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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.
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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.

Mitigating Financial Toxicity for Participants in Clinical Trials

Our Community

We engage diverse stakeholders to define
emerging issues in global clinical trials and to
create and implement ethical, actionable, and

practical solutions.
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Almost 1 in 3 families facing pediatric ALL experience 16 CumnoAL

TRIALS

new catastrophic financial challenges

» 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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Drop in Credit Score After Cancer oA o

ACCESS

Diagnosis Linked to Increased To SiicA
Mortality, Study Shows

Massachusetts data shows a critical link between financial health and survival

Key Takeaways

e Among 42,451 patients, 8.5% developed financial toxicity (a credit score below 600) after their
diagnosis; an additional 3% were already in that category.

» Patients whose credit score fell by two tiers within 12 months of diagnosis faced a 29% higher
risk of death. Over any six-month period after diagnosis, a one-tier drop increased mortality
risk by 12%, and a two-tier drop raised it by 63%, compared with patients whose scores
stayed stable.

* Anincrease in credit score was not found to be a protective factor against mortality.

https://www.facs.org/media-center/press-releases/2025/drop-in-credit-score-after-cancer-diagnosis-linked-to-increased-mortality-study-shows/
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Payment to research participants is ethical

SOUNDING BOARD §f % in B W
A Framework for Ethical Payment to Research ﬁ’\g(‘{\

1C1 EQUITABLE
Participants ACCESS

TO CLINICAL
Authors: Luke Gelinas, Ph.D., Emily A. Largent, |.D., Ph.D., R.N,, |. Glenn Cohen, |.D., Susan Kornetsky, M.P.H., Barbara TRIALS
E. Bierer, M.D. and Holly Fernandez Lynch, |.D. Author Info & Affiliations
The NEW ENGLAND

JOURNAL of MEDICINE

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

« Reimbursement for out-of-pocket expenses
« Compensation for time and burdens

* Incentives for participation

Macklin R. On paying money to research Dickert N, Emanuel E, Grady C. Paying research subjects: an Largent EA, Grady C, Miller FG, Wertheimer A. Money,
subjects:'due'and'undue'inducements. IRB: Ethics & Human analysis of current policies. Annals of internal medicine. 2002 coercion, and undue inducement: a survey of attitudes about
Research. 1981;3(5). Mar 5;136(5):368-73. payments to research participants. Irb. 2012 Jan;34(1):1.
Dickert N, Grady C. What's the price of a research subject? Grady C, Dickert N, Jawetz T, Gensler G, Emanuel E. An Largent EA, Lynch HF. Paying research participants:
Approaches to payment for research participation. New analysis of US practices of paying research participants. regulatory uncertainty, conceptual confusion, and a path
England journal of medicine. 1999 Jul 15;341(3):198-203. Contemporary clinical trals. 2005 Jun 1:26(3):365-75. N
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Impact of clinical trial compensation on federally-funded
means-tested programs

Assessing Federal Policies to Reduce Economic Barriers to Clinical
I'rial Enrollment

Daniel Albert-Rozenberg', David Peloguin’, Joseph Liss’, Erika Hanson" © and Barbara E. Bierer ™ o :
. Journal of Law, Medicine & Ethics (2025), 1-10

« Advance Premium Tax Credit (APTC) St Ll EaR
« 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)

Mitigating Financial Toxicity for Participants in Clinical Trials 9 December 2025 © 2025 MRCT Center, CC BY-NC-SA 4.0 license.
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e —
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 ) \ LUNGEVITY

* Initiative format, hosted by LUNGevity Foundation Transferming Lung Cancer
= Steering group & 3 or 4 “all hands” meetings per year on topics of shared interest

* Working groups

= |dentifying 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)

= |RB Engagement (2025)

) 30
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Website (eactproject.org)

Equitable Access to Clinical Trials

EliminatingithesFifiancial Burden for

Patie%ﬁfg

[

The Equitable Access to Clinical Trials (EACT) project provides a forum for sharing best
practices and collaborative action to advance financial neutrality for patients participating
in oncology clinical trials.

/

About the Project
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Best Practice Recommend

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

%0

EQUITABLE
ACCESS
70 CUNICAL
TRIALS
Advancing Equitable Access to Clinical
Trials: Eliminating the Financial Burden

for Patients

Best practice considerations and recommended
approaches for sponsors

LEARN MORE

Download the report

Advancing
Equitable Access
to Clinical Trials:
Eliminating the
Financial Burden

for Patients

Best Practice Considerations
and Recommended
Approaches for Sponsors
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Table of Contents
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Guidance and Other Supporting Information 16

About the Equitable Access to Clinical Trials Initiative

Patients cite cost as a top reason for declining clinical trial participation. This project provides a
forum for sharing best practices and collaborative action to advance equitable access for patients
participating in oncology clinical trials by reducing or removing out-of-pocket costs through a
reimbursement program.

The initiative, hosted by LUNGevity Foundation, consists of a steering group and working groups
tasked with:
« Identifying best practices and defining industry consensus standards for reimbursement
programs
« Defining and clarifying tax and legal issues with reimbursement programs
« Expanding efforts to educate patients and healthcare providers about the availability of
reimbursement

For more information, visit www.eactproject.org.

30
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est Practice Recommendations for Sponsors

Equitable Access to Clinical Trials:
Why Advancing Financial Neutrality Matters Sources of Out-of-Pocket Costs in Clinical Trials

- Patients cite costs as one of the top reasons for declining clinical trial participation. Out-of-pocket costs for clinical trials can be medical or non-medical. The considerations
and recommendations in this document deal only with non-medical costs.
« Patients making less than $50,000 per year are nearly 30% less likely to enroll in cancer clinical
trials. As income levels decreased, so did rates of participation.

« A Lazarex Cancer Foundation/MGH Cancer Care Equity Program found that, on average,
patients enrolled with an annual income under $35,000 spent more than $600 per month to

pay for the additional costs of travel and lodging. MEDICAII C OSTS

« Clinical trial participation also creates financial burdens for caregivers (e.g., time off work,
travel, etc.).

Sources:
American Cancer Society Cancer Action Network

IMPACT Program, Lazarex Cancer Foundation (lazarexorg/impact)

Association of American Cancer Institutes 3

Emanual EJ. Cancer patients shouldn't be responsible for out-of-pocket costs. STAT News, 5/23/2023

Insurance Extra doctor visits Some medications, Extra scans
(copays, deductibles, procedures
premiums)

NON-MEDICAL COSTS

- =
£ o)
.
Travel and Meals Time lost Trial-related Responsibilities
accommodations (from work, technology

family, etc.)
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Best Practice Recommendations for Sponsors

Executive Summary

THE CHALLENGE

Patients cite cost as a top reason for declining clinical trial participation. The role
* that financial considerations play in influencing someone’s decision to join and/or
’ stay in a study differs according to a range of factors: geography, personal support
network, employment and/or government assistance status, and more.

Without comprehensive, explicit regulatory guidance on the acceptability of
financial support for trial participants, sponsor and institutional review board (IRB)
interpretations of what is fair, compliant, and achievable will continue to vary.

THE APPROACH

Hosted by LUNGevity Foundation, a multi-stakeholder group comprising patient
and professional groups, IRBs, clinical trial sites, drug elopers, contract research
organizations (CROs), and more came together to understand gaps and barriers
in the provision of support for clinical trial participants’ non-medical out-of-pocket
expenses.

The group homed in on three problem areas to address through working groups:

+ Insufficient support programs provided by trial sponsors

= Lack of communication between trial sponsors and trial site staff, and between
site staff and prospective participants, around the existence and scope of these
programs

+ Legal and tax implications for trial and participants, respectively, that

may deter them from offering and l';lilizing financial support programs

DOCUMENT PURPOSE

This document is designed to outline key considerations for sponsors when
designing financial support programs for trial participants by:

« Categorizing non-medical items most likely to have a financial impact on
prospective and current study participants

= lllustrating unique considerations for patients and caregivers under various
circumstances

= Hi hlightin? pertinent regulatory guidance around coercion and undue
influence of clinical trial participants

= Recommending sponsor approaches for relieving financial burden associated
with non-medical, out-of-pocket costs incurred by trial participants

Glossary

FINANCIAL NEUTRALITY For the purposes of this document, a state of financial equilibrium in
which a patient experiences no negative financial impact from
participating in a clinical trial.

MEDICAL COSTS Expenses incurred by clinical trial participants when medical costs
related to the trial (e.g., protocol-required procedure, labs, or medica-
tion) are considered standard of care and therefore are not covered by
the study sponsor, and/or when protocol-required care goes beyond
what insurance considers standard of care and thus is not covered.
Insurance premiums, co-pays, and deductibles also fall in this category.

NON-MEDICAL COSTS Expenses incurred by trial participants related to their participation that
are not medical in nature (e.g. air, bus, or train fare, parking fees, meals,
hotel stays).

OUT-OF-POCKETEXPENSE An expense paid by the person incurring it with their own money at the
time it happens.

PARTICIPANT EXPENSES Costs incurred by a clinical trial participant that would not have
occurred if they were not participating in that trial at that time. These
can be medical or non-medical.

PREPAYMENTS Money issued to trial participants by trial sponsors, sites, or third-party
vendors before trial-associated costs are incurred, with the intent that
the funds be used for those expenses.

REIMBURSEMENTS Repayment for out-of-pocket expenses for clinical trial activities
incurred by participants. Reimbursements must be substantiated
with supporting documentation such as a receipt. Expenses eligible for
reimbursement may include, but are not limited to, hotel stays, air and
ground transportation, parking, meals, and childcare.

STIPENDS Fixed payments offered to participants for completing study visits or
other study activities (e.g. eDiary entries). Stipends are provided to
compensate pal ipants for their time, effort, burden, discomfort, and,r
or risk associated with participating in a clinical research study. For
example, a study might offer a $120 stipend for every completed onsite
visit, a $20 stipend for every completed phone visit, and a $5 per week
eDiary stipend.

THIRD-PARTY VENDOR In this context, a company that is not the trial sponsor that provides
financial and/or logistical support for clinical trial participants, often by
issuing prepaid debit cards.

TRAVEL SUPPORT SERVICES Services provided by the sponsor, trial site, or a third-party vendor,
such as scheduling and paying for travel accommeodations, on behalf
of participants. Depending on the needs of the study and participant,
these travel services can range from simple (e.g., car service from the
participant’s home to the site% to complex (e.g, temporary housing,
international flights).

EQUITABLE

ACCESS
TO CLINICAL
TRIALS
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Best Practice Recommendations for Sponsors

Recommended Approaches for Sponsors to Advance

Financial Neutrality
Develop Corporate Enable Effective Engage with IRBs Support Site Readiness Balance Abuse Advance Simplicity
Policy/SOPs Participant S o educate « Ensure sita personne Mitigation with Meeting and Speed
+ Develop and implement Communications relevant IREs on your approach understand goal of financial Purticipant Needs « Reduce burden on sites and
P —— licles and to providing financial support. neutrality and can help trial el
support po + Ensure that financial impact adrrinister available financial « Create and communicate participants by simplifying
SOPs that anticipate stakeholder and available support are + Emphasize that the goal of SUPPOIt programs. expectations for documentation processes and providing
ﬁm'n" and qm :;"“:' clearly detailed in consenting providing compensation s without foreing participants to options.
Fﬂfﬂr‘:ﬁm oSt 5for procass {ll‘lhﬂ'ﬂﬂd congant Frsarciail naul:mHt',r, qu-m'f. + Addrass 'h"ﬂﬂﬂb"“",l’ across disclosa their health status to + Utilize a third rh_.ru'und:lr
forem). and access. sites in their approach to employers. H'ﬂ:punhl:?-ﬂn patient
+ Implement standardized » Adhere to digital health literacy implemanting financial + Seek to minimize risk compensation and travel
programs acress all trials. principles. gmiagltmﬂggm Support pregrams. covering costs :HractF'Eur senvices and nmop;tn;:::
= . through a third porty ) whan flexible payrment
+ Ensure processes are + Test tools and materials with R e L e Tebes B o o e possible. fast payments, and reduced
ol e range of potential patients and Organization of Medical g:mﬁ:m ease site mrdnn out-of-pockst expanses.
centricity and sponsor values. advocacy groups to ensure Sciences, World Health ' Whe
+ Strike balance between of use. Organization). + Test processes prior to - w;dumﬂ-‘d mmmqum
flexibility and meeting baseline recruitment and manitor reimburse or provide stipends
requirements. throughout the trial. quickly (u.g‘ immediately or
within 24 hours).
3
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Best Practice Recommendations for Sponsors

Eibﬁ Category-Specific Considerations: TRAVEL

CONSIDERATIONS

RECOMMENDED
APPROACHES

Where someone lives and the resources available to them
(e.gw car, access to reliable, efficient public transportation)
can impact their willingness and ability to participate in, and
remain in, a study.

Even when a study site may be considered local (< 1 hour from
home), costs can add up, especidally if a participant does not
have a car or is unable to drive.

Having to pay out of pocket — even when eventually reimbursed
— can make study participation out of reach for many.

When a caregiver accompanies the participant, some costs
remain the same (i.e., shared taxi or driving togetherg, whereas
others will have per-person costs (e.g, rail or air fare).

The FDA and other government bodies have stated that
reimbursing travel costs does not constitute inducement or
undue influence.

Seek to eliminate the need for participants to pay out-of-pocket
when possible, taking into account potential tax impact of
stipend or up-front payments.

Reimburse for mileage and gas according to current US
government rate.

Request receipts for tolls, rental car, taxi, and other ground
transportation.
For commercial travel (i.e., air, train), consider using an

experienced third-party vendor to arrange and purchase
travel tickets.

For lodging, benchmark against US government per-diem
rates by geography or zip code. Note how local happenings
may elevate prices (e.g. graduation weekend in Boston).

CONSIDERATIONS

RECOMMENDED
APPROACHES

H- Category-Specific Considerations: MEALS

Cost of food is rising overall, especially out-of-home meals
and healthy food options. If timely reimbursement or advance
payment is not provided, patients’ nutrition may suffer.
Average meal costs vary by region.

When a caregiver accompanies the participant, there are
often additional (per-person) meal costs.

Reimbursement for meals is not speciﬂcally called out in
current guidance but could be inferred.

Establish and incorporate a per-diem stipend for participants;
provide double when a caregiver attends.
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Category-Specific Considerations:
CAREGIVING RESPONSIBILITIES

CONSIDERATIONS - Patients are often worried about how to ensure that family
caregiving responsibilities are covered if they need to travel
for clinical trial participation.

= Caregiving costs may include childcare, elder care, care for
a disabled relative, or even pet care.

- Some caregiving is provided in legally certified settings
(i.e., institutional day care facility) while other times it is
provided by a family member who is taking time away from
their job and life to support the trial participant.

- Some patients may not be comfortable or able to travel

independently.
« Provide flexibility in support policy so that use of a range of
RECOMMENDED caregiver options can be reimbursed Se.g,, legally certified
APPROACHES caregivers, family member, friend, etc.).

+ Consider offering a stipend or preloaded debit card to help
participants cover caregiving expenses (childcare, eldercare,
pet care, etc.)

+ Allow for reimbursement with hand-written receipts (with
appropriate detail and explanation).

10

Best Practice Recommendations for Sponsors

Category-Specific Considerations:
TIME AND LOST WAGES

CONSIDERATIONS

RECOMMENDED
APPROACHES

Some people may be uncomfortable telling their employer
about their health status for fear of appearing weak and/or
losing their job or a new opportunity; this could be a larger
burden for hourly workers.

When studies require a caregiver to accompany the trial
participant (e.g. pediatric or geriatric populations), time
away from work and the possibility of lost wages for that
person may become burdensome. This is important to
consider even when a caregiver is not required but the
participant needs help/support for trial visits.

Provide flexibility around requirement for proof of
compensation loss based on documentation from employer
or tax return.

Ensure policies provide options for hourly workers, salaried
workers, someone who is self-employed, and freelance workers.

Consider ways to address the lost time impact on someone
who is searching for a job.

11
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Best Practice Recommendations for Sponsors

Additional Considerations for Specific Populations

Category-Specific Considerations:
~ TECHNOLOGY

CONSIDERATIONS « Even though broadband access has improved, access and
affordability gaps are pervasive.

« Patients otherwise eligible to participate in a trial may not
own or have access to a needed device (e.g., smartphone).

« For those who do own smartphones, limitations in device
capabilities (e.g., storage), restrictive data plans, service
disconnections, and/or spotty reception may pose barriers to
participation.

+ Some participants may require additional support to complete
electronic patient-reported outcomes (ePRO) assessments
(e.g. individuals with vision or dexterity limitations, those
unfamiliar with the technology).

« Eliminate device requirements in trial eligibility criteria.
RECOMMENDED Consider a model that meets diverse needs by allowing
APPROACHES patients to bring their own devices or have devices provided
to them.

- Provide stipends to support tech acquisition or use and/or
provide appropriate devices and training for their use.

« For internet service costs, consider reimbursing up to a fixed
amount (e.g, $50 per month) and request a monthly bill, or
provide a stipend per participant.

+ Review Mapping Broadband Health in America 2023 (US
government resource for maps characterizing regions, patterns,
and gaps to inform approach) to visualize key cross-currents
in broadband and health data.

« Address tech support needs (e.g, training and support staff)
and avoid placing extra burden on trial site personnel.

12

F ing best practice r
needs of special populations.

dations may require flexibility to address the

PEDIATRIC
« Bank restrictions on reloadable debit cards issued to minors
« Parents with limited ability to leave work during regular office hours
« Childcare for siblings or travel costs for them to accompany patient
and caregiver

DISABLED/SUPPLEMENTAL SECURITY INCOME (SSI)

Limited travel options
Technology compatibility
ific needs

P n P g on
Tax and safety net program considerations

UNDOCUMENTED
+ Undocumented persons may not have or may be reluctant to share details
ired for issued ID, wage

q A

from employer, Social rity etc.
+ Consider mechanism for verifying i if p pant or
not feel safe disclosing their health status to their employer
. y same apply to p org of undocumented

giver does

RURAL
« Limited and/or expensive travel options
« Potentially limited access to technology and services
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Enduring Webinar Content

« 90-minutes
* Recorded 3.5.2025b
100+ Registrants

- Content can be found at:
https://www.eactproject.org/industry-sponsors-webinar
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I ——
Key Tax & Legal Issues

* Trial Participants
e Tax implications
e 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
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Tax & Legal Issue Brief

L) e L]
EQUITABLE I Tax and Legal
ACCESS Considerations for
TO CLINIC AL
TRIALS

Compensation

Programs for

Clinical Trial
Participants

Tax and Legal Considerations for

Compensation Programs for Clinical Trial

Participants
Policy Solutions for
: : iz : P Mitigating Risks
Folicy solutions for mitigating both perceived and
actual risks
LEARN MORE
o,.\o
Download the report EQUITABLE
ACCESS

TO CLINICAL
TRIALS
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Clinical trial enrollment and participation are

becoming more complex

0 a6 ’ 1986- | 1996- | 2006-
“ = 1995 | 2005 | 2016
4 g 3s
i % ; Screening blood tests (n)
£ 3” 27 £ Timing—blood tests (d) 14 28 14
s = 21 1 ' ¢
E 2 “ L: 15 Screening imaging studies (n) 5 2 2
E 15 = 1
= 10 “ | ‘ Timing—imaging studies (d) 42 28 28
; n |}
qr_ & “ “2, r-';} 4;, o 47 % fsf
‘ 1986-1995 1996-2005 2006-2016 o, K % é”:% % %
Years Category
Individualeriteria B Categories of criteria 1986-1995  ®1996-2005 = 2006-2016
Garcia S et al. J Thorac Oncol 2017;12:1489-1495.
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Research Team
Clinic Team

Numerous interactions required for these steps
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How do sites fit financial support into these processes?

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

Day-13: Patiant presents
to his primary care physician
for cough and has chest x-ray

completed

Day-9: Chest CT complatad
showing lung mass and liver

lesions

Day=7: Palient
referred to pulmonologist
and biopsy performed

4

Day-3: Final pathology
reveals metastatic lung
cancer. Pulmonologist
refers patient to medical

oncologist

Day-2: Patient calls
MC|-designated cancer
canter and makes
appointment with Dr Mertino

Clinical trials add extra
requiremeants for both

staff and patients

Clinsical trials often have
strict timalinges that ragquira clinic
staff to rmake last-minute

Patients baing enrolled in

clinical trials may see staff

intaractions as hectic and
disorganized

Day 5: Patient
hegins treatment enrolled onto a

clinical trial

Day 3: The research staff is able
to register the patient in the trial,
and the treatment must start
within 72 hours

1

Day 2: Patient returns to
¢linie to complete the required
procadures for inclusion in the

climical trial

Day 1: Visit with Dr Mertino and

the oncology care team

+ Wisit includes discussion on
clinical trials in which the patient
is interested, and he provides
consent
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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

D r site have restrictions on th
Level of awareness of oes your site have restrictions o e use

o 1 H _ . .
financial support programs ke e e cinical el participnts?
for clinical trial participants L : : Prog P P '

participants seek financial 509%
igh assistance for trial-related 43.10% 41389
expenses 40%

75% of sites do not collect 30%
data on how often potential
trial candidates choose not to 20% 15.52%
participate in clinical trials
due to financial burden 10% .
o/ — e -
Yes No | don't know
N . 0%
ﬂc—jl EQUITABLE
Association of ACCESS

. 2 TO CLINICAL
American Cancer Institutes SoTA LS



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

40.35%
40% 40%
36.11% 36.84%
35% E 35%
2 [
o
T 30% S 30%
he] o
S &
8 25% & 25% 22.81%
¢ 5
o
w 20% v 20%
o 80
u £
20 159, S 15%
L]
5 5
© 10% o 10%
7]
a
59, 5%
0% 0%
Reimbursement for actual Pre-payment for expenses Stipends for travels/meals  Stipends for time/effort Reimbursement for actual expenses Pre-payment for expenses Stipends
expenses (e.g., visit completions,
eDiary completions, etc.)
[ 4
AACI A
C I EQUITABLE
Association of ACCESS

. : TO CLINICAL
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A call to action for sponsors and site staff

All trial sponsors:
Call to Action

= Should inclde funding suppart for S0P ren-medical costs {in addition to medical costs

EACT'e goal k& that every concer clinkal trial offers and provides finonciol su pport to make related to study requirements) for participants in every encolegy study budget”
participation in studies cost neutmal for participants. Acheving this goal requines some key things to
b= tue, mocding:

Al trial site staff:

a Should be educaoted and awane of the impact of O0P coste on trial participonis and
avaikability/n les for accessing support progrms.

= Depending on the staff ok (ag, tial opeaticns, nlse may igator, financiol counselor
eir.), iIndwiduak should bacome familiar with instiutional policies, egulatony and
kegal requirements, and available eecurces from sponscrs and thied parties to provide
financial support to trial participants.

Appropriate trial site staff:

= Shoukd press trial sponsors U pfront du ring budget regotiations B0 enau e that oodecu ate
funding is provided, and processes are streamlined, to minim iz the administratve
burden on stoff and triol podicipants. ?

= Shou kl oeeess patients’ irdvidual e lreu mestances and needs in mandag ing OO0P frcncial
impact of triol participation u piront (prior to nformed conssent discussions) and againat
varicu s pomits throughout the tral *

2 Shoukd have clear processes in plhce 1o SUpoort parmticipants inaccessing awailable
fina ncial support throu ghaut the ol
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Multiple opportunities to address financial support

Conduct

L site Planning il Tricd Review 00 Activation AL = Enroll ed
- sBudg et S — ©IRE Df scussion s ':""3':;“' . Parfcipant
= N .— eln sTutionol IF:r:;'-:l'pn: Mard oring
, A\ : GrontPreporation — N egoto¥ons L Conseniing . = Parfcipant
Retoinment
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EACT resources can help sites assess needs and resources

EQUITABLE

ACCESS
TO CLINICAL
TRIALS

Advancing
Equitable Access
to Clinical Trials:
Eliminating the
Financial Burden
for Patients

Best Practice Considerations
and Recommended
Approaches for Clinical

Trial Site Staff

]
%
Participant Needs Assessment and Engaging with Sponsors About Financial
Discussion Guide Support Programs for Participants
A tool to aid clinical trial site personnel in A checklist to help clinical trial staff ensure that
determining patients’ assistance needs and study participants get the support they need

directing them to resources
LEARN MORE

LEARN MORE

Get the checklist

Get the guide
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Executive Summary

THE CHALLENGE

Patients cite cost as o top reasen for declning clinical trial participation The ol
that fina neial considerations ply in infuencing eomeaone's decizion to join and |
or stay in a sudy differs occording to a mnge of factore: geogra phy, perzonal

U pport network employment ander gove mmeant assstance stous, and morne.

Withou t comprehens ve, explicit regulotory guidance on the acceptability of
financial suppart for ol participants, 2 pongor, Site and institu tiond | review board
{IRE) int=rpretations of what s fair, compliant, and achewable will continue to wary.

THE APPROACH

Hoeted by LWNG=vity Foundation, o mu lti-stokeholder group comprising patient
and professional grou pe, IRES, ¢ linical trial sites, dug deve lopars, contract
research organizations (CACs), and more came together toundarstand gaps
and barriers in the provizion of 2upport for clnical trial porticipants’ non-medical
out-of-poc ketexpenees.

The group hered in on three problem areas o oddreze through working grou ps:

= Inconsistent iImplerne ntation of support progroms amaong §PoNs0NE

= lack of commu nication between tnal zpensers and trial site staff, and
between site staff and prospectve participants, arou nd the exstence and
scope of thess programs

= legal and tox im plications for tnal sponsors and participants, espactively,
that gy deter them fiem cffering and utizing finonciol Su pom prog rams

DOCUMENT PURPOSE

Thiz document i designed to provide information, su pport, and uzsful ezouces
1o Bite parsonnel as they enau e that tiol participants can sccess inanckal

Bu pgort by

= Understanding souces of out-of-pocket costs for clincal riol partcipants

= Defining financial neutrality and types of compensation for non-medicol costs
oasociated with tnal participation

= Qutlining key roles and responsibilities ocross site perzonnel

= Addressing tox and legal Eues

= Providing exam ples of vanous approoches among cancer clinical tnal sites

Glossary

FINANCIAL MEU TRALITY

MEDICAL COSTS

NON-MEDICAL COSTS

OU T-CF -POCKET EXPENSE

PARTICIPANTEXPENSES

PREPAY MENTS

REIMEURSEMENTS

STIPENDS

THIRD-PARTY VENDOR

TRAVEL SUPPORT SERVICES

For the purposes of this document, o atte of findnciol equiibrium
in which a potient experien ces no negative finon cidl impoct fom
participatingin o clinical trial.

Expenzes incured by dinical mal porticipan ts when medicd costs
related to the tial (g9, protocol-required procedure, labs, or
medication) are considered stondord of core and theredors are not
covered by the study spon sor, ond)or when protocol-required care
goat bayond what in surance conaders sondard of care and thuziznot
covered Insuronce pramium g, co-pays, and deductble s dlso fal

in thiz cotegory.

Expenzes incumed by wal participants reloted to their participaton hat
are notmedicd in natre (2.9, ar, bus, or rain fare, parking fees, mealz,
hotel stoys).

an axpan 52 paid by the pear son incurring it with their own maoney at the
wme ithappans.

Costeincurred by a clinical ria participant that would not have
occurrad if they were not participating in fuat fid at that tme. These can
be medica or non-medica.

peoney issuad to mial porticipon te by rid Bor g, Hig s, or thindporty
vencor z before trld-ussocia'nadcostsuremrr\ad..vjh thentent that
the fundz be usad for thoss expanssn

Repayment for out-of-pocket expense s for clinical trial octivite sincurred
by porticiponta. Reimburssments mustbe subeton sated with supporting
documentation such as areceqpt Expen se: eligible for reimbur sement
may include, butare notlimited to, hotwl says ar and ground

tran epor tation, parking, meal g, and childcars

Fived payments offered to partciponts for completing study wats or
other study actwities 2 g, eDiary entrie s). Stipends are provided to
compen sata participants for their time, effort burden, discomiort, and for
ik ossociated with paricipatng in a clinicad ressarch study.

For exampla, @ study might offer a $120 stipend for evary completed
onzite viat o b2 supend for every completad phone Wit and o b Spar
waek aDiary stipend.

In thiz context, @ company thatiz not the rial sponsor thatprosides
trnancial andfor logisioal support tor clinical tial porticipants, often
by izauwing prepaid debitcards

Sarvice s provided by the gooneor, tnal site, or a third-party vendor,
zuch as scheduling ond paying for rovel accommodotions, on behalf
of porticiponta Depending on the needs of tha sudy and participant.
these Tavel sarvices con rangse fom simple (eg. cor sarace from the
porticipantshoms to
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Engaging with sponsors about financial support for participants

L * .
Engaging with Sponsors about Financial Support ﬂ?\‘\
EQUITABLE
Programs for Participants: AccEss

TRIALS

Checklist for Clinical Trial Site Staff

During budget negatiations, staff shauld ask triol sponsors these questions regarding
support for non-medical, out-of-pocket participant costs.

1. Doas the sponsor offer financial support for trial participants” non-meadical, out-of-
pocket costs?
Oves O Ho

if *na,” there is no need to proceed with quastions. If “yes,” ask for the foliowing
information

2. Ara thare aligibility requiremeants for patients seeking 1o access this suppot?
OYes O No

If *yes,” please list:

3. Wihat typa of suppont is offerad?

O Prapayment O Reimbursemeant

If “prepayment™

3a. provide details including how much support is provided, ot what interal (e,
wesakly, monthly), and how funds are dispersed (e.g, praloaded debit card, dirsct
deposit to bank account, other):

If “reimbursement,” proceed with the remaining guastions.

3k What is the procadure for submitting and approving reimbursements?

3e. What are the participant's responsibilities (list balow with any applicable tims
lirnits ):

3d. What are the site's responsibilities (list balow with any applicable time lirmits):

3e. What expenses are considered reimbursable? Check all that apply and provide
any lirmits (L2, rmaximum amount reimbursable) and restrictions:

O Personal aute travel (including tolls and mileage)

O Taxi rideshare service, public transportation

O airfare, train fare

O Parking

O Lodging

O Meals (i this per meal or per diem allowance?)

O Childcare, elder care, pat care

O Lost wages

O Egquiprmant, IT needs
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Negotiating with Sponsors Checklist

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

Working with Clinical Trial Sponsors

Study visits, administrative time, screening failures, advertisement, recruitment fees, and non-standard-of-care
fees are common elements of the clinical trial budget associated with a study protocol. Other financial impacts

for trial participants involve non-medical, out-of-pocket participant costs. Many sponsors provide support to

defray these costs, which frequently include reimbursement or upfront payments for travel, lodging, meals,
childcare, and other items. However, there is significant variability across geographies, institutions, sponsor

companies, and third-party vendors in whether and how these programs are provided

NON-MEDICAL COSTS
Travel and Meals Time lost Trial-related  Responsibilities
accommodations (from work, technology
family, etc.)
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Participant needs assessment and discussion guide

[ ) . ]
My™
EQUITABLE
ACCESS

INIC A

For Clinical Trial Site Personnel:

Participant Needs Assessment Tool

A clinical fria! may have non-medical financial implications that could impact o
patient’s eligibility and aodherence. This tool can be used fo gather information fram
patients to provide a baseline assessment of non-medical financial needs before the
patient is enrolled in a clinical trial as well as for reassessment after the patient is

enrolled, as their nesds may change during conduct of the frial

Patient IDx Tricl:

This trial requires:

O Daily visits O Patient must be accompanied by
O Weekiy visits another adult for treatments

O Mornthly visits & Ctner

O Allcare must be done ot trial site = !

O Overnight hospital stay b Ctner

O Multiple treatment days in a row or in & Other

the same week O Other

Patient Meeds Assessment Questions
These should be asked at baseline (pre-enroliment) and at periedic foliow-ups (eg,
after the first and third freatment cycles).

1. Will needs like doycare, elder care, pet care, or child pickup interfere with your ability
to make it to treatment appaintments?

Basefine: oY OMW Date

Follow-up T OY ON Date

Follow-up 2: OY OMW Date

la. If financial assistance were available, would it help?

Baseline: oY ON Date

Follow-up T OY ON Date:

Foliow-up 2 OY ON Date:

2. Would financial assistonce with costs related to travel to appoirtments (ag., airfare,
gas cards, parking assistance) help you adhere to your appointment schedule?

Baseline: OY ON Date
Foliow-up Tt OY ON Date

Follow-up 2 OY ON Date

3. Will you need overmight lodging for yourself? For your farmily/caregiver?

Seif: Baseline: oY ON Date

Follow-upl OY ON  Date:

Follow-upZ OY OMN Date:

Family/caregiver: Bosefine: oY ON Daote:

Follow-upl OY ON Date:

Follow-up 2 OY ON  Date

4 Do you know whether your insurance has coverage for clinical trials, including travel
assistance?

Baseline: OY ON Date:

Foliow-up T: OY ON Date

Foliow-up Z OY ON Daote

4. Would you like to meet with a finoncial counselor for help in reviewing your
coverage?

Baseline: oY ON Date

[ ) . [ ]
For Patients: Potential Financial Resources ﬂ?\\

Follow-up 1. oY ON Daote
Follow-up 2 oY ON Date

B Will you or a caregiver need to miss work to make it to study oppointrments?

Baseline: oY OMN Date:

Foliow-up T OY ON Date

Follow-up 2 OY ON Daote

EQUITABLE
ACCESS
Patient I Triak "

This guide gives you a list of resources that may help cover the non-medical costs of
participating in a clinical trial. The resources may be provided by the tnial itseff, your
hospital or clinic, ar local or nationol organizations. i you have quastions about fow
to access or quallly for these rasources, please talk to your healthcars tearm.

Your trial provides assistance with:

o Travel O Missed work {patient and/or caregiver)
O Meals O Cther
O as, parking O Other

O Childcare, elder care, or pet care

Resources provided by healthcare institution [site personned to customize]

m}

0o o o o

Lecal resources [s'rte personnel to c:_lstomze]

a

m]

a

MNational resources [s'rte personnel to c:..mbmﬂlzel

0O American Cancer Society www.concerorg/support-progroms-and-services

O Leukernia & Lymphoma Society www lls org/support-resources|financiak-support
O National Cancer Institute supportorgs concer gow
m]
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Participant Needs Assessment Checklist

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

Participant Needs Assessment and
Discussion Guide

A clinical trial may have non-medical financial implications that could impact
a patient’s eligibility and adherence. This tool can be used to gather
information from patients to provide a baseline assessment of non-medical

financial needs before the patient is enrolled in a clinical trial as well as for

conduct of the trial.

30

EQUITABLE

ACCESS
TO CLINICAL
TRIALS




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
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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

VID

Th k bbierer@bwh.harvard.edu https://mrctcenter.org
wendy@wscollaborative.com https://eactproject.org o
you! K
David.Gerber@UTSouthwestern.edu EQUITABLE
ACCESS
TO CLINICAL

TRIALS

FINANCIAL
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