@
° 260

T\

EQUITABLE

ACCESS
TO CLINICAL
TRIALS

Site Staff Webinar:
Advancing Cost
Neutrality for
Clinical Trial

Participation
2.12.2026



|
american 4 | EUKEMIAG O Tieerli
S cI:Tr\Qé;Q}NrD@%% ) \ LUNGEVITY ‘m.et ‘ LYMPHOMA @ Tigerlily

Cancer ®
Transfo rmlng LUI'Ig Ccancer ACtIOﬂ S O C I E T Y eauty. Strength. Transformation.
Yal CANCER ‘Network
CENTER P M d W MULTI-REGIONAL

| | €I [VIC 1C1I1€ B4 CLINICAL TRIALS UT Southwestern

A Comprehensive Cancer Center Designated =
by the National Cancer Institute Abramson Cancer Center ;::EGnifflTACNEDN]\;\/EgIVCI)I;N’S I C HaI’Old C Slmmons
and HARVARD omprehensive Cancer Center

$§ONS

Oncology Nursing Society

e Academy of Oncology
Association Of Association of Community Cancer Centers Nurse & Patient Na\ngators
American Cancer Institutes

AALRPP A Mo WSCRS

ADVARRA CANCERCONSORTIUM .00, 0

“AACI Acco ATNN ASCO s (‘

-
P;RCUS u ~/UVODA Johnson&dJohnson o

BIOSCIENCES

Daiichi-Sankyo e

& merck M muratheatn PArEXel  Spfizer SA%H Scout

| 30
EQUITABLE
ACCESS
TO CLINICAL
TRIALS



e —
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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Presenters

EACT Initiative: Trial Site Staff Best Practices AN

EQUITABLE

Thursday, February 12, 2:00pm - 3:00pm ET 10 CUNIGAL

Wendy Selig

Founder and CEO,
WSCollaborative

Erin Williams

The Director, SCCC Clinical Research
Operations and Administrative
Director for the Clinical Research
Office, University of Texas
Southwestern Medical Center

TRIALS

o . N .
David Gerber Brittany McKelvey Kira Pavlik
Professor in the Department of Ser]ior Director of Regulatory Associate Director of Clinical
Internal Medicine (Division of Policy, LUNGevity Foundation Trials Operations and Director of
Hematology-Oncology), University of Special Projects, Strategy and
Texas Southwestern Medical Center Innovation, Yale Cancer Center

Karri Venn Marc J. Taylor Jim Pantelas
Vice President, Site Advocacy Head of Clinical Site Patient Advocate
& Mentorship, Society for Payments and Patient
Clinical Research Sites Reimbursement, Pfizer
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Webinar Agenda

Welcome & EACT Introduction — Wendy Selig, WSCollaborative (5 mins)
Current Oncology Trials Compensation Landscape & Data Overview — David Gerber, UTSW (5 mins)
Overview of Sites 101 Webinar and New EACT Sites Guide — Brittany McKelvey, LUNGevity (5 mins)
Moderated Panel Discussion — Jim Pantelas, Patient; Kira Pavlik, Yale; Erin Williams, UTSW; Karri Venn,
SCRS; Marc Taylor, Pfizer; Wendy Selig, Moderator (30 mins)

« Discussion Prompts:

« What are the key barriers facing site staff in implementing financial compensation
programs for oncology trials?

- How does industry engage with site staff to implement financial compensation programs for
oncology trials?

« What is the patient experience with these costs and compensation programs?
« What would make these processes work better for all involved, especially the patient?

Q&A/Discussion (10 mins)
Call to Action & Conclude — Wendy Selig, WSCollaborative (5 mins)
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Learning Objectives for Clinical Trial Site Staff

- Understand the current landscape for cancer clinical trial
compensation

- Understand the perspectives of multiple stakeholder experts
about current barriers and opportunities for improvement

« Identify concrete action steps to advance financial neutrality
for clinical trial participants

 Learn about best practice approaches to advance financial
neutrality for trial participants

« Become familiar with available tools and resources to
support these efforts
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Current Oncology Trials
Compensation Landscape &

Data Overview

Dr. David Gerber, UTSW
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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
Travel and Meals Time lost Trial-related  Responsibilities

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

famlly etc.)
Asaresult...

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

NON-MEDICAL COSTS

] o))

- 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

[ 3L

ologist 2015;20:572-5.
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Regulatory authorities support addressing

these costs

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 __________ Sttus

Concern that payments could violate , , , o
National legislation (Harley Jacobsen Clinical

anti-kickback laws
Trial Partlcnootlon Income Exemptlon Act;

Payments could result in taxable income  cjinicq Trial Modernization Act) remains in
or affect eligibility for government benefit ,4rjiest stages

programs (e.g., Medicaid)

Lack of a national effort to provide Lazarex Cancer Foundation IMPACT Program
financial support to patients 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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Additionally, clinical trial enrollment and participation

are becoming more complex

3 T ’ 1986- | 1996- | 2006-
= s ° 1995 | 2005 | 2016
40 g 3s
i % ; Screening blood tests (n)
£ . 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 |
0 qr_ A “ f:! O, 4;, % 47 . fsf
1986-1995 1996-2005 2006-2016 o, K % e %:% "-%9 %
Years Category
Individual criteria  WCategories of criteria 1986-1995 ®m1996-2005 = 2006-2016
Garcia S et al. J Thorac Oncol 2017;12:1489-1495.
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Pathologist

»fl] Pathology technician

Research Team
Clinic Team

Numerous interactions are required for these steps
RED =
BLUE =

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.

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%
ﬂ_c-l EQUITABLE
Association of ACCESS
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And 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]
c b
dé 10% g 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
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Association of ACCESS

: : TO CLINICAL
American Cancer Institutes SoTA LS



Overview of Sites 101
Webinar and New EACT Sites

Guide

Brittany McKelvey, LUNGevity Foundation
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Sponsors and Site Staff: A Call to Action

Our Call to Action:

Every cancer clinical trial offers and provides financial support to make participation in studies
cost neutral for participants

Achieving this Goal Requires:

All trial sponsors:

e Should include funding support for OOP non-medical costs (in addition to medical costs

i Appropriate trial site staff:
related to study requirements) for participants in every oncology study budget.'

 Should press trial sponsors upfront during budget negotiations to ensure that adequate
funding is provided, and processes are streamlined, to minimize the administrative

. . burden on staff and trial participants. 2

All trial site staff:

¢ Should assess patients’ individual circumstances and needs in managing OOP financial
impact of trial participation upfront (prior to informed consent discussions) and again at
various points throughout the trial. ?

o Should be educated and aware of the impact of OOP costs on trial participants and
availability/rules for accessing support programs.

= Depending on the staff role (e.g. trial operations, nurse navigator, financial counselor
etc.), individuals should become familiar with institutional policies, regulatory and
legal requirements, and available resources from sponsors and third parties to provide
financial support to trial participants.

e Should have clear processes in place to support participants in accessing available
financial support throughout the trial.
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I
Sponsors and Site Staff: A Call to Action

Achieving this Goal Requires:

All trial sponsors:

e Should include funding support for OOP non-medical costs (in addition to medical costs
related to study requirements) for participants in every oncology study budget.’
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I
Sponsors and Site Staff: A Call to Action

Achieving this Goal Requires:

All trial site staff:

e Should be educated and aware of the impact of OOP costs on trial participants and
availability/rules for accessing support programs.

o Depending on the staff role (e.g., trial operations, nurse navigator, financial counselor
etc.), individuals should become familiar with institutional policies, regulatory and
legal requirements, and available resources from sponsors and third parties to provide
financial support to trial participants.
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I
Sponsors and Site Staff: A Call to Action

Achieving this Goal Requires:

Appropriate trial site staff:

o Should press trial sponsors upfront during budget negotiations to ensure that adequate
funding is provided, and processes are streamlined, to minimize the administrative
burden on staff and trial participants. 2

e Should assess patients’ individual circumstances and needs in managing OOP financial
impact of trial participation upfront (prior to informed consent discussions) and again at
various points throughout the trial. 2

e Should have clear processes in place to support participants in accessing available
financial support throughout the trial.
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Site Planning

o Budget
Negotiations

= Grant Preparation

Trial Review

&|RE Discussions

o Institutional
Negotiations

Opportunities to Address Financial Support

Activation

o Participant
Recruitment

o Participant
Consenting

Conduct

e Enrolled
Participant
Monitoring

o Participant
Retainment
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Site Personnel Webinar Resource

« December 2024 Webinar hosted
with Oncology Nursing Society
¢« 90-minutes
« NCPD Credit

- 300+ Registrants; 200 Live
Participants

« Watch at;

https://eactproject.org/clinical-
trials-site-personnel-webinar/

EACT Initiative:
Clinical Trials Site Personnel

EQUITABLE Webinar
ACCESS
TO CLIMIC Al December 11,3[}34

Webinar:; Clinical Trials Site
Personnel

This webinar was provided jointly by the
Oncology Nursing Society (ONS) and
LUNGevity Foundation. Download the
webinar slides and Q&As.

Q Webinar Video J
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EACT Resources for Clinical Trial Staff

0%
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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

]
%

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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Trial Sites Best Practices Guide

Table of Contents
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DOCUMENT PURPOSE

This document is designed to provide information, support, and useful resources
to site personnel as they ensure that trial participants can access financial

support by:

* Understanding sources of out-of-pocket costs for clinical trial participants

+ Defining financial neutrality and types of compensation for non-medical costs
associated with trial participation

*» Outlining key roles and responsibilities across site personnel

» Addressing tax and legal issues

* Providing examples of various approaches among cancer clinical trial sites
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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

30
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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]

30

EQUITABLE

ACCESS
TO CLINICAL
TRIALS



Tax and Legal Considerations

Tax Reporting

The reporting requirement for these clinical trial participant payments creates significant
challenges for both the trial site and participants. To ensure compliance with tax reporting rules,
a participant would be asked for their Taxpayer Identification Number (TIN; commonly a Social
Security Number) during the informed consent process or when applying for a financial support
program. This could be a barrier for potential trial participants who may not have or be willing to
share this information.

Safety Net Program Eligibility

In addition to potentially triggering a tax liability, stipends for clinical trial participation could affect
a recipient’s eligibility for safety net programs such as Supplemental Nutrition Assistance Program
(SNAP) benefits, Medicaid, Insurance Marketplace subsidies, or Veterans Affairs (VA) benefits, all of
which often have both annual income limits and assets tests. There is currently a $2,000 exclusion
from income calculations for Supplemental Security Income (SSI) eligibility when a patient
receives support for a rare disease clinical trial. Legislative efforts are ongoing to implement policy
changes that would extend a similar exclusion for participants in cancer and other serious disease
clinical trials.

Tax and Legal
Considerations for
Compensation
Programs for
Clinical Trial

Participants

Policy Solutions for
Mitigating Risks

0%,
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Moderated Panel Discussion

Wendy Selig, Moderator

Jim Pantelas, Patient Advocate
Kira Pavlik, Yale

Marc Taylor, Pfizer

Karri Venn, SCRS

Erin Williams, UTSW
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Questions?

ACCESS For more information, contact Wendy Selig
TO CLINICAL

TRIALS wendy@wscollaborative.com

EQUITABLE
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