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Disclaimer

The views and findings expressed in this document are those of the
authors and do not imply endorsement or reflect the views or policies
of the U.S. Food and Drug Administration or the affiliated organization
or entity of any member who contributed to this work. Individuals have

75" served in their individual capacity.

The MRCT Center is supported by voluntary contributions (www.MRCTCenter.org) and grants.
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Practical Approaches to
Improving Diversity in Clinical Trials

Wednesdays
11AM -12noon ET
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il Community Awareness, Access, Knowledge

& Workforce Development

L PREVIOUS WEBINAR . o . o
i RECORDINGS AND SLIDES Study Design, Eligibility, Site Selection & Feasibility
AVAILABLE TO DOWNLOAD Study Conduct (Recruitment, Retention)

HERE Data Standards and Analysis
Stakeholder Roles and Responsibilities

Role of Data in Diversity: Genetics & Real World Data
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Upcoming Webinars

Driving Inclusion

in Clinical Research
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11AM -12PM ET
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* June 9, 2021: Improving Inclusion of Persons with Disabilities in Clinical Research

e July 14, 2021: Simplifying the complexity of translation in clinical research
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Today’s topic

Inducement or Fair Compensation?
Impact on Diverse Participation

May 12, 2021 -
11AM -12PM EDT Barbara Bierer, MD

Moderator
Faculty Director,
MRCT Center

Luke Gelinas, PhD Melissa Gonzales, PhD J. Leonard Lichtenfeld, Joseph Liss, JD
Guest Speaker Guest Speaker MD, MACP Guest Speaker
Senior Advisor, Inclusion Principal, Guest Speaker Associate,

MRCT Center External Partnering Medical Oncologist Ropes & Gray, LLP
Chairperson, Chief Diversity Office, Former Deputy Chief

Advarra IRB Genentech Medical Officer,

American Cancer Society
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Driving Inclusion in Clinical Research
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The Multi-Regional Clinical Trials Center (MRCT Center)

Our Vision

Improve the integrity, safety, and
rigor of global clinical trials.

Our Mission

Engage diverse stakeholders to
define emerging issues in global
clinical trials and to create and
implement ethical, actionable, and
practical solutions.

DEVELOP
STANDARDS ESTABLISH
BEST PRACTICES

| [e————
THE MRCT CENTER of
OMEN'S HOSPITAL

3RIGHAM AND
and HARVARD

IDENTIFY
OPPORTUNITIES

IMPROVE

FOR TRANSPARENCY

IMPROVEMENT
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Leadership and Guidance

* RADM Richardae Araojo, PharmD, MS, U.S. FDA
e Barbara E. Bierer, MD, MRCT Center
e LutherT. Clark, MD, Merck & Co., Inc.

And the invaluable contributions of >50
workgroup members, representing:

« Milena Lolic, MD, U.S. FDA
» David H. Strauss, MD, Columbia University * Patients, Patient Advocates
¥« Sarah White, MPH, MRCT Center * Academia
. , ’ * Pharmaceutical companies
MRCT Center sfcaff: o . L e e CROs
B Carmen Aldinger, PhD, MPH ng * Non-profit organizations

* Hayat Ahmed, M5 ACHIEVING * Trade associations

i * Laura Meloney, MS, MPH DIVERSITY, ,
i  Joshua Smith-Sreen, MBE - INCLUSION, * Government agencies
- AND EQUITY * Research institutes

IN CLINICAL RESEARCH

Toolkit

Each serving in their individual capacity.

Achieving Diversity, Inclusion,

Barbara E. Bierer, MD

1 ini Sarah A.White, MPH
Equity In Clinical Research i .
Hayat R. Ahmed, MS .
S == David H. Strauss, MD
LutherT. Clark, MD 2
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Guidance Document

BN - Multi-stakeholder contributions and el [,
| consensus
IRBs/ Ethics Funders
. . . Committees
* Practical and actionable recommendations
* Accountability section considers how each Reouatony ACCOUNTABILITY cros
stakeholder can change the paradigm
. . Participants, Research
 Toolkit provides adaptable resources not Advocates, Insttutions
easily found elsewhere Hesthcare |
Professionals Stu dy'I?eams'
https://mrctcenter.org/diversity-in-clinical-research N
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Diversity in Clinical Research Website: mrctcenter.org/diversity-in-clinical-research

W, [®] MULTI-REGIONAL
HOME | MRCT CENTER DIVERSITY PROJECT HOME | CONTACT CLINICAL TRIALS
THE MRCT CENTER of
BRIGHAM AND WOMEN'S HOSPITAL

RD

DIVERSITY, INCLUSION, AND EQUITY IN
CLINICAL RESEARCH

ABOUT | GUIDANCE | TOOLS | CASESTUDIES | NEWS & EVENTS

Improve Diversity in Clinical Research New
AC““E\"NGTY . = The MRCT Celnt'er aims to inspire innovation and.forward momentum tf) lmprovg U d ate S
D“'ERSS‘\O;L diversity in clinical research. Change and corrective action are challenging and will E
\NC"“‘E uiTyY only occur with the commitment of the entire clinical research enterprise.

— Use our dynamic tools read our case studies and join us at our Leaning In fis D e iy N ow
Webinars. We invite you to engage with us to expand and enhance the document, | f.k'
tools and resources. i

(DOWNLOAD THE GUIDANCE DOCUMENT) (ORDER THE HARD COPY GUIDANCE DOCUMENT) (EXPLORE THE TOOLK\T)

— Explore the Achieving Diversity, Inclusion, and Equity in Clinical Research
Guidance Document.

12 May 2021
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Payment in clinical trials: Fair compensation or undue inducement?

» Costs associated with clinical trial participation present a barrier to enroliment, particularly
for economically disadvantaged individuals.

* Participants should not be worse off at the end of a trial financially for having contributed
to the social good.

* However, there has been a long-standing concern that payment, even reimbursement for
incurred expenses, will bias decision-making and represents “undue inducement.”

i » Both FDA and OHRP speak to “undue inducement” but neither define it nor do they forbid
payment.

* The same is true of ICH, CIOMS, and the Declaration of Helsinki. In fact, they encourage
payment (e.g., reimbursement, compensation).

!VE lg.
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Payment in clinical trials: Fair compensation or undue inducement?

e CIOMS Guideline 13

Research participants should be reasonably reimbursed for costs directly incurred during
the research, such as travel costs, and compensated reasonably for their inconvenience
and time spent. Compensation can be monetary or non-monetary. The latter might include
free health services unrelated to the research, medical insurance, educational materials,
or other benefits.

Compensation must not be so large as to induce potential participants to consent to
participate in the research against their better judgment (“undue inducement”). A local
research ethics committee must approve reimbursement and compensation for research
participants.

12 May 2021
Leaning In Webinar Series
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Inducement or fair compensation? Impact on diverse participation

Objective

 Ethical payment principles that help to ensure participants’ autonomy

* Understanding the three categories of research payment:
1)  Reimbursement

2) Compensation
3) Incentive payments

* Approaches to fair payment that do not risk undue inducement

For this discussion, we assume that the IRB has approved the protocol, that the risks have been
minimized, and that the benefits are proportional or outweigh the risks of participation, all in the
absence of considerations of payments.

Payment may be considered a “benefit” to the participant, but not in the ethical evaluation of the

protocol. mq—sl
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Payment in clinical trials: Fair compensation or undue inducement?

Benefit or risk

How should we think about payment for participation?

» Fair compensation or undue inducement?

T > Altruism or exploitation?

» Benefit or risk? $ :€ ¥ £

Is there a differential impact on people who are economically disadvantaged?

Are there unintended consequences to payment?

Can we agree on an approach?
$ [amount]

Today: focusing on payment for participation in clinical research. Compensatio
for patient and/or public consultation or engagement at other times in the
product development or trial design and execution will be discussed in the future.

!VE lg.
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Payment terminology

. . . Examples of reimbursement for expenses
Payment for participation P P

e Transportation
1. Reimbursement o Train, bus, or air expenses

= Reimbursement for expenses o Mileage per standard national rates
o Taxi, Uber, or Lyft expenses

o Car rental expenses, if allowed
2.  Compensation: e Parking

= Reimbursement for time and burden of clinical trial o HetelinBnBorequivalentmaximal rateiadiusted
participation

for location)
o Food
e Breakfast, lunch, dinner

3. Incentive payments: e Incidentals

L = Payments intended to increase study recruitment, o (ol s

retention. and completion o Ancillary medical expenses incurred as a
! consequence of research participation

o Costs of medical insurance, if required
o Additional individual or family expenses

* How: https://mrctcenter.org/diversity-in-clinical-research/ o Other out-of-pocket expenses

Non-financial benefits (not discussed further)

S
B

12 May 2021

. . _ ©MRCT Center https://mrctcenter.org/diversity-in-clinical-research/ 14
Leaning In Webinar Series



https://mrctcenter.org/diversity-in-clinical-research/

Possible risks and consequences

©Marty Bucella E-Mail: MIBTOONS@aol.com

Deception

=<1 IRS

Participant safety

Tax consequences
o Note undocumented immigrant concerns

Loss of entitlements

“I'll take the job if you can pay me
under the table."

!VE lg.
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Medical costs of participation

* Expenses for medical care, and standard of care, in research
o Particularly important for the uninsured and underinsured

» Co-pays even with insurance

* Research-related injury

12 May 2021
Leaning In Webinar Series

©MRCT Center https://mrctcenter.org/diversity-in-clinical-research/ 16



Today’s panelists

Luke Gelinas, PhD
Guest Speaker
Senior Advisor,
MRCT Center
Chairperson,
Advarra IRB

12 May 2021
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Melissa Gonzales, PhD
Guest Speaker
Inclusion Principal,
External Partnering
Chief Diversity Office,
Genentech

©MRCT Center

J. Leonard Lichtenfeld,
MD, MACP

Guest Speaker

Medical Oncologist
Former Deputy Chief
Medical Officer,
American Cancer Society

Joseph Liss, JD
Guest Speaker
Associate,

Ropes & Gray, LLP




MULTI-REGIONAL
CLINICAL TRIALS

THE MRCT CENTER of
BRIGHAM AND WOMEN'’S HOSPITAL

and HARVARD

MRCTcenter.org
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MULTI-REGIONAL
CLINICAL TRIALS

THE MRCT CENTER of

BRIGHAM AND WOMEN'’S HOSPITAL
and HARVARD

Discussion and Questions




