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FDA Compliance Digest

General Informed Consent Checklist
Basic Elements

by Chris Brouillard-Pierce

CHECKLIST EXCERPT BEGINS

Published by enKap

Item Informed Consent Version Date: /]

IRB/REB Approval Date: __ / /

A. FDA 21CFR Part 50 — Subpart B Informed Consent of Human Subjects/FDA Com-
pliance Program Guidance 7348.811/FDA Guidance for IRBs and Clinical Investiga-
tors (1998)/ICH GCP Section 4.8/Canadian Food and Drugs Act Regulations (Part C,
Division 5).

Yes

No

N/A

1.

Statement that the study/trial involves research. Tip: the trial title should corre-
spond with protocol title; a statement should invite the subject to participate.

§50.25(a)(1)/ICH GCP 4.8.10(a)

2. Explanation of the purpose(s) of the research/trial. Tip: the Sponsoring Agency
and investigator should be identified.
§50.25(a)(1)/ICH GCP 4.8.10(b)

3. The trial treatment(s) and the probability for random assignment to each treat-
ment.

ICH GCP 4.8.10 (c)

4. Adescription of the trial procedures to be followed, including all invasive proce-
dures and aspects of the trial that are experimental. Tip: verify the description
corresponds (is accurate) with the applicable protocol.

§50.25(a)(1)/ICH GCP 4.8.10 (d) (f)

5. Adescription of the subject’s responsibilities.
ICH GCP 4.8.10 (e)

6. A description of any reasonably foreseeable risks, discomforts or inconveniences
to the subject (embryo, fetus, or nursing infant, if applicable). Tip: ensure these
risk, discomforts or inconveniences correspond with those listed in the applica-
ble Investigator Brochure (IB).

§50.25(a)(2)/ICH GCP 4.8.10 (g)

7. Description of any benefits to the subjects or to others, which may reasonably be
expected from the research. When there are no intended clinical benefits to the
subject, the subject should be made aware of this fact.

§50.25(a)(3)/ICH GCP 4.8.10 (h)

8. Disclosure of appropriate alternative procedure(s) or course(s) of treatment, if
any, that might be available or advantageous to the subject, including their im-
portant potential benefits and risks.

§50.25(a)(4)/ICH GCP 4.8.10(i)
CHECKLIST EXCERPT ENDS
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This Checklist excerpt is compliments of the FDA Compliance Learning Community of

enKap (http://www.enkap.com). The complete Checklist is published in the November

2009 Premier issue of the FDA Compliance Digest
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