
45 C.F.R. § 46.117
Documentation of informed consent.

(a) Except as provided in paragraph (c) of this section, informed consent shall be documented by the use of a
written informed consent form approved by the IRB and signed (including in an electronic format) by the
subject or the subject's legally authorized representative. A written copy shall be given to the person
signing the informed consent form.

(b) Except as provided in paragraph (c) of this section, the informed consent form may be either of the
following:

(1) A written informed consent form that meets the requirements of § 46.116. The investigator shall give either
the subject or the subject's legally authorized representative adequate opportunity to read the informed
consent form before it is signed; alternatively, this form may be read to the subject or the subject's legally
authorized representative.
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