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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 
served in their individual capacity. 
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• June 9, 2021:  Improving Inclusion of Persons with Disabilities in Clinical Research

• July 14, 2021: Simplifying the complexity of translation in clinical research

Upcoming Webinars
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Today’s topic
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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.

The Multi-Regional Clinical Trials Center (MRCT Center)
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Leadership and Guidance

• RADM Richardae Araojo, PharmD, MS, U.S. FDA 
• Barbara E. Bierer, MD, MRCT Center 
• Luther T. Clark, MD, Merck & Co., Inc. 
• Milena Lolic, MD, U.S. FDA 
• David H. Strauss, MD, Columbia University 
• Sarah White, MPH, MRCT Center 

MRCT Center staff: 
• Carmen Aldinger, PhD, MPH
• Hayat Ahmed, MS
• Laura Meloney, MS, MPH
• Joshua Smith-Sreen, MBE
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And the invaluable contributions of >50 
workgroup members, representing:
• Patients, Patient Advocates
• Academia
• Pharmaceutical companies
• CROs
• Non-profit organizations
• Trade associations
• Government agencies
• Research institutes
Each serving in their individual capacity.

Achieving Diversity, Inclusion, 
Equity In Clinical Research
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Guidance Document

• Multi-stakeholder contributions and 
consensus

• Practical and actionable recommendations

• Accountability section considers how each 
stakeholder can change the paradigm

• Toolkit provides adaptable resources not 
easily found elsewhere
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Diversity in Clinical Research Website: mrctcenter.org/diversity-in-clinical-research

New 
Updates 

Out
Now
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• Costs associated with clinical trial participation present a barrier to enrollment, 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.”

• 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).
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Payment in clinical trials: Fair compensation or undue inducement?

12  May 2021
Leaning In Webinar Series



https://mrctcenter.org/diversity-in-clinical-research/©MRCT Center 11

Payment in clinical trials: Fair compensation or undue inducement?

• CIOMS Guideline 13

https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf
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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.
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How should we think about payment for participation? 

ØFair compensation or undue inducement?

ØAltruism or exploitation?

ØBenefit 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?

Today: focusing on payment for participation in clinical research. Compensation 
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.  
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Payment in clinical trials: Fair compensation or undue inducement?
Benefit or risk
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Payment for participation 

1. Reimbursement
§ Reimbursement for expenses 

2. Compensation: 
§ Reimbursement for time and burden of clinical trial 

participation

3. Incentive payments:
§ Payments intended to increase study recruitment, 

retention, and completion

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

Non-financial benefits (not discussed further)
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Payment terminology

Examples of reimbursement for expenses
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• Deception

• Participant safety

• Tax consequences 
o Note undocumented immigrant concerns

• Loss of entitlements
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Possible risks and consequences
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• 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
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Medical costs of participation
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Today’s panelists
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Join us:

MRCTcenter.org
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Discussion and Questions


