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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

NON-MEDICAL COSTS

e9060

Travel and Meals Time lost Trial-related  Responsibilities

« Lower-income individuals travel 3 times further to trial sites accommodations (fomwork, technology

family, etc.)
As aresuilt...

- Individuals with household incomes below $50,000/y are 30% less likely to enroll in cancer clinical trials than
those earning more

o))

« Average of $600 in added non-medical costs per month

« 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
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- ____________________________
Regulatory authorities support

addressing these costs

Entity Key points

Council for International « Compensation should be proportional to the time

Organization of Medical Sciences spent for research purposes and/or travel

(Cloms)

Food and Drug Administration « Reimbursement for travel expenses to and from

(FDA) clinical trial site, and associated costs such as airfare,
parking, and lodging, are not considered undue
influence

Office for Human Research - Payments should not be so high that they create an

Protections undue influence

(OHRP) -+ Remuneration should not be a way of offsetting risks
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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
edrliest stages

Payments could result in taxable income
or affect eligibility for entitlement

programs
Lack of funding to support a broad Lazarex Cancer Foundation IMPACT Program
program across trials closed in November 2024

Proportion of sponsors reporting financial
Trial-/sponsor-specific programs may support for out-of-pocket expenses is more
be challenging to implement than 3x the proportion of patients who report
receiving such support
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EACT aims to make financial support (and financial
neutrality) the norm in oncology clinical trials
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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
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http://www.eactproject.org/
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There is growing interest in this topic

Journal of Clinical Oncology*

An American Society of Clinical Oncology Journal

‘.) Check for updates
Comments and Controversies e

Financial Toxicity in Cancer Clinical Trials: An Issue in Need of
Clarity and Solutions

Elizabeth K.S. Barksdale, PhD' (F); Wendy Selig, MS? (%); Willyanne DeCormier Plosky, DrPH?; Erin Miller, BS*; Keri McDonough, MA® () ;
Chelsea Backler, MSN APRN®(%); Elizabeth George, MS” (8); Mark E. Fleury, PhD® (5; Marc J. Taylor, BS®; Diana E. Pankevich, PhD?;
Jim Murphy, MS'?; Kristin Hermann, MS'"; Leigh Ann Davis, BA®; Gissoo DeCotiis, MBA'?, Cecile Gonzalez-Cerimele, BA'®; Colleen Cook, BS',

Sandra Shaw, MBA'*'5; Luke Gelinas, PhD'® (); Dana L. Dornsife, BS*; Barbara E. Bierer, MD® (3); and David E. Gerber, MD'’ (3 In the 4 months since pu blication:

DOI https://doi.org/10.1200/JCO-24-01577

4,169 downloads
« 65% US

* 4% Japan

« 3% France

3% India

« 3% China
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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

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
igh 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

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

50%

43.10% 41.38%

40%
30%

20%

15.52%

10%

0%

Yes No | don't know
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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%
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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.)
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New EACT guides can help sites assess needs and resources
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Advancing
Equitable Access
to Clinical Trials:
Eliminating the
Financial Burden
for Patients

Best Practice Considerations
and Recommended
Approaches for Clinical

Trial Site Staff
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Participant Needs Assessment and

Discussion Guide

A tool to aid clinical trial site personnel in
determining patients” assistance needs and

directing them to resources

LEARN MORE

Get the guide

Engaging with Sponsors About Financial

Support Programs for Participants

A checklist to help clinical trial staff ensure that

study participants get the support they need

LEARN MORE

Get the checklist
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Participant needs assessment and discussion guide

L * -
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For Clinical Trial Site Personnel: EQquiTABLE
Participant Needs Assessment Tool S

A clinical trial may have non-medical financial implications that could impact o
patient's eligibility and adherence. This tool can be used to gather information fram
patients to provide a baseling assessment of non-medical financial needs before the
patient is enrolled in a clinical trial as well as for reassessment affer the patient is
enralled as their nesds may change duning conduct of the rial.

Patient I Trial:

This trial requires:

O Daily wisits O Patient must be accompanied by
O Weekdy visits another odult for treatments

O Monthiy visits b Otner

DAllcare mustbe done ot ral st~ O

O Cverright hospital stay & Other

O Muttiple treatment days in o row or in & Cther

the same week O Other

Patient Needs Assessment Questions

These should be asked at baseline (pre-enrallment) and at periodic follow-ups (&g,
after the first and third treatment cycles).

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

Baseline: oY ON Date

Follow-up T oYy oON  Date

Follow-up 2 OY ON Date

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

Basefine: oY OMW Date

Follow-up 1. oY ON Date

Follow-up Z oY ON Date

2 Would financial assistonce with costs related to travel to appointments [e_g., airfare,
gas cards, parking assistonce) help you adhere to your appointment schedule?

Baseline: oY OMN Date

Fallow-up I: OY ON Date

Follow-up Z oY ON Date

3. Will you need avemnight lodging for yourself? For your family/caregiver?

Self: Baseline: oY ON Date

Follow-upl. OY ON Daote
Follow-up2 OY ON Date

Family/caregiver. Boseline: oY ON Daote
Follow-upl: OY ON Daote

Folow-upZ OY ON Date:

4. Do you know whether your insuronce has coverage for clinical trials, including trovel
ossistance?

Baseline: oY OMN Date

Fallow-up I: OY ON Date

Follow-up 2 OY ON Date

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

Boseline: OY ON Date
Fallow-up I oY ON Date

Follow-upZ  OY ON Date

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

Baseline: OY OMN Date:

Follow-up 1. OY ON Daote

Follow-up 2 OY ON Daote

- . L ]
For Patients: Potential Financial Resources )

EQUITABLE
ACCESS
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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 trial itself, your
hospital or ciinic, or local or national organizations. ¥ you have questions about how
to access or guallfy for these resources, please talk to your healthoare teamn.

Your tricl provides ossistance with:

O Travel O Missed wark {patient and/er caregiver)
O Meals O Other
O Gas, parking O Other

O Childcare, elder care, or pet care

Resources provided by healthcare institution [site personnel to customize]

o

o o o o

Lecal resources [s'rte personnel to c:ustc:mlze]

a

a

O

Mational rescurces [site personnel to mt:xnlzel

O American Cancer Society www concerorg/support-programs-and-senvices

O Leukemia & Lymphoma Society wwwlis.org/suppart-resources/financiol-support

O Mational Cancer Institute supportorgs cancergoy
o
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Engaging with sponsors about financial support for participants

[ ] o
Engaging with Sponsors about Financial Support ﬂ?\"\
EQUITABLE
Programs for Participants: AACCESS

TRIALS

Checklist for Clinical Trial Site Staff

During budget negotiations, staff should ask trial sponsors these questions regarding
suppart for non-medical, out-of-pocket participant costs.

1. Does the sponsor offer financiol support for trial participants” non-medical, out-of-
pocket costs?
OYes O Mo

if “ng,” there is no need to proceed with questions. IF “yes,” ask for the following
information.

2. are thare eligibility reguirernents for patients seaking to access this support?
O Yes O No

If "yes,” please list:

3. What type of support is offerad?

O Prapayrment O Reimbursemmerit

If "prepayrment™:

3a. provide details including how much support is provided, ot what intarval (eg,
weekly, menthly), and how funds are dispersed (e.g, prelcaded debit card, direct
depostt to bank account, othar):

If *reimburgement,” procesd with the remaining gueastions.

3b. What is the procedure for submitting ond approving reimbursements?

3e. What ore the participant's responsibilities (list balow with any opplicable time
liPnits):

3d. Whot are the site's responsibilities (list below with any applicable time limits):

e What sxpansas dre considerad reimbursable?® Chack all that apply and provide
any limits (Le., maximum amount reimbursable) and restrictions:

O Personal aute travel {including tolls and mileage)

O Taxi, rideshare sarvice, public transporation

0O Airfare, train fare

O Farking

O Lodging

O Meals (js this par meal or per diem allowance?)

O Childeare, elder care, pet care

O Lost wages

O Equiprent, IT needs
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EACT Tax and Legal Issue Brief
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Compensation

Programs for

Clinical Trial
Participants

Tax and Legal Considerations for

Compensation Programs for Clinical Trial

Participants
Policy Solutions for
. . s . 5 Mitigating Risks
Policy solutions for mitigating both perceived and
actual risks
LEARN MORE
.,!_.
Download the report EQUITABLE
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.
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 enroliment — 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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