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o Definition and objectives of informed consent

o Informed consent form/patient information sheet:

essential elements of information and subjects’ comprehension
o Conduct of informed consent

o Investigator’s responsibilities

o Documentation J

o Definition of impartial witness and legally acceptable representative

l o Consent renewal

o Informed consent in vulnerable subjects <><>
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Informed consent
Definition?

A process by which a subject
voluntarily confirms his or her
willingness to participate in a particular
trial, after having been informed of all
aspects of the trial that are relevant to the
subject's decision to participate.
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