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ADVANCED BREAKOUT SESSIONS (COURSE B)

CODE OF ETHICS IMPLEMENTATION

10:30-12:30

SCHEDULE OF MODULES

1. Adapting to a Changing Environment
led by Thomas, Stephanie, and Benjamin

2. Code of Ethics Accessiblility led by Bronwen and David

3. Time Permitting: Individual / Small Group Mentor Sessions
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MODULE ONE: ADAPTING TO A CHANGING ENVIRONMENT

MENTOR TEAM INTRODUCTIONS

Mr. Thomas Hsu
Head of Ethics & Compliance, APAC and Japan
Edwards Lifesciences

Ms. Stephanie Chew
Head of Ethics & Compliance Officer, Greater China
Medtronic
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MODULE ONE: ADAPTING TO A CHANGING ENVIRONMENT

MENTOR TEAM INTRODUCTIONS

Mr. Benjamin Kwak

Vice President, Compliance Officer,
& Senior Legal Counsel

Zimmer Biomet
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Overview

. Demand for healthcare services will continue to grow in Asia-Pacific (APAC) due to demographic and
epidemiological transitions impacting the entire region.

«  This will require a transformation in the way healthcare is delivered in APAC and will impact key stakeholders,
including:
. Manufacturer
«  Sales channel - Sales Reps, Indirect Channels
«  Compliance Officers
Global companies and local company representatives
*  Maedical device industry association
. Health Care Professionals and related associations
*  Providers e.g. hospitals / clinics
. Payers e.g. insurers
* Regulators

. In order for regional industry association Codes of Ethics to continue to be relevant they need to adapt to this
changing environment.
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Objectives and Desirable Outcome

Objectives: Brainstorm the major trends, elements and activities required to
adapt to a changing environment

Tools: Use a fish bone diagram methodology to facilitate this brainstorming /
discussion session

Desirable outcome: Alist of elements and activities to support us to
navigate how Codes of Ethics can successful adapt through this changing
environment.
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Fish Bone Diagram lllustration

The fishbone diagram
Identifies many possible
causes for an effect or

problem.

Fishbone diagrams are e /f::f
typically worked right to left, g e
with each large "bone" of fares 7 evasion 55
the fish branching out to i R
iInclude smaller bones Eorecyoinment

containing more detail.
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Question: What are the major Trends and its Elements required to stay relevant

In this ever changing environment - compliant and competitive?

NI ——\

Trends

Elements

Adapting to the
Changing
Environment

~
L T

activities or action

Question: What are the Activities or Action needed to support these Elements?
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Elements to consider In group discussion

Identify what are the changing environment Trends relevant to Asia Pacific? For example:

Transparency - Governments wants pharmaceutical and device companies to disclose how and why they
pay HCPs who prescribe their products to reveal potential bias and help build trust.

Technology and Data - Technology trends are spreading through “technology extenders,” such as mobile
telemedicine, and real-time collaborative tools and electronic monitoring systems such as a “virtual bedside”
with the capacity to transmit secure data from such devices to smartphones and tablets; and through more
widespread use of interoperable electronic health record (EHR) systems.

New Care Delivery Models — Examples include: Virtual clinics and virtual doctors or one-stop destination for
medical and tourism needs, move from inpatient to outpatient services, etc.

Changing in Payers influence - Incentives are not aligned between payers and providers. Patients will
become first and foremost consumers, with the freedom that come with making more decisions on their health
through a rise in financial affluence.

Changing Regulatory Environment — Example include: Anti-trust, Cybersecurity, Data Protection,
Registration and etc.

Any Others?
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Elements to consider in group discussion

« Based on the changing Trends affecting the region, identify major Elements required for

Codes to stay relevant. Consider Elements like:
* Role of Leadership
« Use of Technology
« Agility and Speed of Response
« Strategic Focus
e Culture Alignment and Changing Habit

 Then consider what are the Activities or Actions needed to support these Elements.
These Activities can be approached through:

« Planning,

« Communication,

« Empowerment, and
« Patience.
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Process (45 mins)

10 mins - Introduction

20 mins - Each team brainstorms their ideas on the Fish Bone

- Nominate a team member to be the spokesperson to
share team ideas with the total audience

15 mins - Debrief 5 minutes / team
- Each team shares the team ideas with the larger group
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MODULE TWO: CODE OF ETHICS ACCESSIBILITY

MENTOR TEAM INTRODUCTIONS

Ms. Bronwen Taylor
Vice President, Compliance & Risk Management

Stryker

Mr. David Rosenzweig
Ethics & Compliance Officer - Asia Pacific

Abbott
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Background
APEC

21 member economies, >13,000 firms with nearly 11,000 being small to
medium enterprises in the medical device sector

Voluntary codes that embrace the APEC Kuala Lumpur Principles

Integrity - dealing honestly, truthfully, and fairly with all parties

Independence - interactions should not skew medical decision making from the
best interest of the patient

Appropriateness - arrangements conform to proper commercial standards,
accurate and free from corrupt purposes

Transparency - open regarding financial relationships between parties

Advancement - relationships are intended to advance medical technology,
Innovation and patient care

2014 Nanjing Declaration’s 2020 commitment - regional industry association
code alignment with the APEC Principles
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Overview

* Inorder to promote an ethical commercial environment, cooperation
among stakeholders is essential

 Adoption and active involvement is key to code implementation and
ongoing refinement

 Complexity of adoption arises due to multiple
 Stakeholders and perspectives
* Local, regional and global business practices
* Languages and cultural practices
 Regulations

* Access to codes and related materials can enhance ongoing adoption
 Simple, relevant, realistic
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Tools and Resources
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MEXICO CITY
PRINCIPLES

The APEC Principles for Voluntary
Codes of Business Ethics in the
Biopharmaceutical Sector

Learn more >>

NANJING
DECLARATION

Nanjing Declaration to Promote
Ethical Business Practices in the
Medical Device and
Biopharmaceutical Sectors

Learn more >>

MULTI-STAKEHOLDER
ETHICAL
COLLABORATIONS

Industry, Healthcare Professionals,
Patients and Civil Society
[o] izations, and

Learn more ==

PARTICIPANT INFORMATION

APEC LEADERS AND
MINISTERIAL
ENDORSEMENTS
Endorsements from APEC Economic
Leaders (Heads of State), APEC
Ministers (Foreign and Trade), APEC
SME Ministers and APEC Ministers
Responsible for Trade

See here >>
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AdvaMed
CO m p I I an C e f}'«AdvaMed CODE TEXT
A p p highest ethical standards and CODE NAVIGATOR

timely patient access to safe and effective
medical technologies. CODE CERTIFYING COMPANIES

AdvaMed Compliance App Sales Rep

COMPLIANCE CONTACTS

Ethi nd Health Car mplian
cs and Health Care Compliance HOW TO CERTIEY

AdvaMed is dedicated to facilitating ethical interactions

between medtech companies and health care CODE BROCHURE
professionals to promote the advancement of medical

technologies, enhance the safe and effective use of

medical technologies, encourage research and CODE TRAINING SLIDES
education, and foster charitable donations and giving.
The AdvaMed Compliance App offers health care
compliance guidance, tools and resources to those
who work in and with the medtech industry.

CROSSWALKS TO OTHER CODES

SUNSHINE
lama. ..

BROCHURE FOR PHYSICIANS

&

ré BROCHURE FOR TEACHING HOSPITALS
SALES REP PHYSICIAN COMPLIANCE

PROFESSIONAL

LINKS
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A d V a_ M e d € Third Party Educational Conferenc... €

. PDF

| ]
Is the event primarily dedicated to objective
o scientific and educational activities?
Note: A Company may want to consider
establishing a threshold for minimum number of
hours dedicated to education.

RE-SELECT Support of this 3rd party educational conference is

permitted by the Code

Does the training institution or conference
u sponsor select attending HCPs? [Section IV;
FAQ 18, 19, 20]

RE-SELECT

Is the grant recipient (payee) an organization
with a genu-ine educational function?

RE-SELECT

Does the conference sponsor have independent
control and responsibility for the selection of
program content, faculty, educational methods,
and materials? [Section IV; FAQ 18]
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< Vietnam

ASEAN Healthcare Harmonisation
ASEAN Medical Device Harmonisation
Agency and Distribution
Anti-Bribery Laws

Anti-corruption

Biosimilars

Clinical Trials

Foreign Investment

Healthcare Professionals Interaction
Investing in the Industry

Merger Controls

Mergers and Acquisitions - Private
Mergers and Acquisitions - Public
Off-Label Promotion

Online and Social Media Promotions
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< Vietnam

Clinical Trials

Foreign Investment

Healthcare Professionals Interaction
Investing in the Industry

Merger Controls

Mergers and Acquisitions - Private
Mergers and Acquisitions - Public
Off-Label Promotion

Online and Social Media Promotions

Patents

Payments and Gifts to Healthcare Profe...

Privacy
Product Recalls
Promoting Medical Devices

Promoting Medical Products

e®eee0 StarHub = 1:06 PM 64% . _»

< Healthcare Professionals
Interaction - Vietham

Healthcare Professionals Interaction

1. Can a pharmaceutical company
provide gifts to an HCP?

Gifts to HCPs, including but not limited to
cash, cash equivalents (such as gift
vouchers), stocks, goods, valuable papers,
entertainment, traveling tours, services, are
strictly prohibited.

On certain local traditional occasions, such
as the Vietnamese Tet and Mid-Autumn
Festival, Doctors’ Day, and in special
personal events, such as funerals and
weddings, gifts of less than VNDS500,000
can be offered to HCPs.

2. Is there a “transparency legislation”
relating to payments by pharmaceutical
companies to HCPs?

There is no specific “transparency of
payment to healthcare professionals”
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Group Discussion

1. List activities, actions, tools to enable access and availability of

Industry codes of ethics to your assigned stakeholder group?

2. What barriers would prevent access and availability of industry

codes of ethics to your assigned stakeholder group?
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Elements to consider in group discussion

* Maturity of local / regional codes - from none to fully evolved

 Maturity of local associations - from new to well established
* Consider members / non-members of stakeholder group

 Lean to rich communication methods and styles
 Maessages, sequencing and frequency

* |mplementation complexity
e Easy to hard
 Simple to complex
 Shorttolong term
* |nexpensive to expensive
 Technology novices to geeks
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Groups 1. Manufacturer

a. Sales channel - Sales Reps, Indirect Channels
b. Compliance Officers
c. Global companies and local company representatives

Medical device industry association
Health Care Professionals and related associations
Providers e.g. hospitals / clinics

Payers e.g. insurers

S R A

Regulators
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Process

15 mins - Each team brainstorms their ideas on the flip chart

- Nominate a team member to be the spokesperson
to share team ideas with the total audience

20mins - Debrief 5 minutes / team
- Each team shares their ideas with the larger group



