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Informed Consent Process Documentation

Subject Name: Study Name:

DEPARTMENT:

Please INITIAL next to “yes” or “no” by each line as appropriate (if no, you MUST
explain in the notes section below).

Yes No  Subject and/or legally authorized representative (LAR) was
given a copy of the ICF to read.

Yes No  Ample time was given to the subject to read and ask questions.

Yes No  All questions and concerns were addressed prior to signing the
consent form.

Yes No A copy of the consent form was provided to the subject and/or
LAR.

Yes No  No study procedures were performed prior to signing of the

consent form.

The details of this research study were discussed with the subject and/or subject’s legally
authorized representative (LAR). All the contents of the informed consent document were
discussed with the subject and/or subject’s LAR. The subject (or subject’s LAR) was
encouraged to ask questions. All questions were answered to the satisfaction of the subject
(or subject’s LAR). The subject (or subject’s LAR) was given adequate time to read the
informed consent form and the opportunity to discuss it. The IRB-approved informed consent
document was signed without alteration by the subject (or subject’s LAR). A copy of the
informed consent document was placed in the subject record, and a copy was given to the
subject. No activities specifically related to the research were started until after the execution
of the consent.

The subject or subject’s LAR signed the IRB approved informed consent document dated:
on .

Signature of Person Who Obtained Consent Date
NOTES
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