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Disclaimer

The views and opinions presented here 
represent those of  the speaker and should 
not be considered to represent advice or 
guidance on behalf  of  the U.S. Food and 
Drug Administration
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Objectives
• Define informed consent and informed 

consent process

• Describe FDA Regulations for Informed 
Consent

• Present FDA guidances on Informed 
Consent and Electronic Informed Consent

• Outline Key Information Guidance

www.fda.gov
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Informed Consent
• Informed consent (IC) is not just a signature or 

a document.  Obtaining consent involves:
– The disclosure of  the relevant information to research 

participants that allows for an informed decision.
– Creating an environment/process that is conducive to the 

discussion
– An ongoing dialogue throughout the conduct of  a trial
– When appropriate, an assessment of  the participant’s 

understanding of  the research
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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 
to allow for an informed decision in a way that:
– facilitates understanding
– allows sufficient opportunity to ask questions and consider whether or not to 

participate,
– assures no undue influence or coercion 
– assures participation is voluntary
– assures continued agreement and understanding throughout the duration of  

participation

• Documentation of  informed consent at the start of  the trial is only 
part of  the process
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FDA Regulations for Informed Consent

• 21 CFR Part 50, “Protection of  Human Subjects”
– Subpart A: General Provisions

– Subpart B: Informed Consent Requirements

– Subpart D: Additional Safeguards for Children

• Note: Part 50 focuses on informed consent only.  Additional protections for 
participants can be found throughout FDA regulations (e.g., 21 CFR parts 56, 

312 & 812)
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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. 

www.fda.gov
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Elements of  Informed Consent
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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 www.fda.gov

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50/subpart-B/section-50.25
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Elements of  Informed Consent
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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 posting on ClinicalTrials.gov

21 CFR 50.25 www.fda.gov

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50/subpart-B/section-50.25
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Informed Consent

Guidance for IRBs, Clinical 
Investigators, and Sponsors

Informed Consent
Guidance for IRBs, 

Clinical Investigators, 
and Sponsors

U.S. Department of Health and Human 
Services Food and Drug Administration

Office of Clinical Policy
Center for Drug Evaluation and 

Research Center for Biologics Evaluation 
and Research Center for Devices and 

Radiological Health

August 2023 Good Clinical Practice
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Electronic Informed Consent (eConsent): 
Advantages

• Can use a multimedia approach to include embedded videos, 
graphics, audio, podcasts and interactive websites to improve 
understanding

• Permits hyperlinks to sites with supplemental information if  needed
• Can facilitate tests for understanding 
• Can be used to address a variety of  sensory impairments (e.g., enlarge 

fonts, improved contrast, audio recordings for visually impaired)
• Enables expanded use of  graphics, audio and other techniques to  

improves understanding
• Easier to update than paper documents
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eConsent Advantages

• Can obtain consent remotely
• Offers the opportunity for study participants to review and sign 

consent document in the comfort of  their own home
• Allows for investigators to interact virtually with study 

participants 
• Audio-visual material can show graphically what study procedures 

involve, what medications look like, what potential adverse events 
may look like

• Elimination of  paper is cost effective, saves time, space and trees



13

eConsent Guidance: Overview of  
Recommendations

• Must meet the same requirement as for paper consent
• Must include some method to verify study participant’s 

identity
• Must provide an adequate electronic equivalent of  a 

copy of  the informed consent
• Must be secure with restricted access and should include 

methods to ensure participant confidentiality
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New Informed Consent Draft Guidance:
Key Information

• Key Information and 
Facilitating Understanding 

• Published March 2024
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Both are intended 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 

2 Proposed Consent Provisions

Proposed 21 CFR 50.20(e)(1) and (2)
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Example:  Key Information Design

Bubbles

White space 

Bullet 
points

Simple 
text

Hyperlink to 
more details

Risks/benefits 
side-x-side 
first page

2 columns

2 pages

Design Tips
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• Be creative and innovative 

• Use video, graphics, along with 
electronic consent

• Consult with patient groups and 
communities

Consider Multiple Approaches
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FDA Guidance Documents
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Call to Action on Informed Consent

• FDA has published guidance documents encouraging 
approaches that support potential participants in 
understanding planned research and making an 
informed decision on whether to participate

• Literature indicates that informed consent processes 
and documents have changed very little in practice

• Informed consent documents often remain long, 
complex, and legalistic

www.fda.gov
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Thanks for your attention
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Additional Resources
• FDA Informed Consent Regulations – 21 CFR 50 (https://www.ecfr.gov/current/title-21/chapter-

I/subchapter-A/part-50)

• Common Rule regulations – 45 CFR 46 (https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-
46) 

• Clinical Trials Information (https://www.fda.gov/science-research/science-and-research-special-topics/clinical-
trials-and-human-subject-protection) 

• Clinical Trials: What Patients Need to Know (https://www.fda.gov/patients/clinical-trials-what-patients-need-
know)

• FDA Final “Informed Consent Guidance”, August 2023, available at: 
https://www.fda.gov/media/88915/download 

• FDA Draft Guidance “Electronic Systems, Electronic Records, and Electronic Signatures in Clinical 
Investigations: Questions and Answers”, March 2023, available at: 
https://www.fda.gov/media/166215/download 

• FDA Information Sheet Guidance on Payment and Reimbursement to Research Subjects 
(https://www.fda.gov/regulatory-information/search-fda-guidance-documents/payment-and-reimbursement-
research-subjects) 

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46
https://www.fda.gov/science-research/science-and-research-special-topics/clinical-trials-and-human-subject-protection
https://www.fda.gov/science-research/science-and-research-special-topics/clinical-trials-and-human-subject-protection
https://www.fda.gov/patients/clinical-trials-what-patients-need-know
https://www.fda.gov/patients/clinical-trials-what-patients-need-know
https://www.fda.gov/media/88915/download
https://www.fda.gov/media/166215/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/payment-and-reimbursement-research-subjects
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/payment-and-reimbursement-research-subjects
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