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APEC Healthcare Stakeholders Awareness High-Level Meeting:
Fostering Ethical Environments in the Medical Device and Biopharmaceutical Sectors
Nusa Dua, Indonesia — 3 September 2013
STATEMENT

With the common goal of building awareness and promoting support for initiatives to foster ethical
business practices in the medical device and biopharmaceutical sectors across the 21 Asia Pacific
Economic Cooperation (APEC) member economies, we — representatives from healthcare providers and
professional organizations, anti-corruption agencies, health ministries, health regulatory agencies, health-
related government procurement agencies, biopharmaceutical and medical device associations, and
private healthcare companies from across the APEC region — met in Nusa Dua, Indonesia, on 3
September 2013 by joint invitation of the Ministry of Health and Ministry of Cooperatives and SMEs of
the Government of Indonesia and by the co-sponsoring economies of the “Business Ethics for APEC
SMEs Initiative.”

We recognize that ethical collaboration among industry and healthcare providers and governments
promotes broad patient access to life-saving and health-enhancing medical technologies and therapies that
are safe, effective and of high quality. Further, we recognize that ethical collaboration is essential to the
development of new innovative medical technologies and therapies that meet patient needs. We
continued our dialogue about how we can work closely together to strengthen ethical business practices in
the healthcare sector.

We affirmed the statements made by APEC Leaders in 2012 that corruption is “...a tremendous barrier to
economic growth, the safety of citizens, and to the strengthening of economic and investment cooperation
among APEC economies” and that: “we recognize the important role of business and public-private
partnerships in promoting the elaborating of codes of conduct in the private sector and measures to fight
corruption, especially measure that support the promoting of ethical business practices in interactions
between government, business and other stakeholders.”

We also affirmed our support for The Kuala Lumpur Principles for Voluntary Codes of Ethics in the
Medical Device Sector as well as The Mexico City Principles for Voluntary Codes of Ethics in the
Biopharmaceutical Sector. We acknowledged APEC and its SME Working Group for its leadership in
convening expert working groups composed of industry, government and civil society to develop these
high standard principles and for providing initial capacity building funds to begin to have them
implemented.

We agreed that the creation and endorsement of The Kuala Lumpur Principles and The Mexico City
Principles (“the APEC principles”) was an important first step toward promoting sustainable economic
growth in the medical sector. We also agreed that as leaders of healthcare provider and professional
organizations, senior health regulators and health ministry officials, anti-corruption officials, health
products and services procurement agencies, and industry we have a responsibility to take further steps
together to promote an ethical health care environment in our economies and in the APEC region. We
noted that this work is fundamental to APEC’s core mission of promoting economic cooperation because
healthy populations are the foundation of sustainable economic growth and health care products and



services account for a growing share of international trade and economic activity as economies develop
and as populations age.

We therefore established that each stakeholder has a unique and important role to promote ethical health
care environments:

Healthcare Companies should follow high ethical standards, such as the APEC principles, as well as all
applicable laws and regulations, as part of their mission to help patients by developing and making life-
saving and health-enhancing medical technologies and therapies available.

Healthcare Providers and Professional Organizations bave a duty to act in the best interests of patients
and recognize the importance of their role in communicating the importance of interactions based on
ethical principles, such as the APEC principles, including through complementary activities and ongoing
dialogue with all stakeholders.

Health Ministries and Health Regulatory Agencies should recognize the value of industry codes of
ethics and encourage all stakeholders to support ethical principles, such as the APEC principles, and
national and local industry codes of ethics.

Government and Private Procurement Entities should procure health products and services based on
transparent, ethical, clear, and accountable policies, processes and procedures.

Anti-corruption Authorities should objectively apply clear laws, welcome industry self regulation as
complementary to law enforcement, and encourage all companies to adopt and adhere to uniform ethical
principles, such as the APEC principles, and national and local industry codes of ethics.

We agreed that sustained capacity building, dialogue, and high level support are crucial to ensuring
continued progress.

We therefore called on APEC to institutionalize the “Business Ethics for APEC SMEs Initiative” by
creating an ongoing, high-level “APEC Business Ethics Forum” to foster regional cooperation through
multiple avenues, including capacity building, best practice sharing, and multi-stakeholder dialogue to
address new and emerging business ethics challenges and the role of all stakeholders in strengthening
ethical business practices. Such a forum would foster an external business environment and internal
company environment that will permit SMEs to operate on a sustainable basis and serve as global
suppliers. Ethical collaborations will also promote patient access to life-saving and health-enhancing
medical technologies and therapies, as well as support the development of new innovative medical
technologies and therapies.

Background

The Asia-Pacific Economic Cooperation (APEC) forum is the region’s premier economic forum, leading
numerous initiatives that facilitate economic growth, 'cooperation, trade and investment in the Asia-
Pacific region and among its 21 member economies. Launched in 2010, the “Business Ethics for APEC
SMEs” initiative has championed the creation of APEC principles for voluntary codes of business ethics
in several sectors of significant importance to SMEs in the region, including the medical device and
‘biopharmaceutical sectors. Heightened ethical interactions in these healthcare sectors are crucial to



enhancing patient access to safe and effective medical technologies and therapies, promoting SME
innovation, building SME export confidence, and ultimately ensuring that decisions are made in the best
interest of patients.

Drafted and finalized by expert working groups in 2011 and endorsed by APEC Leaders, APEC Ministers,
and APEC SME Ministers The Kuala Lumpur Principles for Voluntary Codes of Ethics in the Medical
Device Sector and The Mexico City Principles for Voluntary Codes of Ethics in the Biopharmaceutical
Sector call upon all stakeholders, including governments and healthcare professional organizations, to
coordinate with their local industries to advance ethical collaborations consistent with their provisions. In
2012, APEC Leaders called for collaborations to propagate codes of ethics aligned with these APEC
principles to promote ethical interactions between government, business, and other stakeholders.
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APEC Healthcare Stakeholders Awareness High-Level Meeting:

Fostering Ethical Environments in the Medical Device & Biopharmaceutical Sectors
Nusantara Room 3 | The Westin Nusa Dua | Bali, Indonesia |3 September 2013

-- MEETING PROGRAM --

08:00-08:30 Registration

08:30-08:40 Welcome Remarks

A. A. Gde Agung, Regent of Badung

H.E. Syarifuddin Hasan, State Minister for Cooperatives & SMEs, Indonesia

08:40-08:45 Meeting Overview

Ms. Lynn Costa, Senior Trade Development Advisor, U.S. Department of Commerce
Project Overseer, Business Ethics for APEC SMEs Initiative

08:45-9:00 APEC Leadership in Business Ethics for the Medical Device and Biopharmaceutical Sectors

Dr. Wimonkan Kosumas, Deputy Director General, Office of SMEs Promotion,
Thailand
Chair of the APEC SME Working Group

09:00-10:00 APEC Leadership in Heightening Ethical Standards

This session will provide a brief overview of: why APEC launched the “Business Ethics for APEC
SMEs” initiative; how the initiative has involved experts from government, industry, and
academia/civil society; outcomes thus far (The KL Principles and The Mexico City Principles for
voluntary codes of ethics for industry); and an identification of the challenges and
opportunities that remain to fostering ethical environments in the healthcare sector.

Moderator: Ms. Lynn Costa, Senior Trade Development Advisor, U.S. Dept of
Commerce :
Project Overseer, Business Ethics for APEC SMEs Initiative

Dato’ Hafsah Hashim, Chief Executive Officer of SME Corporation, Malaysia
Co-Chair of the Expert Working Group to Draft the Kuala Lumpur Principles

Mr. lvan Ornelas Diaz, Director of International Relations, Ministry of Economy of
Mexico
Co-Chair of the Expert Working Group to Draft the Mexico City Principles

States)

Mr. Chris White, Executive Vice President & General Counsel, AdvaMed (United
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Co-Chair of the Expert Working Group to Draft the Kuala Lumpur Principles

Mr. Russell Williams, President, Rx&D (Canada)
Co-Chair of the Expert Working Group to Draft the Mexico City Principles

Ten Minutes Per Discussant - Twenty Minutes for Q&A /Discussion

. Coffee Break

10:15 - 11:30 Learning from Success: Examples of Cooperation Among Hospitals/Physician Groups and Industry

Moderator: Mr. Chris White, Executive Vice President & General Counsel, AdvaMed
Co-Chair of the Expert Working Group to Draft the Kuala Lumpur Principles

Discussion Leads (10 Minute Opening Remarks):

Mr. Mario Mongilardi Fuchs, Vice President, Lima Chamber of Commerce, Peru

Dr. Andreas Loefler, Chair Professional Development and Standards and Mr. Adrian Cosenza,
Chief Executive Officer, Australian Orthopaedic Association

Discussants (3 Minute Opening Remarks):

Ms. Sabrina Chan, Executive Director, The Hong Kong Association of the Pharmaceutical
Industry (HKAPI)

Mr. Li Hongshan, Executive Vice President & Secretary General, China Hospital Association

Dr. Masami Ishii, Executive Board Member, Japan Medical Association

45 minutes for Q&A/Discussion

11:30-12:30 The Role of Government in Encouraging a High Standard of Ethics in the Healthcare Sector

Moderator: Dato’ Hafsah Hashim, Chief Executive Officer of SME Corporation, Malaysia
Co-Chair of the Expert Working Group to Draft the Kuala Lumpur Principles

Discussion Leads (10 Minute Opening Remarks):

Dato' Hajjah Sutinah Binti Sutan, Deputy Chief Commissioner (Prevention), Malaysian Anti-
Corruption Commission {MACC)

Dr. Kenneth Hartigan-Go, Acting Director General, Food & Drug Administration, Philippines
Professor Agus Purwadianto, Senior Advisor, Ministry of Health, Indonesia

Dr. Somsak Lolekha, President, Medical Council of Thailand

Discussants (3 Minute Opening Remarks):

Mr. Chu Kung-Mao, Director-General, Agency Against Corruption, Ministry of Justice, Chinese
Taipei

Ms. Lee Hui Keng, Acting Assistant Group Director, Pre-Marketing Division, Health Products
Regulation Group, Health Sciences Authority, Singapore
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15 minutes for Q&A/Discussion

13:30 - 15:00

Concurrent Breakout Session One:
Launching Local Action Plans for Ethical Interactions in the Biopharmaceutical Sector (90 Minutes)

Description: Small breakout group will discuss strategies for launching local action plahs that heighten
ethical interactions among healthcare stakeholders and that support the effective implementation of
industry codes of ethics aligned with the APEC Principles.

Facilitated by:

Mr. lvan Ornelas Diaz, Director of International Relations, Ministry of Economy of Mexico
Co-Chair of the Expert Working Group to Draft the Mexico City Principles

Mr. Russell Williams, President, Rx&D (Canada)
Co-Chair of the Expert Working Group to Draft the Mexico City Principles

13:30- 15:00

Concurrent Breakout Session Two:
Launching Local Action Plans for Ethical Interactions in the Medical Device Sector (90 Minutes)

Description: Small breakout group will discuss strategies for launching local action plans that heighten
ethical interactions among healthcare stakeholders and that support the effective implementation of
industry codes of ethics aligned with the APEC Principles.

Facilitated by:

Dato’ Hafsah Hashim, Chief Executive Officer of SME Corporation, Malaysia
Co-Chair of the Expert Working Group to Draft the Kuala Lumpur Principles

Mr. Chris White, Executive Vice President & General Counsel, AdvaMed (United States) Co-
Chair of the Expert Working Group to Draft the Kuala Lumpur Principles

15:30 - 16:30

Report to the APEC SME Working Group and APEC SME Ministers:
Crafting a “Nusa Dua Statement on Fostering Ethical Environments in the Healthcare Sector” (60
Minutes)

Facilitated by:

Mr. Russell Williams, President, Rx&D (Canada)
Co-Chair of the Expert Working Group to Draft the Mexico City Principles

. Dato’ Hafsah Hashim, Chief Executive Officer of SME Corporation, Malaysia
Co-Chair of the Expert Working Group to Draft the Kuala Lumpur Principles

16:30-17:00

Closing Remarks (30 Minutes)

Ms. Lynn Costa, APEC Project Overseer & Senior Trade Development Advisor, U.S. Department
of Commerce

17:30-19:00" |

Reception - Location: Temple Gardeir {located in The Westin' Nusg Dua) i > i v i s i i
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APEC Healthcare Stakeholders Awareness High-Level Meeting:

Fostering Ethical Environments in the Medical Device & Biopharmaceutical Sectors
The Westin Resort Nusa Dua | Bali, Indonesia |3 September 2013

FINAL PARTICIPANT LIST

Confirmed Participants: 63
Confirmed APEC Economies: 17

Professor Nicholas J. Talley, President-Elect
The Royal Australasian College of Physicians (RACP)

Dr. Andreas Loefler, Chair Professional Development and Standards
Australian Orthopaedic Association Limited

Mr. Adrian Cosenza, Chief Executive Officer
Australian Orthopaedic Association Limited

Mr. Wee Shyue Liang
Pharmacist Ministry of Health

Mr. Russell Williams, President & Co-Chair of the Expert Working Group to
Draft the Mexico City Principles
Canada's Research-Based Pharmaceutical Companies (Rx&D)

Ms. Macarena Guarda Maillet
General Directorate for International Economic Relations

Ms. Claudia Valenzuela Arellano
Women's National Service of Chile

Mr. Li Hongshan, Executive Vice President & Secretary General
China Hospital Association
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Mr. Joseph Cho, Managing Director
RDPAC (R&D Based Pharmaceutical Association Committee)

Ms. Sabrina Chan, Executive Director
Member of the APEC Public-Private Implementation Group, Biopharmaceutical Sector
The Hong Kong Association of the Pharmaceutical Industry (HKAPI)

Professor Fok Tai-Fai, Vice President (General Affairs)
The Hong Kong Academy of Medicine

Mr. Harry Chan, Senior Research and Trade Practices Officer
Hong Kong Consumer Council

Professor Agus Purwadianto, Senior Adviser
MOH Technology and Globalization, Ministry of Health

Mr. Titah Sihdjati Riadhie
GAKESLAB Indonesia

Mr. Budi Praseti
GAKESLAB Indonesia

Mr. Parulian Simanjuntak, Executive Director
International Pharmaceutical Manufacturers Group (IPMG)

Ms. Endang Toekinun, Staff Regional Health
Centre International Cooperation, Ministry of Health

Ms. Sheila Kadir, Head of subdivision Regional Health 1
Centre International Cooperation, Ministry of Health

Ms. Hardini Kusumadewi, Staff Regional Health
Centre International Cooperation, Ministry of Health

Ms. Budi Dhewajani, Director of Centre International Cooperation
Ministry of Health

Mr. Doddy lzwardy, Head of Division Regional Health, Centre International Cooperation
Ministry of Health
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Ms. Arianti Anay, Director of Medical Device Production and Distribution Service
Ministry of Health

Mr. Hari Nurcahyo, Country General Manager
BD (BECTON DICKINSON ASIALTD.)

Mr. Wahid Kurniawan, Commercial Compliance Champion
BD (BECTON DICKINSON ASIA LTD.)

I Wayan Dipta, Deputy Minister of R&D for Cooperatives and SMEs Resources
Ministry of Cooperatives and SMEs

Martono Djohari
Ministry of Cooperatives and SMEs

Ms. Yulia Purwarini
National Agency of Drug and Food Control

Dr. Masami Ishii, Executive Board Member
Japan Medical Association

Mr. Yuji Noto, Manager, International Affairs Division
Japan Medical Association

Mr. Bruce Ellsworth, Director of Government Affairs
Johnson & Johnson Japan

Dato’ Hafsah Hashim, CEO
SME Corp. Malaysia

Dato’ Hjh. Sutinah binti Sutan, Deputy Commissioner for Prevention
Malaysian Anti-Corruption Commission (MACC)

Ms. Junipah binti Wandi, Chief Senior Assistant Commissioner
Malaysian Anti-Corruption Commission (MACC)

Miss Mayamin Haini Musa, Assistant Manager
International Cooperation Secretariat, SME Corp

Mr. Ahmad Mu'izz Mohd Yusof, Legal Advisor
SME Corp. Malaysia

17
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Ms. Fara Zalina Mohamed, Legal Advisor
SME Corp. Malaysia

Mayamin Haini, Assistant Manager
SME Corp Malaysia

Farhana AlKhatib, Manager
SME Corp Malaysia

Mr. lvan Ornelas Diaz, Director of International Relations &
Co-Chair of the Expert Working Group to Draft the Mexico City Principles
Mexican Ministry of Economy

PER

Mr. Mario Mongilardi, Vice President
Lima Chamber of Commerce

Ms. Virginia Baffigo, President
EsSalud

Dr. Kenneth Hartigan-Go, Acting Director General
Food & Drug Administration, Philippines

Dr. Edguardo Fernando, Chairman, Professional Regulatory Board of Medicines
Professional Regulation Commission (PRC)

Ms. Lee Hui Keng, Acting Assistant Director for the Pre-Marketing Division & Director (Covering)
for the Complementary Health Products Branch, Health Products Regulation Group
Health Sciences Authority, Singapore

Mr. Abdul Luheshi, Vice President
Health Care Compliance & Privacy, Janssen, Asia Pacific

_CHINESE TAIPEL . -

Mr. Chu Kung-Mao, Director-General
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Agency Against Corruption (AAC)

Ms. Fan Yi-Kai, Agent
Agency Against Corruption {AAC)

Mr. Chang Han-Shu, Officer
Agency Against Corruption (AAC)

Ms. Chen Ying-Ching, Second Secretary
Taipei Economic and Trade Office in Jakarta

Dr. Min-Huei Hsu, Counselor, Office of International Cooperation
Ministry of Health and Welfare

Mr. Lu Su-Wei, Director of Civil Service Ethics Office
Ministry of Economic Affairs

Dr. Wimonkan Kosumas, APEC SME Working Group Chair & Deputy Director General
Office of SMEs Promotion

Ms. Nipawis Ritthironk, Senior Operational Officer
Office of SMEs Promotion

Dr. Somsak Lolekha, President
Medical Council of Thailand

Dr. Wonchat Subhachaturas, President
Medical Association of Thailand

Pol. Col. Pokpibul Potranan, Secretary General
Office of Public Sector Anti-Corruption Commission (Ministry of Justice)

Pol. Lt. Col. Terdsak Putson, Director, Bureau of the Suppression of Corruption in Public Sector
Office of Public Sector Anti-Corruption Commission (Ministry of Justice)

Ms. Lynn Costa, Project Overseer, Business Ethics for APEC SMEs Initiative
International Trade Administration, U.S. Department of Commerce

Mr. Chris White, Executive Vice President & General Counsel
The Advanced Medical Technology Association (AdvaMed)
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Mr. Do Minh Hung, Deputy Director-General, Drug Registration Division
Drug Administration of Vietnam (DAV), Ministry of Health

Mr. Nguyen Minh Tuan, Director-General
Department of Medical Equipment & Construction, Ministry of Health

Ms. Nguyen Phuong Lan, Deputy Director, SOE Reform Division, Agency for Enterprise Development
Ministry of Planning and Investment

_BUSINESS ETHICS FOR APEC SMES SECRET.

Ms. Patricia Wu

* APEC economies not represented at this meeting are: Republic of Korea, New Zealand, Papua New Guinea and
Russia.



