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Marco de
Consenso Chileno

Chilean Consensus
Framework

Para la Colaboracién Etica Multisectorial en Los
Sectores Farmacéuticos y de Dispositivos Médicos

For Multi-Stakeholder Ethical Collaboration in the
Pharmaceutical and Medical Device Sectors
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MultistakeholdeProcess for Ethical business practices

Gastén FernandezSchiaffino

Head of Regulatory Affairs Division
Undersecretariatof International Economic Affairs
Ministry of Foreign Affairs




N . . APEC K
P The AsiesPacific Economic CooperatiGAPECorum

A Supportsustainableeconomicgrowth and prosperityin the Asia-Pacificregion.
A Engineof globaleconomicgrowth in the 21st century

A Tradeliberalization and Regionalintegration

A Supportfor the Multilateral TradeSystemandthe WTO

A Promotepoliciesin favor of opentrade andinvestments

A Proactiverelationshipwith the businesscommunity: ABAC

A 3% o0f the globalpopulation (2.9 billion people)
A 50%of globaltrade annuallyUSD16 Trillion

A 60%of Global GDPUSD$45 Trillion

A Top3 GDP(USA Japanand China)

A Top5 population (China,Indonesiaand USA)



1. Trade Policy

2. The Chile Consensus Framework Process

3. RoadmapChallenges
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Since Chile joined APEC in 1994, exports to the region
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1. Trade Policy

2. The Chile Consensus Framework Process

3. RoadmapChallenges
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. APEC CHILE 201PRIORITIES
1. DIGITAL SOCIETY
2. INTEGRATION 4.0
3. SUSTAINABLE GROWTH
4. WOMEN, SMEs, AND INCLUSIVE GROWTH

Visualizing / enhancing the role SMEs
Promote the development, growth and competitiveness of SMEs.
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) CHILE CONCESUS FRAMEWORK PROCESS

Engagement

Heterogeneous: Recognition of different realities

Cooperation

Teamwork begins by building trust

Commitment

Alling toward a common vision

Binding v/s Nonrbinding

PublicMulti stakeholder Approach

Understanding the trade costs of regulatory divergen@hallenges and opportunities)
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1. Trade Policy
2. The Chile Consensus Framework Process

3. RoadmapChallenges
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P RoadmapChallenges

Oct Nov Dec NE] Feb Mar April May June july Aug Sept

Governance and objectives

Structure and methology

Objectives 2019 / 2020

Share common standards in line with APEC Principles

Check ethical codes and identify Gaps

Implementation Strategy

Training and communication

Share experience and best practices

Outreach engagement new members

Evaluation and monitoring 2019 / 2020

New Strategy 20221
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) Roadmap-Challenges

A National/ International Coordination
A Leadership

A Momentum

A Multi stakeholderapproach

A Commitment

|t t akes eéto
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Gaston Fernande&chiaffino

Head of Regulatory Affairs Division
Undersecretariat of International Economic Affairs
Ministry of Foreign Affairs of Chile.
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PLENARY SESSION

2019 APEC BUSINESS ETHICS
FOR SMES LIGHTHOUSE AWARD

Adrian Cosenza, Chair
Australian Ethical Healthcare Alliance

http://mcprinciples.apec.org
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The Australian Consensus Framework for Ethical
Collaboration in the Healthcare Sector

Australian Ethical Health Alliance

Adrian Cosenza Alison Verhoeven
AEHA Chair AEHA Steering Committee

AustralianOrthopaedicAssociation CEO Australian Healthcare and Hospitals

Association CEO
AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE
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What is theAustralian Consensus Framework for Ethical
Collaboration in the Healthcare Sector (ATF)

A A consensus of shared values and ethical
principles that form the basis of
collaboration and interaction among
organisationsn the Australian healthcare

sector
A A voluntary, sectctead initiative

A Inclusive and embracingall parties
welcome to participate, listen and join ACF

activities

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE
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What does it aim to achieve?

A Promote collaboration and interaction
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AUSTRALIAN
ETHICAL HEALTH
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When was it launched?

A Australian delegation officially presented tAestralian Consensus
Framework for Ethical Collaboration in the Healthcare Sexdttire APEC
Business Ethics for SME Forum, in Toky2(duly 2018

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE
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Who is involved?

A71 memberorganisations
ABiopharmaceutical industry
AEducators
AGovernment authorities
AHealthcare professionals
AHospitals/healthcareentres
AMedical device industry
APatient communities
AThird parties/distributors.

AUSTRALIAN
ETHICAL HEALTH
ALLIANCE
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ASupport and endorsement froevery state and territoryand the Federal
Minister of Health

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE
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Rapid Growth in Participation
30 50 L
Participants Participants i Ponts
September2019

February 2018 May 2018

B
)

April 2018 June 2018

December 2017

17

Participants

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE
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Who does the Framework represent?

71 signatories represent approximately:

200,000

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE

AEHA
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The Framework

A Signatories agreed to a simple yet effective

set of ethical principles:
A Substantive Principles

A Procedural Principles

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE

Australian Consensus Framework
for Ethical Collaboration in the
Healthcare Sector

A Consensus Statement of Shared
Values and Ethical Principles
for Collaboration and Interaction
Among Organisations
in the Healthcare Sector

sk i
SR XXX
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Primary role of the Framework

Designed to: Not designed to:
Focus on individuals
Develop prescriptive policies
Develop resources for specif
organisations
ke e Mandate/monitor/regulate
© .« =% anything other than the
T O L reporting of activities related
- ' IR R e (e to the ACF

A Assist development and
modification of policies ang
processes.

A Implement the principles =
articulated in the ACF

A Complement and |
strengthen the |mportance
of collaboration

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE

o To Do I
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Primary role of the Framework

A Important for signatories to be prepared to be self reflective and self
accountable

A Not aimed at being judgmental of individuaiganisationsbut rather
an exercise to ask members to measure themselves against the ACF

A Aim is to find common good and common purpose rather than
establishing a process by which to reprimand, discipeitce

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE
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ACF workshops
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What is the Australian Ethical Health Alliance
(AEHA)?

AThe body to guide the
Implementation of the ACF

A Consists of those member
organisations who are
sighatories to the ACF

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE
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AEHA Steering Committee

Members of the Committee include:
A Adrian Cosenza, Australian Orthopaedic Association A WendyLipworth, Praxis Australia

(Chair) A Peter Subramaniam Australian and New Zealand
A Alison Verhoeven, Australian Healthcare and Hospitals Society for Vascular Surgery

Association A Mary W Department of Health
A Deborah Monk, Medicines Australia ary yvarner, bepaftment ot Hea .
A _ A Carolyn Stapleton, Australian College of Nursing
Jane FItZB atrick, Australasian College of Sportand 3 Chris Ho, Skin Cancer College of Australasia

Exercise Physicians A o College of
A Leanne Wells, Consumers Health Forum of Australia© "oc ' Y4169, YNIVEISIHES AUSTAlA.

A Tracey Duffy, Department of Health

A lan Burgess, Medical Technology Association of
Australia

A lanKerridge Royal Australasian College of Physicians

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE
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ACF aims are supported by tA&EHA Implementation Plan

A The Plan outlines the steps to enact the work of AEHA including:

o Development of a structure for AEHA governance

0 Development of guidelines and seWaluation form for member organisations
to assist them in aligning their policies and processes with the ACF

o Development of communication and engagement strategies.

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE
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Alm: Deliverables and
Milestone Measures

A To determine a governance structure for the

Australian Ethical Health Alliance 1. Develop governance document for the |30 June 2019 1 Complete
Australian Ethical Health Alliance

A To develop Terms of Reference for the
. . - - 2. Develop a Terms of Reference for 30 June 20191 Complete
Austral_lan Ethical Health Alliance Steering Australian Ethical Health Allance
Committee steering committee

) i . | 3. Determine whether the Australian 30 June 20191 Complete
A To formalise the appointments of the Steering  Ethical Health Alliance should be

Committee. established as a legal entity

-

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE
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Implementation Guide and Sé&lfaluation Form

Aim:
A To develop a guide that assists organisations
with aligning their structure, policies and

processes with the ACF principles by developi
an implementation guide

A To develop a template that can be used by
member organisations to sedfvaluate on their
activities related the ACF that is fair, practical,
generative and noipunitive, and applicable to
all signatories are applicable to all signatories.

o

AUSTRALIAN
ETHICAL HEALTH
ALLIANCE

I
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Form

Milestone Deliverables and
Measures
1. Form a drafting group that will write the 31 May 20191
Implementation Guide and Self-Evaluation | Complete

Self-Evaluation Form and promote on the
groupobdbs website

2. Develop and circulate a draft outline of the |30 June 20191
Implementation Guide and Self-Evaluation | Complete
Form

3. Identify and confirm member organisations |30 August 20191
that will be involved in a pilot of the Complete
Implementation Guide and Self-Evaluation
Form

4. Assess the outcome of the pilot and 28 February 2020
determine if the Implementation Guide and
Self-Evaluation Form can be applied to all
signatories

5. Finalise the Implementation Guide and 30 September

20191 Complete
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Communication and Engagement

I

iy
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Aim:

A To grow the Australian Ethical Health Alliance

A To raise awareness of the Australian Ethical

Health Alliance and the ACF

A More specifically, to develop a website and a

Alliance and ACF that can be disseminated by
member organisations for publicity purposes

Milestone Deliverables and
Measures
1. Develop a media/communications working 30 June 20191
group Complete
2. Determine the governance process for 30 June 20191
overseeing website design and content Complete
3. Prepare material on Australian Ethical Health |Sep 20191 Ongoing

from Sept 2019

media and communications plan, and develo
process for holding annual workshops and

o

Prepare material on Australian Ethical Health
Alliance and ACF that can be used by member
groups at conferences

Sep 20191 Ongoing
from Sept 2019

other events.

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE

plan, including a social media plan (to
commence from April 2020) and a request for
member organisation to advocate for the ACF
principles

5. Identify relevant conferences/events at which |Sep 20191 Ongoing
member organisations can present and/or from Sept 2019
organise satellite workshops/symposia

6. Conduct a needs analysis assessmentonan |Sep 20191 Complete
annual workshop/seminar

7. Develop an AEHA media and communications |Sep 20191 Complete
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Communication and Engagement

A Publication of the journey and insights
already well progressed

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE

iy
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Develop a protocol for how media statements
and communications should be developed and
released

Sep 2019171 Steering
Committee agenda 1
Nov 2019

Prepare an academic article for publication

Sep 20191 Complete

10. Develop a website Sep 20191 Complete
11. Launch website September 2019 1
Complete

12.

Nominate a person as the central point of
contact for all media queries and allocate
spokespersons

April 20201 Steering
Committee agenda 1

Nov 2019
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Guide for MembeOrganisations

A Improving ethical practice and culture requires clear
directions on how to implement principles

A Guide for Member Organisatiopsovides practical advice
and examples as to how organisations might align their
practices and policies

A Activities not prescriptive

A All are asked to submit alinnual SelEvaluation Fornto
be shared amongst member organisations

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE

A Document pilot is planned
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Where to from here?

The goal over the next 12 months:

A Encourage the implementation of the
ACF principles

A Promote strategies on implementing
ethics

A Significantly progress the AEHA
Implementation Plan

A Engage member organisations
A Raise awareness of the Alliance

A Grow the member organisations of
AEHA.

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE
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progressing a framework

A Allow organisations at any stage of their progress on
ethics to join

A Ensure development and implementation is voluntary
consultative and collaborative

A Ensure principles are developed with an awareness ¢
a potential broadspectrum member group

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE



= —
I

iy

w8 2019 APEC Busmess Ethics for SMEs Forum

Economic Cooperation HPEC SANTIAGO DE CHILE 9-10 SEPTEMBER

avave OO
ettt 6

X X

[ S44a2yaXwSO2YYSYRIiAZ2Yya ¥
progressing a framework

A Clear value propositiog relevance to existing ethics
framework

A Senior political support early in process

A Use of language commonly understoodnon
academic/non technical

ACt SEAOATAGE AY W24y SNAEKA
A Use an ethical activities pilot to validate the relevance

of Implementation activities
AUSTRALIAN
ETHICAL HEALTH
¥ ALLIANCE
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Challenge$ 6 KF & & S 1y 2

A Will the Australian Ethical Health Alliance genuinely drive meaningful changes in ethical prac
A How will we measure success?

Als positive collaboration sustainable?

A Will an informal structure of governance and communication serve the community well once
move beyond the enthusiasm in creating the movement?

AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE
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The Australian Consensus Framework for Ethical
Collaboration in the Healthcare Sector

Australian Ethical Health Alliance

Adrian Cosenza Alison Verhoeven
AEHA Chair AEHA Steering Committee

AustralianOrthopaedicAssociation CEO Australian Healthcare and Hospitals

Association CEO
AUSTRALIAN
ETHICAL HEALTH
W ALLIANCE
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IMPLEMENTING CONSENSUS
FRAMEWORKS:
UPDATES FROM THE REGION
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http://mcprinciples.apec.org
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IMPLICATIONS OF HEALTHCARE TECHNOLOGIAL DISRUP
ETHICAL BUSINESS CONDUCT IN THE APEC REGION B

Dr. Julien Durand, JD, MBA

Executive Director Ethics & Compliance, Amgen

Chair ofeBICFuture Health Technologies WG, IFPM/
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Top 10 largest Digital Tech companies
70% of Unicorns & promising SMEs
70% of global Al expertise

60% of global Biotech/Medtech expertise
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Exponential Techs combining in unprecedented ways by 2

@ nternet
. : * Radical Life Extension
Social : , -
4 De-Extinction
; " Artificial Super Intelligence
"~ Human 2.0

Mobile

” Human-Machine Convergence

" Democracy 2.0
/ Work 2.0
Food 2.0
//Decentralization of Everything
J” Empowerment Economy
ﬂf'/l.ogistics Internet

//I'ransport 2.0
In

stitution 2.0

Cloud
Big Data - Analytics
3D Printing

N

Internet of Thlngs TN —= —'/' / / Artificial General Intelligence
Cognitive Systems ; > # Circular Economy
@ 7 Money 2.0
Nanotechnology_/'dv_ //Maker Economy
B /7 Energy Internet

Robotics "
7 Healthy Life Extension

. Autonomous Vehicles
/

Blockchain

Genomics g

Drones

7 Cyberwar
5 ,‘\utomation of Everything
P o5 e /"lléharin_g (Access) Economy
4 / I Next Generation Education Source: Frank Diana, Tata Consultancy Services

7 Connected Healthcare

smart Grid NG o " Smart Cities
-—g " Artificial Narrow Intelligence

Connected Car Smart Homes
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Biopharma & Medical Device most impacted by these Tec

1. DIGITAL HEALTH & EXTENDED REALITIES 2. MACHINE INTELLIGENCE (Al)
Alnternet of Things & wearables ANatural LanguagBrocessing
AMobile healthapps AMachine Learning
ABlockchain AVirtual nurses & robaloctors
ATelemedicine ARobotic Process Automation
AAugmented & virtual reality ABig health data
ADigital biomarkers AVirtual reps & employees

3.HEALTH ROBOTICS & MEDICAL DEVICES 4. GENOMICS & ADDITIVE TECHNOLOGIES
ADelivery & diagnostic devices AGene sequencing
ARobotic surgery AGene editing
ABrainComputer Interfaces AGene therapies & stem cells
AExoskeleton & bionic prosthetics ABioprinting
ANanotechnologies AProsthetics

ADrones for health AProteomics
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Ethics of Algorithms
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HOW BIG DATA INCREASES INEQUALITY
AND THREATENS DEMOCRACY

CATHY 0°NEIL

/ ‘Wise, fierce and desperately necessary’

JORDAN ELLENBERG

I

What if Al in health care is the next
asbestos?

Jun 19, 2019

ETHICS AND GOVERNANCE OF Al

@ Jonathan Zittrain SHARETO §£ ¥

Artificial intelligence is often hailed as a great catalyst of medical innovation, a way to find cures to
diseases that have confounded doctors and make health care more efficient, personalized, and

accessible. But what if it turns out to be poison?

“I think of machine learning kind of as asbestos,” said BKC’s Jonathan Zittrain. “It turns out that it’s

all over the place, even though at no point did you explicitly install it, and it has possibly some latent
bad effects that you might regret later, after it’s already too hard to get it all out.”
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Algorithms are changirtbe practice of medicine

For the First Time, a Robot
Passed a Medical Licensing
Exam

We should treat algorithms like
prescrlptlon drugs

TECHNOLOBY

How Do You Regulate a Self-Improving Algorithm?

For health ¢

of life and death.

25,089 views | Feb 11, 2019, 12:52pm

Gan You Sue An Algorithm For Malpractice?

Al system 'should be recognised as
Inventor’

In the future, HCPs will become reluctant to perform
diagnostics or surgery without machine assistance

Man told he's going to die by doctor on
video-link robot

® W [ < Share

©® 9 March 2019 f

Australian Researchers Have Just Released The
World's First Al-Developed Vaccine

Time to Take 'Hippocratic Oath' for

Engineering

Medical Devices Hit By Ransomware
For The First Time In US Hospitals
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