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1．はじめに

2．世界医師会（WMA）における義務論的な活動
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3．「ヘルシンキ宣言」とは何か

Declaration of Geneva 1948 / 2017
https://www.wma.net/policies-post/wma-declaration-of-geneva/

International Code of Medical Ethics 1948 / 2006
https://www.wma.net/policies-post/wma-international-code-of-medical-ethics/

Declaration of Helsinki
Ethical Principles for Medical Research Involving Human Subjects 1964 / 2013
https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-
involving-human-subjects/

Declaration of Tokyo
Guidelines for Physicians Concerning Torture and other Cruel, Inhuman or Degrading Treatment or 
Punishment in Relation to Detention and Imprisonment 1975 / 2016
https://www.wma.net/policies-post/wma-declaration-of-tokyo-guidelines-for-physicians-concerning-torture-
and-other-cruel-inhuman-or-degrading-treatment-or-punishment-in-relation-to-detention-and-imprisonment/

Declaration of Lisbon on the Rights of the Patient 1982 / 2015
https://www.wma.net/policies-post/wma-declaration-of-lisbon-on-the-rights-of-the-patient/

Declaration of Malta on Hunger Strikers 1991 / 2017
https://www.wma.net/policies-post/wma-declaration-of-malta-on-hunger-strikers/

Declaration of Taipei on Ethical Considerations regarding Health Databases and Biobanks 2002 / 2016
https://www.wma.net/policies-post/wma-declaration-of-taipei-on-ethical-considerations-regarding-health-
databases-and-biobanks/

Table 1　世界医師会による主な規範



－19－

4．「ヘルシンキ宣言」の起源と最近の展開

1954 Resolution on experiments with humans: Principals for researchers

1961 Draft Ethics Codex for research in humans by the World Medical Association 
Medical Ethics Committee

1964 Declaration of Helsinki adopted (informed consent)
1975 Tokyo (ethics committees)

1996 Somerset West (placebos use limited)

2000 Edinburgh (placebo use, post trial access to care, vulnerable populations)

2002 Note of clarification (Placebos)

2004 Note of clarification (post-trial access to care)

2008 Seoul (opening of the placebo use/post trial access)

2013 Fortaleza (new structure, higher subject protection)

Table 2　「ヘルシンキ宣言」：歴史的発展

Fig. 1　「ヘルシンキ宣言」の目的と構成

Photograph: Courtesy of the Finnish Medical Association
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5．「ヘルシンキ宣言」2013年フォルタレザ改訂

6．ビッグデータに関する好機と脅威

7．インフォームド・コンセントとブロード・コンセント

Referenced by
　 EU GCP Directive /Regulations
　 European Medicines Agency
　 US Food and Drug Administration (withdrawal after the Edinburgh version)
　 Japanese GCP/Research Guidelines
　 CIOMS (Council for International Organizations of Medical Sciences)
　 WHO (World Health Organization)
　 ICH (International Conference for Harmonization)
　 Numerous national laws and regulations

Table 3　「ヘルシンキ宣言」の重要性

Table 4　「ヘルシンキ宣言」2013年フォルタレザ改訂
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8．ヘルスデータベースとバイオバンクに関する倫理

Table 5　第一の結論



－22－

Fig. 2　「台北宣言」による解決
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9．WMA戦略計画

10．未解決の問題



－24－

Organizational Capacity
• Governance development

Member integration
Staff development

•
•

Medical Ethics

• Promoting the DoG and the
International Code of
Medical Ethics (ICoME)
Revising the ICoME
Maintaining active
ownership of the DoH and
DoT

•
•

Universal
Health Coverage

• Promoting Physician-led
Primary Health Care
Social and Environmental
Determinants of Health
New technologies, education
and working conditions
Emergency preparedness

•

•

•

Human Rights
and Health

• Organizational challenges
(self governance,
professional autonomy)
Health Care in Danger
(armed conflict and civilian
situations)
Individual interventions
(doctors or patients at risk)

•

•

Fig. 3　WMA戦略計画2020-2025

Table 6　「ヘルシンキ宣言」：未解決の問題
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11．研究の新たな展開と「ヘルシンキ宣言」

Table 7　研究の新たな展開
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1)  Herper M. PatientsLikeMe, forced by U.S. to ditch Chinese investor, sold to UnitedHealth Group. STAT. June 24, 2019.
https://www.statnews.com/2019/06/24/patientslikeme-forced-by-u-s-to-ditch-chinese-investor-sold-to-unitedhealth-group/

12．患者中心主義のコンセプト



－27－

13．患者団体

14．新たな研究デザイン

Table 8　患者中心主義
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2)  Chapman M. The end of placebos is in sight. WIRED. December 2, 2019.
https://www.wired.co.uk/article/end-of-placebo-trials

Table 9　新たな研究デザイン，ビッグデータの利用可能性，新たな推論方法
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15．新たな推論方法

16．研究倫理委員会の新たな要件

17．実効性あるインフォームド・コンセント

Table 10　倫理委員会とインフォームド・コンセント
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18．重要な弱者集団についての新たなコンセプト

Table 11　弱者集団に関する新たな概念：予防研究における研究参加のベネフィット
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19．結語

Table 12　結語
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of the Japanese Society of Clinical Pharmacology and Therapeutics, 2019
International Collaborative Research and New Trends of Research Ethics

Declaration of Helsinki: 
Challenges and new trends ahead of us

Otmar Kloiber
Secretary General, World Medical Association

Organized & Chaired by:
Kazutaka Shimoda, Hiroshi Watanabe
Discussant: Kyoko Imamura
Organized & Translated by: Chieko Kurihara

（Wednesday, December 4, 2019, Keio Plaza Hotel Tokyo, Japan）

Abstract
　　In 1964 the World Medical Association Declaration of Helsinki (DoH) was the first international policy 
to set ethical principles for medical research with human subjects. The DoH demanded informed consent 
and later the authorization by ethics committees, the publication and sharing of results, the registration of 
clinical trials and many other groundbreaking elements of protection for all participants in research.
　　The success of the DoH has partly been due to being regularly updated taking into account new 
developments and trends in research when those pose new questions or challenges regarding ethical 
conduct. Having received major updates every 5 to 10 years, the last DoH revision in 2013 was 
complemented in 2016 by the Declaration of Taipei on Ethical Considerations regarding Health Databases 
and Biobanks, which extended the ideas of subject protection to the world of virtual studies.
　　Current technological developments, but also the need for a better response to emergency situations, 
which may include the testing of new medicines (e.g. vaccines) or procedures, as well as the currently 
insufficient pre-clinical evaluation of medical products, raise questions about the comprehensiveness of the 
DoH. The WMA observes a trend towards branched studies using multiple arms and new designs, 
including the use of data sets from large patient groups as virtual control groups (“Real-World-Data”).
　　On the social side, the development of patient-driven research, the inclusion of vulnerable groups and 
the question of ownership of data and process may raise challenges to the principles laid down in the DoH. 
Is it time for the next revision?

Key words
medical ethics, human subject protection, research integrity, patient centricity, real world data
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