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Learning Objectives

 Understand FDA's expectations for informed
consent

« Examine approaches to facilitating participant k

understanding in Informed Consent
« Learn about FDA's Draft Guidance — Key
nformation and Facilitating Understanding Iin
. nformed Consent A
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What is Informed Consent FDA
/

Purpose of the
Research

The purpose of the trial is to
find out if product X, the product
that is being studied, is safe
¥ and effective in treating
) adults like you who have

.
~ - health condition Y.
[~ e

« Informed consent (IC) is not just a signhature or a document.

informed decision about participating in clinical research.

fda.gov/cdersbia A
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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
iIndividuals can participate in clinical investigations of FDA-
regulated medical products. k

» Informed consent must be prospective, understandable, and not
Include exculpatory language.

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

y
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Informed Consent Process FOA

* 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 A
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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
Reasonably foreseeable risks or discomforts

Reasonably expected benefits to the subject or to others

Disclosure of appropriate alternatives

Confidentiality/FDA may inspect

Compensation and research-related injuries

Point of contact for questions

© N O O bk WD

Participation is voluntary

fda.gov/cdersbia 21 CFR 50.25 A
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Elements of Informed Consent

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)

Circumstances of study termination
Costs to the subject

Consequences of withdrawal

a & W N

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

fda.gov/cdersbia 21 CFR 50.25 A
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Key Proposed Revisions to 21 CFR Part 50

Key Information Proposed 50.20 (d) and (e)

Additional Basic Element k
of Informed Consent Proposed 50.25(2)(9)

Additional Elements of

d 50.25(b)(7)-
Informed Consent Proposed 50.25(b)(7)-(9)

y

Federal Reaqister: Protection of Human Subjects and Institutional Review Boards
fda.gov/cdersbia A 8
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Informed Consent Development

* [RBs, clinical investigators,
and sponsors share

responsibility for informed
consent k

Creative Power of the
In-Between

Creative Power of the : K
- »"

In-Between

* The regulatory
requirements represent
the minimum information
to be provided to

prospective participants for

- Courtesy of Christine Lee, Deputy Director, FDA OMHHE .
iInformed consent.
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Opportunities with Informed Consent |k

* Informed consent documents are often long,
complex, and legalistic

* The informed consent process does not take full

advantage of appropriate innovations that can
l facilitate understanding

« More work is needed to fulfill the promise of
participant-centered informed consent

fda.gov/cdersbia A
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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)

fda.gov/cdersbia

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

A

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)

y
ok
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Electronic Informed Consent (eConsent)

e 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

fda.gov/cdersbia

Use of Electronic
Informed Consent

Questions and
Answers

Guidance for Institutional
Review Boards, Investigators,
and Sponsors

IIIIIII
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Challenge Question #1 (RS

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.

fda.gov/cdersbia A
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Key Information and Facilitating =
Understanding

Key Information and

Draft guidance addresses two Facilitating Understanding in
.. Informed Consent
proposed provisions to help people Guidomce for Spousors, Hvestigators, and

Institutional Review Boards

decide whether to join a study

DRAFT GUIDANCE

1) Consent must begin with key E;,_gz:,_;::;;:::.;._:;gw
information I L i

Tu gt wpateg S 3o Somans. sy TOCE; A Kand

Arvin Tandd 05 e pv (TR Ofr o Coumanecmwe. Ovmench ad Deidlogeara

RO A3 w0 200 4T 5000 CIRE Ofox of Coamcll Eoudenr s haslvous

RN S mdwmre 295 S B TP, Ofoe of Uler s Py W31 e 5500

EIMr o 2% . g @ CHEP, Drvvam of Py wd Lsvmwvn. (O£ S0x -
AT 0T e e

U5 Deparament of Sabth snd Boms Sorvien

2) The whole consent must be
organized and presented to help S,

facilitate understanding S

MNared 224
Provbe &

Proposed FDA provisions: 21 CFR 50.20(e)(1) and (2)

Revised Common Rule: 45 CFR 46.116(a)(5)(i) and (ii)
fda.gov/cdersbia A 14
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Provision 1. What is Key Information?

fda.gov/cdersbia

Consent must begin with key
information

- Explain the study and k
reasons someone may

want to participate

Be concise and focused

Be organized to facilitate
comprehension

y
o


https://fda.gov/cdersbia
https://fda.gov/cdersbia

Example of Organizing Key Information
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Example of Organizing Key Information —
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Provision 2: Facilitating
Understanding

« Applies to the whole consent, which must
- Provide research information in sufficient detall

- Be organized and presented in a way to help
l facilitate the participant’s understanding of why

someone may want to participate

fda.gov/cdersbia A 18
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Consider Multiple Approaches

fda.gov/cdersbia

Be creative and
innovative

Consult with
potential research
participants and
communities

Use video,
graphics, along with
electronic consent

Consider using new
design approaches
In whole consent

form

\
\
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Challenge Question #2 (RS

FDA’s proposed key information provisions:

A. Outline a specific format for presenting key
Information

B. Require key information to be presented last
l 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

fda.gov/cdersbia A 20
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FDA

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

fda.gov/cdersbia A
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Closing Thought

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

l - Andy Warhol ‘

fda.gov/cdersbia A 22
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