureau of National Health
Insurance (BNHI), the prices of brand name drugs may be
discounted, a policy that could be considered unattractive by
brand name drug pharmaceuticals

12
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-Process (Efficiency and Software -
SICisa private operation transparency) | Organizational cuiture re_form
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