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§ _.116 General Requirements for Informed Consent

(b) Basic elements of informed consent. Except as provided in paragraph (d), (e),
or (f) of this section, in seeking informed consent the following information shall be
provided to each subject or the legally authorized representative:

(1) A statement that the study involves research, an explanation of the purposes
of the research and the expected duration of the subject’s participation, a
description of the procedures to be followed, and identification of any procedures
that are experimental;
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