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Abstract
　　Here we publish the record of the Presidential Symposium of the 40th Annual Scientific Meeting of the 
Japanese Society of Clinical Pharmacology and Therapeutics (2019), entitled “International Collaborative 
Research and New Trends of Research Ethics”. In this symposium two important guests were invited and 
presented the lecturers on: (1) Historical development of the Declaration of Helsinki and immediate 
challenges as well as future perspectives of research ethics, discussed by Dr. Otmar Kloiber, Secretary 
General of the World Medical Association; (2) Implications of the International Ethical Guidelines for 
Health-related Research Involving Humans by the Council for International Organizations of Medical 
Sciences (CIOMS) and other international documents, discussed by Dr. Dirceu Greco, Professor Emeritus, 
Infectious Diseases and Bioethics, Federal University of Minas Gerais, who is one of the working group 
members of the 2016 version of the CIOMS guidelines. We explored relationship between these ethical 
principles and recent perspectives of methodologies of clinical trial and clinical research, especially 
suggested in the ICH Renovation initiatives. The following points were specifically expected to be focused.

Patient-driven research and patient, public involvement (PPI) in clinical trials
Individual participant data (IPD) sharing and digital health
Research in disaster situations
Social determinants of health and universal health coverage
Wellbeing of patients and physicians
Research involving the vulnerable
Placebo-controlled trial and post-trial access

　　The resulting findings from the lectures and discussions are recorded in this issue. We hope that this 
publication contributes to grasping the latest trends of research ethics in the world and to find a direction 
to go ahead in terms of clinical research infrastructure development and value generation both from 
domestic and global perspectives.
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