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Clinical trials may convey substantial 
financial toxicity 

A cancer diagnosis causes major financial strain
• >3/4 of people with cancer stop working during treatment
• >1/3 spend their life savings within two years

Trials can exacerbate these issues
• Extra visits may lead to more travel and more missed workdays
• Average of $600 in added non-medical costs per month
• Lower-income individuals travel 3 times further to trial sites

As a result . . . 
• Individuals with household incomes below $50,000/y are 30% less likely to enroll in cancer clinical trials than 

those earning more 
• Fewer than 5% of trial enrollees are Medicaid recipients
• 80% of patients feel that assistance with lodging and transportation costs would increase likelihood of 

enrolling in trials outside their area

Unger JM et al. JAMA Oncol 2016;2:137-9.
Yabroff KR et al. J Clni Oncol 2016;34:259-67.
Guy GP Jr et al. J Clin Oncol 2013;31:3749-57. 

Nipp RD et al. Oncologist 2015;20:572-5.
Borno HT et al. Oncologist 2018;23:1242-49.
Unger JM et al. J Clin Oncol 2013;31:536-42.



Regulatory authorities support 
addressing these costs  

Entity Key points
Council for International 
Organization of Medical Sciences 
(CIOMS)

• Compensation should be proportional to the time 
spent for research purposes and/or travel

Food and Drug Administration 
(FDA)

• Reimbursement for travel expenses to and from 
clinical trial site, and associated costs such as airfare, 
parking, and lodging, are not considered undue 
influence

Office for Human Research 
Protections
(OHRP)

• Payments should not be so high that they create an 
undue influence

• Remuneration should not be a way of offsetting risks



Despite this guidance, efforts to address 
these issues still face challenges  

Factor Status
Concern that payments could violate 
anti-kickback laws National legislation (Harley Jacobsen Clinical 

Trial Participation Income Exemption Act; 
Clinical Trial Modernization Act) remains in 
earliest stages

Payments could result in taxable income 
or affect eligibility for entitlement 
programs
Lack of funding to support a broad 
program across trials

Lazarex Cancer Foundation IMPACT Program 
closed in November 2024

Trial-/sponsor-specific programs may 
be challenging to implement

Proportion of sponsors reporting financial 
support for out-of-pocket expenses is more 
than 3x the proportion of patients who report 
receiving such support 

Hurt S. STAT News 2024..
Barksdale EKS et al. J Clin Oncol 2025;43:2231-2238.



EACT aims to make financial support (and financial 
neutrality) the norm in oncology clinical trials

Resources: www.eactproject.org
• Best Practices for Sponsors
• Best Practices for Sites (NEW THIS MONTH)
• Checklists for Site Staff
• Tax & Legal Issue Brief
• Sponsor and Site Staff Webinars

Hosted by LUNGevity Foundation, EACT provides an ongoing forum for sharing best 
practices and collaborative action to advance financial neutrality for patients 
participating in oncology clinical trials

Arcus Biosciences
Daiichi Sankyo
Greenphire

SuvodaLilly
Merck

Parexel
Pfizer
Sanofi

Johnson & Johnson Scout

http://www.eactproject.org/


There is growing interest in this topic

Barksdale EKS et al. J Clin Oncol 2025;43:2231-2238.

In the 4 months since publication:

4,169 downloads
• 65% US 
• 4% Japan
• 3% France
• 3% India
• 3% China



Yet 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
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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 
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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



New EACT guides can help sites assess needs and resources   



Participant needs assessment and discussion guide



Engaging with sponsors about financial support for participants 



EACT Tax and Legal Issue Brief



Key takeaways

• There is no industry standard regarding financial compensation, whether stipends, 

reimbursements, or pre-payments to participants.

• With the closure of the Lazarex IMPACT Program in 2024, there is no longer a national effort to 

provide financial support to trial participants

• Compensation impacts the feasibility and diversity of enrollment – standardization is necessary

• The Equitable Access to Clinical Trials (EACT) initiative has tools to support trial sites in the 

evaluation of participant needs and sponsor resources 
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