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I could be accused of mission creep in bioethics.





And then there’s the war.
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The Rules-Based International Order
• Since the Peace of Westphalia (1648) the international order 

was dominated by sovereign imperial states.

• After WWI this system was increasingly seen as unstable.

•  According to the rules-based order, international relations are 
to be organized according to principles of open markets, 
liberal democracy, and multilateral organizations.

• Examples include the UN, WHO, WTO, World Bank/IMF, etc.  
LOAC/IHL built on Geneva and Hague conventions. 

• Also security institutions like IAEA, OPCW, BTWC etc.



Threats to the Rules-Based Order:
2015-2025

• Intensified immigration to the global North

• The fumbled response to the pandemic

• The Russian invasion of Ukraine

• Rising populism, ethnonationalism and 
protectionism



Criticisms of the Rules-Based Order

Westphalia was originally a limited treaty between Holy 
Roman Empire and France and Holy Roman Empire and 
Sweden.

• Established hegemony of the “Great Powers”.
• Legitimized colonialism.
• In the 21st century does not take into account 

globalized markets and global corporations, 
philanthropic foundations, social media, etc.



Criticisms of the rules-based order range from the claim 
that it is illusory to the argument that it has enabled 
the United States to be a “global hegemon”.
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Weakening of humanitarian norms.

• Protection of noncombatants (civilians, 
medical religious personnel, and wounded, 
captured)

• Medical neutrality (Geneva conventions since 
1864)



The First Geneva Convention

Amelioration of the Condition of the 
Wounded on the Field of Battle, 1864



Modern Bioethics in the Rules-Based 
International Order

• Bioethics is a creature and exemplar of the post WWII rules-based 
order.

• What would it mean for bioethics if the rules-based order is 
diminished?

• What are the implications for standards of practice, e.g., in peer 
review? Or the assumption of universal human equality?

• The U.S. has been the “global hegemon” in bioethics.

Robert Baker: The post-WWII liberal order shaped bioethics “as an 
ethics of covenants and conventions grounded in human rights.” 



The Nuremberg Code
1. The voluntary consent of the human subject is absolutely essential. This means that the person involved should have legal capacity to give 
consent; should be so situated as to be able to exercise free power of choice, without the intervention of any element of force, fraud, deceit, 
duress, overreaching, or other ulterior form of constraint or coercion; and should have sufficient knowledge and comprehension of the elements of 
the subject matter involved as to enable him to make an understanding and enlightened decision. This latter element requires that before the 
acceptance of an affirmative decision by the experimental subject there should be made known to him the nature, duration, and purpose of the 
experiment; the method and means by which it is to be conducted; all inconveniences and hazards reasonably to be expected; and the effects 
upon his health or person which may possibly come from his participation in the experiment. The duty and responsibility for ascertaining the 
quality of the consent rests upon each individual who initiates, directs, or engages in the experiment. It is a personal duty and responsibility which 
may not be delegated to another with impunity. 
2. The experiment should be such as to yield fruitful results for the good of society, unprocurable by other methods or means of study, and not 
random and unnecessary in nature. 
3. The experiment should be so designed and based on the results of animal experimentation and a knowledge of the natural history of the disease 
or other problem under study that the anticipated results justify the performance of the experiment. 
4. The experiment should be so conducted as to avoid all unnecessary physical and mental suffering and injury. 
5. No experiment should be conducted where there is an a priori reason to believe that death or disabling injury will occur; except, perhaps, in 
those experiments where the experimental physicians also serve as subjects. 
6. The degree of risk to be taken should never exceed that determined by the humanitarian importance of the problem to be solved by the 
experiment. 
7. Proper preparations should be made and adequate facilities provided to protect the experimental subject against even remote possibilities of 
injury, disability or death. 
8. The experiment should be conducted only by scientifically qualified persons. The highest degree of skill and care should be required through all 
stages of the experiment of those who conduct or engage in the experiment. 
9. During the course of the experiment the human subject should be at liberty to bring the experiment to an end if he has reached the physical or 
mental state where continuation of the experiment seems to him to be impossible. 
10. During the course of the experiment the scientist in charge must be prepared to terminate the experiment at any stage, if he has probable 
cause to believe, in the exercise of the good faith, superior skill and careful judgment required of him, that a continuation of the experiment is 
likely to result in injury, disability, or death to the experimental subject. 

   -- The Medical Case, USA vs. Karl Brandt et al., August 20, 1947



“Absolutely Essential”

• Virtually all of the commentary on the Code focuses on 
the consent doctrine.

• What about “absolutely essential”?  Essential for what 
and for whom?

• My answer: Essential for ethical research with human 
beings (of course), but also the management of the life 
sciences in the new rules-based international order.



The Nuremberg Principles
Principle I
Any person who commits an act which constitutes a crime under international law is responsible therefor and liable to punishment. 

Principle II 
The fact that internal law does not impose a penalty for an act which constitutes a crime under international law does not relieve the person who committed the act from 
responsibility under international law. 

Principle III
The fact that a person who committed an act which constitutes a crime under international law acted as Head of State or responsible Government official does not relieve 
him from responsibility under international law. 

Principle IV 
The fact that a person acted pursuant to order of his Government or of a superior does not relieve him from responsibility under international law, provided a moral choice 
was in fact possible to him. 

Principle V 
Any person charged with a crime under international law has the right to a fair trial on the facts and law. 

Principle VI 
The crimes hereinafter set out are punishable as crimes under international law: 
(a) Crimes against peace:
(i).       Planning, preparation, initiation or waging of a war of aggression or a war in violation of international treaties, agreements or assurances; 
(ii).      Participation in a common plan or conspiracy for the accomplishment of any of the acts mentioned under (i). 
(b) War crimes: 
Violations of the laws or customs of war which include, but are not limited to, murder, ill-treatment or deportation to slave-labour or for any other purpose of civilian 
population of or in occupied territory, murder or ill-treatment of prisoners of war, of persons on the seas, killing of hostages, plunder of public or private property, wanton 
destruction of cities, towns, or villages, or devastation not justified by military necessity. 
(c) Crimes against humanity: 
Murder, extermination, enslavement, deportation and other inhuman acts done against any civilian population, or persecutions on political, racial or religious grounds, when 
such acts are 2done or such persecutions are carried on in execution of or in connection with any crime against  any civilian population, or persecutions on political, racial or 
religious grounds, when such acts are 2done or such persecutions are carried on in execution of or in connection with any crime against peace or any war crime. 

Principle VII 
Complicity in the commission of a crime against peace, a war crime, or a crime against humanity as set forth in Principle VI is a crime under international law. 

    --UN General Assembly, November 10, 1946



The Consent Doctrine

The consent doctrine was an intentional effort 
to bring medical science under the ambit of the 
new rules-based order.

“The voluntary consent of 
the human subject is 
absolutely essential.”
 -The Nuremberg Code, 1947



Research Ethics:
The Declaration of Helsinki (1964)

• An effort to bring human research ethics under the 
control of the medical profession rather than jurists.

• Two key differences from the Code:
– Consent by “legal guardian” in cases of “legal 

incapacity”.
– “The investigator or the investigating team should 

discontinue the research if in his or their 
judgement it may, if continued, be harmful to the 
individual” (rather than the ”human subject”).



Trickle Down: 
The Emergence of the Consent Doctrine in the U.S. and 

Western Europe

From the late 1940s to the late 1970s the 
consent doctrine became widely accepted in the 
US. and Western Europe.

This first happened in consent to research, but 
gradually also in consent to therapy.





“What to Tell Cancer Patients” 1956 

Case 10: Concealing the Nature of His (sic) 
Disease from a Patient 

Miss A has chondrosarcoma.  “Tell me,” she pleads 
with Dr. B, “do I really have a cancer?”  Dr. B., knowing 
that Miss A has ample time to prepare for death and 
wishing to spare her needless mental suffering, 
answers, “Your pains are due to arthritis.”





Solution: If Miss A actually has arthritis, or if Dr. 
B is convinced that everyone at her age does 
have at least a mild case of arthritis, his answer 
is not morally wrong.

    -Healy, 1956



Explanation:  Dr. B does not affirm that Miss A’s pains are due 
solely to arthritis.  If she does have arthritis, even in a mild form, 
Dr. B is justified in thinking that her pain is due in part to the 
arthritis, and hence his answer is not a lie.  If Miss A really 
wanted the entire truth, she would ask, “Are all my pains due to 
arthritis?”  In such cases patients often do not wish to pursue 
the matter, preferring to accept an answer which leaves them 
with some ray of hope, even though in their hearts they know 
what the facts are.

  -Healy, 1956



“What to Tell Cancer Patients,” 1961

“…whether or not physicians tell their patients 
they have cancer….[there is] a strong and 
general tendency to withold this information.  
Almost 90 percent of the group is within this 
half of the scale.  Indeed, a majority tell only 
very rarely, if ever.”

  -Oken, JAMA 175, 1961



“Changes in Physicians’ Attitudes 
Toward Telling the Cancer Patient,” 

1979

98% of those surveyed reported a policy of 
disclosure to cancer patients.

 - Novack et al., JAMA 241, 1979



Beauchamp and Childress, 
Principles of Biomedical Ethics, 

first edition 1981, now in 8th edition

• Work on the book began in 1976.
• Beauchamp became staff 

philosopher for the National 
Commission, 1977.

• Beauchamp was charged with 
drafting text for the principles in 
the Belmont Report.

• Beauchamp: “the commission 
was confused in the way it 
drafted the principle of respect 
for persons” (2003)

• The PBE principles did not 
emerge from the Belmont 
principles, a common 
misconception

PBE principles:
Respect for autonomy
Non-maleficence
Beneficence
Justice

These four items can fit on a single 
slide, (formerly a 3X5 card).

This “checklist” has been crucial to the 
infiltration of bioethics into medical 
practice, especially in the hospital.



Clinical Trials in the Russian Federation
October 20, 2023

From the “classic site” of clinicaltrials.gov, soon to be retired



Bioethics after the War in Ukraine

• Will Russian science be 
isolated?

• At the moment there is 
an element of Russian 
self-isolation.

• What are the 
implications for drug 
and device industry 
standards?

   



Global Pharma in a Diminished or 
Divided World Order

• New great power alignments may up end 75 years of 
assumptions about the ethics of drug R&D.

• Standards of evidence, publication, intellectual 
property and the purchasing power of nation states 
could shift.

• In particular, either the core value of universal human 
equality as expressed in global standards of prior 
review and informed consent may be revised, or those 
standards will remain as a remnant of the old order.













I’m still trying to figure out what this 
all means for bioethics (part 1).

• Are the standard methodologies for analyzing bioethical 
issues adequate for an increased emphasis on public 
health? (E.g., “common morality”, state enforcement 
powers; perhaps a principle of reciprocity.)

• What new elements of familiar bioethics themes must be 
addressed (E.g., allocation of medical assets, benefit 
sharing.)

• Has the bioethics community paid close enough 
attention to biosafety/biosecurity? (E.g., dual use.)



I’m still trying to figure out what this 
means for bioethics (part 2).

• Has the pandemic created a precedent for 
“bioethics nationalism”? (E.g., selection of 
vaccine study subjects, data safety and 
monitoring standards, site selection).

• Will global pharma regulation preserve bioethics 
standards and practices?

• Can emerging technologies be globally regulated?



For bioethics, 
something to think about.
“Human rights and bioethics are two distinct disciplines with different methods and 

scope. Nevertheless these two fields have grown closer over the last couple decades 

for at least two new developments. This transformation has been driven partly by the 

increasing institutionalization of bioethics: with the establishment of bioethics 

committees and the legal formulation of procedures, codes, decorations, and even 

conventions. On the other hand, bioethics not only applies human rights terms and 

norms, but also provides useful tools for the analysis of human rights questions.”

--Judit Sandor, “Bioethics as a Tool for Extending the Human Rights Discourse”. In: Tibor Várady and Miodrag 
Jovanovic (Eds.) Human Rights in the 21st Century (Eleven International Publishers, 2020).



And then there’s the war.

Susan Maloney, Brookings Institution
April 3, 2026
The New York Times





Thank you!
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