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JAPANESE CONSENSUS FRAMEWORK FOR ETHICAL COLLABORATION

PREAMBLE

As developed and developing economies strive to address pressing challenges in the complex and fast-evolving
healthcare environment, collaboration between all stakeholders is essential to support proper delivery of the most
appropriate care for patients worldwide.

In 2014, the Consensus Framework for Ethical Collaboration between Patients’ Organizations, Healthcare
Professionals and the Pharmaceutical Industry was initiated by International Alliance of Patients’ Organizations
(IAPQ9), International Council of Nurses (ICN'9), International Federation of Pharmaceutical Manufactures and
Associates (IFPMA"), International Pharmaceutical Federation (FIP12), and World Medical Association (WMAT3),
This effort of the Consensus Framework was also endorsed by the International Hospital Federation (IHF'4) and
International Generic Pharmaceutical Alliance (IGPA™) in 2015. All partners have a mutual interest in providing the
best solutions for patients’ health needs and each partner has a unique role and responsibility to best ensure that
patients receive the most appropriate care. The Consensus Framework for Ethical Collaboration is characterized by
four overarching principles: Put Patients First; Support Ethical Research and Innovation; Ensure Independence and
Ethical Conduct; and Promote Transparency and Accountability. It is necessary to have all partners' collaboration
and to provide the best solutions to patients’ health needs. To facilitate this purpose, all partners commit to have
ethical and transparent relationships among all partners.

In 2010, the Asia-Pacific Economic Cooperation (APEC6) established the Business Ethics for APEC SMEs
Initiative to implement high-standard ethical business practices for the medical device and biopharmaceutical
sectors across the region. In 2011, the APEC Principles for Voluntary Codes of Business Ethics in the Medical
Device Sector (The Kuala Lumpur Principles) and the APEC Principles for Voluntary Codes of Business Ethics in
the Biopharmaceutical Sector (The Mexico City Principles) were launched and subsequently endorsed by APEC
Economic Leaders and Ministers. In 2014, the Nanjing Declaration was developed and endorsed by APEC
Ministers, describing each stakeholder's role and deadline for implementation of the APEC Principles. The Business
Ethics for APEC SMEs Initiative also launched an APEC Guide to Implement Multi-Stakeholder Ethical
Collaborations in the Medical Device and Biopharmaceutical Sector to support this effort.

It is necessary that a national level consensus framework is also established in Japan, among patient organizations,
government, healthcare professionals, and the pharmaceutical and medical device sectors, which all have mutual
interest in providing the best solutions to patients” health needs.

In alignment of this background, we today declare the establishment of the JAPAN CONSENSUS FRAMEWORK
FOR ETHICAL COLLABORATION.

9 International Alliance of Patients’ Organizations (IAPO)

10 International Council of Nurses (ICN)

1 |International Federation of Pharmaceutical Manufactures and Associates (IFPMA)

12 International Pharmaceutical Federation (FIP)

13 World Medical Association (WMA)

#International Hospital Federation (IHF)

'S International Generic Pharmaceutical Alliance (IGPA). At present, International Generic and Biosimilar Medicines Association (IGBA)

16 The Asia-Pacific Economic Cooperation (APEC)
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PRINCIPLES OF THE CONSENSUS FRAMEWORK

I Put Patients First
Patients are our priority.

Optimal Care for All - Working as partners, at both the individual and organization level, to ensure that collaboration
between patients, healthcare professionals, and companies support patients and their caregivers in making the best
decision regarding their treatment.

Partnerships - All partners working in healthcare have a right and responsibility to collaborate to improve healthcare
access and delivery. Establishing partnerships will aim to deliver greater patient benefits.

II Support Ethical Research and Innovation
Partners encourage clinical and related research conducted to generate new knowledge about effective and appropriate
use of health treatments.

Clinical Research - Continuing to advocate and support the principle that all human subject research must have a
legitimate scientific purpose, aims to improve health outcomes, and be ethically conducted, including that participants
are appropriately informed as to the nature and purpose of the research.

Objective Clinical Results - Continuing to ensure that compensation for research is appropriate and does not
compromise objective clinical results of the research.

I Ensure Independence and Ethical Conduct
Interactions are at all times ethical, appropriate and professional

Gifts -~ Nothing should be offered or provided by a company in a manner or on conditions that would have an
inappropriate influence. No financial benefit or benefit in kind should be sought, offered, provided or accepted in
exchange for prescribing, recommending, dispensing or administering medicines.

Sponsorship - Continuing to advocate that the purpose and focus of all symposia, congresses, scientific or
professional meetings (an "Event”) for healthcare professionals and patient organisations should be to provide
scientific or educational information. The primary purpose of an event must be to advance knowledge and all
materials and content must be balanced and objective. All events must be held in an appropriate venue. Moderate
and reasonable refreshments andfor meals incidental to the main purpose of the event can be provided to
participants of the event.

Affiliation - Business arrangements and professional relationships between partners should not inappropriately
influence their practice, compromise their professional integrity or their obligations to patients. Business
arrangements and relationships should respect professional integrity and should be transparent.

IV Promote Transparency and Accountability
Partners support transparency and accountability in their individual and collaborative activities.

Fees for Services - Working together to ensure that all arrangements requiring financial compensation for services,
such as consultancy or clinical research, have a legitimate purpose and a written contract or agreement in place in
advance of the commencement of services. Remuneration for services rendered should not exceed that which is
commensurate with the services provided.



JAPANESE CONSENSUS FRAMEWORK FOR ETHICAL COLLABORATION

Clinical Research Transparency - Continuing to support the premise that both the positive and negative outcomes
of research evaluating medicines, other products and services should be disclosed. Clinical research in patients and
related results should be transparent while respecting patient privacy.

IMPLEMENTATION, MONITORING, REPORTING MECHANISM AND REGULAR MEETING

Partners are encouraged to develop their own self-regulatory codes and principles for ethical collaboration and interactions
and ensure their effective implementation. Systems to monitor and report breaches of the set standards should be established
to support ethical practices and ensure accountability both at the institutional and individual levels. These may include, for
example, public statements detailing collaborative agreements and external review mechanisms.

We commit to propose holding regular meetings among the partners to advance ethical collaboration as outlined in this
Consensus Framework.

TOOLS AND RESOURCES

e |IAPO, ICN, IFPMA, FIP, and WMA Consensus Framework for Ethical Collaboration between Patients' Organizations, Healthcare
Professionals and the Pharmaceutical Industry (2014)
https://www.ifpma.org/wp-content/uploads/2014/01/Consensus-Framework-FINAL .pdf

o APEC Guide to Implement Multi-Stakeholder Ethical Collaborations in the Medical Device and Biopharmaceutical Sector (2015)
http://meprinciples.apec.ora/2015/GuidetolmplementMulti-StakeholderE thicalCollaborations.pdf

e APEC Nanjing Declaration to Promote Ethical Business Environments in the Medical Device and Biopharmaceutical Sector (2014)

http://meprinciples.apec.org/CMFiles/Principles/NanjingDeclarationJapanese. pdf
e WMA Declaration of Helsinki - Ethical Principles for Medical Research Involving

Human Subjects (2013)
http://www .wma.net/en/30publications/10policies/b3/
e |APO Healthcare Industry Partners Framework (2012)
http://www patientsorganizations.ora/partners
e  FIP Rules of Procedure - Guidelines for Sponsorship (2012)
IFPMA Code of Practice (established in 1981; last revision 2012)
http:/fwww.ifpma.org/ethics/ifpma-code-of-practice/ifpmacode-of-practice.html
e ICN Code of Ethics for Nurses (2012)
http://www.icn.ch/about-icn/code-of-ethics-for-nurses/
e The APEC Principles for Voluntary Codes of Business Ethics in the Medical Device Sector (The Kuala Lumpur Principles, 2011)

http:/Awvww jfmda.qr jp/APEC+MEdical+Device+KL+Principles
e The APEC Principles for Voluntary Codes of Business Ethics in the Biopharmaceutical Sector (The Mexico City Principles, 2011)
http//www.mcprinciples.org/CMFiles/Principles/APE CMexicaCityPrinciplesJapanese. pdf
e WMA Statement Concerning the Relationships b/w Physicians and Commercial Enterprises (2009)
http://www wma.net/en/30publications/10policies/r2/
e [CN Position Statement: Informed Patients (2008)
http://www.icn.ch/images/stories/documents/publications/position_statements/EQ6 Informed Patients.pdf
e  FIPAWHO Developing pharmacy practice - a focus on patient care (2006); Chapter II-3: Information management and the use of evidence.

http:/iwww.fip.org/good pharmacy practice
e |CN Pasition Statement: Nurse Industry Relations (2006)

http:/www.icn.chlimages/stories/documents/publications/position_statement/EQ9 Nurse Industry Relations.pdf
e |APO Organizational Values (2005)

http:/fwww .patientsorganizations.org/attach.pl700/278 1/IAPO7sOrqanizational0Values.pdf
e  FIP Statement on Professional Standards - Code of Ethics for Pharmacists (2004)

www fip.org/statements
e WHO Ethical Criteria for Medicinal Drug Promotion {1985)

http:/farchives.who.int/tbs/promo/whozip08. pdf
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Japan Patients Association
President, Yukiko Mori

Japan Federation of Cancer Patient Groups
President, Shinsuke Amano

Japanese Nursing Association
Executive Officer, Rieko Kawamoto

The Federation of Pharmaceutical Manufacturers' Associations of Japan
Director General, Toshihiko Miyajima
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The Japan Federation of Medical Devices Associations
Vice Chairman, Kenichi Matsumoto

Japan Pharmaceutical Association
President, Nobuo Yamamoto

Japan Medical Association
President, Yoshitake Yokokura

Ministry of Health, Labour, and Welfare
Director-General, Toshihiko Takeda
(Health Policy Bureau)
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