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Audience Census
Please raise your hand if you have the following 

role in research:
• Patient Advocate/Research Participant
• Research Administrator/Coordinator
• Research Nurse
• Investigator (including Principal, Co-Principal, or Site)
• Biostatistician



Audience Census
Please raise your hand if you work in any of the following 

disease areas:

Cardiovascular
Gastrointestinal

Infectious
Mental Health

Neurology
Oncology

Respiratory
Other



Session Outline
1. Cancer Survivor and Patient Advocate Perspective

• Mel Mann, MBA, M.Ed
2. Resources for Research Sites to Improve Equity, Diversity, and 

Inclusion (EDI)
• Suanna Bruinooge, MPH

3. Cancer Centers and Expectations of Federal Agencies
• Carmen Guerra, MD, MSCE, FACP

4. Addressing Barriers to Accessing Clinical Trials 
• Therica Miller, MBA, CCRP



Cancer Survivor and Patient 
Advocate Perspective

Mel Mann, MBA, M.Ed











Imatinib
1st Generation

FDA Approved 2001
(Treats 12 Different Cancers)

Dasatinib
2nd Generation 

FDA Approved 2006

Nilotinib
2nd Generation

FDA Approved 2007

Bosutinib
3rd  Generation

FDA Approved 2013

Ponatinib
3rd Generation
T325I Mutation

FDA Approved 2012

Asciminib
3rd Generation
T315 Mutation

FDA Approved 2021

Tyrosine Kinase Inhibitors (TKIs) For CML Treatment 
(CML TKIs are taken orally)



There are 80 FDA kinase inhibitors and seven of these drugs were 
approved in 2023. Here is a list of a number of diseases they treat.

Colon Cancer
Kidney Cancer
Melanoma
Chronic Myeloid Leukemia
Head and Neck Cancer
Macular Degeneration
Hepatocellular Carcinoma
Pancreatic Cancer
Thyroid Cancer
Gastrointestinal Stromal Tumors
Alopecia Areata

Neoplasms
Atopic dermatitis
Rheumatoid Arthritis
Psoriasis
Alopecia Areata
Ulcerative Colitis
HER2 – Positive Breast Cancer
Metastatic Colorectal Cancer
Myelofibrosis
Mantle Cell Lymphoma
Chronic Lymphocytic Leukemia
ROS1- Positive Lung Cancer



Resources for Patient Support 
Disease-Specific Patient Organizations
• Leukemia & Lymphoma Society financial 

support
Patient Advocate Foundation
• Financial aid for people with chronic, life 

threatening, and debilitating illnesses.
American Cancer Society
• Lodging, navigation support, transportation

Lazarex Cancer Foundation
• Patient Trial Navigation and Financial Assistance 

(transportation & lodging)
Cancer Care
• Costs for transportation and childcare

Patient Access Network Foundation
• Help underinsured people with life-threatening, 

chronic, and rare diseases by assisting with their 
out-of-pocket costs

Health Well Foundation
• Help with copays, premiums, deductibles and 

out-of-pocket expenses 
Equitable Access to Clinical Trials Project 
• Tools for research sites to assess participant 

needs and engage sponsors for funding.
Angel Flight 
• Flight assistance for patients needing care in 

Oklahoma, Texas, Arkansas, Missouri, & Kansas.
Cancer Financial Assistance Coalition 
Database – cancerfac.org



Resources for Research 
Sites to Improve EDI

Suanna Bruinooge, MPH



Initiative to Increase Racial & Ethnic 
Diversity in Clinical Trials



Improving Racial and Ethnic Diversity in Cancer Clinical Trials 
An ASCO-ACCC Research Statement

Actions to engage all research stakeholders and ensure every individual 
with cancer has an opportunity to participate in a clinical trial.

 Access to Clinical Trials
 Education and Training Equity-Focused Trial Design
 Investment in Equity, Diversity, and Inclusion 

 Partnerships with Patient Orgs 
& Communities

 Sharing Data on Trial Participants 
and Successful Strategies

The recommendations cover:

Learn more and access resources via: 
www.asco.org/asco-accc

http://www.asco.org/asco-accc


Research Site Self-Assessment
ASCO-ACCC Equity, Diversity, and Inclusion Research Site Self-Assessment

 Gain insights to improve programs, policies, procedures, and mitigate 
disparities

 Identify evidence-based strategies and resources
 Create and/or maintain a culture of continuous quality improvement 

Enables research sites to identify opportunities to improve equity, 
diversity, and inclusion in clinical research while doing an internal review 
of their programs, policies, procedures.

Learn more via: www.asco.org/asco-accc

http://www.asco.org/asco-accc


Implicit Bias Training Program
Just ASK Increasing Diversity in Cancer Clinical Research: An ACCC-ASCO Training Program

• Curriculum-based training program enables research and care teams to address 
implicit bias 

• Five interactive modules can be completed independently in about 60-90 
minutes

• A companion facilitators’ guide is available to help sites continue the 
conversation with the larger research team after taking the training

Enables clinicians and staff to assess and mitigate biases regarding 
who is screened for and offered clinical trials.

Learn more via: www.asco.org/asco-accc

http://www.asco.org/asco-accc


Broadening Clinical Trial Eligibility Criteria

Problem: Eligibility criteria are restrictive and limit trial access.

• Eligibility criteria should be broad to improve access and inclusion
• Cultural change required to start with proposition of inclusion.
• Example: Historically, patients who were HIV+ were routinely not included.

• ASCO and Friends of Cancer Research collaborated with FDA and NCI 
• Recommendations for expanded eligibility criteria in 2017 and 2021

• FDA guidance documents and NCI protocol template changes are 
helping move the needle

www.asco.org/research-data/clinical-trials/clinical-trial-eligibility-criteria

http://www.asco.org/research-data/clinical-trials/clinical-trial-eligibility-criteria


Diversity exists across many dimensions
Diversity requires a broad definition

Race Ethnicity

Ancestry Age

Sex

Social
Determinants 

Of Health

GeneticsCo-
morbidities

Concurrent
Medications

Gender

Environmental
Factors

Other
Understanding diversity requires an appreciation 
of intersectionality:
dimensions of diversity are not independent 
variables.
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Adapted from the MRCT Center  https://mrctcenter.org/diversity-in-clinical-research/, with permission

https://mrctcenter.org/diversity-in-clinical-research/,with


Call to Action to Advance Patient-Focused and 
Decentralized Trials

© 2022 American Society of Clinical Oncology (ASCO). All Rights Reserved Worldwide. 
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FDA Form 1572

• Clarity with 
FDA Form 
1572 
requirements 
to ensure 
consistent 
interpretation

Local/Remote 
Care

• Routine 
acceptance of 
local/remote 
patient care 
and testing

Collaborations

• Foster 
partnerships to 
increase 
patient and 
local clinician 
access to trials

doi.org/10.1002/cncr.35145

Enable patients to receive trial related testing and care near or 
in their homes, rather than requiring travel to major research 
institutions



Clinical Trial Modernization Act (H.R. 8412)

• Introduced by Representatives Raul Ruiz, MD (D-CA) and Larry Bucshon, MD 
(R-IN)

• Allow sponsors to financially support participants for medical and non-medical 
costs

• Allow sponsors to provide participants with digital health technology 
necessary for participation at no cost

• Ensure that support from sponsors to participants is not subject to taxation 
nor counted against income limitations for safety net programs 

• Allow the Department of Health and Human Services to issue grants to 
support community education, outreach, and recruitment



Cancer Centers and Expectations 
of Federal Agencies

Carmen Guerra, MD, MSCE, FACP



Role of Unconscious Bias
• 91 qualitative interviews were conducted at 5 U.S. cancer centers among 4 

stakeholder groups: 1) cancer center leaders; 2) PIs; 3) referring clinicians; 
and 4) research staff. 

• 5 themes emerged about perceptions of minority participants: 
• Challenging 
• Not ideal study candidates
• Are not as altruistic
• Legacy of mistreatment
• Perceptions led to withholding clinical trial opportunities

Niranjan, Soumya J et al.  Bias and stereotyping among research and clinical professionals: Perspectives on minority recruitment for oncology clinical trials.  Cancer. 2020; 126(9): 1958-68.



“When Offered to Participate”
When Offered to Participate

Decline (45%) Accept (55%)

• There was no statistically significant difference in participation rates by race. 
• Underrepresented minority patients are not less likely to agree to participate in 

treatment trials
White Black Hispanic Asian

Treatment Trials  (n=30) 
Participation Rates 53.4% 57.6% 64.9% 61.7%

Unger et al.  When offered to participate: A Systematic Review and Meta-Analysis of Patient Agreement to 
Participate in Cancer Clinical Trials J Natl Cancer Inst (2021) 113(3)



Cancer Center Resources 

• Community outreach and engagement
• Establish partnerships to co-create initiatives and programs that engage & 

disrupt segregated care
• Community Advisory Board 

• Translation
• IRB short forms, My Accessible Real-Time Trusted Interpreter (MARTTI)

• Financial reimbursement of clinical trial related out-of-pocket costs
• Copays (Patient Advocate Foundation)
• Travel and lodging (Lazarex Cancer Foundation, American Cancer Society, Ride 

Health)



Catchment Areas of NCI-Designated 
Cancer Centers

• Web-based visualization tool for 
the geographically defined 
catchment areas of NCI-designated 
Cancer Centers. 

• The 'catchment area' refers to the 
self-defined geographic area that 
each NCI-designated Cancer Center 
serves or intends to serve in the 
research it conducts, the 
communities it engages, and the 
outreach it performs.

https://gis.cancer.gov/ncicatchment/app/



FDA Analysis of Trial Participants

https://www.fda.gov/media/174159/download



FDA Analysis of Trial Participant Location



FDA Draft Diversity Plan Guidance
Issued April 2022

Guidance available at www.fda.gov/media/157635/download

Lola Fashoyin-Aje, MD, MPH, Deputy Director, DOIII 
Associate Director- Science and Policy to Address Health Disparities



Addressing Barriers to 
Accessing Clinical Trials

Therica Miller, MBA, CCRP



Major Factors Influencing Patient 
Participation? 

1. Buy-In and Trust 
2. Identification of relevant trial
3. Eligibility criteria
4. Prior treatments
5. Invitation to participate
6. Trial requirements (e.g., visit 

frequency, testing, etc.)

7. Health insurance
8. Out-of-pocket costs and 

expenses
9. Travel/transportation
10.Caregiver/Community support



Multi-Factorial Challenges to Participation

www.fightcancer.org/policy-resources/barriers-patient-enrollment-
therapeutic-clinical-trials-cancer



Participation in treatment trials 
is 5x greater at NCI Designated 
centers

Expand Research Capacity & Infrastructure

https://doi.org/10.1200/JCO.24.00374 and https://doi.org/10.1200/JCO.23.01030

• Virtual clinical trials offices 
• Decentralized /mobile trial staff 
• Just-in-time programs 
• Leverage EMRs for data exchange 



Modernizing Clinical Trial Design 

doi: 10.1158/1078-0432.CCR-20-3852. Epub 2021 Feb 9. PMID: 33563632.

Barrier: Eligibility Criteria and Comorbidities

Adaptive Trial Designs: Advocate for and design clinical trials 
with broader eligibility criteria to include patients with common 
comorbidities, reflecting the real-world patient population.

Subgroup Analysis: Design trials to include subgroup 
analyses that can provide valuable data on how treatments 
work in patients with different comorbidities.

Patient-Centered Protocols: Involve patients in the design phase 
of clinical trials to create more inclusive protocols that consider 
the needs and conditions of older adults.



Taking Research to Patients 
Barrier: Limited Access to Trial Sites

Decentralized Trial Elements: Implement 
decentralized or hybrid trial models that allow 
patients to participate from their homes or 
local healthcare facilities.

Mobile Clinics: Use mobile clinics to bring 
trial services directly to patients in remote 
areas, reducing the need for long-distance 
travel.

Local Partnerships: Partner with local 
healthcare providers and clinics to act as 
satellite sites for larger clinical trials, 
expanding access without significant travel 
burdens.

Victor, N Engl J Med 2018; 378:1291-1301



Hybrid Clinical Trial Model 

Source: 2022 Mount Sinai ONCORE

Mapping the data helped to illustrate the 
need for clinical trial site expansion to better 
serve our patient population and to facilitate 

minority access to trials.

"If there were equivalent facility somewhere in 
North Brooklyn, that would be a tremendous 
assistance… as the major cancer treatment 

hospitals are all in Manhattan which makes it very 
difficult for anybody in the outer boroughs to get 

to them.”

Barrier: Time and Financial Toxicity 

Enrollment among Black Patients in Multiple 
Myeloma Trials at Brooklyn Site

2022: 80%
2023: 85%



Understanding Provider Challenges

When asked “was a clinical 
trial discussed with this 
patient” 

Most providers indicated 
“no available study” 

Barrier: Invitation to Participate 



Patient-Centric Approach to Each Study 

Electronic consent 
Virtual visits 
Telehealth 

Biometric data 
Wearables 

Internet access 
Tech literacy 

PROs 
BYOD 

Local facilities 
Continuity of care Linguistics

Support system
Community  

Thoughts and beliefs 
Fears

Financial support 

Travel 
Transportation 



Policies and Procedures 

60 page
document outlining 

oversight plan



Bridging Academic-Community Partnerships



Which Factors are Priorities to Address?  

1. Buy-In and Trust 
2. Identification of relevant trial
3. Eligibility criteria
4. Prior treatments
5. Invitation to participate
6. Trial requirements (e.g., visit 

frequency, testing, etc.)

7. Health insurance
8. Out-of-pocket costs and 

expenses
9. Travel/transportation
10.Caregiver/community support



Solutions to Employ

• Trial Design 
• Incorporate broadened eligibility criteria
• Flexibilities to alleviate patient burden – accommodating schedules, 

telehealth, decentralized testing and scans
• Community Engagement

• Connections to establish trust and recognize cultural differences
• Extends beyond research to address health continuum

• Embedding Trials in Routine Workflows
• Identify patients and trials in EHRs
• Following routine clinical care timing and treatments in controls



Discussion
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