b) To certify, or to participate in the certification of, the fitness of pris-
oners or detainees for any form of treatment or punishment that may
adversely affect their physical or mental health and which is not in
accordance with the relevant international instruments, or to partici-
pate in any way in the infliction of any such treatment or punishment
which is not in accordance with the relevant international
instruments.

Principle 5. It is a contravention of medical ethics for health personnel,
particularly physicians, to participate in any procedure for restraining a
prisoner or detainee, unless such a procedure is determined in accordance
with purely medical criteria as being necessary for the protecion of the
physical or mental health or the safety of the prisoner or detainee himself,
of his fellow prisoners or detainees, or of his guardians, and presents no
hazard to his physical or mental health.

Principle 6. There may be no derogation from the foregoing principles
on any ground whatsoever, including public emergency.

(Official text from resolution A/RES/37/194, adopted by the General Assembly
of the United Nations, 9 March 1983.)

¢

International Research Codes of Ethics

THE NUREMBERG CODE

International Tribunal of Nuremberg, 1947

Permitted Medical Experiments. The great weight of the evidence before
us is to the effect that certain types of medical experiments on human
beings, when kept within reasonably well-defined bounds, conform to the
ethics of the medical profession generally. The protagonists of the practice
of human experimentation justify their views on the basis that such experi-
ments yield results for the good of society that are unprocurable by other
methods or means of study. All agree, however, that certain basic princi-
ples must be observed in order to satisfy moral, ethical, and legal concepts:

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,

ment of Prisoners (First United Nations Congress on the Prevention of Crime and the Treatment of

Offenders: Report by the Secretariat (United Nations publication, Sales No. 1956.IV.4), annex
LA).
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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 sub-
ject matter involved as to enable him to make an understanding and en-
lightened 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 inconvenjences
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 experi-
ment. 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 will jus-
tify 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.

(Reprinted from Trials of War Criminals before the Nuremberg Military
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Tribunals under Control Council Law No. 10, vol. 2 (U.S. Government Print-
ing Office, Washington, D.C., 1949), pp. 181-182.)

OONT ADATION ML TINT CTAKT
AN IVUIN UE LEILLOJLINING

Recommendations Guiding Physicians in Biomedical Research
Involving Human Subjects

Adopted by the 18th World Medical Assembly (Helsinki, June 1964), and amended
by the 29th World Medical Assembly (Tokyo, October 1975), the 35th World Medical
Assembly (Venice, October 1983), and the 41st World Medical Assembly (Hong
Kong, 1989)

Introduction

It is the mission of the physician to safeguard the health of the people.
His or her knowledge and conscience are dedicated to the fulfillment of
this mission.

The Declaration of Geneva of the World Medical Association binds the
physician with the words, “The health of my patient will be my first
consideration,”” and the International Code of Medical Ethics declares that,
‘A physician shall act only in the patient’s interest when providing medi-
cal care which might have the effect of weakening the physical and mental
condition of the patient.”

The purpose of biomedical research involving human subjects must be to
improve diagnostic, therapeutic, and prophylactic procedures and the un-
derstanding of the etiology and pathogenesis of disease.

In current medical practice most diagnostic, therapeutic, or prophylactic
procedures involve hazards. This applies especially to biomedical research.

Medical progress is based on research which ultimately must rest in part
on experimentation involving human subjects.

In the field of biomedical research a fundamental distinction must be
recognized between medical research in which the aim is essentially diag-
nostic or therapeutic for a patient, and medical research the essential object
of which is purely scientific and without implying direct diagnostic or
therapeutic value to the person subjected to the research.

Special caution must be exercised in the conduct of research which may
affect the environment, and the welfare of animals used for research must
be respected.

Because it is essential that the results of laboratory experiments be ap-
plied to human beings to further scientific knowledge and to help suffering
humanity, the World Medical Association has prepared the following rec-
ommendations as a guide to every physician in biomedical research involv-
ing human subjects. They should be kept under review in the future. It
must be stressed that the standards as drafted are only a guide to physi-
cians all over the world. Physicians are not relieved from criminal, civil,
and ethical responsibilities under the laws of their own countries.
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