
◆主な改訂のポイント
1）被験者から「参加者」へ：これまでの「被験者」（human subject）の表記が「参加者」（participants）に変更
された（1）。参加する人の主体性や役割に注目した変更とされる。
2）緊急事態でも原則は大事：公衆衛生上の緊急事態においても，この宣言の諸原則は重要であり続けるとする記
載が加えられた（8）。コロナ禍で展開した一部の研究への懸念を受けた加筆とされる。

3）研究に伴う不平等への警戒：研究参加者は，一種のボランティアとしてリスクを引き受けることになる。誰が
参加し，害はどこまで許容されるのか。参加者も恩恵を得る手立てはないか。研究には，こうした害と恩恵の非
対称性を巡る課題が伴う。今回の改訂で，研究に絡む「構造的な不平等」（structural inequities）への対応を求め
る記載が加わった。研究者は，特定の人々に過度の負担がかからないよう，適切な負担配置と恩恵の再配分を考
えることが求められる（6）。

4）弱者の「保護」とは：参加者の保護は，より多くの配慮を要する人々（弱者）を対象とした研究の際に特に課
題となる（例：判断能力，立場の弱さなど）。今回の改訂では，「弱さ」にも多様な側面があり，固定的な基準
のみではなく，個人が属する集団や構造的な弱さにも注目すべきとされた（19）。研究者は，強引な組み入れの
害への懸念と，「保護」の名の下に研究から過度に遠ざける害の両面に注意が必要である。

5）研究に参加する側の視点を知る：参加者側の希望や価値観を計画立案や配慮に生かすため，研究者には参加者
やそのコミュニティの人々による「意味のある関与」の企画と実践が求められる（6）。

6）医学研究の情報・試料リソースの確保と管理：AI研究やバイオバンクなど，人に由来する情報や試料の蓄積を
生かした研究が増加している。本人意思の尊重に加え，個人再識別への警戒など，必要な配慮がより詳細に設定
された。また，倫理審査の役割明確化，同じく世界医師会による「台北宣言」（ヘルスデータベースとバイオバ
ンクについての倫理的考察に関する世界医師会の台北宣言，2016年）の遵守など，運営体制に関する記載も追記
された（32）。

7）未確立医療に関する要件の精緻化：従来の記載（専門家の助言や他に有効な手段がない場合に限るなど）に加
え，既存の臨床試験への影響回避など，要件が改めて整理された（37）。
このほか，チームや関連組織の主体的役割（2），倫理審査委員会の運営体制の充実（23），生態系・環境への
負荷軽減（11）に関する記載も増えた。

出典：井上 悠輔：京都大学医学研究科・社会健康医学系専攻（医療倫理学）教授（2024.12.10 医学界新聞：第3568号より）
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PREAMBLE

1. The World Medical Association (WMA) has developed the Declaration of Helsinki as a statement of ethical
principles for medical research involving human participants, including research using identi/able human
material or data.

The Declaration is intended to be read as a whole, and each of its constituent paragraphs should be applied
with consideration of all other relevant paragraphs.

2. While the Declaration is adopted by physicians, the WMA holds that these principles should be upheld by all
individuals, teams, and organizations involved in medical research, as these principles are fundamental to
respect for and protection of all research participants, including both patients and healthy volunteers.

 

GENERAL PRINCIPLES

3. The WMA Declaration of Geneva binds the physician with the words, “The health and well-being of my
patient will be my /rst consideration,” and the WMA International Code of Medical Ethics declares “The
physician must commit to the primacy of patient health and well-being and must o9er care in the patient’s
best interest.”

4. It is the duty of the physician to promote and safeguard the health, well-being and rights of patients,
including those who are involved in medical research. The physician’s knowledge and conscience are
dedicated to the ful/lment of this duty.

5. Medical progress is based on research that ultimately must include participants.

Even well-proven interventions should be evaluated continually through research for their safety,
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Even well-proven interventions should be evaluated continually through research for their safety,
e9ectiveness, e=ciency, accessibility, and quality.

6. Medical research involving human participants is subject to ethical standards that promote and ensure
respect for all participants and protect their health and rights.

Since medical research takes place in the context of various structural inequities, researchers should
carefully consider how the bene/ts, risks, and burdens are distributed.

Meaningful engagement with potential and enrolled participants and their communities should occur
before, during, and following medical research. Researchers should enable potential and enrolled
participants and their communities to share their priorities and values; to participate in research design,
implementation, and other relevant activities; and to engage in understanding and disseminating results.

7. The primary purpose of medical research involving human participants is to generate knowledge to
understand the causes, development and e9ects of diseases; improve preventive, diagnostic and
therapeutic interventions; and ultimately to advance individual and public health.

These purposes can never take precedence over the rights and interests of individual research participants.

8. While new knowledge and interventions may be urgently needed during public health emergencies, it
remains essential to uphold the ethical principles in this Declaration during such emergencies.

9. It is the duty of physicians who are involved in medical research to protect the life, health, dignity, integrity,
autonomy, privacy, and con/dentiality of personal information of research participants. The responsibility
for the protection of research participants must always rest with physicians or other researchers and never
with the research participants, even though they have given consent.

10. Physicians and other researchers must consider the ethical, legal and regulatory norms and standards for
research involving human participants in the country or countries in which the research originated and
where it is to be performed, as well as applicable international norms and standards. No national or
international ethical, legal or regulatory requirement should reduce or eliminate any of the protections for
research participants set forth in this Declaration.

11. Medical research should be designed and conducted in a manner that avoids or minimizes harm to the
environment and strives for environmental sustainability.

12. Medical research involving human participants must be conducted only by individuals with the appropriate
ethics and scienti/c education, training and quali/cations. Such research requires the supervision of a
competent and appropriately quali/ed physician or other researcher.

Scienti/c integrity is essential in the conduct of medical research involving human participants. Involved
individuals, teams, and organizations must never engage in research misconduct.

13. Groups that are underrepresented in medical research should be provided appropriate access to
participation in research.

14. Physicians who combine medical research with medical care should involve their patients in research only to
the extent that this is justi/ed by its potential preventive, diagnostic or therapeutic value and if the physician
has good reason to believe that participation in the research will not adversely a9ect the health of the
patients who serve as research participants.

15. Appropriate compensation and treatment for participants who are harmed as a result of participating in
research must be ensured.
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Risks, Burdens, and Bene�ts

16. In medical practice and in medical research, most interventions involve risks and burdens.

Medical research involving human participants may only be conducted if the importance of the objective
outweighs the risks and burdens to the research participants.

17. All medical research involving human participants must be preceded by careful assessment of predictable
risks and burdens to the individuals and groups involved in the research in comparison with foreseeable
bene/ts to them and to other individuals or groups a9ected by the condition under investigation.

Measures to minimize the risks and burdens must be implemented. The risks and burdens must be
continuously monitored, assessed, and documented by the researcher.

18. Physicians and other researchers may not engage in research involving human participants unless they are
con/dent that the risks and burdens have been adequately assessed and can be satisfactorily managed.

When the risks and burdens are found to outweigh the potential bene/ts or when there is conclusive proof
of de/nitive outcomes, physicians and other researchers must assess whether to continue, modify or
immediately stop the research.

Individual, Group, and Community Vulnerability

19. Some individuals, groups, and communities are in a situation of more vulnerability as research participants
due to factors that may be /xed or contextual and dynamic, and thus are at greater risk of being wronged or
incurring harm. When such individuals, groups, and communities have distinctive health needs, their
exclusion from medical research can potentially perpetuate or exacerbate their disparities. Therefore, the
harms of exclusion must be considered and weighed against the harms of inclusion. In order to be fairly and
responsibly included in research, they should receive speci/cally considered support and protections.

20. Medical research with individuals, groups, or communities in situations of particular vulnerability is only
justi/ed if it is responsive to their health needs and priorities and the individual, group, or community stands
to bene/t from the resulting knowledge, practices, or interventions. Researchers should only include those
in situations of particular vulnerability when the research cannot be carried out in a less vulnerable group or
community, or when excluding them would perpetuate or exacerbate their disparities.

Scienti�c Requirements and Research Protocols

21. Medical research involving human participants must have a scienti/cally sound and rigorous design and
execution that are likely to produce reliable, valid, and valuable knowledge and avoid research waste. The
research must conform to generally accepted scienti/c principles, be based on a thorough knowledge of the
scienti/c literature, other relevant sources of information, and adequate laboratory and, as appropriate,
animal experimentation.

The welfare of animals used for research must be respected.

22. The design and performance of all medical research involving human participants must be clearly described
and justi/ed in a research protocol.

The protocol should contain a statement of the ethical considerations involved and should indicate how the
principles in this Declaration have been addressed. The protocol should include information regarding aims,
methods, anticipated bene/ts and potential risks and burdens, quali/cations of the researcher, sources of
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funding, any potential conGicts of interest, provisions to protect privacy and con/dentiality, incentives for
participants, provisions for treating and/or compensating participants who are harmed as a consequence of
participation, and any other relevant aspects of the research.

In clinical trials, the protocol must also describe any post-trial provisions.

Research Ethics Committees

23. The protocol must be submitted for consideration, comment, guidance, and approval to the concerned
research ethics committee before the research This committee must be transparent in its functioning and
must have the independence and authority to resist undue inGuence from the researcher, the sponsor, or
others. The committee must have su=cient resources to ful/ll its duties, and its members and sta9 must
collectively have adequate education, training, quali/cations, and diversity to e9ectively evaluate each type
of research it reviews.

The committee must have su=cient familiarity with local circumstances and context, and include at least one
member of the general public.  It must take into consideration the ethical, legal, and regulatory norms and
standards of the country or countries in which the research is to be performed as well as applicable
international norms and standards, but these must not be allowed to reduce or eliminate any of the
protections for research participants set forth in this Declaration.

When collaborative research is performed internationally, the research protocol must be approved by
research ethics committees in both the sponsoring and host countries.

The committee must have the right to monitor, recommend changes to, withdraw approval for, and suspend
ongoing research.  Where monitoring is required, the researcher must provide information to the committee
and/or competent data and safety monitoring entity, especially about any serious adverse events. No
amendment to the protocol may be made without consideration and approval by the committee. After the
end of the research, the researchers must submit a /nal report to the committee containing a summary of
the /ndings and conclusions.

Privacy and Con�dentiality

24. Every precaution must be taken to protect the privacy of research participants and the con/dentiality of their
personal information.

Free and Informed Consent

25. Free and informed consent is an essential component of respect for individual autonomy. Participation by
individuals capable of giving informed consent in medical research must be voluntary. Although it may be
appropriate to consult family members or community representatives, individuals capable of giving
informed consent may not be enrolled in research unless they freely agree.

26. In medical research involving human participants capable of giving informed consent, each potential
participant must be adequately informed in plain language of the aims, methods, anticipated bene/ts and
potential risks and burdens, quali/cations of the researcher, sources of funding, any potential conGicts of
interest, provisions to protect privacy and con/dentiality, incentives for participants, provisions for treating
and/or compensating participants who are harmed as a consequence of participation, and any other
relevant aspects of the research.

The potential participant must be informed of the right to refuse to participate in the research or to
withdraw consent to participate at any time without reprisal. Special attention should be given to the speci/c
information and communication needs of individual potential participants as well as to the methods used to
deliver the information.

After ensuring that the potential participant has understood the information, the physician or another
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quali/ed individual must then seek the potential participant’s freely given informed consent, formally
documented on paper or electronically.  If the consent cannot be expressed on paper or electronically, the
non-written consent must be formally witnessed and documented.

All medical research participants should be given the option of being informed about the general outcome
and results of the research.

27. When seeking informed consent for participation in research the physician or other researcher must be
particularly cautious if the potential participant is in a dependent relationship with them or may consent
under duress. In such situations, the informed consent must be sought by an appropriately quali/ed
individual who is independent of this relationship.

28. In medical research involving human participants incapable of giving free and informed consent, the
physician or other quali/ed individual must seek informed consent from the legally authorized
representative, considering preferences and values expressed by the potential participant.

Those persons incapable of giving free and informed consent are in situations of particular vulnerability and
are entitled to the corresponding safeguards. In addition to receiving the protections for the particularly
vulnerable, those incapable of giving consent must only be included if the research is likely to either
personally bene/t them or if it entails only minimal risk and minimal burden.

29. When a potential research participant who is incapable of giving free and informed consent is able to give
assent to decisions about participation in research, the physician or other quali/ed individual must seek that
assent in addition to the consent of the legally authorized representative, considering any preferences and
values expressed by the potential participant. The potential participant’s dissent should be respected.

30. Research involving participants who are physically or mentally incapable of giving consent (for example,
unconscious patients) may be done only if the physical or mental condition that prevents giving informed
consent is a necessary characteristic of the research group. In such circumstances the physician or other
quali/ed individual must seek informed consent from the legally authorized representative. If no such
representative is available and if the research cannot be delayed, the research may proceed without
informed consent provided that the speci/c reasons for involving participants with a condition that renders
them unable to give informed consent have been stated in the research protocol and the research has been
approved by a research ethics committee.

Free and informed consent to remain in the research must be obtained as soon as possible from a legally
authorized representative or, if they regain capacity to give consent, from the participant.

31. The physician or other researcher must fully inform potential participants which aspects of their care are
related to the research. The refusal of a patient to participate in research or the patient’s decision to
withdraw from research must never adversely a9ect the patient-physician relationship or provision of the
standard of care.

32. Physicians or other quali/ed individuals must obtain free and informed consent from research participants
for the collection, processing, storage, and foreseeable secondary use of biological material and identi/able
or re-identi/able data. Any collection and storage of data or biological material from research participants
for multiple and inde/nite uses should be consistent with requirements set forth in the WMA Declaration of
Taipei, including the rights of individuals and the principles of governance. A research ethics committee must
approve the establishment and monitor ongoing use of such databases and biobanks.

Where consent is impossible or impracticable to obtain, secondary research on stored data or biological
material may be done only after consideration and approval of a research ethics committee.

Use of Placebo
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33. The bene/ts, risks, burdens, and e9ectiveness of a new intervention must be tested against those of the
best proven intervention(s), except in the following circumstances:

If no proven intervention exists, the use of placebo, or no intervention, is acceptable; or

If for compelling and scienti/cally sound methodological reasons the use of any intervention other than the
best proven one(s), the use of placebo, or no intervention is necessary to determine the e=cacy or safety of
an intervention; and the participants who receive any intervention other than the best proven one(s),
placebo, or no intervention will not be subject to additional risks of serious or irreversible harm as a result of
not receiving the best proven intervention.

Extreme care must be taken to avoid abuse of this option.

Post-Trial Provisions

34. In advance of a clinical trial, post-trial provisions must be arranged by sponsors and researchers to be
provided by themselves, healthcare systems, or governments for all participants who still need an
intervention identi/ed as bene/cial and reasonably safe in the trial. Exceptions to this requirement must be
approved by a research ethics committee. Speci/c information about post-trial provisions must be disclosed
to participants as part of informed consent.

Research Registration, Publication, and Dissemination of Results

35. Medical research involving human participants must be registered in a publicly accessible database before
recruitment of the /rst participant.

36. Researchers, authors, sponsors, editors, and publishers all have ethical obligations with regard to the
publication and dissemination of the results of research. Researchers have a duty to make publicly available
the results of their research on human participants and are accountable for the timeliness, completeness,
and accuracy of their reports. All parties should adhere to accepted guidelines for ethical reporting. Negative
and inconclusive as well as positive results must be published or otherwise made publicly available. Sources
of funding, institutional a=liations, and conGicts of interest must be declared in the publication. Reports of
research not in accordance with the principles of this Declaration should not be accepted for publication.

Unproven Interventions in Clinical Practice

37. When an unproven intervention is utilized in an attempt to restore health or alleviate su9ering for an
individual patient because approved options are inadequate or ine9ective and enrollment in a clinical trial is
not possible, it should subsequently be made the object of research designed to evaluate safety and
e=cacy. Physicians participating in such interventions must /rst seek expert advice, weigh possible risks,
burdens, and bene/ts, and obtain informed consent. They must also record and share data when
appropriate and avoid compromising clinical trials. These interventions must never be undertaken to
circumvent the protections for research participants set forth in this Declaration.

 

Disclaimer: ©2024 World Medical Association. All Rights Reserved. All
intellectual property rights in the Declaration of Helsinki are vested in the
World Medical Association. The WMA has granted JAMA exclusive rights to
publish the English-language version of the Declaration through December 31,
2024.
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