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Presidential Symposium in the 40™ Annual Scientific Meeting
of the Japanese Society of Clinical Pharmacology and Therapeutics, 2019

International collaborative research and new trends of research ethics:
Follow-up session

Part 1 General Discussion (Thursday, December 5, 2019, Keio Plaza Hotel Tokyo, Japan)
Part 2 Post-trial access and post-trial care (December 4 and 5, 2019, Keio Plaza Hotel Tokyo, Japan)

Invited lecturers
Otmar Kloiber, Secretary General, World Medical Association
Dirceu Greco, Professor Emeritus, Infectious Diseases and Bioethics, Federal University of Minas Gerais

Discussants

Maria Victoria Perottino ¥,

Hiroshi Watanabe ?, Kyoko Imamura ¥, Yoichi Yamamoto ¥, Kotone Matsuyama , Takeo Saio ®, Chieko Kurihara ”
1) Pharmacist; Specialist in Governance, Risks and Compliance
2) Professor, Executive Director / Vice President, Hamamatsu University School of Medicine
3) Project Professor, Social Cooperation Program of IT Healthcare,

The Graduate School of Pharmaceutical Sciences, The University of Tokyo

4) Director, Academic Clinical Research Center of Osaka University Hospital
5) Professor, Department of Health Policy and Management, Nippon Medical School
6) Department of Internal Medicine and Psychiatry, Fuji Toranomon Orthopedic Hospital
7) National Institutes for Quantum and Radiological Science and Technology Translated by Chieko Kurihara
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( Round table discussion )

Presidential Symposium in the 40" Annual Scientific Meeting

of the Japanese Society of Clinical Pharmacology and Therapeutics, 2019

International collaborative research
and new trends of research ethics:
Follow-up session

Part 1 General Discussion
(Thursday, December 5, 2019, Keio Plaza Hotel Tokyo, Japan)

Part 2 Post-trial access and post-trial care
(December 4 and 5, 2019, Keio Plaza Hotel Tokyo, Japan)

Invited lecturers
Otmar Kloiber, Secretary General, World Medical Association

Dirceu Greco, Professor Emeritus, Infectious Diseases and Bioethics,
Federal University of Minas Gerais

Discussants
Maria Victoria Perottino,
Hiroshi Watanabe, Kyoko Imamura, Yoichi Yamamoto,
Kotone Matsuyama, Takeo Saio, Chieko Kurihara
Translated by Chieko Kurihara
Abstract

The Part 1 of this article is a record of the round table, follow-up session held on December 5, 2019
with Dr. Otmar Kloiber, Secretary General of the World Medical Association and Dr. Dirceu Greco,
Emeritus Professor of Federal University of Minas Gerais, both are the invited lecturers of the Presidential
Symposium in the 40" Annual Scientific Meeting of the Japanese Society of Clinical Pharmacology and
Therapeutics, held on December 4, 2019, at Tokyo, Japan. An invited guest discussant, Dr. Maria Victoria
Perottino from Brazil, and other discussants from Japan, Hiroshi Watanabe, Kyoko Imamura, Yoichi
Yamamoto, Kotone Matsuyama, Takeo Saio, Chieko Kurihara, introduced the topics of their interests and
discussed issues ahead of us and future perspectives of research ethics, such as data-driven research and
privacy protection; post-trial access and universal health system; patient public involvement and ethics
committee; informed consent and paternalism; secondary use of research data and broad consent; phase 1
trial and post-trial care; conflict of interests; best-proven intervention and placebo control.

Important principles described in the international documents such as the Declaration of Helsinki
(DoH), the Declaration of Taipei of the World Medical Association and the International Ethical Guidelines
for Health-related Research Involving Humans by the Council for International Organizations of Medical
Sciences (CIOMS) were discussed in depth.

The Part 2 is additional discussion with the guest lecturers at the separated occasion especially
focusing the topics of “post-trial access” and “post-trial care”.

We hope this record of discussion could contribute to future development of research ethics.

Key words
clinical trial, real world data, human subject protection, medical ethics, right to health
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