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Andrew Ivy



The Nuremberg Code, 1947

The voluntary consent of the human subject is 
absolutely essential.

“It was a good ethics code for barbarians.”
Jay Katz (1922-2008) on his medical school professors’ reaction.



Thalidomide



The “Banality of Evil” 

• The Eichmann Trial, Jerusalem, 
1961

• Hannah Arendt, 
The New School



Stanley Milgram’s
Obedience to Authority Experiment



Henry Beecher

Harvard professor of anesthesiology
NEJM paper, 1966,
“Ethics and Clinical Research”
Describes 22 cases of unethical 

human experiments in the published 
literature, e.g.,

• Brooklyn Jewish Chronic Disease 
Hospital

• Willowbrook State Hospital

Rejected “rigid rules” in favor of the 
“virtuous investigator”
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Jewish Chronic Disease Hospital 
Case, 1963
• Live cancer cells injected into 22 debilitated patients
• Intended to measure patients’ ability to reject 

foreign cells
• No informed consent
• State of New York brought charges against Dr. 

Chester Southam and Dr. Emanuel Mandel
• Suspended medical licensure for one year



Saul Krugman and Willowbrook

• “…were bound to be 
exposed…”

• Special unit isolated from 
other infections

• Likely to have subclinical 
infection and immunity

• Parents gave informed 
consent

• Krugman, The Lancet
1971
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Beecher’s LSD Papers

Lasagna L, von Felsinger JM, Beecher HK. Drug-induced mood changes in 
man. 1. Observations on healthy subjects, chronically ill patients, and 
“postaddicts.” J Am Med Assoc 1955: 157:1006-1020.

von Felsinger JM, Lasagna L, Beecher HK. Drug-induced mood changes in 
man. 2. Personality and reactions to drugs. J Am Med Assoc 1955; 
157:1113-1119.

von Felsinger JA, Lasagna L, Beecher HK. The response of normal men to 
lysergic acid derivatives (di- and mono-ethyl amides). J Clin Exp
Psychopathol 1956; 17:414-428.*

*DoD funded; “The drugs were administered as unknowns”
subjects appear to have been college students.





Dan Callahan was a subject in a Beecher 
study of “speed”, 1960

“Then, around 1971 or so I read 
Beecher's CV since he was part 
of our [the Hastings Center’s] 
project on brain death. I 
noticed in his list of 
publications a project he had 
run on amphetamines that had 
involved swimmers and runners 
in the early 1960s--and that's 
how I first learned what the 
research was and who had run 
it! “

-Dan Callahan to JDM, 11/25/14





Beecher on Informed Consent

• 1962 Harvard protest to DoD re the Nuremberg 
Code

• Informed consent requirement would “cripple” US 
research (Beecher to Kefauver, 1962)*

• Worries about impact of 1960s LSD use (see 
Moreno, “Acid Brothers”)

*Thanks to David Podolsky







The Stanford Prison Experiment, 1971



USPHS Syphilis Study, 1932-72



The National Commission for the Protection of 
Human Subjects 
of Biomedical and Behavioral Research,
1974-78

• Generally viewed as the first national bioethics 
commission. 

• Established as part of the 1974 National Research 
Act, the National Commission is best known for the 
Belmont Report. 

• It identified fundamental principles for research 
involving human volunteers and was the basis of 
subsequent federal regulation in this area.



THE BELMONT REPORT
National Commission for the Protection of Human Subjects of Biomedical 
and Behavioral Research 1979

•A. Boundaries between research and practice
•B. Ethical principles underlying the conduct 
of research:
•Respect for persons
•Beneficence
•Justice



RESPECT FOR PERSONS

•Individuals should be treated as autonomous 
agents (capable of self-determination)

•Persons with diminished autonomy deserve 
protection

•Application: Informed consent



BENEFICENCE

•Do no harm
•Maximize possible benefits and minimize 
possible harms

•Application:  Risk/Benefit assessment



JUSTICE

•Fairness in the distribution of the benefits 
and burdens of research (distributive justice)

•Application:
•Fair procedures and outcomes in the  
selection of subjects

•Protection of vulnerable subjects
•Equitable health care system?



National Commission: 
Special Protections for “Vulnerable 
Populations”

• Pregnant women
• Fetuses
• Children
• Prisoners

These special protections have also been written into 
federal regulation. 

But not for those “institutionalized as mentally ill”.
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