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Disclaimer

• This material and opinions expressed here are not intended to represent 
the position of Brigham and Women's Hospital, Mass General Brigham, 
Harvard University, HHS, FDA, or any organization, institution, or entity. 

• The MRCT Center is supported by voluntary contributions from 
foundations, corporations, international organizations, academic 
institutions, and government entities (see https://mrctcenter.org/),
 as well as by grants. We are committed to autonomy in our work and 
to transparency in our relationships. 

• This work is licensed under a CC BY-NC-SA 4.0 license. Do not copy or 
use without permission from, and acknowledgement of, the MRCT Center.

https://mrctcenter.org/
https://creativecommons.org/licenses/by-nc-sa/4.0/legalcode
https://creativecommons.org/licenses/by-nc-sa/4.0/legalcode
https://creativecommons.org/licenses/by-nc-sa/4.0/legalcode
https://creativecommons.org/licenses/by-nc-sa/4.0/legalcode
https://creativecommons.org/licenses/by-nc-sa/4.0/legalcode
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About Us

MRCT Center is an applied policy center 

focused on addressing the conduct, 

oversight, ethics and regulatory 

environment for clinical trials around the 

world.
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Our Vision

Improve the integrity, safety, and rigor of 

clinical trials around the world.

We engage diverse stakeholders to define 

emerging issues in global clinical trials and to 

create and implement ethical, actionable, and 

practical solutions.

Our Community
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December 7, 2025

➢ Daniel Zheng, Children’s Hospital of Philadelphia

➢ Survey of 422 participants: 1/3 families experienced new financial hardships within 

2 years of diagnosis of pediatric ALL

➢ 22% new housing insecurity

➢ 15.9% food insecurity

➢ 8.6% challenges paying for utilities

‘What’s so sad is that for some of our families, their child’s 
cancer diagnosis is not the hardest thing they’re facing.”

- Katie Oranges, NP
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Payment to research participants is ethical

• Reimbursement for out-of-pocket expenses

• Compensation for time and burdens

• Incentives for participation

https://www.nejm.org/doi/10.1056/NEJMsb1710591 

https://www.nejm.org/doi/10.1056/NEJMsb1710591
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Impact of clinical trial compensation on federally-funded 
means-tested programs

• Advance Premium Tax Credit (APTC)

• Children’s Health Insurance Program (CHIP)

• Cost Sharing Reduction (CSR)

• Earned Income Tax Credit (EITC)

• Federal Low-Income Housing

• Modified Adjusted Gross Income (MAGI) Medicaid

• Supplemental Nutrition Assistance Program (SNAP)

• Supplemental Security Income (SSI)

• Temporary Assistance for Needy Families (TANF)

• Head Start

• Social Security Disability Insurance (SSDI)

• Special Supplemental Nutrition Program for Women, Infants, and Children (WIC)
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EACT Initiative: Presentation



Background on the EACT Initiative
• Launched in 2022 to understand landscape for lung cancer clinical trials

• Provide continuing forum for sharing best practices and collaborative action to advance 
financial neutrality for patients participating in all oncology clinical trials

• Issue are not specific/unique to oncology

• Initiative format, hosted by LUNGevity Foundation

▪ Steering group & 3 or 4 “all hands” meetings per year on topics of shared interest

• Working groups

▪ Identifying best practices & industry consensus standards for reimbursement programs (2023)

▪ Defining and clarifying tax/legal issues with reimbursement programs (2023)

▪ Expanding efforts to educate HCP’s about availability of reimbursement (2023)

▪ Deeper dive for best practice and barriers for sponsors and sites (2024 & 2025)

▪ Dissemination (2024 & 2025)

▪ IRB Engagement (2025)





Website (eactproject.org)
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Best Practice Considerations & 
Recommendations for Sponsors



Best Practice Recommendations for Sponsors
1. Visit the EACT Website at: 
https://www.eactproject.org/

2. Scroll to bottom of home 
page to “Resources”

3. Click “Download the report” 
under “Advancing Equitable 
Access to Clinical Trials: 
Eliminating the Financial 
Burden for Patients”

Direct link to resource 

https://www.eactproject.org/
https://d2zd6ny1q7rvh6.cloudfront.net/f6a21528-6935-423a-ab1a-dab8902b0620/1c1ef17908164cc7a8593deb5aa323ef?response-content-disposition=inline%3B%20filename%2A%3DUTF-8%27%27EquitableAccessToClinicalTrials_report.pdf&response-content-type=application%2Fpdf%3B%20time%3D20250218205332&Expires=1740009600&Signature=VQ0pfbe7~k4l3kPZ-hP1OPlTR7SqI7PvIOb4-3SNrPoB0kv1ZJEg-H54PUHUT~MSpEi~710oKQyU6WhqfvO5Zh1F5Cu3rF0naqOOLo4pH1f3LfzvUMJ7zihoCvx0-pxgCVLP6udq63ggQTDNCAw9vVY95fVd1~RNiKs0WOwPzuEMc6eKqCUNK1n4khyDhRaJqI43bv9a4F2eLM4uAWOEoBZr40DfMjUlXnxrbyGY50j44fLCqCaX~IEQ1Aka6SnvphMbbluJlUles3FuQy809pCBA5DrOxBqeDQbbHXgav-Eh66MZBO~HJBJk-KnVpnKYeshgsvd3thUi~n9wDJ-hw__&Key-Pair-Id=APKAI33AGAEAYCXFBDTA
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Best Practice Recommendations for Sponsors



Enduring Webinar Content

• 90-minutes
• Recorded 3.5.2025
• 100+ Registrants
• Content can be found at: 

https://www.eactproject.org/industry-sponsors-webinar
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Tax & Legal Issues with Compensation



Key Tax & Legal Issues
• Trial Participants

• Tax implications

• Safety net program eligibility implications

• Sponsors
• Administrative burdens (e.g., receipts, bank accounts, etc.)

• Legal issues--Anti-Kickback Statute (AKS) and Civil Monetary Penalty (CMP) 
Statute



Tax & Legal Issue Brief
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Resources for Clinical Trial Site Staff



Clinical trial enrollment and participation are 
becoming more complex

Garcia S et al. J Thorac Oncol 2017;12:1489-1495.

1986-
1995

1996-
2005

2006-
2016

Screening blood tests (n) 11 15 19

Timing—blood tests (d) 14 28 14

Screening imaging studies (n) 5 2 2

Timing—imaging studies (d) 42 28 28



Numerous interactions required for these steps

RED = Research Team
BLUE = Clinic Team

Gerber DE et al. J Oncol Pract 2016;12:1020-28.



How do sites fit financial support into these processes?

Gerber DE et al. J Oncol Pract 2016;12:1020-28.



Awareness, understanding, and potential impact of 
financial support programs remains limited

EACT sponsored 6 optional questions at the end of the Annual AACI CTO Benchmarking Survey 
Conducted in November 2024. N=59 cancer center respondents

Low

Medium

High

Level of awareness of 
financial support programs 
for clinical trial participants

70% of sites do not collect 
data on how often trial 
participants seek financial 
assistance for trial-related 
expenses

75% of sites do not collect 
data on how often potential 
trial candidates choose not to 
participate in clinical trials 
due to financial burden 
 

43.10% 41.38%

15.52%

0%

10%

20%

30%

40%

50%

Yes No I don't know

Does your site have restrictions on the use 
industry-sponsored financial support 
programs for clinical trial participants?



How such support is best provided remains unclear

EACT sponsored 6 optional questions at the end of the Annual AACI CTO Benchmarking Survey 
Conducted in November 2024. N=59 cancer center respondents

Financial Support Type Preferred by Site Staff Financial Support Type Preferred by Trial Participants



A call to action for sponsors and site staff



Multiple opportunities to address financial support



EACT resources can help sites assess needs and resources   



Sites Best Practices Guide



Engaging with sponsors about financial support for participants 



Negotiating with Sponsors Checklist

https://www.eactproject.org/working-with-
sponsors



Participant needs assessment and discussion guide



Participant Needs Assessment Checklist

https://www.eactproject.org/assessing-needs



Enduring Webinar Content

• Sites Personnel Webinar Recorded 12.11.2024
• 90-minutes
• ONS providing NCPD Credit
• 300+ Registrants; 200 Live Participants
• Content can be found at: 

https://www.eactproject.org/site-personnel-webinar
• NEXT WEBINAR:  

• Sites “201” Content Planned for February 2026

https://www.eactproject.org/site-personnel-webinar
https://www.eactproject.org/site-personnel-webinar
https://www.eactproject.org/site-personnel-webinar
https://www.eactproject.org/site-personnel-webinar
https://www.eactproject.org/site-personnel-webinar
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Thank 
you!

https://mrctcenter.org
 
https://eactproject.org

bbierer@bwh.harvard.edu
 
wendy@wscollaborative.com

David.Gerber@UTSouthwestern.edu 
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