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Learning Objectives
• Understand FDA’s expectations for informed 

consent
• Examine approaches to facilitating participant  

understanding in Informed Consent
• Learn about FDA’s Draft Guidance – Key 

Information and Facilitating Understanding in 
Informed Consent

https://fda.gov/cdersbia
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What is Informed Consent

• Informed consent (IC) is not just a signature or a document.
• Ensures patients have enough information to make an

informed decision about participating in clinical research.
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50.20 General Requirements 
for Informed Consent

• FDA regulations require investigators, with limited exceptions, to 
obtain informed consent from individuals before these 
individuals can participate in clinical investigations of FDA-
regulated medical products.

• Informed consent must be prospective, understandable, and not 
include exculpatory language. 

• The consent process must also not create undue influence or 
coercion. 

21 CFR 50.20 

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50/subpart-B/section-50.20
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Informed Consent Process
• Begins with recruitment materials to the end of the study

• Involves providing a potential participant with relevant 
information, in a way that:

– Facilitates understanding

– Allows sufficient opportunity to ask questions and consider 
participation

– Assures continued agreement and understanding throughout 
participation

• Documentation of informed consent at the start is only 
part of the process



fda.gov/cdersbia 6

Elements of Informed Consent
a) Basic Elements (paraphrased)
1.  A statement that the study involves research

• Explanation of the purpose / expected duration
• Description of procedures/research interventions

2.  Reasonably foreseeable risks or discomforts
3.  Reasonably expected benefits to the subject or to others
4.  Disclosure of appropriate alternatives
5.  Confidentiality/FDA may inspect
6.  Compensation and research-related injuries
7.  Point of contact for questions
8.  Participation is voluntary

21 CFR 50.25 

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50/subpart-B/section-50.25
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50/subpart-B/section-50.25
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b) Additional Elements (When Appropriate – paraphrased) 
1. A statement that the particular treatment or procedure may involve 

unforeseeable risk to the subject (or embryo or fetus)

2. Circumstances of study termination 

3. Costs to the subject

4. Consequences of withdrawal

5. A statement that significant new findings relating to the subject’s 
willingness to continue will be communicated

6. Approximate number of subjects in the study

c) Mandatory verbatim statement related to ClinicalTrials.gov

21 CFR 50.25 

Elements of Informed Consent

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50/subpart-B/section-50.25
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50/subpart-B/section-50.25
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Key Proposed Revisions to 21 CFR Part 50

Key Information Proposed 50.20 (d) and (e)

Additional Basic Element 
of Informed Consent Proposed 50.25(a)(9)

Additional Elements of 
Informed Consent Proposed 50.25(b)(7)-(9)

Federal Register: Protection of Human Subjects and Institutional Review Boards

https://www.federalregister.gov/documents/2022/09/28/2022-21088/protection-of-human-subjects-and-institutional-review-boards
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Informed Consent Development
• IRBs, clinical investigators, 

and sponsors share 
responsibility for informed 
consent

• The regulatory 
requirements represent 
the minimum information 
to be provided to 
prospective participants for 
informed consent. 

- Courtesy of Christine Lee, Deputy Director, FDA OMHHE
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Opportunities with Informed Consent
• Informed consent documents are often long, 

complex, and legalistic
• The informed consent process does not take full 

advantage of appropriate innovations that can 
facilitate understanding

• More work is needed to fulfill the promise of 
participant-centered informed consent
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Improving Understanding
Representative Existing Resources Ongoing Work

• Clinical Trials Transformation Initiative 
(CTTI) Tiered Consent Project (2016)

• Use of Electronic Informed Consent: 
Questions and Answers (December 
2016)

• Informed Consent Final guidance 
(August 2023)

• Electronic Systems, Electronic 
Records, and Electronic Signatures in 
Clinical Investigations, Questions and 
Answers (October 2024)  

• Protection of Human Subjects and 
Institutional Review Boards 
(Proposed Rule, September 2022) 

• ICH E6 (R3)  Good Clinical Practice 
(public consultation on draft guideline 
starting May 2023)

• Key Information and Facilitating 
Understanding in Informed Consent 
(Draft guidance, March 2024)

https://ctti-clinicaltrials.org/our-work/ethics-and-human-research-protection/informed-consent/
https://www.fda.gov/media/116850/download
https://www.fda.gov/media/116850/download
https://www.fda.gov/media/88915/download
https://www.fda.gov/media/166215/download
https://www.fda.gov/media/166215/download
https://www.federalregister.gov/documents/2022/09/28/2022-21088/protection-of-human-subjects-and-institutional-review-boards
https://www.fda.gov/media/176663/download
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Electronic Informed Consent (eConsent)
• Permits remote consent
• Enables expanded use of 

graphics, audio et al to  improve 
understanding

• Permits hyperlinks to sites with 
supplemental information 

• Can facilitate tests for 
understanding 

• Can be used to address a variety 
of sensory impairments
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Challenge Question #1
Which of the following statements is NOT 
true?  
A. FDA regulations include eight elements that must be 

included in all informed consent documents.
B. Informed consent is an ongoing process.
C. FDA regulations do not permit the use of images, 

graphics, or cartoons in informed consent
D. Informed consent cannot contain exculpatory language.
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Key Information and Facilitating 
Understanding
Draft guidance addresses two 
proposed provisions to help people 
decide whether to join a study

1) Consent must begin with key 
information 

2) The whole consent must be 
organized and presented to help 
facilitate understanding 

Proposed FDA provisions:  21 CFR 50.20(e)(1) and (2)
Revised Common Rule:  45 CFR 46.116(a)(5)(i) and (ii)
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Provision 1:  What is Key Information? 

• Consent must begin with key 
information
− Explain the study and 

reasons someone may 
want to participate

• Be concise and focused 
• Be organized to facilitate 

comprehension
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Example of Organizing Key Information

*This is 
one 
approach; 
others are 
possible. 
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Bubbles

White 
space 

Hyperlink to 
more details

Risks/benefits 
side-x-side 
first page

2 
columns

A few 
pages

Design 
Tips

Example of Organizing Key Information

Bullet 
points

Simple 
text

*This is 
one 

approach; 
others are 
possible. 
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• Applies to the whole consent, which must
− Provide research information in sufficient detail
− Be organized and presented in a way to help 

facilitate the participant’s understanding of why 
someone may want to participate

Provision 2: Facilitating 
Understanding
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Consider Multiple Approaches

Be creative and 
innovative 

Use video, 
graphics, along with 
electronic consent

Consult with 
potential research 
participants and 
communities

Consider using new 
design approaches 
in whole consent 
form
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Challenge Question #2
FDA’s proposed key information provisions:
A. Outline a specific format for presenting key 

information
B. Require key information to be presented last
C. Are intended to replace informed consent
D. Are intended to facilitate understanding about 

why an individual might or might not want to 
participate in a trial
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Summary

 Be clear and concise and use plain language
 Engage patients and communities for insights on 

the informed consent form and process
 Be innovative with content and approaches for 

informed consent
 Regulatory requirements don’t prohibit creativity 
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Closing Thought

• “They always say time changes things, but you 
actually have to change them yourself.”

– Andy Warhol



Questions?

Ann Meeker-O’Connell, M.S.
Director, Office of Clinical Policy

Office of the Chief Medical Officer
Office of the Commissioner | US FDA

gcpquestions@fda.hhs.gov 

mailto:gcpquestions@fda.hhs.gov
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