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® Recognizes that appropriate and ethical
interactions help ensure medical decisions
are made in the best interests of patients

® Calls upon the entire biopharmaceutical
sector and eco-system to embrace aligned
standards for ethical interactions, including:

®* Companies and industry associations
* Healthcare professionals and organizations

* Government regulators and anti-
corruption enforcement authorities

The Mexico City Principles

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

for Voluntary Codes of Business Ethics in the Biopharmaceutical Sector

* Drafted by 36 Expert Working Group @ O
Members from industry, government, civil
society and academia from 14 APEC
Economies in September 2011.

* APEC multi-year funding awarded to ‘

implement The Mexico City Principles
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* Implementation supported by:
» APEC Life Sciences Innovation Forum
» APEC Health Working Group
» APEC Anti-Corruption & Transparency
Working Group
» APEC Business Advisory Council (ABAC)
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The Mexico City Principles

Biopharmaceutical Sector Codes of Ethics

Healthcare and Patient Focus means everything we do is intended to benefit patients.
Integrity means dealing ethically, honestly, and respectfully in everything we do.

Independence means to respect the need of autonomous decision-making of all parties,
free from improper influence.

Legitimate intent means everything we do is for the right reasons, is lawful, and aligns
with the spirit and values of these Principles.

Transparency means a general willingness to be open about our actions while
respecting legitimate commercial sensitivities and intellectual property rights.

Accountability means a willingness to be responsible for our actions and interactions.
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The Mexico City Principles

for Voluntary Codes of Business Ethics in the Biopharmaceutical Sector

The Principles cover:

Interactions with Healthcare
Professionals

Promotional Information and
Activities

Safety of Medicines
Symposia and Congresses

Informational Presentations by
Company Representatives

Entertainment
Educational Items and Gifts

Support for Continuing Medical
Education

Samples

Consultant and Speaker
Arrangements

Compliance Procedures and
Responsibilities

Conduct and Training of Company
Representatives

Public Sector Relations and
Procurement

Clinical Trials

Company Donations for Charitable
Purposes

Patient Organizations
Adherence to Principles



Interactions with HCPS

Principle

The relationships between healthcare professionals
and pharmaceutical companies are intended to
improve patient care

Purpose of these interactions:
= informing healthcare professionals about medicines;
= providing scientific and educational information; and
= supporting medical research and education.



Interactions

Relationship must be:
- Ethical
- With No improper influence

- To encourage the appropriate use of medicines

In connection with these interactions:

- Appropriate meals can be offered as a business necessity
(not part of entertainment or recreational event)

- Always held in an appropriate venue
* No entertainment

10
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Promotional Information and Activities

Principle

A company must not promote a product for use until it has
received marketing approval in that economy.

- Must follow national laws and regulations

- Promotional information should be clear, legible, accurate,
balanced, fair, and objective

11



Symposia and Congresses

Principle:
The purpose and focus of all events should be to provide
scientific or educational information or to inform healthcare

professionals about products.

- Events includes symposia, congresses and other promotional,
scientific or professional meetings for healthcare professionals;

- All events should be held in an appropriate venue;

- Hospitality should be limited, moderate and reasonable as
judged by local standards; and

- Limited to participants of the event and not the guest.

12



—

Educational Items and Gifts

Principle @
No personal gifts

- Payments in cash must not be provided or offered to
healthcare professionals.

- Also prohibited are cash equivalents (such as gift certificates)
and any gifts for the personal benefit of healthcare
professionals (So no sporting or entertainment tickets,
electronic items etc.).

* |t is appropriate where permitted by law to offer items
designed primarily for the education of patients or health
care professional (must be modest in value and not to be used
outside of the profession).

13
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Samples

Principle
Free samples of a pharmaceutical product may be supplied to
healthcare professionals authorized to prescribe that product

in order to enhance patient care.

Companies should have adequate systems of control and
accountability for samples:

- including requirements for medical representatives in
possession of samples.

Should not be used as payment for service

14
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Consultant and Speaker Arrangements

Principle

Healthcare professionals may be engaged and remunerated
by companies as consultants and advisors. Their expenses
(travel and accommodation, meal expenses ) can also be met.

Services they may provide include:

- speaking at and/or chairing meetings and events;

- involvement in medical/scientific studies and, clinical trials;
-« providing training services;

- participation at advisory board meetings; and

- participation in market research.

The compensation for the services must be reasonable and reflect the fair
market value of the services provided.

15
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Company Procedures and Responsibilities
Principle

Companies must establish and maintain appropriate procedures to
ensure compliance with relevant codes and applicable laws

Companies :

must also have procedures to review and monitor their activities
and materials. Don’t forget to retain adequate records of the
reviews and monitoring;

should also ensure that relevant employees/agents receive training
appropriate to their role;

should provide updated or additional training in all of the areas
needed; and j

should take appropriate action when employees
fail to comply.




Clinical trials

Principle

® Clinical trials and scientific research will be conducted with
the intent to develop bona fide scientific knowledge that will
benefit patients and advance science and medicine

Clinical Trials should:
e not be used as an inappropriate inducement; and
e be undertaken in an ethical manner.

17



Donations for Charitable Purposes

Principle
Companies recognize their responsibility to support worthwhile
activities.

Donations:

« should ensure that donations are not undertaken for product
promotional reasons;

« must be documented;
 should have the appropriate acknowledgement by recipient; and
« should not be an incentive to prescribe.

18



Patient organizations

Principle
The independence of patient organizations must be
respected.

- Patient organizations are not-for-profit institutions that represent
primarily the interests and needs of patients, their families and

caregivers.

« All interactions with patient organizations must be ethical.

19



Public Sector Relationships and Procurement

Principle

Ethical and professional public sector relationships during
government procurement.

Companies
« should not attempt to exert inappropriate influence;
- must provide accurate information; and

« should ensure that all interactions comply with government rules or
procedures.

20
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Adherence to the Mexico City Principles

Principle

All Companies should adopt procedures to assure adherence
to these principles.

Principle

Healthcare Professionals, Governments and Stakeholders
should respect these principles and adopt consistent
standards if applicable.

21



; The Mexico City Principles

for Voluntary Codes of Business Ethics in the Biopharmaceutical Sector

Beyond companies and industry associations, the Principles also cover
implementation by healthcare professional organizations and governments

Implementation

In order to promote an ethical commercial environment, cooperation among multiple
stakeholders is reguired. Therefore, it is recommended that Companies, healthcare
professionals and APEC economies engage in the following activities:

Companies and industry associations should:

« Develop and implement codes of ethics consistent with the Principles set out
above. Industry associations should consider publicizing those members who
have signed onto the industry codes, among other steps to encourage adoption
of industry codes.

*  Make available training regarding industry codes of ethics to healthcare
professionals and healthcare professional students in collaboration with
recognized authorities.

* Contribute to and participate in capacity building, in particular for small and
medium sized enterprises (SMEs).

*  Work together to ensure that the above Principles and their industry codes of
ethics remain relevant and effective to address new business arrangements that

may emerge.
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*  Respect these Principles and develop and implement codes of ethics consistent
with the above principles.

APEC Economies should:

* Develop and make known clear, distinctive, accountable and comprehensive
policies on procurement processes and procedures,

Encourage industry regulators and/or anti-corruption enforcement authorities
to endorse and support the above Principles and national and local industry
codes of ethics, where appropriate.

* Encourage Companies to adhere to the above Principles and national and local
industry codes of ethics

* Formulate and promote clear laws and regulations that are objectively applied.
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*  Work to advance ethical collaborations consistent with the above Principles
regionally, through regular communication, joint policies, joint capacity building
activities, and other forms of collaboration
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I *  Work together to ensure that the above Principles remain relevant and effective
l to address new business arrangements that may emerge.
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Appendix

For the purpose of these Principles, the following definitions are provided:

"Congress" means an event sponsored and organized by a society, college, university ar other
non-Company entity for the purpose of providing medical and/or scientific information.

"Consultant” means an external, independent healthcare professional, scientist, patient
association/ patient representative, public or private payer retained individually or through an
entity (e.g. university, hospital or research organization) to provide advice, information or other
services.

"Healthcare Professional” means a provider of medical or health services and any other person
or organization that furnishes, bills, or is paid for health care in the normal course of business,
including but not limited to physicians, nurses, or pharmacists and their staff.

"Representative” means a person calling on healthcare professionals and/or their staff on
behalf of a Company regarding the promotion or discussion of medicines.

22



N

Official Photograph for
Biopharmaceutical Sector Workshop

Please stand and line up on stage

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China

Asia-Pacific .
Economic Cooperation

CCCCCCCCC



APEC Business Ethics for SMEs Forum
Biopharmaceutical Sector Workshop

1 & 3 September 2014 | Nanjing, China

®  Asia-Pacific
2 Economic Cooperation

APEC

CHINA 2014




N

The Importance of Promoting Codes of
Ethics to a Broad Range of Stakeholders
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Executive Director, Pharmaceutical and Healthcare
Association of the Philippines (PHAP)

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China

Asia-P c
Economic Cooperation

CCCCCCCCC



Our Challenges

No national policy to support ethics
campaign

Discussions focused on other areas of
reform

Creating value of compliance for
stakeholders
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Our Response

We initiated strategies that reinforce our commitment
to support the highest standard of behavior among
industry players to promote people’s health

These strategies centered on helping pave the way to
establish a national policy on ethics, shaping policy
discussions to make ethics a crucial part of health

reform, and creating a groundswell of support for the
integrity




Industry Alone Cannot

Achieve Ethical
Business Practices -—
Need continued
engagement and

partnership  with  all

stakeholders.
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~ Key Strategies

No national policy Ethics not part of Value for ethics
health reform undermined

Economic Cooperation



o national Policy

Framework for National Policy

Ethics is State responsibility Constitution

National laws that
promote & protect
people’s/
consumers health

Ethics is an
international
commitment

Aquino
Government’s anti-
corruption drive

Asia-Pacific
Economic Cooperation
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Framework for national policy:

The State has the duty to promote and protect the rights of health of
the people and instill health consciousness among them (Section 15,
Article I, 1987 Constitution)

Consumer Act of the Philippines states that it is a State policy to
promote the interest and general welfare of the consumers:
1) protection against hazards to health and safety

2) provision of information and education to empower consumers make an
informed choice

3) protection of the consumer from misleading advertisements and
fraudulent sales promotion practices
FDA Act of 2009 requires the adherence of all advertisements,
promotions, sponsorship and other marketing activities on health
products to current standards, guidelines and regulations of the FDA

Economic Cooperation



thics is a national & international
commitment

National
campaign
VS.
corruption

Formal
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adoption
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/ irst of its kind, IPPS is a PHAP training and

certification program accredited by the
Government’s Professional Regulation
Commission.

Modules include MCP, anti-graft and corrupt laws
and Code of Ethics et. al.
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“Shape policy discussions:
Patients at the center of the
campaign

Ethical interactions help ensure
that medical decisions are made
In the best interests of patients.

Providing appropriate medicines
for the appropriate patients at
the appropriate time.

Asia-Pacific
Economic Cooperation



'No real health reform without ethics

"We take pride in standing side by side with
you, realizing that no amount of health
reform will be truly universal if we ignore the

In 2010, the Government launched
Universal Health Care as a flagship
health agenda with the aim of
overhauling the system to provide
health for all.
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PHAP press briefing on industry
support for APEC MCP
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PH Pharma Industry First
To Adopt FDA Code Of Ethics

The Philippines has become the first
country to formally adopt a regional
voluntary code of business ethics for
the biopharmaceutical sector aimed at
promoting ethical principles to advance
patient welfare and boost the national
integrity campaign.

Through the Food and Drug Ad-
ministration (FDA), the Philippines is
expected to fully implement the “Mexico
City Principles for Voluntary Codes of
Business Ethics for the Biopharma-
ceutical Sector” or the “Mexico City
Principles (MCP)” which was endorsed
during the 19th Asia Pacific Economic
Cooperation (APEC) Economic Leaders
Meeting in Hawaii.

“The adoption of the Mexico City
Principles highlights the strong com-
mitment of the Government to promote
awhole-of-society approach to integrity
that will ultimately benefit Filipino pa-
tients. Ethical relationships are crucial
toour mission of developing and making
quality medicines available. The imple-

try complying with the highest ethical  cal standards are maintained between
" said PHAP executive direc-  the biophar tical companies, the
tor Teodoro B. Padilla. health professionals, and the regulatory

The APEC Mexico City Principles
espouses the principles of healthcare
and patient focus, independence,
transparency and accountability.

During the 17th APEC Small
and Medium Enterprises Ministe-
rial Meeting, the Ministers issued
a Joint Ministerial Statement to
promote SME cooperation for
innovative growth in the APEC
region. The Ministers agree that
corruption imposes a significant
market access barrier and high
costs for SMEs. To address this
challenge, they endorsed principles
for voluntary codes of business eth-
ics for specific sectors, including the
biopharmaceutical sector.

“In delivering the best quality
healtheare to patients, it is essential
that professionalism and high ethi-

mentation of the MCP is a milestone for the Philippine
healthcare sector and we call on everyone to respect
these Principles,” said Thomas Weigold, president of
the Pharmaceutical and Healthcare Association of the

Philippines (PHAP), which is

companies.

d of 37 member

The MCP asserts that ethical interactions help
ensure that medical decisions are made in the best
interests of patients and should be guided by six prin-
ciples namely healthcare and patient focus, integrity,
independence, legitimate intent, transparency and

accountability.

“Universal ethical principles benefit Filipino pa-
tients and improve access. These principles are uni-
versal and reinforce Filipino values and ideals. PHAP
strongly supports the adoption of the Mexico City

Principles and envisions
apharmaceutical indus-

body,” said the FDA in a circular that
adopted the MCP. (BCM)

Pharma group urges adoption
of Code of Ethics for industry

By Noli A. Ermitanio

ADVOCATES OF ethical con-
duct in the medicine business
get another strong backer, this
time among the pharmaceutical
industry. )

The Pharmaceutical and
Healthcare Association of the
Philippines, an organization of
research-based medicines sector
in the country; is strongly backing
the Food and Drugs Administra-
tion’s adoption of a Code of Ethics
for the pharmaceutical industry.

PHAP chair Teodoro Padilla
said: “Ethical principles are uni-
versal and cut across cultures.”
“[Adherence to] universal, ethi-
cal principles benefits patients
and improves access to health-
care.” He called on everyone to
respect “the principles that will
benefit usall.”

Sanction

In response, the FDA said it
will sanction drug companies
that will not comply with the
guidelines of the MCP Dr. Cyn-
thia Diza, officer-in-charge of the
FDA ethical market communica-
tions unit, said they will not hesi-
tate to cancel the license to oper-
ate and revoke the certificate of
registration of erring companies.

In a forum last April 1-with
partners Medicines Transparency
Alliance (MeTA), Philippine Col-
lege of Physicians (PCP) and
Philippine Medical Association,
PHAP reiterated its call for an in-

dustry code of ethics based on
“The Mexico City Principles for
Voluntary Code of Business
Ethics in the Biopharmaceutical
Sector,” or the Mexico City Prin-
ciples (MCP), which is anchored
on healthcare and patient focus,
integrity, independence, legiti-
mate intent, transparency and
accountability, and laid out the
standards for the ethical promo-
tion of medicines.

Padilla alleges that some
non-PHAP-affiliated drug com-
panies are reluctant to adopt
the MCP by reasoning that it is
“only voluntary,” contrasting it
with PHAP member companies
which since 1993 are strictly
governed by an “internationally
accepted code of practice.”

The Philippines is reported the
first country to formally adopt a
regional voluntary code of busi-
ness ethics for the biopharma-
ceutical sector, aimed at promot-
ing ethical principles to advance
patient welfare and boost the na-
tional integrity campaign.

In its circular in September
2013 which adopted the MCB
the FDA said “In delivering the
best quality healthcare to pa-
tients, it is essential that profes-
sionalism and high ethical stan-
dards are maintained between
the biopharmaceutical compa-
nies, the health professionals,
and the regulatory body.”

“Lack of consistent ethical
standards increases the cost of
doing business which in turn

lower sales growth, productivity
and the ability to enter new mar-
kets, constriction in the access to
capital, and may go as far as cor-
ruption, bribery and additional
sanctions and penalties from reg-
ulatory bodies,” the FDA added.

Hurting economies

PCP ethics committee chair
Dr. Francisco Tranquilino, who
also acts as PHAP adviser, said
unethical  behavior  hurts
economies—like reduced for-
eign investment and under-
mined health systems—and in-
dividual interests—like in-
creased costs of doing business
through bribes and penalties,
lowered sales growth and pro-
ductivity, constricted access to
capital and undermined finan-
cial growth in the long term.

Recently, MeTA Philippines, a
multistakeholder coalition of
agencies and organizations in
government, civil  society,
academe and health profession-
al associations, said that the
adoption of the MCP will ad-
dress the concerns on less than
favorable practices among
some pharmaceutical compa-
nies, medical practitioners and
government health agencies.

Speaking to reporters, MeTa
Philippines chair Roberto Pagdan-
ganan said that “ensuring ethical
conduct, transparency and ac-
countability in our actions is key
in the delivery of healthcare and
in improving outcomes.”

Asia-Pacific
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Calls for healthcare transparency and
accountability renewed
Adherence to voluntary code of ethics pushed

By Noli A. Ermitanio
Philippine Daily Inquirer
12:30 am | Saturday, February 15th, 2014

The clamor for transparency and accountability in healthcare practices and the push for
adhering to codes of ethics are becoming stronger.

Amid the growing concern of less than favorable practices among some pharmaceutical
companies, medical practitioners and even the government health agencies, Medicines
Transparency Alliance (MeTA) Philippines chair Roberto Pagdanganan said that “ensuring
ethical conduct, transparency and accountability in our actions is key in the delivery of
healthcare and in improving outcomes.”

Speaking to reporters during the annual MeTA forum “Multistakeholder Collaboration in
Promoting Transparency and Ethics in Healthcare” on Feb. 11 at Bayanihan Center in
Pasig, Pagdanganan emphasized the need for a code of ethics grounded on the Mexico
City Principles.

“The Mexico City Principles for Voluntary Code of Business Ethics in the
Biopharmaceutical Sector,” also known as the Mexico City Principles, is anchored on
healthcare and patient focus, integrity, independence, legitimate intent, transparency and
accountability. It laid down standards for the ethical promotion of medicines to ensure that
medical decisions are made in the best interest of patients.

Organizer MeTA Philippines, a multistakeholder coalition of government, private sector,
civil society, academe, health professional associations and international development
partners, is urging for more appropriate mechanisms for the regulation and monitoring of
pharmaceutical marketing activities for greater transparency in the pharmaceuticals
supply chain, pricing, government procurement process and system of delivering
medicines from public health facilities to patients, especially the poor.

Stricter policing
Meanwhile, the government, through its representatives in the Food and Drug

Administration and the Department of Health, is pushing for the stricter policing of the
pharmaceutical industry and medical practitioners among their ranks.

PHL drug firms urged to
follow int’l code of business
ethics

By IBARRA C. MATEO February 18, 2014 4:30pm

Philippine-based pharmaceutical companies have been urged by a
coalition of health professionals and health advocates to follow a
voluntary international code of business ethics in the
biopharmaceutical industry seeking to ensure the best interest of
patients.

The Medicines Transparency Alliance (MeTA) Philippines, a multi-
stakeholder coalition composed of agencies and organizations in the
government, private sector, civil society, academe, and health
professional associations, together with its international development
partners, said drug companies in the Philippines must adhere to “The
Mexico City Principles for Voluntary Code of Business Ethics in the
Biopharmaceutical Sector.”

The said document spells out standards for the ethical promotion of

Asia-Pacific
Economic Cooperation
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Apec Code of Conduct for Business

T HE Philippines will be host to the
Asia Pacific Economic Cooperation
(Apec) in 2015, a commitment to
the region working to achieve sustainable
economic growth and prosperity among
member-economies.

Composed of 21 member countries, Apec
pushes forward policies that promote free
and open trade and investment, accelerate

By TEODORO B. PADILLA

W Legitimate intent means everything
we do is for the right reasons, is lawful, and
aligns with the spiritand the values of these
Principles.

mTransparency means a general willing-
ness to be open about our actions while re-

FDA, WHO, private groups underscore patient
welfare in forum on ethical business practices

regional g
economic and technical cooperation, en-
hance human security, and facilitate a favor-
ableand inable busi i

pectinglegiti ial itivities
and intellectual property rights. (WHO) ive to the v
WACC bilitymeansawilling tobe Julie Hall delis ge during the Director General Dr. Kenneth Medicines Transparency Alliance (MeTA) Chairman Mr.
P ible for ouractionsandinteractions. PHAP Forum on Ethical Business Practices in the Hartigan-Go p! g road map to ensure patient Roberto Pagdanganan speaks at the PHAP forum that
The said principles apply to the biophar- sector. safety. calls for ommitment to the “I Stand for Integrity”

maceutical sector, health-care professionals
and other stakehold

Apart from the Association of Southeast
Asian Nations (Asean) member-countries,
Apec members include Australia, Canada,
Chile, China, Japan, Korea, Mexico, New
Zealand, Papua New Guinea, Peru, Russia,
Chinese Taipei and the United States.

One of the recent milestones of the Apec
Ministers Summit was the High Level Pol-
icy Dialogue on Open Governanceand Eco-
nomic Growth, where leaders recognized
that transparency and open governance
are a “critical element” of sustainable eco-
nomiccompetitiveness, leading to economic
growth and prosperity.

In a statement, the Apec Ministers said
transparency and open governance are a
critical element of long-term economic
competitiveness,and welcomed the efforts
of Apec members to enhance public trust
by combating corruption and by commit-
ting to transparent, fair, and accountable

The principles are grounded on the fact
that ethical relationships are critical to the
mission of thebiopk ical pani
to help patients by developing and making
medicines available.

The Apec-endorsed document recog-
nizes that ethical interactions between the
biopharmaceutical sector and health-care
professionals help bolster patient care and
advance the practice of medicine.

For one, it allows the manufacturers
or distributors of medicines to provide
health-care professionals the information
about the risks and benefits of pharma-
ceutical products. Suchexchangesarelike-
wise beneficial as they provide an avenue
for scientificand educational information
and education.

During these interactions, the Mexico
City Principles emphasize that biopharma-
ceutical companies have an obligation and

academe,

(Campaign. With the support of the British Embassy
Manila, the MeTA launched the ETHIKOS Movement,
an initiative committed to undertaking a strong
and sustained program for advocacy, awareness and
education on standards for the ethical promotion of
medicines, as well as business practices thatare con-
sistent with the APEC Mexico City Principles.

current circumstances. He expressed
willingness to collaborate with the vari-
ous groups to improve the existing Code.

Aside from Dr. Hall and Dr. Go, the
other resource persons were Mr. Edgar
Chua (Country President, Shell Compa-
nies in the Philippines), Mr. Carlos Conde
(Trustee, Center for Media Freedom and
Responsibility), Dr. Francisco Tranquilino
(Assistant to the Dean, University of the
Philippines College of Medicine), Mr. Rq

More than
private groups and the { join

paign for ethics in the

A MULTI-STAKEHOLDER forum on

academe and the media,” Padilla said.

ivil socit berto Pagdanganan (Chairman, Medicine
Transparency Alliance), Mr. Jose Zamar~
riego (Director, Farmalndustria Spain),

Ms. Chrisoula Nikidis (Regional Executive

Asia-Pacific
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Moving Forward

Framework for Ethical Collaborations
e Philippine Medical Association
e J[APO’s local chapter

Ethics Roadshow

e Association of HR Practitioners

e Philippine Association of Pharmacists in the
Pharmaceutical Industry

Economic Cooperation



PHARMACEUTICAL & HEALTHCARE
ASSOCIATION OF THE PHILIPPINES

Thank you.

tpadilla@phap.org.ph
www.phap.org.ph
www.phapcares.org.ph
www.kalusugan.ph
Read the PHAP column:
www.abs-cbnnews.com
www.bworldonline.com
www.businessmirror.com.ph

Asia-Pacific
Economic Cooperation


mailto:tpadilla@phap.org.ph
http://www.phap.org.ph
http://www.phapcares.org.ph
http://www.kalusugan.ph
http://www.abs-cbnnews.com
http://www.abs-cbnnews.com
http://www.abs-cbnnews.com
http://www.bworldonline.com
http://www.businessmirror.com.ph

N

Promoting a Code of Ethics:
Identifying the Relevant Stakeholders

Ms. Sabrina Chan

Executive Director, The Hong Kong Association of the
Pharmaceutical Industry (Hong Kong, China)

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China
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/ Mapping out the Relevant Stakeholders

Government Hospitals
Patient (3 Pharmacists
Groups

Professionals
_ Media —
APEC
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Government Stakeholders

Regulators, Enforcers, Customers, Payors, Champions

Governments across the 21 APEC economies have endorsed the
Mexico City Principles, but most of the relevant government
stakeholders have probably not heard of the Principles.

Numerous potential stakeholders at national/regional levels:
Food and Drug Administration
Ministry/Department of Health
Pricing and Reimbursement/Procurement Agencies
Anti-Corruption Authorities
Ministry of Industry/Trade
Others?

Need for continued and ongoing engagement

Asia-Pacific APEC
Economic Cooperation CHINA 2014



/ .

HCPs/Associations/Hospitals

Customers - Demand Side of Corruption

Interactions with HCPs present the most significant corruption risks.

Industry needs to help HCPs and their associations understand the
new paradigm/rules of the road.

To the extent that there are systemic issues that promote corruption,
industry needs to partner with HCPs to seek change.

In many of the APEC Economies, HCPs are government employees,
making them foreign officials for the purpose of international

corruption enforcement under the U.S. Foreign Corrupt Practices Act
and the UK Bribery Act.

Asia-Pacific AP EC

Economic Cooperation CHINA 2014
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Pharmacists/Distributors

Intermediaries — Potential Conduits for Corruption

Important actors in the supply chain. For over-the-counter products,
pharmacists in some economies may be relied upon by patients in the
same way that they would other healthcare professionals.

Like HCPs, pharmacists and distributors need to understand Code in
order to ensure new rules of road and that they do not inadvertently
facilitate corrupt behaviour.

Also like HCPs, well placed to explain if there are systemic issues that
facilitate or encourage corruption.

Asia-Pacific APEC

Economic Cooperation CHINA 2014



Patient Groups

Voice for Patients

Asia-Pacific
Economic Cooperation

Shared goal of ensuring that medical decisions are made in the best
interests of patients.

This principle permeates the Mexico City Principles.

Patient groups need to understand the purpose of the Code and to
see results.

In turn, can serve as strong advocates for the Code with other
stakeholders, patients and broader society.

APEC

CHINA 2014
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Media

Regardless of how successful an association is in promoting and
seeking implementation of its Code, scandals will occur.

As a result, each association should consider its communication
strategy with the media.

DO NOT WAIT until the scandal breaks. Build connections/inform
media on steps industry and other stakeholders are taking to
implement ethical business practices NOW, so that when the
inevitable happens you are not explaining the Code for the first time.

Scandals will always be more exciting news. However, industry is not
alone - it is in the interest of ALL stakeholders to embrace ethical
business practices and demonstrate that commitment to patients and
broader society. To this end, media can be a key ally.

Virtuous circle - positive media coverage can also help promote the
Code to other stakeholders.

Asia-Pacific APEC

Economic Cooperation CHINA 2014
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Questions?

Interactive Session — Identifying
the Relevant Stakeholders
20 Minutes
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Understanding Your Stakeholders: What Messages Resonate?

Moderator: Mr. Russell Williams Dr. Pamela Milla
President, Rx&D (Canada) Head, Agencia Nacional de
Co-Chair, APEC Mexico City Medicamentos (ANAMED)

Principles Expert Working Group CHILE
Dr. Maria Minerva Calimag Mr. Kin-ping Tsang
President, Chairman, International Alliance of

Philippine Medical Association Patient Organizations

THE PHILIPPINES HONG KONG, CHINA

Dr. Kit Sing Au Dr. Masami Ishii

Director, Quality and Safety Executive Board Member

Hong Kong Hospital Authority Japan Medical Association

HONG KONG, CHINA JAPAN
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IAPO’s Mission

Our mission is to help build patient-centred healthcare in
every country by:

Realizing active partnerships with patients’ organizations,
maximizing their impact through capacity building

Advocating internationally with a strong patients’ voice on
relevant aspects of healthcare policy, with the aim of influencing
international, regional and national health agendas and policies

Building cross-sector alliances and working collaboratively with
like-minded medical and health professionals, policy makers,
academics, researchers and industry representatives

Asia-Pacific

. . APEC
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What is patient-centred healthcare?

The essence of patient-centred healthcare is that the healthcare
system is designed and delivered so that it can answer the needs

of patients

Patient-Centred Healthcare Principles

Respect and support for the individual patient, their
wants, preferences, values, needs and rights

Choice and empowerment
Patient engagement in health policy
Access and support

Information that is accurate, relevant and
comprehensive

*Principles defined in IAPO’s Declaration on Patient-Centred
Healthcare: www.patientsorganizations.org/declaration

Asia-Pacific
Economic Cooperation

i ﬁ 1\ International Alliance of
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Declaration on Patient-Centred Healthcare
Patlent-centred healthcare is the way to a fair and cost-effective healthcare system
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Globalization and Healthcare

Public health issues are global

The health industry is increasingly multinational

Healthcare policies are debated and developed internationally
Progress in science, medicine and technology is international

Other important stakeholders in healthcare are organized and
influential internationally

Asia-Pacific APEC
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Global Issues for Patients’ Organizations:
IAPO’s Policy Priorities

1. The massive issues of access to treatment and care

2. Lack of meaningful patient involvement in health policy decision-
making

5. The need for an international concerted effort to address patient
safety

4. The need for quality health information and communication

APEC

Economic Cooperation CHINA 2014
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Patient Group - Industry Collaborations

Benefits
Skills/expertise sharing

Greater understanding of respective needs

Access to information & data

Funding, resources & in-kind support

Challenges (and in some cases risks)
Potential loss of independence (on both sides!)
Differing expectations and aims

Perceived threat to public image and credibility

Benefits and challenges are not exclusive to patient group-
industry collaborations ==

Asia-Pacific APEC
Economic Cooperation CHINA 2014



Consensus Framework for Ethical
Collaboration

putting patients first;
supporting ethical research and innovation;

ensuring independence and ethical conduct; and

promoting transparency and accountability.

:.If.' f. V‘r ‘ flp ("\

IFPMA WMA

Asia-Pacific APEC
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Understanding Your Stakeholders: What Messages Resonate?

Moderator: Mr. Russell Williams Dr. Pamela Milla
President, Rx&D (Canada) Head, Agencia Nacional de
Co-Chair, APEC Mexico City Medicamentos (ANAMED)

Principles Expert Working Group CHILE
Dr. Maria Minerva Calimag Mr. Kin-ping Tsang
President, Chairman, International Alliance of

Philippine Medical Association Patient Organizations

THE PHILIPPINES HONG KONG, CHINA

Dr. Kit Sing Au Dr. Masami Ishii

Director, Quality and Safety Executive Board Member

Hong Kong Hospital Authority Japan Medical Association

HONG KONG, CHINA JAPAN



APEC Business Ethics for SMEs Forum

Promoting Ethical Environments
In the Medical Device & Biopharmaceutical Sectors

Understanding your stakeholders:
What messages resonate?

September 1%, 2014
Nanjing, China

Masami Ishii, MD
Executive Board Member, Japan Medical Association (JMA)
Vice-Chair, World Medical Association (WMA)

Secretary General, Confederation of Medical Associations
In Asia and Oceania (CMAAO)



WMA Statement Concerning the Relationship
between Physicians and Commercial Enterprises

® This statement was firstly adopted in 2004 and amended 20009.

® Commercial products and educational programs of
commercial enterprises are making a significant contribution
to healthcare itself, but that raises a major issue in the
relationship between commercial enterprises and physicians
who serve as the core of healthcare.

® One of the major factors that has brought advancement in
medicine and healthcare is the meaningful and appropriate
collaboration between commercial enterprises and physicians.



WMA Statement Concerning the Relationship
between Physicians and Commercial Enterprises

Medical Conference
® Main purpose is exchange of professional or scientific information.
® Hospitality is Secondary to the professional exchange of information.

Gifts
® Physicians may not receive payments in cash a commercial entity.
® Physicians‘may not receive gifts for their personal benefit.

Research

® The physician is subject only to the law.

® Physician or Institution wishing to undertake research approaches
more than one company to request funding for the research.

Principles

® The affiliation does not compromise the physician’s integrity.

® The affiliation does not conflict with the physician’s obligations.
® Affiliations are fully disclosed in all relevant situations.
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Understanding Your Stakeholders: What Messages Resonate?

Moderator: Mr. Russell Williams Dr. Pamela Milla
President, Rx&D (Canada) Head, Agencia Nacional de
Co-Chair, APEC Mexico City Medicamentos (ANAMED)

Principles Expert Working Group CHILE
Dr. Maria Minerva Calimag Mr. Kin-ping Tsang
President, Chairman, International Alliance of

Philippine Medical Association Patient Organizations

THE PHILIPPINES HONG KONG, CHINA

Dr. Kit Sing Au Dr. Masami Ishii

Director, Quality and Safety Executive Board Member

Hong Kong Hospital Authority Japan Medical Association

HONG KONG, CHINA JAPAN
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LUNCH BREAK
13:00-14:00

Please collect coupon vouchers
outside The Kitchen Restaurant
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Mini-Sessions on Effective Tools to Promote your Code of Ethics

TOWARD STRONGER INDUSTRY SELF-REGULATION FOR THE
BIOPHARMACEUTICAL INDUSTRY IN CHINA

Mr. Zhang Mingyu Dr. Xu Ming
Vice Chairman, China Vice Chairman, China Chamber of
Pharmaceutical Industry Commerce for Import and Export of
Association (CPIA) Medicines and Health Products
(CCCMHPIE)
Ms. Chen Jie Mr. Wang Xin
Consultant, R&D Based Director, China Pharmaceutical
Pharmaceutical Association Industry Research & Development

Committee (RDPAC) Association (SINO-PhIRDA)



//
Proactively Promoting Mexico City Principles and its
Implementation in China — CP/A

® Proactively promote Mexico City Principles via multiple
platforms/channels such as CPIA website, publications, Annual Summit, and
Board Meetings;

® Raised awareness of Mexico City Principles among the Member Companies
especially the senior executives;

® Incorporated some provisions of the Mexico City Principles into the Credit
Evaluation System of CPIA and plan to raise its proportion.

Next Steps:
» Continue to promote the Mexico City Principles, organize routine training

and best practice sharing;
» Advocate for endorsement from the laws and regulations to ensure
implementation.

7/ —
Asia-Pacific APEC
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Ifﬁproving Market Environment for Healthcare through
Collaborative Effort — CCCMHPIE

® Importance of promoting and enhancing ethical practices for China’s

medical & biopharmaceutical Industry - a global perspective;

® Actions taken so far by CCCMHPIE in promoting ethical practices of

medical & biopharmaceutical Industry;
® Establish credit-evaluation system among the member companies;

® (apacity Building for the member companies via international

cooperation.

Suggestions going forward: recognition and support of Industry Code

by state policies and laws; stronger leadership of trade associations;

enhanced corporate governance to improve compliance by the companies;
—e-continuing international cooperation. _

Asia-Pacific ARES
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Cofhmitment to Enhancing Industry Code Compliance for
R&D Biopharmaceutical Industry in China — RDPAC

® Update the RDPAC Code in line with IFPMA Code since 2006;
® Require mandatory compliance to the RDPAC Code of the members;

® “Train-the-Trainer” and “Best Practice Sharing” among the

Compliance Officers of the member companies;

® Establish inter-company communication mechanism for complaints of

Code violations;

® Medical Rep Certificate program to train/test new medical reps of the

member companies since 2007.

» Essence of Code compliance: commitment to “transparency’ and

«

sauthenticity” of Industry’s interaction with Healthcare Professionals_
Asia-Pacific APEC
Economic Cooperation CHINA 2014
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Jéint Efforts to Continuously Promote Ethical Business
Practices of Pharmaceutical Industry in China

® Significance & importance of business ethics for China’s

pharmaceutical industry;
® Related laws & regulations in China;

® Related chapters in SINO-PhIRDA Constitution and Member
Management Methods

® Efforts made by SINO-PhIRDA in promoting ethical business practices;
® Future actions.
» Joint Efforts by government, enterprises, NGOs and clinical agencies to

continuously promote ethical business practices of pharmaceutical
industry and improve related policy/ market environment in China.

Asia-Pacific APEC
Economic Cooperation CHINA 2014



Mini-Sessions on Effective Tools to Promote your Code of Ethics

PRESENTATIONS AT HCP/DISTRIBUTOR/PHARMACIST SYMPOSIA

Ms. Chrisoula Nikidis

Ms. Claudia Perez
Code Compliance Network,

La Asociacion Nacional de

International Federation of Fabricantes de Medicamentos
Pharmaceutical Manufacturers and (ANAFAM), MEXICO
Associations (IFPMA)

Ms. Sabrina Chan

The Hong Kong Association of the
Pharmaceutical Industry (HKAPI)

Mr. Parulian Simanjuntak

The International Pharmaceutical
Manufacturers Group (IPMG),
INDONESIA

Economic Cooperation APEC

CHINA 2014



Mini-Sessions on Effective Tools to Promote your Code of Ethics

GOVERNMENT ENDORSEMENT OF THE CODE OF ETHICS

Ms. Zhou Yan Mr. Leonard Ariff
Secretary General, Immediate Past President,
China Pharmaceutical Malaysian Organization of the
Industry Association (CPIA) Pharmaceutical Industry (MOPI)

Mr. Teodoro Padilla
Executive Director,
The Pharmaceutical and Healthcare
Association of the Philippines (PHAP) _

Asia-Pacific Ab E C
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Engage Relevant Government Agencies in Gaining
their Support of the Mexico City Principles

Ms. ZHOU Yan
Secretary General, CPIA

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China

PE

CHINA 2014
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Enhance Communication with Relevant Government Agencies
In Gaining their Support of the Mexico City Principles

1. Invited key government officials to attend the promoting
ceremony of the Mexico City Principles;

2. Introduced the background and content of the Mexico City

Principles as well as the progress of Industry effort of
promoting the same when attending government meetings;

3. Actively promoted the implementation of the principles as

part of the Establishment of the Credit System initiative
spearheaded by the government.

Asia-Pacific
Economic Cooperation
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Mini-Sessions on Effective Tools to Promote your Code of Ethics

GOVERNMENT ENDORSEMENT OF THE CODE OF ETHICS

Ms. Zhou Yan Mr. Leonard Ariff
Secretary General, Immediate Past President,
China Pharmaceutical Malaysian Organization of
Industry Association (CPIA) Pharmaceutical Industries (MOPI)

Mr. Teodoro Padilla
Executive Director,
The Pharmaceutical and Healthcare
Association of the Philippines (PHAP) _

Asia-Pacific Ab E C
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Mini-Sessions on Effective Tools to Promote your Code of Ethics

CODE ENFORCEMENT AND ANNUAL CERTIFICATION PROCESS

Mr. Neil Pratt Ms. Chrisoula Nikidis
Assistant General Counsel, Executive Director of Industry
Pharmaceutical Research and Practices, Rx&D (Canada)

Manufacturers of America (PhRMA)

Mr. Glen Argyle
Code Practices Committee
Japan Pharmaceutical Manufacturers Association (JPMA)

Asia-Pacific Ab E C
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Enforcement of the PhRMA Code

Mr. Neil Pratt

Assistant General Counsel,
Pharmaceutical Research and
Manufacturers of America (PhRMA)

APEC Business Ethics for SMEs Forum
Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China —_=
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Website

= = C' | [B www.phrma.org/principles-guidelines/code-on-interactions-with-health-care-professionals
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RESEARCH * PROGRESS * HOPE Search... Q
ABOUT PhRMA ACCESS INNOVATION VALUE SAFETY | PhRMApedia THE CATALYST

PRESS ROOM PRINCIPLES & GUIDELINES PUBLICATIONS EVENTS CONVERSATIONS

CODEON INTERACTIONS WITH HEALTH CARE PROFESSIONALS

Ethical relationships with health care professionals are critical to our
mission
* The Pharmaceutical Research and Manufacturers of America (PhRRMA) represents research-based pharmaceutical

and biotechnology companies. Qur members develop and market new medicines to enable patients to live longer -
fer i A =
and healthier lives. L. =)

SHARE EMAIL PRINT

Ethical relationships with healthcare professionals are critical to our mission of helping patients by developing and
marketing new medicines. An important part of achieving this mission is ensuring that healthcare professionals
have the latest, most accurate information available regarding prescription medicines, which play an ever-
increasing role in patient health care. This document focuses on our interactions with health care professionals that
relate to the marketing of our products.

4 Sign-up for Updates

o Subscribe to RSS

THISSECTION

Interactions With HCPs

Partners for Healthy Dialogues

Collaborations between physicians and biopharmaceutical
professionals are essential to medical progress. > LEARN MORE Responsible Clinical Trial Data

Appropriate marketing of medicines ensures that patients have access to the products they need and that the Sharing
products are used correctly for maximum patient benefit. Our relationships with healthcare professionals are

critical to achieving these goals because they enable us to - Cenduct Of Clinical Trials

o inform healthcare professionals about the benefits and risks of our products to help advance appropriate DTC Advertising
patient use,
o & criantific and eduratinnal infarmatinn Office Of Accountabili <
nwide orisntific 2 _ _
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Annual
Certification

PhRMA identifies on its
website all companies
that have announced their
commitment to abide by
the Code and completed
an annual certification,
thereby demonstrating
that they have policies
and procedures in place to
foster compliance with
the Code.

See:
http://www.phrma.org/sites/default/files/pdf/2014-
Master-Certifications-PhRMA-Code-042214.pdf

PhRMA Code on Interactions with Healthcare Professionals — Certifications

In June 2008, the PhRMA Board of Directors unanimously adopted measures to enhance the
PhRMA Code on Interactions with Healthcare Professionals. The revised Code took effect

January 1, 2009

Among its changes, the revized, voluntary Code provides that all companies (PhRMA members
and non-members) that interact with healthcare professionals about pharmaceuticals should
adopt procedures to assure adherence to the Code.

It also states that PhRMA will identify on its website all companies that have announced their
commitment to abide by the Code and completed an annual certification, that they have policies
and procedures in place to foster compliance with the Code.

The following chart identifies the companies that have provided an annual certification (last

updated 7/28/14):
2014 2014
Abb\ie 374 | Merck & Co., Inc. 21514
Amgen Inc. 2414 | Millennium Pharmaceuticals, Inc. J20M14
Anacor Pharmaceuticals, Inc. Gr24/14
Movarfis Pharmaceuticals
Astellas US, Inc. 2/5M14 | Corporation Man4
Astrafeneca LP 210714 | Novo Nordisk, Inc. T3
Otsuka America Pharmaceutical, Inc.
Bayer HealthCare Pharmaceuticals AMBI13 | (OAPT) 1730414
Otsuka Mandand Medicinal
Biogen ldec 3115113 | Laboratories, Inc. 130014
Boehringer Ingelhaim Otsuka Phamaceutical Development &
Phamaceuticals, Inc. 331114 | Commercialization, Inc. 13014
Bristol-Myers Squibb Company 4/8M4 | Plizer Inc a4
Celgene Corporation 2414 | Purdue Pharma L.P. 21414
Cell Therapeutics. Inc. 211313 | Regeneron Phamaceuticals, Inc. 21614
Corcept Therapeutics 220114 | Sanofi US 1002413
| Cumberand Pharmaceuticals Inc. 419113 | Shire Pharmaceuticals_Inc. 1r2a14
Digiichi Sankyo, Inc. 274 | Sigma-Tau Pharmaceuticals, Inc. 32313
Eisai Inc. 44 | Sunovion Pharmaceuticals Ine. 31513
Takeda Pharmaceuticals Morth
EMD Serocno 130/14 | America, Inc. 13114
Endo Pharmaceuticals, Inc. 311113 | Theravance, Inc. 1r2ai14
Exelizis, Inc. 117113 | UCB, Inc. 21614
Faorest Laboratories, Inc. 2121113 | Xenoport, Inc. 116014
Genentech, Inc. 378114 | Fogenix, Inc. 2114
Genzyme Corporation, A Sanofi
Company 111413
GlaxoSmithKline 1211613
GRIFOLS 32513
| lkaria, Inc. 264
Johnson & Johnson
(Pharmaceutical Cos) 614
LEO Pharma Inc. 131114
Eli Lilty and Company 2TH4
Lundbeck Inc. 325113
Mallinckrodt Pharmaceuticals arM013
Marathon Pharmaceuticals, LLC 411114

8o



External Verifications (1)

The PhRMA Code on Interactions with Healthcare Professionals states
that companies are encouraged to seek external verification
periodically (ideally, at least once every three years) that company has
policies and procedures in place to foster compliance with the Code.

External verifications of compliance evaluate whether the company has
policies, procedures or guidelines in place to foster compliance with
the PhRMA Code.

PhRMA identifies on its web site if a company has sought and obtained
verification of its compliance policies and procedures from an external
source. (As of May 6, 2013, 16 member companies had conducted an

external verification.)

81
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External Verifications (2)

Specifically, the external verification should be performed by an entity
with sufficient expertise, objectivity and independence from the company,

and that entity should confirm:
1. the company has policies, procedures, or guidelines in place that address the
topics covered in the PhRMA Code;
2. the company has made any necessary revisions to relevant policies, procedures or
guidelines to reflect the PhRMA Code and periodically evaluates the need for
additional updates or revisions;
3. relevant company employees have received information/training on the PhRMA
Code and the company periodically evaluates and addresses the need to provided
additional training;
4. the company has considered, planned and implemented the steps it will take to
monitor compliance with the PhRMA Code on an ongoing basis; and
5. the company has considered, planned and implemented the steps it will take to
address reported incidents of non-compliance with the PhARMA Code.

82



State Law

A number of States REQUIRE pharmaceutical companies
to implement the PhRMA Code as part of their “sunshine”
laws:

* See, e.g., Sec. 94(a) of P. Law 10-117 (An Act Concerning
Revisions to Public Health Related Statutes and the
Establishment of the Health Information Technology Exchange
of Connecticut): “On or before January 1, 2011, each
pharmaceutical or medical device manufacturing company shall
adopt and implement a code that is consistent with, and
minimally contains all of the requirements prescribed in, the
Pharmaceutical Research and Manufacturers of America’s ‘Code
on Interaction with Healthcare Professionals’ ....”

See http://www.cga.ct.gov/2010/ACT/Pa/pdf/2010PA-00117-Ro0SB-00428-PA.pdf



Mini-Sessions on Effective Tools to Promote your Code of Ethics

CODE ENFORCEMENT AND ANNUAL CERTIFICATION PROCESS

Mr. Neil Pratt Ms. Chrisoula Nikidis
Assistant General Counsel, Executive Director of Ethics &
Pharmaceutical Research and Compliance, Rx&D (Canada)

Manufacturers of America (PhRMA)

Mr. Glen Argyle
Code Practices Committee
Japan Pharmaceutical Manufacturers Association (JPMA)

Asia-Pacific Ab E C

Economic Cooperation CHINA 2014



N

Enforcement and Annual Certification of
the Rx&D Code of Ethical Practices

Chrisoula Nikidis
Executive Director, Ethics and Compliance

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China
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mbracing Ethics & Transparency

Developed in 1988

Governs interaction with ALL
stakeholders
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standards we set for
ourselves as an industry

Promotes Reputation and
Trust

ot @D Code available at
www.canadapharma.org
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Annual Certification

Code of Ethical Practices
Annual Compliance Confirmation

|As a part of the annual confirmation process established by Section 19.1.2 of the Code of Ethical
Practices, an authorized representative of the Member Company must confirm to Canada’s Research-
Based Pharmaceutical Companies (Rx&D) in writing that they have policies and procedures in place to
[facilitate ongoing compliance with the Code. Please review, sign and return the attached form to Rx&D,

Nicole Lauzon (nlauzon@canadapharma.org), by March 29" 2013.

| confirm that (Company name) has policies and procedures in place to facilitate ongoing compliance with
the Code.

lAuthorized representative’s Signature
| am authorized to sign this statement on behalf of Company name

lAuthorized representative’s printed name

Signed on day of . 2013

Section 19 of the Rx&D Code
requires that all Members monitor
its compliance with the Code on an
annual basis

Asia-Pacific
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Code Industry Practices Review Committee

(IPRC)

IPRC Members — Balancing Industry and External Perspectives:

Current Members:

e 2 Member company representative

e 2 External representatives (health care professionals)
e 1 individual appointed by Rx&D President

e Rx&D Chief of Staff and Vice-President, Legal Affairs*
e Rx&D Executive Director, Ethics and Compliance*

Additional Members could include:

e 1 representative from Pharmaceutical Advertising Advisory Board (PAAB) - (infractions
of PAAB Code may lead to infractions of Rx&D Code) and/or

e 1 external representative from the scientific community, as required

* NB: Staff support the IPRC but do not vote in IPRC decisions

Asia-Pacific
Economic Cooperation



Code Enforcement

CEO appears before the Board of
Directors to explain infractions and

provide a comprehensive written
action plan to ensure remediation\ Q
. 100 000

$75 000

$50 000

[
$ 25 000

Infraction published in Rx&D Update and on website

* Member is placed on a 12 - month probationary period for 5 or
more infractions / year or 3 or more / year for 2 years

* Infractions during probation period may result in expulsion

Economic Cooperation



: Rx&D - Code of Ethical Practices

eLearning:

® Rx&D is proud to issue an

integrated learning module to

aid in the dissemination and CODE OF ETHICAL
training of employees and PRACTICES
stakeholders on the revised E-TRAINING

Code COURSE

®* Companies, stakeholders and
individuals interested in taking
this e-learning Course can
contact Rx&D directly for more
information

Asia-Pacific
Economic Cooperation



Mini-Sessions on Effective Tools to Promote your Code of Ethics

CODE ENFORCEMENT AND ANNUAL CERTIFICATION PROCESS

Mr. Neil Pratt Ms. Chrisoula Nikidis
Assistant General Counsel, Executive Director of Ethics &
Pharmaceutical Research and Compliance, Rx&D (Canada)

Manufacturers of America (PhRMA)

Mr. Glen Argyle
Code Practices Committee
Japan Pharmaceutical Manufacturers Association (JPMA)

Asia-Pacific Ab E C

Economic Cooperation CHINA 2014
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APEC Business Ethics for SMEs Forum

September 1, 2014

) Glen Argyle, MBA
\—9 International Code Subcommittee, Code Practices Committee
PMA Japan Pharmaceutical Manufacturers Association
J (Director, AMD PA, Takeda Pharmaceutical Co., Ltd.)



Trust through Transparency

Goal:
To build and maintain society's trust in our actions

Commitment Accountability




Commitment

Laws and Regulations (Japanese examples) '6’

* Pharmaceutical Affairs Law
* Education and Training Guidelines for MRs
* Fair Competition Code

* Guidelines for Specifying Product Information Summaries for
Prescription Drugs

Ethical Code (examples)
e Patient health is always our first priority (non-conditional)
* Providing balanced drug information to stakeholders



JPMA's Code of Practice

REGI—F-FT-T597142Z

2013% 4 B

HASIETRNGS

The Code (or Blue) Book

211 pages

Applies to 72 research-oriented
pharmaceutical companies (as
of April, 2014)

Includes procedures for

dealing with complaints

(also includes JPMA notices to
member company and various
guidelines, such as the Transparency
GL, IFPMA Code, Mexico City
Principles, etc.)

Available for purchase



Realizing Accountability

The Code Book establishes
e code committee

e code practices committee (complaints review)

e printed health information and promotional
materials review subcommittee, and

e complaints procedure
* remedial measures

* requirement for each member company to establish
an internal code compliance function

NB: JPMA also has Compliance Committee chaired by JPMA Chairman



Training on the Code

Annual Training Programs
-> Training to member companies
* Code of Practice (3x)
* Transparency (3-4x)
* Promotion materials (1x)
* Code Awareness Month (November)

-> Training to external stakeholders
* Promotion materials (1x)




Complaints Review Procedure

o « Encourage contacting company regarding
Compla'ﬂt__,-----" possible breach to resolve issue directly

Complarmt « Complaints possible by any stakeholder
submission including doctors, industry, etc.

Receipt of - Acknowledgement of receipt
complaint * Request details from stakeholders

Complaint - Examine and review evidence
Review * Determine outcome

Announce  Feedback outcome to stakeholders
Enforce * Public announcement for serious breaches




Trust through Transparency

Goal:
To build and maintain society's trust in our actions

Commitment Accountability

Code Enforcement




Mini-Sessions on Effective Tools to Promote your Code of Ethics

CODE ENFORCEMENT AND ANNUAL CERTIFICATION PROCESS

Mr. Neil Pratt
Assistant General Counsel,

Pharmaceutical Research and
Manufacturers of America (PhRMA)

Ms. Chrisoula Nikidis

Executive Director of Ethics &
Compliance, Rx&D (Canada)

Mr. Glen Argyle
Code Practices Committee
Japan Pharmaceutical Manufacturers Association (JPMA)

Asia-Pacific APEC
Economic Cooperation
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BREAKOUT SESSIONS
16:00-17:00

Mentors and Associations to Develop
Roadmap for Promoting Codes of Ethics to
Relevant Stakeholders in Local Economy

CCCCCCCCC
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Closing Reports from Breakout Sessions
& Wrap-Up Remarks

Facilitated by: Mr. Russell Williams

President, Rx&D (Canada)
Co-Chair, APEC Mexico City Principles Expert Working Group

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China

Asia:P ic
Economic Cooperation



APEC Business Ethics for SMEs Forum
Biopharmaceutical Sector Workshop

1 & 3 September 2014 | Nanjing, China

®  Asia-Pacific
2 Economic Cooperation

APEC

CHINA 2014




Welcome & Reflections on
Day One Training & Plenary Session

Mr. Russell Williams

President, Rx&D (Canada)
Co-Chair, EWG for APEC Mexico City Principles

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China

ia-Pacific
Economic Cooperation
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Setting the Scene: Future of Marketing,
Compliance and Ethics in the
Pharmaceutical Market

Karen Eryou, UCB (China)
Millette Asuncion-Arnedo, Pfizer (Philippines)

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China

As fic PEC

Economic Cooperation CHINA 2014




Overview

*Perception of the healthcare industry

hat is Changing & Why Change?

dustry Stakeholders — why they matter?

"HCPs: industry’ most significant interface

.ompliance vs. Ethics

€ apec’)

Asia-Pacific
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erception of the healthcare industry
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What is changing & why change?

Public and Government expectations

e Demand for healthcare

e Affordability & accessibility

e Transparency (payments / relationships / data)
New and reinforced regulations

e US FCPA & UK Bribery Act

e Country laws

Competition

e Local vs. international companies

e Generics vs. branded / patented

Economic Cooperation



Media

Coverage

NGOs

Advocacy

Industry Stakeholders

World of Opportunity

Community

Legitimacy

Government

Investors

Employees

Money

Commitment

Access

Customer

Loyalty

Asia-Pacific
Economic Cooperation
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HCPs Represent Most Significant Interface

@ Grants Lo g
R Promotional
CME o,

Research
Congresses m
Consultlng Samples
Advisory
Boards

Speaker



COMPLIANCE

* In accordance with the
agreed rules and standard

ETHICS

 Moral principles that
govern a person’s or
group’s behaviour

Asia-Pacific
Economic Cooperation



Key Responsibilities of ‘Corporate Compliance’

Strengthen ethical decision-making and behaviour in
the company

Identify and oversee the management of compliance
risks

e Assist with development of policy
e Communicate and train policy

e Guide, investigate and enforce policy compliance

Economic Cooperation



'Use the Ethical Compass!

e Is it consistent with our mission, values and spirit?
e Is it legal and ethical?

e Is it consistent with policy and Code of Conduct?
e Can | explain it to my family and friends?

e Would | be comfortable if it appeared in the newspaper?

Ve
Asia-Pacific
Economic Cooperation
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The Key Components of a

Compliance Programme

Written Policies & Procedures

Designated Compliance Officer and Committee
Effective Training and Education

Clear lines of Communication

Auditing and Monitoring

Enforcement and Disciplinary Actions

Response to Detected Problems & Corrective Actions

Economic Cooperation
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Setting the Scene: Future of Marketing,
Compliance and Ethics in the
Pharmaceutical Market

Karen Eryou, UCB (China)
Millette Asuncion-Arnedo, Pfizer (Philippines)

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China

As fic PEC

Economic Cooperation CHINA 2014
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Thermometer Game: How hot is this issue?

Facilitated by:

Ms. Chrisoula Nikidis
Rx&D (Canada)

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China

As fic PEC

Economic Cooperation CHINA 2014
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Interactions with Healthcare Professionals:
Meetings and Sponsorship

Ms. Sabrina Chan

The Hong Kong Association of the Pharmaceutical
Industry (Hong Kong, China)

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China

As fic PEC

Economic Cooperation CHINA 2014
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Interactions with Healthcare Professionals:
Gifts & Other Items

Ms. Genevieve Wan, GlaxoSmithKline (Singapore)
Mr. Jeffrey Liu, Pfizer (China)

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China

As fic PEC
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Interactions with Healthcare Professionals:
Fees for Services

Mr. Howard Lin
Eli Lilly and Company (Hong Kong, China)

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China

As fic PEC
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Working with Patient Organization:
Gifts & Other Items

Mr. YS Kwon, Johnson & Johnson (Korea)
Mr. Bruce Ellsworth, Johnson & Johnson (Japan)

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China

As fic PEC
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Congress Organization — How to Interact
and Practical Cases

Ms. Maija Burtmanis
Abbvie (Singapore)

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China

As fic PEC
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Effective Training Resources for Industry
Associations & Member Companies

Chrisoula Nikidis

Executive Director, Ethics and Compliance
Canada’s Research-Based Pharmaceutical Companies
Member of the Code Compliance Network (CCN), IFPMA

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China =

As fic PEC
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IFPMA Code Resources & Training
Overview

1. Regular communication and meetings

2. Interactive Workshops
3. Online Training Tool

4. Tools & Resources

© IFPMA 2014
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Meetings and communications

© IFPMA 2014



/ |

Regular meetings & communications

Regular face-to-face meetings to exchange info and discuss
latest developments & best practices

Webinars to discuss Code requirements and provide a
platform for members to ask questions related to code
provisions and their application.

Creating a network of experts is invaluable - our
people are our greatest resource!

© IFPMA 2014
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N

Interactive Workshops

«Hands-on» Compliance Training

© IFPMA 2014
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Interactive workshops format

Groups (6-10 people) assembled into roundtables with at
least one expert leader per group

Mix of plenary sessions, case studies and simulation
«game»

Case studies discussed in small groups and feedback given
in plenary

Q&A session at the end to provide opportunity for
additional questions and/or clarification on topics of
interest

© IFPMA 2014

Economic Cooperation



IFPMA Code Workshop
Hands on Compliance Trainir
oot
\??“"\mv\"‘
o
o
vor®®
IFp,
R My
. . ey, C
Interactions with HCPs °"7w:§§§e”gms,,op
Uny
. g
cPs Part 2: Gifts and Other Items

IFPMA Code Workshop

Hands on Compliance Training

The Spirit of the Code:
Our values & principles

Asia-Pacific
Economic Cooperation



FPMA Code e-learning Tool

IFPMA Code of Practice ‘%
2 FPMA

Welcome to this e-learning module about the 2012 IFPMA Code

You can go straight to any of the signposted sections but we suggest that you work through each in turn to get full benefit.
This learning programme is not the definitive word on what is acceptable practice for any particular company in any particular country because additional, stricter company
and/or national code rules may apply.

The rules set out here do however provide a basis onto which you can add national or individual company requirements.

©0

1.Welcome And 2.0verview of the 3. Key Topics 4.Case Scenarios 5_Test Your
Introduction IFPMA Code Knowledge

* Quiz at the end of the training
* Certification of completion available for scores over 80%

http://www.ifpma.org/ethics/ifpma-code-of-practice/ ifpma-online-code-training.html

B © IFPMA 2014

Asi c
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Various training methods

Weblinars
WORKSHOPS
Q8A SESSIONS Case studies
Online
modules
Interactive group QUiZZ%S
discussions

Use humer and make-learning fun!Ges

Economic Cooperation
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Tools & Resources

© IFPMA 2014



Toolbox

Maximize use of existing resources by sharing and collating materials
and best practices

Encourage training and awareness raising at the local level

Easily accessible to members

© IFPMA 2014
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HmTH&mug IN THE INNOVATIVE PHARMACEUTICAL INDUSTRY Is'@.‘

TRUST IS CRUCIAL WHY WE INTERACT WITH HEALTHCARE PROFESSIONALS

= et p— —_
@ EEr S
{ }
0 0 0

al et cpticrs il tn s,
SCOPE OF INTERACTIONS

IFPMA Infographic: Health, Trust, and Code
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EXCHANGES
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Snapshot on the role and value of
R R industry self-regulatory codes
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PHARMACEUTICAL INDUSTRY CODES:
PREVENTION AND ENFORCEMENT

FOCLS ON PREVENTION OF INAPPROPRIATE EEHAMOR. [N MOST CASES THEY INCLUDE
TRANSPARENT COMPLAINT-HANDLING MECHANISHS

Valuable tool to raise awareness of
global standards among industry
members and external stakeholders

THE IFPMA CODE IS A SELF-REGULATORY
MECHANISM WITH A MULTIPLIER EFFECT

DIRECT MEMBERS.

‘CODE IN NUMBERS:
o

Phamsceeics Cemponics, 150 munmaz.

EeM e
COMPLIANCE NETWORK: TRAINING

COMPLUANGE ETWORK S——
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100+ mepe e ——
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PHILOSOPHTY, ETHICS. AND
PEHM (o

IFPMA Peer-reviewed

publication:
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THE IFPMA CODE COMPLEMENTS LAWS, CODE COMPLAINT:
REGULATION, AND GUIDELINES WORLDWIDE e

Ethical pharmaceutical promotion and
communications worldwide: codes and regulations

leffiey Francer, Jose Zamarmego lquierda®, Tamara Music®, Kirti Marai®, Chrisoula Nikidi®, Heather Simmonds®
and Paul Woods'

T COmEre £ Mo 5w e B o R e

FILING A COMPLAINT
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Abstract

The imemational pharmacetnical industry has made significant efforts towards ensuring compliant and ethical
commurication and interaction with physicians and patients. This article presents the current status of the
warklwide governance of communication practices by phammaceutical companies, concentrating on
prescription-anly medidnes. it anahzes legisiative, reguiatary, and code-tased compliance control mechanisms
and highlights sigrificnt developments, including the 2006 and 2012 revisions of the Intemational Federation
of Pharmaceutical Manufacturers and Assodiations {IFPMA) Code of Practice.

Develapments in intemational controls, krgely built upon long-established nues relating to the quality of advertisng
matesial, have contributed to darfying the scope of acceptable company interactions with healthcare professionals.
This antide aims 10 pravide palicy makers partcularly in developing courtries with an oveniew of the svolutan of
mechanisms gaverning the commurication practices, such s the distribution of promotional or sdentifc materia and
interactions with heakthcare stakehokles, relating to prscipfion-only medicines

Keywords: Pharmaceutical industry, Saf-regulation, Code compliance, Promortion of medidines

Documents progress and impact
of self-regulation and industry
codes as well as external and
regulatory developments.

Introduction recent years in the worldwide controls on companies”

Rational prescrbing decisions should be enbanced by
the quallty of interactions between hesltheare providers
and the comjpanies that research and develop medicines
The medicines that research-based companies produce
and the sclentific infornstion they provide to physicians
are important components of quality hesltheare for pa-
tients With the ever increasing number of treatment op-
tions avallable to patients, healthcare providers need to
be kept up to date with the scientific advancements of
new medicines. Likewise, providing patients with infoe-
mation relating to medicines may encourage healthcare
providers 1o explore varous treatment options in order
to best match patient needs. It is important therefore
that the infommation peovided by companies is seentific-
ally aceurate and fair. Interactions between phammaceut-
ical companies and healthcare profsionals should always
be appropriate and support good patient care With the
alm of further supporting these important goals, the global
pharmacentical industry has nude significant changes in

T oreaporderce pwime Pl e e e o
e Waock Compliance L, Macch
£ull 2 of auor péormron Bl

interactions with healtheare professionals. This review
explores the mechanisms for ensuring the quality of
muterial supplied by internatioral pharmsaceutical man-
ufscturers, incuding product advertising and educa-
tional communications.

is often categ ] . “non-
promotional” er “sclentific™; although the distinction be-
tween what Is “promotional” and “non-promotional” may
not always be clear. Promotional infyrmation, as some
regulators and eodes have defined, encompasses advertis-
ing and sales material related ta particular products, and
may be distributed 1o patients thmugh advertising cam-
palgns of to healthcare professionals by pharmaceutical
representatives. Non-promotional materts] usually focuses
n the current state of understanding of cerlain diseases
and is not related 1o specific products. Scientific informa-
tion broadly includes the contributions of research and
development (R&D) firms to the exchange of sclentific
information. For example, scientists from phammaceutical
companies may present research data at scientific confer-
ences or publish works in trade- and peer-reviewed jour-
naks. It & important to emphasie, however, that the

2014 Fancor o e Boa S Canaral Ll Thés s Cpo A0 arico (s untior ha s of o (s

.
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IFPMA
Code of
Practice

IFPMA de
Buenas
Prdcticas

o —
[

Code de
I'IFPMA sur

les bonnes
ratiques

IFPMA
a—FeA7 -
TIUTAA

s

IFPMA Code Website

*Ongoing maintenance and update of IFPMA
wesbite and web-based resources. —

\
N
‘r Search «=»
P .
EB D
I F PMA International Federation of Pharmaceutical Manufacturers & Associations

Ethics

I T T e

IFPMA Code of Practice Clinical Trials Portal Doping in sport

About IFPMA Code of Practice | | 1 | |
I | | i |
Home / Ethics / IFPMA Code of Practice / About IFPMA Code of Practice

Send to a friend | Print

Related Content

B | The IFPMA Code of Practice 2012 (English)

@_] The IFPMA Code of Practice 2012 (Spanish)

B| The IFPMA Code of Practice 2012 (French)

’ @_] The IFPMA Code of Practice 2012 (Japanese)

B | IFPMA Code of Pharmaceutical Marketing Practices 2006

B | IFPMA Code of Pharmaceutical Marketing Practices 2006
R

/FPMA Code OfPfaCtiCE,' B ] |FPMA Code of Pharmaceutical Marketing Practices 2006

(ES)

http://waww.ifpma.org/ethics/ifpma-code-of-practice/about-ifpma-code-of-practice.html
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Thank you!

For inquiries please contact:
Tamara Music

Visit us at:

© IFPMA 2014
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BREAKOUT SESSIONS
16:00-17:00

Mentors and Associations to Develop
Roadmap of Training Opportunities
for Member Companies
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Closing Reports from Breakout Sessions

Facilitated by: Mr. Russell Williams

President, Rx&D (Canada)
Co-Chair, APEC Mexico City Principles Expert Working Group

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China

—

Asia-P APEC
Economic Cooperation CHINA 2014



N

Closing Remarks &
Presentation of Certificates

Ms. Lynn Costa

Project Overseer, Business Ethics for APEC SMEs Initiative

APEC Business Ethics for SMEs Forum

Biopharmaceutical Sector
1-3 September 2014 | Nanjing, China
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