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“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, over
reaching, 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
methods and means by which it is to be conducted;
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”’.
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“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”.
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"1.61 Vulnerable Subjects

Individuals whose willingness to volunteer in a clinical
trial may be unduly influenced by the expectation,
whether justified or not, of benefits associated with
participation, or of a retaliatory response from senior
members of a hierarchy in case of refusal to participate.
Examples are members of a group with a hierarchical
structure, such as medical, pharmacy, dental, and
nursing students, subordinate hospital and laboratory
personnel, employees of the pharmaceutical industry,
members of the armed forces, and persons kept in
detention. Other vulnerable subjects include patients
with incurable diseases, persons in nursing homes,
unemployed or impoverished persons, patients in
emergency situations, ethnic minority groups, homeless
persons, nomads, refugees, minors, and those incapable
of giving consent."
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""An IRB/IEC should safeguard the rights, safety, and well-
being of all trial subjects. Special attention should be paid to
trials that may include vulnerable subjects."
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