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• Presenters’ views are their own and do not
necessarily represent FDA policies

• No disclosures

Disclaimers

https://www.fda.gov/drugs/development-approval-process-drugs/cder-small-business-industry-assistance-sbia?utm_medium=email&utm_source=govdelivery
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1. Describe the purpose of informed consent

2. Describe how two provisions in FDA’s proposed
rule can improve consent materials

3. Explain what a key information section is

4. Describe tools that can improve organization and
understanding of consent

Learning Objectives
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• This is a high-level overview
• Please see the FDA regulations (21 CFR Part 50)

and guidances for specifics

Note
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Good thing we have

ANSWERS

That’s a lot to learn…
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What is
Informed 
Consent?

Question 1
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Informed Consent Guidance

• Informed Consent

• Published August 2023

https://www.fda.gov/media/88915/download
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• Providing information to allow a person to make an
informed decision about whether to participate in a
study

• Helping a person understand the study
• Providing opportunity for questions
• Obtaining/documenting voluntary agreement to

participate
• Providing information during the study

Informed Consent Is…
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• An ongoing exchange of information with
each prospective participant

• Does NOT end after consent form is signed
• Example: If a protocol changes:

‒ additional information can be provided to 
participants

and 
‒ participants may need more time to ask 

questions and obtain answers

Informed Consent Process Is…
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Challenge Question A

Who is responsible for informed consent? 
A. The sponsor
B. The clinical investigator
C. The IRB
D. The participant
E. All of the above
F. A – C
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What are the
elements of 

informed 
consent?

 

Question 2
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a) Required “Basic Elements”
b) “Additional Elements”
c) Required statement about

ClinicalTrials.gov
d) Any other information that the study

sponsor or investigator wants to include

Informed Consent Elements

21 CFR 50.25
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Basic Elements
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Basic Elements
1) The study involves research

• Purpose, duration
• Procedures or interventions
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2) Risks or discomforts



fda.gov/cdersbia 16

Basic Elements
1) The study involves research

• Purpose, duration
• Procedures or interventions

2) Risks or discomforts
3) Benefits



fda.gov/cdersbia 17

Basic Elements
1) The study involves research

• Purpose, duration
• Procedures or interventions

2) Risks or discomforts
3) Benefits
4) Appropriate alternatives



fda.gov/cdersbia 18

Basic Elements
1) The study involves research

• Purpose, duration
• Procedures or interventions

2) Risks or discomforts
3) Benefits 
4) Appropriate alternatives
5) Confidentiality; FDA may inspect



fda.gov/cdersbia 19

Basic Elements
1) The study involves research

• Purpose, duration
• Procedures or interventions

2) Risks or discomforts
3) Benefits
4) Appropriate alternatives
5) Confidentiality; FDA may inspect
6) Compensation for injuries



fda.gov/cdersbia 20

Basic Elements
1) The study involves research

• Purpose, duration
• Procedures or interventions

2) Risks or discomforts
3) Benefits
4) Appropriate alternatives
5) Confidentiality; FDA may inspect
6) Compensation for injuries
7) Study contact



fda.gov/cdersbia 21

Basic Elements
1) The study involves research

• Purpose, duration
• Procedures or interventions

2) Risks or discomforts
3) Benefits
4) Appropriate alternatives
5) Confidentiality; FDA may inspect
6) Compensation for injuries
7) Study contact
8) Voluntary participation
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Additional Elements

1) Unforeseeable risks

2) Involuntary termination

3) Costs to participant

4) Withdrawal

5) New findings will be shared

6) Approximate number of study participants



fda.gov/cdersbia 23

• Don’t write a book!
– Longer consent forms limit understanding

• Avoid complex, legalistic forms

• Avoid high reading levels

That’s a lot to put in a 
consent form…
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How does informed consent
relate to the conference title:

 

“Innovation in Medical Product 
Development?”

Question 3
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• FDA Proposed Rule: “Protection of Human
Subjects and Institutional Review Boards”
(21 CFR Parts 50 and 56)

• Office for Human Research Protections
(OHRP): “revised Common Rule”
(45 CFR Part 46)

FDA Informed Consent Changes

FDA proposed rule – 87 FR 58733, Sept. 28, 2022
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New Informed Consent 
Joint Draft Guidance

• Key Information and
Facilitating Understanding

• Published March 2024

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/key-information-and-facilitating-understanding-informed-consent-guidance-sponsors-investigators-and
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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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What is key 
information?

Question 4
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• 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

Key Information
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• Assess what elements of consent may be
appropriate to include for a particular study

– Required “Basic Elements”

– “Additional Elements”

– Information beyond elements
• Note: Key information may comprise the entire

consent, if it includes all basic elements (e.g.,
simple studies)

Key Information Content



fda.gov/cdersbia 31

Key Information Voluntary 
Participation 

Purpose

Key Information Example
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Risks and 
Discomforts

Potential 
Benefits

Key Information Example
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Duration and 
Procedures

Compensation and 
Treatments for 

Injuries

Other Alternatives

Key Information Example
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Question 5

What is 
NOT key 
information?



fda.gov/cdersbia 35

• In place of consent process
• A change in responsibilities
• A “one-size-fits-all” approach for all

studies

Key Information is NOT…
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How can consent 
materials be 

prepared to help 
people better 
understand a 

study?

Question 6
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• The whole consent must
– Present research information in

sufficient detail
– Be organized to help facilitate the

participant’s understanding of why
someone may want to participate

Facilitating Understanding
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Key Information Design
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Study on Design Features

Boudewyns, V., et al. Science Direct (2015) 
https://doi.org/10.1016/j.pec.2015.07.003 
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Study on Design Features

Results: Bubble 
format 

improves 
comprehension
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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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Question 7

Is there only 
one way to 

prepare a key 
information 

section?
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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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Electronic Consent Joint 
Guidance

• Electronic Consent

• Published December 2016

https://www.fda.gov/media/116850/download
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Why are the 
new consent 
provisions 
important?

Question 8
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• Critical to have better informed participants
• May help presenter convey information more 

clearly
• Can provide a useful resource 
• May improve enrollment, help retain participants, 

and increase diversity

Improving More Than Consent…
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Question 9

What’s Next?
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• FDA must publish final rule
• Work with OHRP to finalize guidance

Next Steps
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Want to 
know more 

about 
Informed 
Consent?

Question 10
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• FDA guidance on Informed Consent (2023)

• FDA/OHRP draft guidance on Key Information and 
Facilitating Understanding in Informed Consent (2024)

• FDA/OHRP guidance on the Use of Electronic Informed 
Consent Q&A (2016)

• FDA Informed Consent Regulations – 21 CFR Part 50 

• FDA Proposed Rule on Protection of Human Subjects 
(87 FR 58733, Sept. 28, 2022) 

FDA Resources

https://www.fda.gov/media/88915/download
https://www.fda.gov/media/176663/download
https://www.fda.gov/media/176663/download
https://www.fda.gov/media/116850/download
https://www.fda.gov/media/116850/download
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50
https://www.fda.gov/about-fda/economic-impact-analyses-fda-regulations/protection-human-subjects-and-institutional-review-boards-proposed-rule-regulatory-impact-analysis
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Which of the following statements about key information is true?

A. The consent form must begin with key information.  

B. Key information must include all basic and additional consent 
elements.

C. Key information must use bubbles, two columns, and white 
space.

D. Key information must be limited to two pages.

E. Nothing specific is required

Challenge Question B
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Who is responsible for key information? 
A. The sponsor
B. The clinical investigator 
C. The IRB
D. The participant
E. All of the above
F. A – C 

Bonus Question 
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Key information must be presented first*
Be organized
Be clear and concise
Be innovative with content and 

approaches

Main Takeaways

*once FDA proposed rule is finalized
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Main Takeaways

 Start adding a key information section                                         
        AND 

 Start improving approaches to the whole 
consent form and process now
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Questions
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