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CANCER CLINICAL TRIALS

Federal Actions and Selected Non-Federal Practices
to Facilitate Diversity of Patients

What GAO Found

GAO found that both federal agencies and selected non-federal cancer centers
took actions to facilitate participation of patients from diverse backgrounds in

cancer clinical trials. Generally, these actions addressed a variety of barriers to
participation that are often cited in the literature.

The Department of Health and Human Services, Department of Defense, and
Department of Veterans Affairs took actions that have the goal of increasing the
proportion of patients from diverse backgrounds enrolled in federally funded
cancer clinical trials. These efforts are focused on developing research
collaborations, modifying research practices, reducing barriers to patient
participation, and collecting and sharing data.

Federal Actions to Facilitate Diversity in Cancer Clinical Trials

Research
collaborations
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Federal agencies have
created networks of
community-based
research sites that bring
cancer clinical trials to
their own communities.

Research
practices

Federal agencies have
included minimum
enrollment requirements,
broadened patient
eligibility criteria, and
promoted development of
enrollment strategies.

Reducing barriers to
patient participation
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Federal agencies have
implemented practices
to reduce financial,
logistical, and linguistic

and cultural barriers to
participation.

Data
standardization
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Federal agencies have
implemented processes
to standardize data
collection for more
effective analysis of
subgroup data.

Source: GAO analysis of information from the Department of Defense, Department of Health and Human Services, and Department of

Veterans Affairs. | GAO-23-105245

The 17 non-federal cancer centers in GAO’s review implemented practices to
facilitate the enrollment of patients from diverse backgrounds that were focused
on four areas: organization, community, workforce, and patients. Fifteen of the
centers implemented practices in at least three of these four areas.

Selected Cancer Center Practices to Facilitate Diversity in Cancer Clinical Trials

Organization-level
practices

Cancer centers have
adopted an institutional
commitment to serving
diverse populations or
have partnerships with
other organizations to
help increase access for
diverse populations.

Community-level
practices

@@

Cancer centers

have used community
ambassadors—lay
representatives of the
community—to increase
awareness of clinical
trials.

Workforce-level
practices

Cancer centers have
provided training to better
communicate clinical trial
opportunities to patients
and have implemented
efforts to increase the
diversity of the workforce.

Source: GAO analysis of information about the 17 selected cancer centers. | GAO-23-105245

Patient-level
practices
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Cancer centers have used
clinical trial education,
used culturally and linguis-
tically tailored information,
used patient navigators,

and provided financial and
logistical support.
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1 U.S. GOVERNMENT ACCOUNTABILITY OFFICE
441 G St. N.W.
Washington, DC 20548

December 19, 2022
Congressional Committees

Diverse patient representation in clinical trials is important to ensure the
safety and efficacy of treatments for the population likely to use the
treatment being studied.! Ideally, these trials analyze differences in the
safety or efficacy of a treatment amongst different groups to identify
biological and social factors that may affect health. For some drugs, these
differences have resulted in population-specific information in labeling
about dosage or warnings.2 In addition, diverse representation among
patients in clinical trials is important to ensure equity, such that all
individuals have access to clinical research, which in many settings,
represents the best available health care.3

The federal government has made increasing diversity in clinical trials a
policy focus for more than 3 decades, yet numerous groups remain
underrepresented. For example, the National Institutes of Health (NIH)
was mandated to include women and persons from racial and ethnic
groups other than non-Hispanic White populations in clinical trials.4
However, an analysis that searched NIH’s clinical trials data base in
January 2013 found that NIH’s National Cancer Institute (NCI) sponsored
or co-sponsored 10,000 clinical trials, and that less than 2 percent of
these trials focused on racial or ethnic groups other than non-Hispanic

1The National Institutes of Health (NIH) defines a clinical trial as a research study in which
one or more human subjects are prospectively assigned to one or more interventions that
may include placebo or other control) to evaluate the effects of those interventions on
health-related biomedical or behavioral outcomes. In other words, patients or participants
are assigned to a treatment option (which may include one that is actually no treatment,
such as with a pill that has no medical component. NCI notes that its definition of clinical
trials includes trials to test new methods of screening, prevention, diagnosis, or treatment.

2See B. E. Bierer et al., Achieving Diversity, Inclusion, and Equity in Clinical Research:
Guidance Document Version 1.1 (Cambridge and Boston, MA: Multi-Regional Clinical
Trials (MRCT) Center of Brigham and Women’s Hospital and Harvard, 2021). accessed
July 6,2021 https://mrctcenter.org/diversity-in-clinical-trials/

3National Academies of Sciences, Engineering, and Medicine, Improving Representation
in Clinical Trials and Research: Building Research Equity for Women and
Underrepresented Groups (Washington, DC: The National Academies Press, 2022)
accessed May 17, 2022, https://doi.org/10.17226/26479.

4National Institutes of Health Revitalization Act of 1993, Pub. L. No. 103-43, § 131, 107
Stat. 122, 133-35.

Page 1 GAO0-23-105245 Cancer Clinical Trials


https://mrctcenter.org/diversity-in-clinical-trials/
https://doi.org/10.17226/26479

White.5 Further, a study that examined all cancer drug approvals granted
by the Food and Drug Administration (FDA) from July 2008 through June
2018 found that Black and Hispanic patients in the U.S. were consistently
underrepresented in the clinical trials supporting those drug applications
when compared to the proportion of cancer incidence and mortality
among Blacks and Hispanics in the U.S.6 Other groups, such as
adolescents and young adults, older adults, women, low-income
individuals, and individuals from rural communities have also been
underrepresented in cancer clinical trials.

The Henrietta Lacks Enhancing Cancer Research Act of 2019 and House
Appropriations Report 116-450 each included a provision that we study
the diverse representation of patients in cancer clinical trials.” This report
describes

1. actions federal agencies have taken to facilitate enrollment of patients
from diverse backgrounds in cancer clinical trials and

2. practices used by selected cancer centers to facilitate enroliment of
patients from diverse backgrounds in cancer clinical trials.

In this report, we focused on groups of patients from diverse backgrounds
in terms of racial and ethnic groups, adolescents and young adults, older
adults, women, low-income individuals, and individuals from rural
communities because they were either specified in the legislation or had
been cited in scientific literature as underrepresented groups in clinical
trials.

To describe actions federal agencies have taken to facilitate enrollment of
patients from diverse backgrounds in cancer clinical trials, we interviewed
officials from federal agencies that fund or conduct cancer clinical trials,

5The review notes that other trials may have included patients from a variety of racial and
ethnic groups, but such groups were not the primary focus. M. S. Chen et al., “Twenty
Years Post-NIH Revitalization Act: Renewing the Case for Enhancing Minority
Participation in Cancer Clinical Trials,” Cancer, vol. 120, no. 7 (2014).

6J. M. Loree et al., “Disparity of Race Reporting and Representation in Clinical Trials
Leading to Cancer Drug Approvals from 2008 to 2018.”"JAMA Oncology, vol. 5, no. 10
(2019).

7Pub. L. No. 116-291, § 3, 134 Stat. 4894, 4895 (2021); H.R. Rep. No. 116-450, at 93
(2020). The Henrietta Lacks Enhancing Cancer Research Act of 2019 includes a
Congressional finding that scientists used tumor cells from Henrietta Lacks for more than
20 years, without her or her family’s consent. The cells have contributed to many scientific
advances such as the development of the polio vaccine and other drug treatments.
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and develop and maintain policies related to such trials. Specifically, we
interviewed officials from agencies within the Department of Health and
Human Services (HHS)—including NIH, FDA, and the Centers for
Medicare & Medicaid Services (CMS)—the Department of Veterans
Affairs (VA), and the Department of Defense (DOD). We also reviewed
and analyzed documents from these agencies outlining relevant policies,
procedures, and programs related to clinical trial participation.

To describe practices used by selected cancer centers to facilitate
enrollment of patients from diverse backgrounds in cancer clinical trials,
we first identified non-federal cancer centers that have been effective at
enrolling such patients or recognized in published literature for enrolling
diverse populations in cancer trials.8 To do so, we conducted a literature
search and interviewed stakeholders. We used the literature search to
identify articles demonstrating the ability to enroll patients from diverse
groups in cancer clinical trials, or review articles that recognized such
centers. We also asked stakeholders to identify cancer centers that have
been effective in enrolling patients from diverse backgrounds in cancer
clinical trials or articles that might provide such information. Based on
this, we identified 17 cancer centers that met our selection criteria and
focused on cancer clinical trials. We use the word “centers” to describe
these cancer centers and institutes.® We asked officials from the 17
selected centers to identify relevant practices that facilitate enrollment of
patients from diverse backgrounds in cancer clinical trials through a
questionnaire we provided. We did not independently verify the
information reported by the centers in their response to the
guestionnaires we sent them. We also reviewed documents provided by
the centers and published literature about the centers.

To address both objectives, we also conducted interviews with a range of
stakeholders who could provide a variety of perspectives on issues
related to diversity in cancer clinical trials, actions taken by the federal
government, and practices for facilitating enroliment of diverse groups of
patients in cancer clinical trials. Specifically, we interviewed
representatives from four organizations that represent a variety of
perspectives in patient advocacy, six that represent clinical research, and

8For the purposes of this report, cancer centers are health care organizations and groups
of health care organizations that provide care for people with cancer and conduct cancer
clinical trials.

9The centers we identified for this report do not constitute all cancer centers that have had
increased enrollment of diverse populations into cancer clinical trials.
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three that represent the pharmaceutical industry. We identified these
stakeholders through our review of literature and these interviews. The
information we obtained from these interviews with stakeholders is not
generalizable; however, it provides insight into issues related to diversity
in cancer clinical trials. (A detailed description of our scope and
methodology is in app. I.)

We conducted this performance audit from May 2021 to December 2022
in accordance with generally accepted government auditing standards.
Those standards require that we plan and perform the audit to obtain
sufficient, appropriate evidence to provide a reasonable basis for our
findings and conclusions based on our audit objectives. We believe that
the evidence obtained provides a reasonable basis for our findings and
conclusions based on our audit objectives.

Background

Clinical Trials

Clinical trials are studies to test new drugs, already approved drugs,
devices, or other forms of treatment, prevention, or supportive care.
Clinical trials provide data about the safety and effectiveness of medical
products and health care interventions. Funders of clinical trials are also
referred to as clinical trial sponsors. Generally, trial sponsors evaluate the
design of a clinical trial, often using a technical review process such as
peer review, and with require the approval of an Institutional Review
Board.10

Clinical trial settings. Clinical trials can take place in a variety of settings
(e.g., academic hospitals, community hospitals, and specialty treatment
centers) and geographic locations. Some clinical trials may be led by a
particular research institution, such as a cancer center, but also have
multiple community sites that enroll and treat patients in the trial.

Clinical trial funding. Most clinical trials that lead to drug approvals are
funded by pharmaceutical companies, and most participants in cancer
clinical trials are enrolled outside of the U. S. For example, one study
found that of the trials funded in 2014, the number of clinical trials funded

10|nstitutional Review Boards are formal groups that review and monitor research involving
human participants. The groups have the power to approve, require modifications to, or
disapprove research. The groups serve to protect the rights and welfare of the
participants.
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by the pharmaceutical industry was more than 6 times greater than the
number funded by NIH.1" In the case of cancer clinical trials, those not
funded by pharmaceutical companies are typically funded by federal
agencies, academic institutions, and other organizations. The American
Cancer Society Cancer Action Network reported that the trials funded by
NCI tend to compare one treatment approach against another, whereas
those funded by pharmaceutical companies are designed to receive FDA
approval for either new drugs or new uses of an already approved drug.'2
FDA has reported that for clinical trials used to support new drugs from
2015 through 2019, 65 percent of clinical trial participants are enrolled in
trial settings outside of the U.S.13

Clinical trial staff. Clinical trials are led by a principal investigator who is
typically a physician. We refer to these principal investigators as
“researchers” in this report. These researchers generally have control
over the details of the trial, including how participants are recruited and
enrolled into the trial, and the data that the trial will gather. They also are
responsible for providing oversight of the trial to ensure it is conducted in
accordance with the plans. The clinical trial staff may include staff such as
research nurses who educate patients about a trial; doctoral-level
researchers—such as statisticians and population scientists—who
provide expertise in developing the trial structure; staff who manage the
collection of data throughout the trial; and physicians, nurses, and other
health care providers who provide medical care to clinical trial patients as
needed.

Clinical trial participants. Clinical trial participants are those people who
enroll in a clinical trial. They may be people with a particular disease or
they may be healthy volunteers. Participants may learn about trials from
their doctor or from online clinical trial databases. They must meet certain
eligibility criteria set by the trial to participate; these criteria can include
characteristics such as age, sex, the type and stage of their disease, their

11S. Ehrhardt, L. J. Appel, and C. L. Meinert, “Trends in National Institutes of Health
Funding for Clinical Trials Registered in ClincialTrials.gov,” JAMA, vol. 314, no. 23 (2015).

12American Cancer Society Cancer Action Network, Barriers to Patient Enrollment in
Therapeutic Clinical Trials for Cancer: A Landscape Report, 2018. Accessed June 7, 2021
https://www.fightcancer.org/policy-resources/barriers-patient-enroliment-therapeutic-clinic
al-trials-cancer

13Food and Drug Administration, 20715-2019 Drug Trials Snapshot: Summary Report,
November 2020.
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previous medical treatment, and other medical conditions. For purposes
of this report, we refer to clinical trial participants as “patients.”

Federal Agencies That
Fund and Conduct Cancer
Trials

NIH

DOD

Federally funded cancer clinical trials are primarily funded by HHS
agencies such as NIH, and within NIH, specifically NCI. Other agencies
that fund or conduct cancer trials include DOD, through the
Congressionally Directed Medical Research Programs (CDMRP) and the
John P. Murtha Cancer Center; and VA. The agencies may award funds
to researchers outside of the federal government through a competitive
process whereby researchers submit grant applications to the funding
agency, or they may provide those funds to agency researchers within the
federal government to conduct the trials. For some agencies, competitive
grants may be renewed by the agencies, sometimes requiring a renewal
application. CDMRP, on the other hand, requires that all research funding
be openly competed, so those wishing to apply for follow-on or additional
funding must submit new applications to be evaluated through a review
process.

NIH’s NCl is the federal government’s principal agency for cancer
research and training. NCI has 30 divisions, offices, and centers that work
together on its cancer research agenda and the institute supports trials
through a number of different trial networks and programs. For example,
NCI supports the National Clinical Trials Network, a collection of
organizations and clinicians that coordinates and supports cancer clinical
trials at more than 2,200 sites worldwide. NCI also supports the NCI
Community Oncology Research Program, a national network of sites that
expands the reach of the National Clinical Trials Network and provides
infrastructure for conducting clinical trials focused on cancer prevention,
screening, supportive care and symptom management, surveillance,
health-related quality of life, and cancer care delivery. These sites then
operate more than 1,000 research sites to bring cancer clinical trials and
care delivery studies to people in their own communities. In fiscal year
2021, NClI received $6.35 billion in funding.

DOD has two primary organizations that fund cancer research.

« CDMRP originated via a Congressional appropriation in 1992 to foster
novel approaches to biomedical research. CDMRP is located within
the U.S. Army Medical Research and Development Command, which
is the largest medical research enterprise within DOD. CDMRP
administers research programs targeting specific cancers or cancer
topics as directed by Congress. Awards of these CDMRP funds must
be openly competed and may be made to both DOD and non-DOD
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VA

organizations. In fiscal year 2022, CDMRP received $1.54 billion in
appropriations for all 35 of its research program areas. Of those
funds, $585 million were directed to its 10 cancer research program
areas; however, these funds support more than just clinical trials.

« John P. Murtha Cancer Center at the Walter Reed National Military
Medical Center is the DOD Cancer Center of Excellence. DOD
provides $30 million in direct funding to Murtha Cancer Center to
conduct state-of-the-art clinical care and innovative research,
including clinical trials for the military and its beneficiaries.

VA’s Office of Research and Development has a strategic priority to
increase veterans’ access to high-quality clinical trials. Within VA’s Office
of Research and Development, the VA Cooperative Studies Program
plans and conducts large, multicenter clinical trials and epidemiological
studies, including those for cancer. The Cooperative Studies Program
received more than $104 million in funding in fiscal year 2021.

Federal Agencies with
Roles Other Than Funding
or Conducting Clinical
Trials

FDA, NIH, and CMS, all within HHS, have a role related to clinical trials
other than funding or conducting trials. This includes the issuance of
guidance and regulations, and development of policies for those
conducting clinical trials.

« One of FDA’s roles is to help ensure the safety and efficacy of drugs.
It does so by reviewing applications for new drugs, and issuing
guidance and regulations related to the study of drugs, including
clinical trials.

« NIH issues guidance and policies related to the conduct of clinical
trials it funds. (A list of FDA and NIH guidance and policy related to
diversity in clinical trials is in app. Il.)

Since 2000, CMS has paid for routine patient care costs for Medicare
beneficiaries participating in clinical trials.'4 Generally, CMS defines
routine costs as those items or services provided to an individual
under a qualifying clinical trial, including those provided to diagnose or
treat complications resulting from participation in the trial, if they would
have been otherwise covered outside of the trial.

14Medicare is the federally financed health insurance program for persons aged 65 and
over, certain individuals with disabilities, and individuals with end-stage renal disease.
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« CMS also pays for routine patient care costs for Medicaid
beneficiaries participating in clinical trials.15 In December 2020, a law
was enacted requiring Medicaid coverage of routine costs associated
with clinical trial participation.'¢ Prior to this, states had flexibility to
limit such coverage, and some states chose not to cover such
services. As of January 2022, states are required to cover routine
costs associated with participation in clinical trials.

Barriers Affecting Patient
Enrollment in Cancer
Trials

The multitude of barriers that affect the enrollment of patients into clinical
trials has been described in published research. Some of the barriers
frequently mentioned include the following.

« Unconscious bias. Unconscious bias is when stereotypes or cultural
concepts influence behavior without realization. Unconscious bias can
influence all stages of the clinical trial process, beginning with which
patients are told about the availability of a clinical trial. One report
found that this bias, based on misconceptions or assumptions about
race, ethnicity, socioeconomic status, or other patient characteristics
can affect a health care provider’'s decision to mention the option of
clinical trial participation to a patient.”

« Mistrust and historical discrimination. Research has shown that
many patients from underrepresented racial and ethnic groups have a
general mistrust of medical research stemming from historical and
contemporary instances of racism and research misconduct.18
Research has shown that a lack trust in research, investigators, and

15Medicaid is a joint federal-state health care financing program for certain low-income
and medically needed individuals.

16Consolidated Appropriations Act, 2021, Pub. L. No, 116-260, div. CC, tit. I, § 210, 134
Stat. 1182, 2989-92.

17Case Comprehensive Cancer Center, “Unconscious Bias: An Introduction” (Cleveland,
OH: Case Western University, 2015), accessed December 16, 2021,
https://case.edu/cancer/research/clinical-research-office/minority-accrual-committee/cultur
al-inclusion-and-awareness/unconscious-bias-introduction

18M. Awidi and S. A. Hadidi, “Participation of Black Americans in Cancer Clinical Trials:
Current Challenges and Proposed Solutions,” JCO Oncology Practice, vol. 17, no. 5
(2021); B. Nazha, M. Mishra, R. Pentz, and T. K. Owonikoko, “Enrollment of Racial
Minorities in Clinical Trials: Old Problem Assumes New Urgency in the Age of
Immunotherapy,” ASCO Educational Book (2019). J. G. Ford et al., “Barriers to Recruiting
Underrepresented Populations to Cancer Clinical Trials: A Systematic Review,” Cancer,
vol. 112, no. 2 (2008).
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Availability of prostate cancer trials by
county and population

One study of Black men—whose incidence
rate of prostate cancer is 70 percent greater
than that of White men and whose mortality
rate is 2.5 times higher than White men—
looked at availability of prostate cancer clinical
trials by county and population. It found that
the counties with a higher proportion of Blacks
were less likely to have access to both cancer
facilities and prostate cancer trials.

Source: W-J. Wang, S. D. Ramsey, C. S. Bennette, and A.
Bansal, “Racial Disparities in Access to Prostate Cancer
Clinical Trials” A County-Level Analysis.” JNCI Cancer
Spectrum, vol. 6, no. 1 (2022). | GAO-23-105245

Importance of location and setting

One study reported engaging Black patients in
health interventions in community
barbershops or predominately Black-serving
churches was a key to success. The authors
noted that the locations provided the patients
with a familiar setting and trusted individuals
and that location convenience was essential.
Source: C. R. Rogers et al., “Barriers to and Facilitators of
Recruitment of Adult African American Men for Colorectal
Cancer Research: An Instrumental Exploratory Case Study,”

JCO Oncology Practice, vo. 17, no. 5 (2021) |
GAO-23-105245

the research system, and fear of being treated “as a guinea pig” can
be a barrier to participation in clinical trials.®

« Location. A clinical trial’s location may also be a barrier for a variety
of reasons. First, clinical trials are often at major cancer centers or
other sites where individuals from traditionally underrepresented
groups are less likely to receive care, and may not be near where

certain patients live.20 For example, one study assessing the
economic burden of cancer patients in early-phase clinical trials from
a cancer center in Houston, Texas, found that half of the patients
studied lived more than 300 miles from the clinic conducting the trial,
and another 27 percent lived more than 101 miles away.2!

For many reasons, it may be important to have trials be conducted
where patients and caregivers are in order to improve awareness,
access, and trust, all of which have been cited as barriers to
participation.22

« Inclusion and exclusion criteria. A clinical trial’s inclusion and
exclusion criteria —the factors that determine whether a patient is
eligible to participate—may have bias embedded in them. Such
criteria might include biological factors that result in bias toward
certain individuals. For example, some of these eligibility factors (such
as blood pressure) may vary between racial and ethnic groups and
may therefore result in the exclusion of certain groups.

19B. E. Bierer et al., Achieving Diversity.

20See Awidi and Hadidi, “Participation of Black Americans;” American Society of Clinical
Oncology, Improving Diversity in Clinical Trial Participation: Policy Brief, (Oct. 2020),
accessed July 7, 2022,
https://www.asco.org/sites/new-www.asco.org/files/content-files/advocacy-and-policy/docu
ments/2020-CTDiv-Brief.pdf; J. M. Unger et al., “Systematic Review and Meta-Analysis of
the Magnitude of Structural, Clinical, and Physician and Patient Barriers to Cancer Clinical
Trial Participation.” JNCI: Journal of the National Cancer Institute Vol. 111 (2019), 245-
255,

21Early-phase clinical trials are the first tests of a particular treatment and usually involve
small groups of people. R. W. Huey et al.,“Patient-Reported Out-of-Pocket Costs and
Financial Toxicity During Early-Phase Oncology Clinical Trials,” The Oncologist, vol. 26
(2021).

22The Deloitte Center for Health Solutions and Pharmaceutical Research and
Manufacturers of America, “Enhancing Clinical Trial Diversity: Stakeholder Perspectives
on Advancing Research Through Representative Clinical Trials” (2021).
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Lessons in cultural competence

One study identified lessons learned with
increasing participation of American
Indian/Alaska Natives in genetic research that
can increase diverse representation in other
research. Understanding that a lack of cultural
competence can be a barrier, the authors
recommended approaches that use cultural
sensitivity to foster trust through the following:

e Becoming familiar with tribal governance
and structure because each tribe is
unique and culturally distinct

e Building trust with the community by
learning the tribe’s history of involvement
with research; including by spending time
in the community, and engaging
stakeholders throughout the research
process

e Becoming culturally attuned

e Being straightforward with expectations
and ideal communication strategies

o Developing a research agreement and
plan for using data

o Ensuring the study is review by the tribe
for ethical and cultural considerations

e Providing the tribe with resources and
personnel to support the study

e Balancing the need for scientific
knowledge with the benefit to the
community

Source: D. M. Carroll et al., “Recommendations to

Researchers for Aiding in Increasing American Indian

Representation in Genetic Research and Personalized

Medicine,” Personalized Medicine, vol. 18, no. 1 (2021). |
GAO-23-105245

« Cultural competence, linguistic, and literacy factors. Cultural
competence includes understanding and respect of the diversity of a
patient population, including factors such as language, communication
styles, beliefs, attitudes and behaviors. Having staff of a trial that
shares cultural characteristics with the patients can facilitate
participation.2?® Other barriers have to do with language. For example,
the language used in consent forms can be difficult for patients to
understand. Further, trial materials may not be offered in the native
language of a patient. At the same time, some have noted that
translating consent forms can be costly and those costs are rarely
covered in research budgets.24

« Costs and other logistical barriers. The costs of participating in a
clinical trial can reduce a patient’s ability to enroll or continue
participating. Such costs include:

« Investigational care costs are costs associated with the drug being
studied and related services that would not otherwise be required
such as blood tests for safety data and are covered by the
sponsor of the clinical trial.

« Routine care costs are direct medical costs for those services that
would have been provided to a patient even without their
participation in a clinical trial such as services for therapy or
prevention of complications. These costs are typically covered by
insurance, or if denied by insurance or the patient lacks insurance,
by the patient themselves.

« The third type of costs are nonmedical, out-of-pocket costs, such
as lodging and meals, transportation, and dependent care or
childcare. These costs are typically the responsibility of the
patient.

23Bierer et al., Achieving Diversity.

24J. M. Kahn et al., “Strategies to Improve Diversity, Equity, and Inclusion in Clinical
Trials,” Cancer, (Jan. 15, 2022).
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Out-of-pocket costs

One study found that overall, 48 percent of
the patients in cancer clinical trials had
monthly out-of-pocket costs of at least $1,000.
They also found that patients used a variety
sources to pay those costs including using
savings, withdrawing money from retirement
accounts, borrowing money from friends and
family, having a fundraiser, and working extra
hours or an additional job.

Source: R. W. Huey et al., “Patient-Reported Out-of-Pocket
Costs and Financial Toxicity During Early-Phase Oncology

Clinical Trials,” The Oncologist, vol. 26 (2021). | GAO-23-
105245

Logistical barriers that have indirect costs for patients include the time
commitment, loss of income, and family considerations. As certain racial
and ethnic groups are affected more by lower incomes and are more
likely to have jobs based on an hourly wage, these costs make it harder
for them to fit clinical trial participation into their schedule. However, many
trials do not provide reimbursement for nonmedical costs of participating
in a trial because of concerns that reimbursement for costs may be seen
as an inducement to participation in a clinical trial.

A Range of Federal
Actions Focus on
Enrolling a Diverse
Group of Patients in
Cancer Clinical Trials

DOD, HHS, and VA are engaged in a range of actions that facilitate
enroliment of a diverse group of patients in federally funded cancer
clinical trials. These actions include developing research collaborations,
modifying research practices, reducing barriers to patient participation,
and collecting and sharing data. (See fig. 1 for a summary of federal
actions within each category.)
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Figure 1: Categories of Federal Actions to Facilitate Enroliment of a Diverse Group
of Patients in Cancer Clinical Trials
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Source: GAO analysis of information from the Department of Defense, Department of Health and Human Services, and Department of
Veterans Affairs. | GAO-23-105245

Federal Actions Focused According to agency officials and reviews of agency documentation,

on Research federal agencies have created collaborations of researchers, health care

Collaborations professionals, and community-based organizations that bring cancer
clinical trials into communities where potential patients from
underrepresented populations live. These collaborations have (1) created
research networks in the communities where patients live, (2) developed
strategic partnerships with institutions serving patients from
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underrepresented populations, and (3) established an infrastructure for
researchers to collaborate and share information.

Community-based research networks. NCl and VA have created
networks of multiple clinical trial research sites placed within
communities, which can enable sustained community interaction that has
been shown to build trust and establish meaningful relationships with
patients. Interacting directly with communities fosters the input of
community stakeholders, which can help clinical trial teams incorporate
community feedback into research design and identify individuals and
organizations that can help facilitate the enrollment of a diverse group of
patients in cancer clinical trials. Examples of community-based networks
include the following:

o The NCI Community Oncology Research Program is a national
network of seven research bases that provide scientific and statistical
leadership in developing, implementing, and analyzing clinical trials.
The program also includes 46 community sites that bring cancer
clinical trials to patients in their own communities. One of the goals of
the program is to bring clinical research studies to patients in their
own communities so the evidence generated from clinical trials can
contribute to improved patient outcomes for all people. One feature of
the program is that 14 of the 46 sites are Minority/Underserved
Community Sites, which are those for which at least 30 percent of the
patient population is comprised of racial and ethnic groups other than
non-Hispanic White or rural residents. The program enrolls patients in
NClI-supported clinical trials at approximately 1,000 affiliate hospitals
and cancer centers.

« The NCI and VA Interagency Group to Accelerate Trials Enroliment
partnership between NCI and VA facilitates enrollment of veterans
with cancer, including patients from diverse backgrounds, into NCI-
funded clinical trials. This partnership helps bring NCI clinical trials to
VA patients so that they do not have to seek treatment outside of the
VA health care system. The goal is to build the capacity of VA Medical
Centers with dedicated staffing and sustainable infrastructure so they
can offer NCI clinical trials in the future. VA officials stated that this
structure provides local support, which can help VA Medical Centers
identify site-specific challenges related to clinical trial execution.

Strategic partnerships. DOD, FDA, and NCI have established strategic
partnerships with organizations serving underrepresented populations,
including health care and educational institutions and consumer advocacy
organizations. Research has shown that the goal of these partnerships is
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to create collaborations with organizations already working with patient
communities to build trust and design clinical trials that are more inclusive
of underrepresented communities. Examples of federal strategic
partnerships include the following:

« According to officials, cancer programs managed by DOD’s CDMRP
have encouraged multi-institutional collaboration with institutions and
outreach programs at university hospitals, cancer treatment centers,
and minority-serving institutions. These types of collaborations may
help increase diversity in the research community, which can reduce
barriers affecting enroliment of certain underrepresented populations.
Some CDMRP-funded cancer researchers also partner with patient
advocates and consumer advocacy organizations throughout the
clinical trial enrollment process to develop relationships and build
trust. Some CDMRP cancer funding opportunities require such
partnerships.

« FDA’s Oncology Center of Excellence conducts an initiative called
Project Equity to promote research practices and policies that
facilitate enroliment of a diverse group of patients.25 It does this
through outreach and partnerships with oncology stakeholders,
including academic organizations, pharmaceutical sponsors,
regulatory agencies, and professional organizations. FDA officials
stated that collaborations with stakeholders through Project Equity
have explored ways to improve trial design and trial conduct that can
generate clinical trial results across a diverse group of patients.

« NCI's Center to Reduce Cancer Health Disparities oversees the
Partnerships to Advance Cancer Health Equity program that provides
institutional awards for the development of partnerships between NCI-
designated cancer centers and institutions focused on
underrepresented populations. NCI officials stated that the
partnerships are focused on increasing cancer research education for
students and improving the effectiveness of cancer care in
underserved communities. The program establishes partnerships
through two funding mechanisms, one directly supporting researchers
and one focused on building long-term relationships with institutions.

Infrastructure for information sharing. DOD, NCI, and VA research
networks provide an infrastructure for network members to share
information, such as best practices for enrolling patients from

25See https://www.fda.gov/about-fda/oncology-center-excellence/project-equity, accessed
August 10, 2022.
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underrepresented populations and feedback to clinical trial administrators.
Examples of federal actions in this area include the following:

« Murtha Cancer Center officials told us that the center has an
Oversight Committee comprised of senior leadership and external
federal experts from VA and NCI that reviews clinical trial participation
data and provides trial recommendations based on their findings. The
Oversight Committee has made recommendations for ensuring the
proper inclusion of eligible military and veteran patients. Agencies
officials noted they serve populations with high proportions of persons
from racial and ethnic groups other than non-Hispanic White.

« NIH officials stated that the NCI Community Oncology Research
Program’s seven research bases and the NCI National Clinical Trials
Network membership organizations each hold periodic meetings,
which serve as a forum for NCI officials and local researchers to share
research best practices that address clinical trial participation gaps.26

« VA officials stated that the NCI and VA Interagency Group to
Accelerate Trials Enroliment program coordinates clinical trial
researchers by hosting monthly conference calls, sharing information
via newsletters, and providing central logistical support. This allows
researchers to share issues with trial administrators as they arise. For
example, researchers and officials learned through these information-
sharing meetings that existing trial inclusion and exclusion criteria
often restricts participation of those with hearing loss, more common
in veterans. VA officials were able to escalate this issue to NCl in an
effort to make trial eligibility criteria more inclusive.

Federal Actions Focused
on Research Practices

Federal agencies have undertaken actions to modify research practices
with the goal of increasing the enrollment of a diverse group of patients.
Federal actions include making recommendations for clinical trials
researchers on setting minimum requirements for clinical trial enrollment,
broadening patient eligibility criteria, and intentional enrollment of
underrepresented populations.

Minimum enrollment requirements. The DOD CDMRP’s prostate and
kidney cancer programs require consortium-led clinical trials to enroll a
minimum of 5 percent of their patients from a diverse background, which
includes factors such as race, geography, and socioeconomic status.

26The National Clinical Trials Network consists of four adult cancer groups, one group
focused solely on childhood cancers, and a Canadian Collaborating Clinical Trials
Network.
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DOD officials stated the programs monitor planned and actual enrollment
annually through technical progress reports submitted by researchers.
CDMRP officials noted that while there is no penalty for network sites that
do not meet the 5 percent minimum, the minimum percentage provides
encouragement to researchers to focus on enrollment of patients from
diverse backgrounds. CDMRP officials told us that nine of 10 sites in the
consortium have exceeded the 5 percent minimum enrollment of patients
from underrepresented populations, with enrollment ranging from 9 to 42
percent.2” For network sites under the minimum, CDMRP science officers
meet with researchers and discuss strategies to increase enrollment for
underrepresented groups.

Broadening eligibility criteria. FDA and NCI have developed guidance
for researchers for developing inclusion and exclusion criteria that
facilitate enrollment of a diverse group of patients. Broadening eligibility
criteria can increase the potential pool of clinical trial patients, particularly
those from diverse backgrounds, such as older adults and those from
certain racial and ethnic groups historically underrepresented in clinical
trials, without affecting the safety of patients or effectiveness of the trial.

FDA published guidance in 2020 to help facilitate the broadening of
eligibility criteria so that patients enrolled in trials will better reflect the
population most likely to use the drug if it is approved.28 The guidance
recommended research practices that include to avoid unnecessarily
excluding patients, to adapt research studies based on ongoing findings,
and to recruit patients with different levels of disease severity. As a result,
this guidance promotes understanding of important safety and
effectiveness information for all patients who may benefit from the drug
after approval. FDA also published guidance regarding the inclusion of
older adults in cancer clinical trials.2®

NCI, using recommendations from the American Society of Clinical
Oncology and Friends of Cancer Research, developed guidance,

27The only Clinical Consortium site under 5 percent had an underrepresented enrollment
rate of 3.7 percent.

28Food and Drug Administration, Center for Drug Evaluation and Research and Center for
Biologics Evaluation and Research, Enhancing the Diversity of Clinical Trial Populations
— Eligibility Criteria, Enrollment Practices, and Trial Designs, Guidance for Industry (Silver
Spring, Md.: Nov. 2020).

29Fpod and Drug Administration, Inclusion of Older Aduits in Cancer Clinical Trials —
Guidance for Industry. (Silver Spring, Md.: Mar. 2022).
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effective as of 2018, that includes recommendations for researchers to
broaden clinical trial eligibility related to patients with multiple medical
conditions and adolescent patients.3¢ NCI merged these
recommendations into a Generic Protocol Template that some NCI
funding programs require clinical trials to use when developing eligibility
criteria. NC| added additional criteria to the guidelines in response to
recommendations made in May 2021 by American Society of Clinical
Oncology and Friends of Cancer Research that sought to identify
additional criteria that can pose significant barriers to clinical trial
enroliment.31

Intentional enroliment of underrepresented populations. DOD, FDA,
NIH, and VA have implemented practices that support strategies for
enrolling a more diverse group of patients in clinical trials. Research has
shown that considering recruitment goals and strategies for enrolling
underrepresented populations early in a clinical trial can improve the
effectiveness of increasing the enroliment of those patients.32 Some
agencies have required researchers to include intentional enroliment
strategies as a separate attachment to their funding applications. In
addition, VA has provided a toolkit to help research teams incorporate
these strategies into their clinical trials.

o Since October 2020, DOD’s CDMRP policy has required all applicants
for clinical research funding to submit a proposed strategy for the
recruitment of women and underrepresented populations, including
enroliment estimates by sex and race/ethnicity, at the time they apply.
CDMREP officials told us they created the requirement as a separate

30National Cancer Institute, Cancer Therapy Evaluation Program, Broadening/Modernizing
Eligibility Criteria for National Cancer Institute (NCI) Sponsored Clinical Trials (Bethesda,
Md.: Dec. 2021). The continued use of commonly accepted eligibility criteria has been
found to exclude certain populations (e.g., racial and ethnic groups other than non-
Hispanic White, older adults) without strong clinical or scientific justification.

31The American Society for Clinical Oncology and Friends of Cancer Research published
a paper that recommends the broadening of additional eligibility criteria. The
recommendations seek to promote the inclusion of all populations who are anticipated to
benefit from a therapy while excluding patients only where safety concerns warrant
exclusion of patients with certain characteristics. See E. S. Kim et al., “Continuing to
Broaden Eligibility Criteria to Make Clinical Trials More Representative and Inclusive:
ASCO-Friends of Cancer Research Joint Research Statement,” Clinical Cancer
Research, vol. 27, no. 9 (2021): 2394-2399.

328, H. Javid et al., “A prospective analysis of the influence of older age on physician and
patient decision-making when considering enrollment in breast cancer clinical trials,”
Oncologist, vol. 17, no. 9 (2012):1180-1190.
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attachment in most of the funding opportunities to stress the
importance of this part of the application.

« Murtha Cancer Center officials stated that the center’s strategy to
promote diversity and equity in DOD cancer studies directs research
consent staff who are hired to enroll patients into clinical trials to
prioritize recruitment of underrepresented groups. Finally, the strategy
tasks administrative research staff to review incoming cancer patients
from racial and ethnic groups other than non-Hispanic White, identify
those who would be eligible for clinical trials, and purposefully
approach these patients to determine their interest in participating.

« FDA developed draft guidance in April 2022 with recommendations
that clinical trial researchers and funders develop race and ethnicity
diversity plans.33 The draft guidance recommends that researchers
establish enrollment goals based on the population of patients who
will use the treatment, details strategies to enroll and retain patients
from diverse backgrounds, and describes how differences in safety
and effectiveness can be assessed by race and ethnicity.

« NIH’s two inclusion policies require funding applicants to submit
inclusion enrollment plans as a component of the application.34 The
first policy states that applications should describe the proposed study
population in terms of sex/gender and race/ethnicity. A second similar
policy describes recommendations for age. Both policies state that
applicants should provide a rationale for the selection. Any exclusion
based on sex/gender, race/ethnicity, or age must include a scientific
or ethics-based justification.

« VA’'s Women’s Health Research Network, in collaboration with the VA
Cooperative Studies Program, developed a toolkit of resources that
can be used to better support researchers in enhancing participation
of women veterans in clinical trials. The toolkit includes recruitment

33Food and Drug Administration, Diversity Plans to Improve Enrollment of Participants
from Underrepresented Racial and Ethnic Populations in Clinical Trials Guidance for
Industry, Draft Guidance (Silver Spring, Md.: Apr. 2022); the 60-day comment period
ended on June 13, 2022, and FDA officials said that when final, this guidance will reflect
FDA'’s current thinking on this topic.

34National Institutes of Health, NIH Policy and Guidelines on the Inclusion of Women and
Minorities as Subjects in Clinical Research (Bethesda, Md.: Oct. 2001); National Institutes
of Health, Revision: NIH Policy and Guidelines on the Inclusion of Individuals Across the
Lifespan as Participants in Research Involving Human Subjects (Bethesda, Md.: Dec.
2017).

Page 18 GAO0-23-105245 Cancer Clinical Trials



strategies, approaches to training research staff, and suggestions for
local resources to support recruitment of women.

Federal Actions Focused
on Reducing Barriers to
Patient Participation

CMS, DOD, NCI, VA, and FDA have implemented actions focused on
reducing financial, logistical, and cultural and linguistic barriers to patient
participation in clinical trials.

Financial support. CMS, DOD, and NCI have taken action to address
the financial barriers, which can contribute to low clinical trial participation
rates for patients, particularly from underrepresented populations.35
Agencies’ actions to reduce financial barriers for clinical trial patients
include compensation for routine costs associated with trial participation
and reimbursement of patient out-of-pocket costs, such as transportation
and dependent care.

e As previously described, Medicare and Medicaid cover routine patient
care costs for beneficiaries participating in qualifying clinical trials.
CMS officials stated that since Medicare coverage of such costs
began in 2000, local Medicare administrators determine what routine
costs are eligible for coverage for each separate qualifying clinical
trial. Covered costs are those they deem reasonable and necessary
and that are aligned with costs that would regularly be covered by
Medicare.

Federal law required Medicaid coverage of routine patient costs
associated with participation in qualifying clinical trials beginning
January 1, 2022. According to CMS officials, state Medicaid
administrators are responsible for establishing guidelines, within
federal parameters, on coverage, reimbursement requirements, and
processing reimbursements for costs related to clinical trials. Each
state is required to submit a state plan amendment to CMS to
implement the new benefit, and, as of June 2022, 44 state plan
amendments had been approved.36 Because Medicaid programs vary
by state, Medicaid coverage for services that are within clinical trials

35R. D. Nipp et al., “Recognizing the financial burden of cancer patients in clinical trials,”
Oncologist, vol. 20 (2015): 572-575.

36A Medicaid state plan amendment is an agreement between a state and the federal
government describing how that state administers its Medicaid program. The state plan
amendment sets out groups of individuals to be covered, services to be provided,
methodologies for providers to be reimbursed and the administrative activities that are
underway in the state. When a state is planning to make a change to its program policies
or operational approach, states send state plan amendments to CMS for review and
approval.
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also varies by state. CMS officials told us that the biggest challenge
that clinical trial researchers may face are these state differences,
particularly for those running clinical trials with patients from multiple
states. In addition, state Medicaid programs are required to cover
non-emergency transportation. According to CMS officials, this benefit
covers the costs of necessary transportation for Medicaid-approved
care, which includes approved care provided as part of clinical trials,
and can cover other related travel expenses, including the cost of
meals and lodging.

« According to officials, DOD’s CDMRP allows cancer research budgets
to cover out-of-pocket patient expenses associated with participation
in clinical trials, including transportation, dependent care, food, and
lodging. To increase patient awareness of this benefit, COMRP has
encouraged clinical trial researchers to state clearly to patients that
these out-of-pocket costs will be reimbursed if they participate in that
clinical trial. In addition, DOD’s Murtha Cancer Center arranges travel
and housing for active duty service members who are undergoing
cancer treatment or participating in cancer clinical trials. Officials
stated that this benefit allows patients to participate in cancer
research without any additional cost to the patient.

« According to officials, NCI's Center for Cancer Research provides
support to trial participants for travel expenses, food, lodging, and
inpatient and outpatient medical treatment.37 For example, NCI
provides free lodging on the NIH campus for certain qualifying
patients.

Logistical support. FDA, NCI, and VA have taken action to address
logistical barriers, such as time commitments and distant research
locations, which have been shown to deter patients from participating in
clinical trials.38 Related agency actions, which began in response to the
COVID-19 pandemic, include using telemedicine for routine visits,
shipping study medications to patients, and using local clinics and
imaging centers for certain activities.

« FDA issued guidance that highlighted existing flexibilities for
alternative locations or research processes for clinical trial activities,

37The Center for Cancer Research is the largest division of NCI’s intramural research
program with nearly 250 basic and clinical research groups located on the NIH campus.

38E. D., Giarelli et al., “Research participation among Asian American women at risk for
cervical cancer: Exploratory pilot of barriers and enhancers,” Journal of Immigrant and
Minority Health, vol. 13, no. 6 (2011):1055-1068.
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such as local imaging centers, virtual visits, and delivery of study
medications that researchers could take during the COVID-19
pandemic.3® This guidance is designed to help industry, researchers,
and institutional review boards protect patient safety and facilitate
continuing research. The guidance is in effect for the duration of the
COVID-19 public health emergency, though agency officials said they
could extend it beyond that date if needed. In 2022, FDA published
draft guidance on using digital health technology to obtain data
remotely from participants in clinical trials.40

« NCl issued similar interim guidance that created flexibilities for
continued clinical trial research during the COVID-19 pandemic.4! The
interim guidance included alternative procedures, such as allowing
shipment of study medications to patients and clarifying how
researchers could work with local health care providers to perform
certain trial activities. NCI officials stated that the agency is working to
create permanent recommendations for these new processes.

« VA officials stated that researchers have incorporated telehealth in
clinical trials to engage more veterans living in rural areas and reduce
the burden of physically visiting a VA medical center. VA expanded
telehealth into clinical trials as a way to enable continued patients’
participation during the COVID-19 pandemic. VA has also made
efforts to ship study medications to patients’ homes to reduce the
burden of traveling to a medical center. Stakeholders from a cancer
advocacy association and a pharmaceutical company told us that
continuing the use of telehealth may allow patients to overcome
logistical barriers making it less burdensome to participate.

Culturally and linguistically tailored information. FDA and NIH have
implemented actions to support developing culturally and linguistically
appropriate materials to facilitate enroliment of a diverse group of patients
in clinical trials. Research has shown that educational materials in
different languages, with culturally relevant messages and images and

39Food and Drug Administration, Conduct of Clinical Trials of Medical Products during the
COVID-19 Public Health Emergency — Guidance for Industry, Investigators, and
Institutional Review Boards (Silver Spring, Md.: Aug. 2021).

40Food and Drug Administration, Digital Health Technologies for Remote Data Acquisition
in Clinical Investigation (Draft Guidance for Industry, investigators, and Other
Stakeholders), (Silver Spring, Md.: Jan. 2022).

4#National Cancer Institute, Interim Guidance for Patients on Clinical Trials Supported by

the NCI Cancer Therapy Evaluation Program and the NCI Community Oncology Research
Program (NCORP) (Bethesda, Md., Mar. 2020).
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clear language, are important in increasing the enroliment of patients
across many racial and ethnic backgrounds.42 Examples of federal
actions to address cultural and linguistic barriers include the following:

« FDA issued guidance on enhancing clinical trial diversity that includes
recommendations for practices that increase cultural inclusiveness.43
Recommendations include providing researcher cultural competency
training and providing trial resources and documents in multiple
languages and multilingual research staff and/or interpreters in order
to encourage the participation and retention of individuals with limited
English comprehension.

« NCI's National Outreach Network employs community health
educators at 24 NCI-designated cancer centers to develop and
disseminate culturally appropriate, evidence-based, cancer
information tailored to the specific needs and expectations of
underrepresented populations. For example, the Beckman Research
Institute’s City of Hope National Outreach Network program seeks to
increase community knowledge of importance of clinical trials in ethnic
minority communities, specifically Latino, African American, and
Chinese. (See fig. 2.)

« According to officials, NIH developed “plain English” consent forms for
clinical trial participation to reduce potential language barriers.44

42National Academies of Sciences, Engineering, and Medicine. Improving Representation.
43Food and Drug Administration, Enhancing the Diversity of Clinical Trial Populations.

44This effort aligns with work by the Plain Language Action and Information Network—a
working group of federal employees from different agencies and specialties—that
developed the Federal Plain Language Guidelines to assist agencies in developing
documents with clear communication.
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Figure 2: Clinical Trial Educational Materials Translated and Culturally Adapted through NCI’s National Outreach Network
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Source: Beckman Research Institute’s City of Hope National Outreach Network Program. | GAO-23-105245

Federal Actions Focused
on Data Standardization

DOD, FDA, NIH, and VA have implemented processes to standardize the
collection of demographic data about clinical trial patients, which allows
agencies to analyze results more effectively for patients from diverse
backgrounds. Examples of federal actions include the following:

DOD’s CDMRP implemented a policy in October 2020 requiring
clinical trial researchers to use a standardized form to submit data
annually about the demographics of the patients they enrolled in
clinical trials. According to DOD officials, this form allows researchers
to report information on patient demographics, including sex, race,
and ethnicity to track progress in meeting the clinical study’s patient
recruitment goals.

FDA released guidance in 2016 to standardize the collection of
demographic data in clinical trials.45 The guidance established a
standardized framework for consistency in the definition of race and
ethnicity data.

As stated in NIH policy, each NIH institute or center, including NCI,
collects and reviews sex and gender, race, and ethnicity enrollment
data, which are compiled as part of annual reports.46 According to
officials, NCI creates a triennial report using these data that describes
enrollment in supported clinical research by sex and race/ethnicity.

45Food and Drug Administration, Guidance on Collection of Race and Ethnicity Data in
Clinical Trials (Silver Spring, Md.: Oct. 2016).

46National Institutes of Health, NIH Policy and Guidelines on the Inclusion of Women and
Minorities.
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Selected Cancer
Centers Used a
Variety of Practices to
Facilitate Enroliment
of Patients from
Diverse Backgrounds
in Cancer Clinical
Trials

« According to officials, all studies funded by VA’'s Cooperative Studies
Program—VA'’s primary multisite clinical trial funding program—use a
standard data collection template, which includes age, sex, location,
and race/ethnicity.

The 17 non-federal cancer centers in our review have implemented a
variety of practices designed to facilitate enrollment of patients from
diverse backgrounds in cancer clinical trials. These practices fall into four
categories: (1) organization-level practices, (2) community-level practices,
(3) workforce-level practices, and (4) patient-level practices. Figure 2
describes the practices in each category.47 Of the 17 cancer centers we
reviewed, 15 centers noted implementing practices in at least three of the
four categories.48 (A description of selected cancer centers can be found
in appendix I11.)49

47These four categories generally align with categories identified in published literature.
See, for example: O. Garrick, et al., “Advancing Inclusive Research: Establishing
Collaborative Strategies to Improve Diversity in Clinical Trials.” Ethnicity & Disease, vol.
32, no. 1 (2022); J. M. Regnante et al., “US Cancer Centers of Excellence Strategies for
Increased Inclusion of Racial and Ethnic Minorities in Clinical Trials.” Journal of Oncology
Practice, vol. 15, no. 4 (2019); American Cancer Society Cancer Action Network, Barriers
to Patient Enrollment in Therapeutic Clinical Trials for Cancer: A Landscape Report,
(2018); and A. M. Denicoff et al., “The National Cancer Institute-American Society of
Clinical Oncology Cancer Trial Accrual Symposium: Summary and Recommendations.”
Journal of Oncology Practice, vol. 9, no. 6 (2013).

480ur review of the 17 selected cancer centers is based on our analysis of the descriptions
provided by the 13 cancer centers that responded to a questionnaire we sent and publicly
available information. For our review of the four cancer centers that did not respond to our
questionnaire, we relied on publicly available information such as published literature and
information available on the centers’ websites.

49Appendix Il includes descriptions of the 13 cancer centers that responded to a
questionnaire we sent to the 17 cancer centers we identified.
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Figure 3: Categories of Practices to Facilitate Diverse Patient Representation in
Cancer Clinical Trials at Selected Cancer Centers
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Source: GAO analysis of information about the 17 selected cancer centers. | GAO-23-105245

Organization-Level
Practices

We found that all 17 selected cancer centers we reviewed noted
implementing organization-level practices to help them understand the
needs of diverse populations within their service area and enhance their
ability to enroll a diverse patient population into cancer clinical trials.50
Specifically, selected cancer centers have noted adoption of an
institutional commitment to serving diverse populations in their service
area or establishment of partnerships with other organizations to conduct
or support clinical trials to increase access for diverse populations.

50The term “service area” refers to the geographical area served by a cancer center.
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Institutional commitment. Fourteen of the 17 selected cancer centers
noted adopting an institutional commitment to diversity and serving
diverse communities in their service area, including through cancer
clinical trials. We found that centers have noted having a stated
commitment to diversity in their mission and vision statements or strategic
plans, or establishing leadership roles and programs, or initiatives
focused on helping centers identify and address the needs of diverse
communities in their service area. Research suggests that commitments
from institutional leaders and infrastructure to support community
engagement are important to identifying and addressing the research
needs of communities and the barriers relevant to underserved
communities. 5

One example of this is Abramson Cancer Center's Community Outreach
and Engagement Program, which is dedicated to helping the Center
understand and address the needs of communities in the service area
and has developed programs and strategies to help overcome barriers to
the enrollment of patients with diverse backgrounds in cancer clinical
trials. In 2014, the Center, through the Community Outreach and
Engagement Program, implemented a 5-year initiative to increase the
enroliment of Black patients into cancer clinical trials. As part of the
initiative, the Center promoted clinical trials that address the cancer
burden experienced by Black residents within the service area, required
that each trial have a plan to recruit Black patients, developed marketing
materials tailored to Black patients, and established a partnership with a
transportation company to address transportation barriers. The efforts
reached more than 10,000 individuals in communities across the service
area and, by 2018, had more than doubled the Center’s enroliment of
Black patients in cancer clinical trials, according to Center officials.

Clinical trial partnerships. Eleven of the 17 selected cancer centers
noted establishing partnerships with other organizations to conduct or
support clinical trials. Clinical trial partnerships are intended to help
centers develop and implement strategies to increase diverse
participation in clinical trials, or make clinical trials more accessible to
patients from diverse backgrounds by, for instance, expanding the
number and types of locations that conduct trials. Examples of clinical trial
partnerships at the selected cancer centers include the following:

51National Academies of Sciences, Engineering, and Medicine, Improving Representation
in Clinical Trials and Research Groups.
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« The Benefis Sletten Cancer Institute is a member of the Montana
Cancer Consortium, a clinical trial partnership that receives funding
through the NCI Community Oncology Research Program. According
to Institute officials, participating in the Montana Cancer Consortium
enables the Institute to offer NCI trials to patients in its service area,
which includes patients from rural and American Indian communities.
Within the Institutes’ service area, there are three reservations and
one federally recognized landless tribe. Collectively, members of the
Montana Cancer Consortium serve underrepresented communities
across Montana, ldaho, and Wyoming—communities that previously
had little access to clinical trials due to the vastness of the geography
and a lack of academic treatment and research facilities. Since it was
established in 1995, the Montana Cancer Consortium has enrolled
more than 4,000 patients to NCI-funded clinical trials.

« In 2008, the University of lllinois at Chicago, Rush University Medical
Center, and John H. Stroger Hospital—three neighboring medical
centers in Chicago—established a partnership to help ensure that
adolescent and young adult patients at all three centers had access to
NCI clinical trials and to increase the representation of patients from
racial and ethnic minority groups in trials. Under the partnership, the
three centers established a unified research team to share resources
and manage trial logistics. Prior to 2008, one of the centers did not
have access to NCI trials and the number of NCI trials at the other two
centers were limited due to a lack of research resources to support
their respective programs. Under the partnership, the overall number
of cancer patients at the three sites who enrolled in NCI trials
increased from 151 during the 6-year period from 2002 through 2008
to 825 during the 9-year period from 2008 through 2017, according to
a study analyzing trial enrollment data before and after the group was
formed.52 The study also found that the percentage of trial patients
from a racial and ethnic group other than non-Hispanic White
increased from 52 percent to 66 percent during those same time
periods. The percentage of adolescent and young adult cancer
patients enrolled in trials also increased, from 34 percent to 49
percent during those same time periods.

52N. Mittal et al., “A Tri-Institutional Approach to Address Disparities in Children’s
Oncology Group Clinical Trial Accrual for Adolescents and Young Adults and
Underrepresented Minorities.”, Journal of Adolescent and Young Adult Oncology, vol. 8,
no. 3 (2019).
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Community-Level We found that 13 of the 17 selected cancer centers we reviewed noted

Practices implementing practices focused on engaging diverse communities within
the cancer center service area. These practices include working with
community ambassadors—representatives of the community—to
increase awareness of clinical trials and working with community advisors
representing diverse community stakeholders to help centers understand
and address the needs and perspectives of diverse communities in their
service area.

Community ambassadors. Seven of the 17 selected cancer centers
noted working with community ambassadors to educate diverse
communities on clinical trials and promote clinical trial participation.
Educating communities on the role of clinical trials and the safeguards in
place to protect trial participants may help cancer centers overcome some
of the barriers to diverse representation in trials, such as a lack of
awareness about clinical trials and a fear of participation in trials.
Community ambassadors may serve as trusted messengers for
communicating clinical trial information to diverse communities.53
Examples of community ambassadors at the selected cancer centers
include the following:

« The Yale Center for Clinical Investigation, as part of its Cultural
Ambassador Program, works with leaders from two community
organizations in historically underrepresented communities to help
increase enrollment of Hispanic and Black patients in clinical trials.54
Ambassadors help promote the Center’s clinical trials in the
community and work with Center trial staff to create culturally tailored
clinical trials information, among other things. Center officials told us
that the proportion of patients from diverse backgrounds in clinical
trials has increased since implementing the ambassador program in
2010. Specifically, officials reported the proportion of patients in trials
from a racial and ethnic group other than non-Hispanic White
increased from 3 percent in 2010 to 32 percent in 2021.

e The Fox Chase Cancer Center developed a 7-week community
ambassador program to train individuals from Black communities to
increase their knowledge of clinical trials and help them feel

53Bierer et al., Achieving Diversity.

54The Yale Center for Clinical Investigator Cultural Ambassador Program involves
partnerships with Junta for Progressive Action—a organization dedicated serving the
Hispanic community in greater New Haven—the Connecticut African Methodist Episcopal
Zion Churches—one of the oldest Black congregations in the United States, and other
community leaders.
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comfortable discussing clinical trials in the community. The program
includes training from Center staff on the history of clinical trials,
barriers to participation, and the clinical trial process, including
processes to protect patients enrolled in clinical trials. Ambassadors
then disseminate clinical trial information within their networks and at
community education events, according to officials.

Community advisors. Eleven of the 17 selected cancer centers noted
working with community advisors to help them understand the needs of
diverse communities within their service area. This is intended to help
cancer centers prioritize and design clinical trials to meet the needs of the
communities they serve, and help them increase access to trials.
Additionally, we found that three cancer centers noted working with
community advisors to develop targeted strategies to engage diverse
communities within their service area. Examples of community advisors at
the selected cancer centers include the following:

« The University of California Davis Comprehensive Cancer Center
community advisory board includes cancer survivors and community
members representing rural and urban counties across its service
area, as well as community leaders representing racially and
ethnically diverse communities. Center staff worked with the
community advisory board to help enroll 20 patients from diverse
backgrounds in a clinical trial for a new device. Board members
provided suggestions to make advertisements for the trial more
diverse, such as including images of individuals from diverse
backgrounds in promotional videos. Center officials said that this input
helped them more effectively enroll individuals from diverse
backgrounds. The trial received more than 155 inquiries to fill 20 slots,
helping them meet their diversity goals.55

e The Meharry Medical College, Vanderbilt-Ingram Cancer Center, and
Tennessee State University Cancer Partnership has worked with its
community advisory board—which includes members from diverse
racial and ethnic backgrounds who are cancer survivors, caregivers,
and representatives of cancer-related organizations—to facilitate
community input into its work. For example, the board developed
materials for a clinical trial designed to reduce smoking-related cancer
mortalities among racial and ethnic groups other than non-Hispanic
White. Board members recommended changes to simplify the
language used to describe the interventions to which patients may be

55R. Badawi et al., “Diversifying the Subject Cohorts in Total-Body PET Research: A
Feasibility Study,” Journal of Nuclear Medicine, vol. 63, no. S2 (2022).
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assigned. Additionally, board members provided input regarding the
tone of the language used to describe trial procedures and enhanced
the design of trial materials in a culturally sensitive manner, according
to an article describing the Partnership’s work with the board.56

Workforce-Level Practices

We found that 13 of the 17 selected cancer centers we reviewed noted
implementing practices focused on developing an inclusive and diverse
health care workforce. 57 These practices include training for health care
workers related to the inclusion of patients from diverse backgrounds in
clinical trials and efforts to increase diversity within the cancer centers’
workforce.

Workforce training. Nine of the 17 selected cancer centers noted having
training for health care workers related to the inclusion of patients from
diverse backgrounds in clinical trials. Training in cultural competency—
the ability to understand, interact, and work well with people of different
cultures—can help health care workers better communicate with diverse
patients to increase their awareness of clinical trials.58 Additionally,
training may help health care workers address unconscious biases—
attitudes or stereotypes about race, ethnicity, socioeconomic status, or
other patient characteristics that unknowingly alter an individuals’
perceptions, behavior interactions, and decision-making—that can
otherwise lead to inequitable access to trials.5® Examples of workforce
training at the selected cancer centers include the following:

o Duke Cancer Institute’s “Just Ask” training program is designed to
help health care workers and research teams communicate with
patients from diverse backgrounds and ensure patients are aware and
knowledgeable about research and clinical trial participation. The
program helps workers recognize their own biases and also teaches
strategies to mitigate the effects of unconscious biases on the patient
experience and clinical trial participation, according to Institute

56E. Connors et al., “Improving Community Advisory Board Engagement In Precision
Medicine Research To Reduce Health Disparities.”, Journal of Health Disparities
Research and Practice, vol. 12 : no. 6 (2018).

57For the purposes of this report, the “health care workforce” includes both health care
providers who provide cancer care, such as physicians and nurses, as well as clinical
researchers and research team members, such as those who work on clinical trials.

58Bierer et al., Achieving Diversity.

59N. Barrett et al., “Assessing Feasibility and Utility of an Implicit Bias Training Program for
Addressing Disparities in Cancer Clinical Trial Participation.” Journal of Clinical Oncology,
vol. 40, no. 16 (2022).
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officials. The American Society of Clinical Oncology and the
Association of Community Cancer Centers have developed an
unconscious bias training based on the Just Ask program that health
care workers and research teams from other cancer centers can
access online and complete independently.

« The Henry Ford Cancer Institute is developing unconscious bias
training for its health care workforce. According to Institute officials,
the goal of this training is to increase awareness about the effect of
implicit biases on cancer disparities, including to improve clinical trial
enrollment among diverse populations.

Diverse health care workforce. Eleven of the 17 selected cancer
centers noted implementing practices focused on developing a diverse
health care workforce. A health care workforce that shares the
demographic and other characteristics of the diverse communities in their
geographic area has been shown to increase participation in clinical
research, according to one report.6' Another report suggested that a
diverse health care workforce may help cancer centers increase trust
among underrepresented communities.62 Additionally, a diverse health
care workforce can help ensure that clinical trials are designed and
implemented to meet the needs of diverse communities, according to a
joint statement issued by the American Society of Clinical Oncology and
Association of Community Cancer Centers.63 Examples of efforts to
diversify the health care workforce by the selected cancer centers include
the following:

« The Henry Ford Cancer Institute established a diversity, equity,
inclusion, and justice committee made up of team members across
the Institute. The group works to increase awareness and educational
opportunities for the Institute’s leadership and staff, such as through
quarterly learning sessions. It is also focused on increasing diversity
in its team members, for example, by working with students from

60For the purpose of this report, a “diverse health care workforce” refers to a workforce
that includes individuals from backgrounds identified as underrepresented in the
workforce, such women and racial and ethnic groups other than non-Hispanic White, or a
workforce that shares the demographic and other characteristics of diverse communities
in their geographic area.

61Bierer et al., Achieving Diversity.
62Garrick et al., “Advancing Inclusive Research”.

63R. A. Oyer et al., “Increasing Racial and Ethnic Diversity in Cancer Clinical Trials: An
American Society of Clinical Oncology and Association of Community Cancer Centers
Joint Research Statement.” Journal of Clinical Oncology (2022).
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underrepresented backgrounds to increase diversity in the field. The
committee reviews the applicant pool to monitor the diversity of
candidates and approves all hiring offers before they are made.
Institute officials noted that hiring individuals from diverse
backgrounds who reflect the diversity of communities in the Institute’s
service area has helped ensure its priorities incorporate the values
and needs of all patients.

« The Hollings Cancer Center provides cancer research training and
mentoring for students, with a focus on developing the careers of
individuals from underrepresented backgrounds. For instance, the
Center offers a 10-week summer research program for undergraduate
students from three Historically Black Colleges and Universities in
South Carolina, as well as the University of South Carolina. The
program includes career mentoring from the Center’s staff as well as
hands-on laboratory research training. Since 2007, many of the
students have been included as co-authors on peer-reviewed
manuscripts.

Patient-Level Practices
Implemented

We found that 15 of the 17 selected cancer centers we reviewed noted
implementing practices that are designed to help patients overcome some
of the barriers to clinical trial participation. These practices include
educating patients about clinical trials, providing culturally and
linguistically tailored information, using patient navigators, and providing
financial and logistical supports.

Clinical trial education. Fourteen of the 17 selected cancer centers
noted implementing practices to help educate patients about clinical trials.
This includes practices that are intended to raise patient awareness of
trials and trial opportunities, or help patients make informed decisions
regarding clinical trial participation. Additionally, one of the centers noted
providing clinical trial education to help address mistrust in medical
research stemming from a history of racism and research misconduct—a
reported barrier to enrolling patients from diverse backgrounds into
clinical trials. Examples of clinical trial education for patients at the
selected cancer centers include the following:

« Hollings Cancer Center’s patient clinical trial education program—the
‘MOVENUP Train the Trainer Cancer Education Program”—
discusses the importance of including diverse populations in cancer
clinical trials and includes a focus on addressing mistrust of clinical
trials among patients from diverse backgrounds. The program
acknowledges previous research misconduct, such as the Tuskegee
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Study, and then discusses the safeguards that have since been
established to protect the rights of clinical trial participants.64

« Fox Chase Cancer Center researchers developed an interactive tool
called mychoice that is designed to address racial and ethnic inclusion
in medical research. This web-based tool educates patients on clinical
trials to help address their concerns related to participation, according
to Center officials. As part of mychoice, patients can watch video
interviews of cancer patients who have made decisions about
participating in clinical trials to hear the concerns these patients had
and their approach to deciding whether to participate. Additionally,
mychoice provides a list of questions related to clinical trial processes
and participation that patients can use to help facilitate discussions
with their health care provider. The Center developed mychoice after
finding that a lack of information about clinical trials was a barrier to
participation for many of their Black patients.

Culturally and linguistically tailored information. Ten of the 17
selected cancer centers noted having clinical trial information that is
tailored to meet the needs of culturally and linguistically diverse patients.
To help people make informed decisions about trial participation, study
materials must be culturally, linguistically, and ethnically appropriate,
according a joint statement issued by the American Society of Clinical
Oncology and Association of Community Cancer Centers.85 We found
that six centers have also used culturally and linguistically tailored
information to help increase patient trust, awareness, and knowledge of
trials. Examples of culturally and linguistically tailored information at the
selected cancer centers include the following:

« The University of California Davis Comprehensive Cancer Center
offers clinical trial education materials in English, as well as Hmong,
Vietnamese, Cantonese, Mandarin, and Korean—languages the
Center identified through a community needs assessment on clinical
trial knowledge. Providing materials in a patient’s native language
helps to increase trust and education among individuals with limited

64The Syphilis Study at the Tuskegee Institute, known officially as the “Tuskegee Study of
Untreated Syphilis in the Negro Male,” was a clinical study run by the U.S. Public Health
Service designed to determine the natural course of untreated syphilis in Black men. The
study, which ran from 1932 to 1972, followed 600 Black men in Alabama. Researchers did
not obtain the patients’ consent and told the men they were being treated for “bad blood,”
a term used to describe several ailments, including syphilis, anemia, and fatigue.
Additionally, when penicillin became the standard treatment for the disease in 1943 the
medicine was withheld from the patients.

65Qyer et al., “Increasing Racial and Ethnic Diversity in Cancer Clinical Trials”.
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English proficiency, and has played a critical role in the enrollment of
Asian American cancer patients into clinical trials, according to Center
officials. Additionally, Center officials reported that the center has
translated research materials, such as information sheets and patient
consent forms, into Spanish. These materials were reviewed by six
bilingual and bicultural staff to ensure correct translation and that the
materials are culturally appropriate for the Latino community,
according to Center officials.

o As part of its “Help Us Discover” clinical trial awareness campaign, the
Yale Center for Clinical Investigation developed culturally and
linguistically tailored advertisements and education to promote its
clinical research and encourage diverse participation. Specifically, the
Center created education brochures that included photos of Black and
Hispanic individuals and information describing why diverse
representation in clinical trials is important. Additionally, the brochure
was available in Spanish. (See fig. 4.)
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Figure 4: Yale Clinical Trial Education Materials for Black and Hispanic Patients
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Patient navigators. Ten of the 17 selected cancer centers noted having
patient navigators—center staff or lay health workers responsible for
guiding a patient through the healthcare system—to support patients and
educate them on clinical trials. Research suggests that patient navigators
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may help cancer centers enroll diverse patients in clinical trials by
providing practical support that enhances initial enroliment and continued
support for participants enrolled in trials to enhance retention.6é For
instance, one report found that patient navigators can help identify
whether there are barriers to patients’ participation in a clinical trial and
assist them in addressing those barriers, such as by helping with manage
transportation and lodging.67 Additionally, by educating patients on trials,
patient navigators can raise awareness of trials and help ensure patients
have the information they need to make informed decisions regarding
clinical trial participation.

« One example of this is Avera Health’s “Walking Forward” program,
which includes two types of patient navigators—navigators who are
based at the Center in Rapid City, and lay navigators who are
members of American Indian communities. Navigators based in the
Center assist American Indian patients with coordinating
appointments, insurance issues, following up on tests, obtaining
medications and specialty services or devices, facilitating
transportation and lodging, and offer psychosocial support during
treatment. Lay navigators work closely with the hospital staff and
educate cancer patients on clinical trials, access to cancer screening
and enrollment in community trials such as lung cancer screening and
palliative care projects.

Financial and logistical support. Eight of the 17 selected cancer
centers noted providing financial or logistical support for patients enrolled
in trials. This may help cancer centers enroll patients from diverse
backgrounds, as research suggests that patients from diverse
backgrounds are more likely to be underrepresented in cancer clinical
trials due to limited financial resources.%8 Logistical issues, such as
having to take time off work and needing to find transportation to and from
the trial site, can also be a barrier. Examples of financial and logistical
support provided at the selected cancer centers include the following:

« Duke Cancer Institute patients, including those enrolled in clinical
trials, who meet financial eligibility guidelines may receive support for

66K. B. Cartmell et al., “Patient Barriers to Cancer Clinical Trial Participation and Navigator
Activities.” Advances in Cancer Research, vol. 146 (2020); M. N. Fouad et al., “Patient
Navigation As a Model to Increase Participation of African Americans in Cancer Clinical
Trials.” Journal of Oncology Practice, vol. 12, no. 6 (2016).

67K .B. Cartmell et al, “Patient Barriers and Navigator Activities”.

68R. D. Nipp et al., “Addressing the Financial Burden”.
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Agency Comments

out-of-pocket expenses, including transportation and lodging,
according to Institute officials. Patients may also receive lodging
through community partners such as Caring House, a non-profit
organization that provides supportive and affordable housing to
patients.

« Henry Ford Cancer Institute officials reported that the Institute uses its
“Game On Cancer” campaign to support cancer patients. The
campaign—a partnership between Henry Ford and the Detroit Lions
football team, the Detroit Pistons basketball team, and other corporate
partners—raises funds through special events to support patients and
clinical research. According to Institute officials, this effort helps
alleviate financial challenges cancer patients and their families may
experience by providing the funds to pay for transportation, housing,
prescriptions, medical supplies, and other expenses. Since the
campaign started in 2015, Game On Cancer has raised more than $5
million, according to officials.

We provided a draft of this report to DOD, HHS, and VA for review. The
agencies provided technical comments, which we incorporated as
appropriate.

We are sending copies of this report to the appropriate congressional
committees, the Secretary of Defense, the Secretary of Health and
Human Services, the Secretary of Veterans Affairs, and other interested
parties. In addition, the report is available at no charge on the GAO
website at https://www.gao.gov.

If you or your staff have any questions about this report, please contact
me at (202) 512-7114 or Dickend@gao.gov. Contact points for our Offices
of Congressional Relations and Public Affairs may be found on the last
page of this report. GAO staff who made key contributions to this report
are listed in appendix IV.

¢ Did

John E. Dicken
Director, Health Care
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Appendix |: Objectives, Scope, and
Methodology

Our report examined the following: (1) actions federal agencies have
taken to facilitate enrollment of patients from diverse backgrounds in
cancer clinical trials and (2) practices used by selected cancer centers to
facilitate enrollment of patients from diverse backgrounds in cancer
clinical trials. For the purposes of this report, we focused on diversity in
terms of racial and ethnic groups, adolescents and young adults, older
adults, women, low-income individuals, and individuals from rural
communities because they were either specified in the legislation or had
been cited in scientific literature as underrepresented groups in clinical
trials. We used the National Cancer Institute’s definition of clinical trials,
which includes those studies to test new methods of screening,
prevention, diagnosis, or treatment. We use the word “centers” to
describe cancer centers and institutes.

To address our research objectives, we

1. interviewed federal officials and stakeholders representing patient
advocacy groups, pharmaceutical companies, and clinical research
professionals and organizations;

reviewed relevant guidance and documents from federal officials;

conducted a review of relevant literature and publicly available
information to identify cancer centers that enrolled a larger than
average proportion of patients from diverse backgrounds in cancer
clinical trials or been recognized in published literature for doing so;
and

4. analyzed responses from questionnaires provided to selected cancer
centers to identify the practices they have implemented.

We conducted this performance audit from May 2021 to December 2022
in accordance with generally accepted government auditing standards.
Those standards require that we plan and perform the audit to obtain
sufficient, appropriate evidence to provide a reasonable basis for our
findings and conclusions based on our audit objectives. We believe that
the evidence obtained provides a reasonable basis for our findings and
conclusions based on our audit objectives.

Interviews with Federal Officials and Stakeholders
To address both objectives, we conducted semi-structured interviews with

numerous federal officials and stakeholders who could provide a variety
of perspectives on issues related to diversity in cancer clinical trials,
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Appendix I: Objectives, Scope, and
Methodology

actions taken by the federal government, and their practices for facilitating
enrollment of patients from diverse backgrounds in cancer clinical trials.

We interviewed officials from the following federal agencies with a role in
cancer clinical trials.

o The Department of Health and Human Services (HHS), including the
Food and Drug Administration (FDA), the National Institutes of Health
(NIH), the Centers for Disease Control and Prevention, the Office of
Minority Health, and the Centers for Medicare & Medicaid Services
(CMS);

e The Department of Veterans Affairs (VA), including Veterans Health
Administration; and

o The Department of Defense (DOD), including the Congressionally
Directed Medical Research Programs (CDMRP) and Murtha Cancer
Center.

We also interviewed 13 stakeholders that represent a variety of
perspectives in patient advocacy, clinical research, and the
pharmaceutical industry. These stakeholders provided various
perspectives on the issues under study, as well as information about
potential cancer centers to include in our review. We identified potential
stakeholders—organizations or individual experts— through literature on
clinical trials, as well as through our interviews. We identified those that
had a history of focusing on both cancer and clinical trials and conducted
interviews with the following:

« Patient advocates: American Cancer Society Cancer Action
Network; Friends of Cancer Research; National Minority Quality
Forum; and a long-time health advocate.

« Clinical research organizations: American Society of Clinical
Oncology; Association of Community Cancer Centers; the Patient-
Centered Outcomes Research Institute, an independent, non-profit,
non-federal organization authorized by the Patient Protection and
Affordable Care Act; and the Society of Gynecologic Oncology.

« Clinical researchers: A Bloomberg Distinguished Professor at the
John Hopkins University who is an expert in cancer prevention and
control; and an Associate Professor in the Cancer Prevention
Program at the Fred Hutchinson Cancer Center and Assistant
Professor at the University of Washington School of Public Health,
with a background in health services research who focuses on cancer
outcomes and disparities.
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« Pharmaceutical industry representatives: Eli Lilly and Company,
Genentech, and the Pharmaceutical Research and Manufacturers of
America, which represents pharmaceutical and biotechnology
companies.

Review of Federal Actions, Policies and Guidance, and Practices

To describe the actions federal agencies have taken to include diverse
representation in cancer clinical trial participation, we analyzed interviews
we conducted with federal officials from the agencies named above as
well as additional information about the actions as reported on agency
websites. We also reviewed and analyzed documents from the federal
agencies that outline relevant agency policies (including guidance) and
practices related to clinical trial participation. A complete list of federal
guidance we reviewed is in app. Il.

Identification of Selected Cancer Centers and Their Practices

To describe practices that facilitate diverse representation in cancer
clinical trial participation, we identified non-federal cancer centers that
enrolled a larger than average proportion of patients from diverse
backgrounds in cancer clinical trials or were recognized in academic
journals for doing so. We then fielded a questionnaire to these centers to
learn more about the practices that they have implemented.

Identification of Selected
Cancer Centers

To identify those cancer centers that enrolled patients from diverse
backgrounds, we asked federal officials and stakeholders to identify such
centers directly or for articles that described such centers. For example,
one article described eight cancer centers that had sustained participation
of ethnic minorities between 10 percent and 50 percent per trial.!

We also conducted a literature search to identify cancer centers. We
searched SCOPUS, PubMed, and all available collections in ProQuest,
EBSCO, and Dialog databases for materials published since 2017 that
identified or described cancer centers that enroll underrepresented

1J. M. Regnante, et al., “US Cancer Centers of Excellence Strategies for Increased
Inclusion of Racial and Ethnic Minorities in Clinical Trials.” Journal of Oncology Practice,
vol. 15, no. 4 (2019).
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populations.2 From this search, we identified 38 unique and potentially
relevant articles. We reviewed each article to determine if it focused on
diverse representation in cancer clinical trials, versus clinical trials more
broadly, and the inclusion of the underrepresented groups cited above.3
For each article that met this criteria, we further reviewed the article to
determine if it described activities that were in operation during the prior 5
years. We also looked for evidence of effectiveness in enrolling patients
of diverse backgrounds. One way to demonstrate this was through data
showing that the center enrolled high numbers of underrepresented
groups or has increased the participation of underrepresented groups
since implementing practices to increase diverse representation. Another
way was external recognition of the center as enrolling diverse
populations. Of the 38 articles, four met this criteria.4

Based on these combined efforts, we identified 17 cancer centers for our
review. Because our selection methodology was not exhaustive, there
may be other centers we did not identify that also enrolled diverse
populations into cancer clinical trials. The selected cancer centers we
identified were the following:

2The search terms we used were cancer clinical trials; oncology clinical trials; exemplary
programs, promising programs, notable programs, programs of excellence (and programs
can be “programs”, “practices” or “centers”); enrollment, accrual, recruitment, retention;
minorities; racial diversity; representation, underrepresentation; community outreach,
community engagement, community partnership; community advisory board; peer
support, patient navigators, lay navigators, community ambassadors; provider education
and training; cultural competence, cultural awareness; culturally sensitive recruitment;
mobile clinics; and telehealth.

3The centers may serve other populations not in the scope of how we define diversity for
purposes of this report.

4J. M. Regnante et al., “Abstract PO-096: A Guide for Development of a Successful and
Inclusive Lung Cancer Research Strategy Based on U.S. Best Practices.” Cancer
Epidemiology Biomarkers Prevention, vol. 29, no. 12 (2020); J. M. Regnante, et al.,
“Operational Strategies in US Cancer Centers of Excellence that Support the Successful
Accrual of Racial and Ethnic Minorities in Clinical Trials.” Contemporary Clinical Trials
Communications, vol. 17 (2020); A. Trant et al., “Increasing Accrual of Minority Patients in
Breast Cancer Clinical Trials.” Breast Cancer Research and Treatment, vol. 184 (2020);
N. Mittal et al., “A Tri-Institutional Approach to Address Disparities in Children’s Oncology
Group Clinical Trial Accrual for Adolescents and Young Adults and Underrepresented
Minorities.”, Journal of Adolescent and Young Adult Oncology, vol. 8, no. 3 (2019).
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« Abramson Cancer Center
o Avera Health
+ Benefis Sletten Cancer Institute

e Children’s Oncology Group — University of lllinois at Chicago, Rush
University Medical Center, and John H. Stroger Hospital

¢ Duke Cancer Institute

e Fox Chase Cancer Center

e Harold C. Simmons Comprehensive Cancer Center
e Henry Ford Cancer Institute

« Hollings Cancer Center

e Mary Bird Perkins Cancer Center

« Meharry Medical College, Vanderbilt-Ingram Cancer Center, and
Tennessee State University Cancer Partnership

« University of California at Davis Comprehensive Cancer Center

o University of New Mexico Cancer Research and Treatment Center
« University of Texas MD Anderson Cancer Center

« Winship Cancer Institute

« Yale Cancer Center and Yale Center for Clinical Investigation

« Yuma Regional Medical Center Cancer Center

Identification of Practices

To identify examples of practices—the activities each of these cancer
centers uses to facilitate enroliment of patients from diverse backgrounds
in cancer clinical trials—we asked representatives from each of the
selected cancer centers to complete a written questionnaire we
developed. We sent the questionnaire via email in March and April 2022.
The first part of the questionnaire asked about the specific activities the
center has used or uses to facilitate the recruitment and retention of
patients from diverse backgrounds in cancer trials. We prefilled the
questionnaire with the activities we were already aware of from the
literature and asked the center to make corrections or add any we may
have missed. For each of the activities, the questionnaire asked the
center officials to provide supporting documentation where available. The
second part of the questionnaire asked more general questions about the
center as a whole, such as examples of notable practices, populations of
interest, and how the center’s activities function together.
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Of the 17 centers we asked to complete our questionnaire, 13 (76
percent) returned completed questionnaires by May 2022. We then
analyzed the responses to develop categories of activities that the cancer
centers described.® We included examples of these activities in the
report. For those four cancer centers that did not return the questionnaire,
we used publicly available information to describe their activities. We
provided representatives of the 13 centers that completed the
questionnaire the opportunity to review the parts of the draft report
relevant to their center and incorporated technical comments, as
appropriate. We did not independently verify the information reported by
the centers in their response to the questionnaires we sent them or from
published sources.

5We did not evaluate the effectiveness of the specific categories of activities that the
cancer centers described.
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Below is a list of guidance and policy documents from the Food and Drug
Administration (FDA) and National Institutes of Health (NIH) related to
improving diversity in clinical trials, and issued since 2014. Those that are
not specific to cancer clinical trials are still relevant to them.

U. S. Department of Health and Human Services, Food and Drug
Administration. Diversity Plans to Improve Enrollment of Participants from
Underrepresented Racial and Ethnic Populations in Clinical Trials —
Guidance for Industry (Draft Guidance). Silver Spring, MD: Apr. 2022.

U. S. Department of Health and Human Services, Food and Drug
Administration. Inclusion of Older Adults in Cancer Clinical Trials —
Guidance for Industry. Silver Spring, MD: Mar. 2022.

U. S. Department of Health and Human Services, Food and Drug
Administration. Digital Health Technologies for Remote Data Acquisition
in Clinical Investigation (Draft Guidance for Industry, Investigators, and
Other Stakeholders). Silver Spring, MD: Jan. 2022.

U. S. Department of Health and Human Services, Food and Drug
Administration. Enhancing the Diversity of Clinical Trial Populations—
Eligibility Criteria, Enrollment Practices, and Trial Designs — Guidance for
Industry. Silver Spring, MD: Nov. 2020.

U. S. Department of Health and Human Services, Food and Drug
Administration. Conduct of Clinical Trials of Medical Products during the
COVID-19 Public Health Emergency — Guidance for Industry,
Investigators, and Institutional Review Boards. Silver Spring, MD: Mar.
2020, updated Aug. 2021.

U. S. Department of Defense, Department of the Army, The CDMRP
Policy and Guidelines on the Inclusion of Women and Minorities as
Subjects in Clinical Research. Fort Detrick, MD: July 2020.

U. S. Department of Health and Human Services, National Institutes of
Health, National Cancer Institute. Interim Guidance for Patients on
Clinical Trials Supported by the NCI Cancer Therapy Evaluation Program
and the NCI Community Oncology Research Program (NCORP).
Bethesda, MD: Mar. 2020.

U. S. Department of Health and Human Services, Food and Drug
Administration. Payment and Reimbursement to Research Subjects -
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Guidance for Institutional Review Boards and Clinical Investigators
(Information Sheet). Silver Spring, MD: Jan. 2018.

U. S. Department of Health and Human Services, National Institutes of
Health. Revision: NIH Policy and Guidelines on the Inclusion of
Individuals across the Lifespan as Participants in Research Involving
Human Subjects, NOT-OD-18-116. Bethesda, MD: Dec. 2017.

U. S. Department of Health and Human Services, National Institutes of
Health. Amendment: NIH Policy and Guidelines on the Inclusion of
Women and Minorities as Subjects in Clinical Research, NOT-OD-18-
014. Bethesda, MD: Nov. 2017.

U. S. Department of Health and Human Services, Food and Drug
Administration. Collection of Race and Ethnicity Data in Clinical Trials —
Guidance for Industry and Food and Drug Administration Staff. Silver
Spring, MD: Oct. 2016.

U. S. Department of Health and Human Services, Food and Drug

Administration. Action Plan to Enhance the Collection and Availability of
Demographic Subgroup Data. Silver Spring, MD: Aug. 2014.

Page 46 GAO0-23-105245 Cancer Clinical Trials



Appendix lll: Selected Cancer Center
Practices Related to Diversity in Clinical

Trials

The 17 selected cancer centers have implemented various practices to
help facilitate the enrollment of patients from diverse backgrounds in
cancer clinical trials. Figures 5 through 17 include descriptions of some of
the relevant practices from the 13 cancer centers that responded to the
guestionnaire we sent.

Figure 5: Selected Abramson Cancer Center Practices to Facilitate Diverse Patient
Representation in Clinical Trials

Abramson Cancer Center
Philadelphia, Pennsylvania

¢ Black communities ¢ Low-income individuals

Population of focus

Organization-level

practices

&

Community-level
practices

et

Workforce-level
practices

Patient-level
practices

[
-,

=

Institutional commitment. Established dedicated leadership to develop research,
strategies, programs, and policies that increase access to clinical trials.

Clinical trial partnerships. Collaborates with community hospitals through the
Penn Cancer Network to increase access to clinical trials.

Community ambassadors. Trains cancer survivors and caregivers to educate
Black communities on clinical trials and promote diverse participation.

Community advisors. Works with cancer patients, survivors, and community
stakeholders to identify center priorities, disseminate research findings, and
implement projects to reduce cancer disparities in the service area.

Workforce training. Recruits and trains women and individuals from a racial or
ethnic group other than non-Hispanic White populations.

Diverse health care workforce. Provides cancer research training programs for
undergraduate students from diverse backgrounds.

Culturally and linguistically tailored information. Offers in-person and remote
translation services in over 150 languages.

Patient navigation. Has patient navigators who are trained to help patients ad-
dress barriers that affect participation in cancer clinical trials.

Financial and logistical support. Reimburses patients for travel expenses
associated with clinical trials such as plane tickets, hotels, gas, tolls, cabs,
and parking.

Source: GAO analysis of cancer center questionnaire responses and other public information. | GAO-23-105245
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Case example: Initiative to enroll Black patients into cancer clinical
trials

In 2014, Abramson Cancer Center implemented an initiative to increase
the enrollment of Black patients into cancer clinical trials. As part of the
initiative, the Center promoted clinical trials addressing cancers that
affected Black residents and required that each trial have a plan to recruit
Black patients. The initiative also included: culturally tailored marketing
strategies, community education by faith-based organizations serving
Black communities, transportation through ride-sharing companies to and
from appointments, and patient education by nurse navigators.

These efforts have reached more than 10,000 individuals and doubled the
percentage of Black patients enrolled in the Center’s cancer clinical trials.
From 2014 through 2018, the percentage of Black patients enrolled in
cancer treatment trials increased from 12.2 percent to 23.9 percent.
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Figure 6: Selected Avera Health Practices to Facilitate Diverse Patient
Representation in Clinical Trials

Avera Health

Sioux Falls, South Dakota

Population of focus

* American Indian communities * Low-income individuals
* Older adults (65 years old or older) ¢ Individuals from rural communities
* Women

Organization-level

practices

&

Community-level

practices

T

Workforce-level
practices

Patient-level
practices

[
-,

[

Institutional commitment. Works to address cancer disparities and increase
clinical trial enrollment among American Indian communities in western South
Dakota through the “Walking Forward” Program.

Community ambassadors. Engages lay health advisors from American Indian
communities to provide clinical trial education and promote participation in
their communities.

Community advisors. Seeks input from tribal leaders on “Walking Forward” projects.

Workforce training. Trains staff to use culturally appropriate terminology
and conversation etiquette when discussing clinical trial options with American
Indian patients.

Diverse health care workforce. Hires community staff who are American Indian.

Clinical trial education. Provides clinical trial education focused on increasing
American Indian patients’ understanding of clinical trials.

Culturally and linguistically tailored information. Translated clinical trial
education materials into Lakota to increase patient comfort level and trust.
Patient navigation. Has patient navigators who educate patients and their
families on cancer treatment options, including trials.

Financial and logistical support. Established clinical trials focused on reducing
cancer treatment length, as many American Indian patients live at least 2 hours
away from the center.

Source: GAO analysis of cancer center questionnaire responses and other public information. | GAO-23-105245
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Case example: Program to enroll American Indian patients in cancer
clinical trials

Avera Health’s “Walking Forward” program is focused on enrolling
American Indians in cancer clinical trials to help decrease the high cancer
mortality rates among American Indian populations living in western
South Dakota—specifically, communities living in Rapid City, South
Dakota, and on the Pine Ridge, Rosebud, and Cheyenne River
reservations. To increase participation, “Walking Forward” has done the
following:

« Implemented community surveys to evaluate barriers to accessing
care.

o Created culturally tailored education on cancer screening and clinical
trial opportunities.

« Engaged American Indian patient navigators and community research
representatives to increase community trust, improve access to early
diagnosis and treatment, and support the needs patients.

Since it was established in 2002, “Walking Forward” has enrolled 4,500
American Indian patients—the highest in the nation, according to program
officials.
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Figure 7: Selected Benefis Sletten Cancer Institute Practices to Facilitate Diverse
Patient Representation in Clinical Trials

Benefis Sletten Cancer Institute

Great Falls, Montana
Population of focus

¢ American Indian communities ¢ Low-income individuals

¢ Older adults (65 years old or older) * Individuals from rural communities
* Women
Organization-level Institutional commitment. Established a dedicated clinical trial team that screens
practices all patients for trial participation and meets with health care providers to identify

patients eligible for trials.
Clinical trial partnerships. Works with the Montana Cancer Consortium to give
patients access to National Cancer Institute trials.

. Clinical trial education. Educates patients on the steps taken to protect the
Patient-level safety of trial participants to help overcome mistrust.

practices Patient navigation. Uses patient navigators to guide patients through the medical,
‘ financial, scheduling, and other aspects of cancer care and to help the clinical trial
]

e, team identify patients for clinical trials.

Financial and logistical support. Helps patients manage insurance, arrange
transportation, and find childcare.

Source: GAO analysis of cancer center questionnaire responses and other public information. | GAO-23-105245

Case example: Efforts to engage rural and American Indian
communities

Benefis Sletten Cancer Institute provides care to a 13-county region in
central Montana. The Center’s service area includes rural communities
and approximately 20 percent of patients live more than 100 miles from
the Center. There are also three reservations and one federally
recognized but landless tribe within the Center’s service area. About 7
percent of patients are American Indian. To help provide diverse
communities access to care and clinical trials, Center offers the following:

« Complementary housing for patients who live farther from the center
to relieve some of the financial burden of traveling to and from the
cancer center.

« Telehealth services so that patients can receive care when travel to
the Center is not possible, for instance due to weather.
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« A Welcoming Center that provides culturally sensitive care and
support for American Indian patients and their families, including a
cultural room for smudging ceremonies and a quiet area for
meditation or traditional prayer. This helps build trust and allows for

continued practice of spiritual and cultural beliefs, according to Center
officials.

The Center has between 80 and 120 trials open for enroliment, and about
4 percent of its patients are enrolled in clinical trials annually.
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Figure 8: Selected Duke Cancer institute Practices to Facilitate Diverse Patient
Representation in Clinical Trials

Duke Cancer Institute

Durham, North Carolina

¢ Older adults (65 years old or older)

Popula of focus

* Black, Hispanic, American Indian, and
Asian American communities

* Women
¢ Low income individuals
¢ Individuals from rural communities

* Adolescents and young adults
(15 to 39 years old)

Organization-level

practices

&

Community-level

practices

ot

Workforce-level
practices

Patient-level
practices

[ ]
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Institutional commitment. Established a dedicated program that focuses on
developing and implementing efforts to engage diverse communities in the service
area and promoting diversity in clinical trials and the workforce.

Community ambassadors. Trains faith-based leaders to provide trial education in
diverse communities and refer individuals to clinical trials.

Community advisors. Works with diverse community members to generate
research topics that address community needs and to guide trial development,
such the language used in trial materials.

Workforce training. Developed the “Just Ask” program to help staff recognize
unconscious biases and better communicate clinical trials to diverse patients.

Diverse health care workforce. Trains and supports students from a racial or
ethnic background other than White. Training includes education on barriers to
clinical trial participation and strategies to mitigate those barriers.

Patient navigation. Uses patient navigators to help educate patients on clinical
trials and support patients enrolled in clinical trials.

Financial and logistical support. Provides financial assistance to pay for
out-of-pocket expenses such as transportation, lodging, and meals.

Source: GAO analysis of cancer center questionnaire responses and other public information. | GAO-23-105245
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Case example: Training the health care workforce

The Duke Cancer Institute provides training on diversity and inclusion in
the workforce and clinical trials for staff and for students from diverse
backgrounds to increase retention in the academic pipeline. For example,
the Institute has implemented the following programs:

o The “Just Ask” training program helps staff recognize unconscious
biases and teaches them strategies to mitigate the effect of
unconscious biases on the participation of patients from diverse
backgrounds in clinical trials.

e The “Cancer Research Education Program” trains students from
diverse backgrounds at Duke and North Carolina Central University, a
historically black university, to improve their skills in recognizing
biases and addressing issues of equity and inclusion within
professional settings. The program also includes training on
community engagement, barriers to enrolling diverse patients in
clinical trials, and strategies to help address enrollment barriers.

« According to Center officials, the “Diversifying Research and
Experiential Learning in Cancer Training Fellowship” program
promotes cancer research equity among trainees from diverse
backgrounds through mentorship, professional development, and
science communication.

« A five-part training program educates and mobilizes health care
workers and scientists on strategies for community engagement,
according to Center officials.
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Figure 9: Selected Fox Chase Cancer Center Practices to Facilitate Diverse Patient
Representation in Clinical Trials

Fox Chase Cancer Center

Philadelphia, Pennsylvania

Population of focus

* Black, Hispanic, and Asian American ¢ Women

communities ¢ Low-income individuals

* Older adults (65 years old or older)

Organization-level Institutional commitment. Established an Office of Community Outreach that
practices helps clinical trial staff connect with and enroll patients from diverse communities

in the service area.

Community-level Community ambassadors. Trains representatives from Black communities on
practices clinical trials who then serve as community ambassadors, disseminating trial

information amongst their networks and at community events.

Workforce-level Workforce training. Trains staff on the importance of diversity in clinical trials
practices and cultural competency and has new staff shadow senior staff to learn how to

_ introduce a clinical trial to patients.

o000
aneas
Patient-level Clinical trial education. Educates patients on trials to help address concerns
practices related to trial participation and to help patients discuss trial options with their
P health care team.
) ulturally and linguistically tailored information. Provides trial information in
(G Culturall d linguistically tailored inf tion. Provides trial inf tion i
g’ English and Spanish to increase awareness and knowledge of clinical trials.

Source: GAO analysis of cancer center questionnaire responses and other public information. | GAO-23-105245
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Case example: Efforts to educate patients on clinical trials

The Fox Chase Cancer Center is focused on increasing clinical trial
awareness and knowledge among diverse communities and patients from
diverse backgrounds to help enroliment in clinical trials. The Center has
worked to developed several efforts to support this goal:

« The “Be the Breakthrough” campaign provides patients with clinical
trial information in English and Spanish to encourage patients to
discuss clinical trial options with their health care provider.

e The Preparatory Education About Clinical Trials education program
provides general information about clinical trials to help patients better
understand what trials are and how they work. Information is provided
through a series of short videos.

e Mpychoice is a web-based education tool that was designed to address
concerns related to clinical trial participation and to help patients
facilitate conversations about clinical trials with their health care
providers. The tool has been adapted to reflect multi-cultural
audiences and, according to Center officials, will be available in
multiple languages.

e The Community Bilingual Speakers Bureau provides cancer education
on a variety of cancer topics including: breast, cervical, colorectal,
liver, lung, ovarian, prostate and skin. All topics provide an overview
of what cancer is, risk factors, symptoms, screening guidelines, and
treatment option including clinical trials.

Page 56 GAO0-23-105245 Cancer Clinical Trials



Appendix lll: Selected Cancer Center Practices
Related to Diversity in Clinical Trials

Figure 10: Selected Henry Ford Cancer Institute Practices to Facilitate Diverse
Patient Representation in Clinical Trials

Henry Ford Cancer Institute

Detroit, Michigan
Population of focus

¢ Black communities

Organization-level Institutional commitment. Established a diversity, equity, inclusion, and
practices justice committee that discusses strategies, metrics, process improvements,
and practices to increase awareness and understanding of diversity topics and
increase workforce diversity.
@ Clinical trial partnerships. Shares clinical trial opportunities with outside
research sites and community health care workers to increase awareness

of trial opportunities.

Community-level Community advisors. Works with community organizations and leaders,
practices residents, and patients to identify and address barriers to enrolling Black
participants in cancer clinical trials.

)
i

Workforce-level Workforce training. Developing cultural competency and unconscious bias
practices training and working to provide scripts for staff to discuss certain clinical trial
opportunities with patients.
_ Diverse health care workforce. Reviews applicants for executive-level positions
e to increase talent recruited from underrepresented populations and launched an

internship program to increase diversity among students.

Patient-level Financial and logistical support. Raises funds to support the financial needs of
practices patients enrolled in trials, such as travel costs and trial activities that may not be
° covered by the study sponsor or insurance.
-,

=

Source: GAO analysis of cancer center questionnaire responses and other public information. | GAO-23-105245

Case example: Project to the enroliment of Black patients in cancer
clinical trials

In 2021, the Henry Ford Cancer Institute initiated the Participatory Action
for Access to Clinical Trials project with the goal of improving the
representation of Black individuals in cancer clinical trials. The Institute
conducted focus groups and interviews with patients and survivors,
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community members, and providers and research staff to better
understand barriers to clinical trial participation and Black individuals’
attitudes about research. The goal is to use this information to understand
whether there are opportunities to better engage Black patients in clinical
trials and to develop and test interventions to overcome identified
barriers.

The project is being implemented in collaboration with community
organizations and leaders and will focus on clinical trials involving breast,
colorectal, lung, and prostate cancers, which are more likely to result in
death for Black individuals when compared to other racial and ethnic
groups.
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Figure 11: Selected Hollings Cancer Center Practices to Facilitate Diverse Patient

Representation in Clinical Trials

Hollings Cancer Center

Charleston, South Carolina

Population of focus
* Black and Hispanic communities * Low-income individuals
¢ Older adults (65 years old or older) * Individuals from rural communities
* Women
Organization-level Institutional commitment. Conducts clinical trials to test prevention methods and
practices treatments for cancers affecting diverse communities in the service area.

Clinical trial partnerships. Partners with cancer centers across South Carolina to

increase access to clinical trials among diverse communities.

Community-level Community ambassadors. Trains community members on cancer clinical trial
practices options with the goal of utilizing community members to increase awareness and
trust in trials within their communities.
ommunity advisors. Works with community members to set research priorities
() [of ity advi Works with it bers t t h prioriti
@ and review applications for Center awards.
Workforce-level Workforce training. Provides cultural competency training for clinical trial staff
practices across South Carolina.
_ Diverse health care workforce. Developed cancer research training programs for
high school students and undergraduates from Historically Black Colleges
‘ia‘ and Universities.
Patient-level Clinical trial education. Educates patients on clinical trials and safeguards to
practices protect the rights of patients enrolled in trials.
[ ] Financial and logistical support. Utilized remote smoking cessation trials to help
() enroll patients in rural communities.

=

Source: GAO analysis of cancer center questionnaire responses and other public information. | GAO-23-105245
Case example: Program to address prostate cancer disparities

In September 2021, Hollings Cancer Center initiated a 3-year program to
reduce prostate cancer disparities in its service area by increasing
prostate cancer screening rates among Black men aged 40 to 69 in South
Carolina. Prostate cancer is the second leading cause of cancer death
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among Black men in South Carolina, and the mortality rate among Black
men with prostate cancer is 2.5 times higher than among White men. To
increase screening, Hollings will deliver monthly prostate cancer
education sessions and provide navigation services for those who attend
education sessions to address barriers they may face in getting prostate
cancer screening.

As of November 2022, Center officials report that 156 Black men had
enrolled in the trial and 93 percent of the men enrolled were navigated to
prostate cancer screening or had made an appointment to get screened
for prostate cancer. Center officials said they expect the effort will help
guide the development and implementation of future trials focused on
cancer prevention, control, and treatment strategies for Black men.
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Figure 12: Selected Mary Bird Perkins Cancer Center Practices to Facilitate Diverse
Patient Representation in Clinical Trials

Mary Bird Perkins Cancer
Center Baton Rouge, Louisiana

Population of focus

* Diverse racial and ethnic groups * Individuals from rural communities

* Women

Organization-level Clinical trial partnerships. Established partnerships with the Gulf South Cancer
practices Clinical Trials Network to bring federally supported trials to diverse communities

and OneOncology to increase the number of clinical trials available to patients.

Workforce-level Workforce training. Provided unconscious bias training to help staff better
practices understand how to approach and educate diverse populations on clinical trials.

o0 0 0
ames
Patient-level Culturally and linguistically tailored information. Designed educational
practices materials for all literacy levels, with images that are representative of the service
P area populations.
-, Patient navigation. Established patient navigators at all center locations who
e’ discuss clinical trial opportunities to ensure patients are aware of available trials.

Source: GAO analysis of cancer center questionnaire responses and other public information. | GAO-23-105245

Case example: Clinical trial partnerships to expand clinical trial
availability

The Mary Bird Cancer Center is an independent, community-owned,
nonprofit cancer center that serves diverse communities throughout
southeast Louisiana and southwest Mississippi. Four of the six areas in
which the Center has a facility have a Black majority population. The
Center partners with the Gulf South Minority Underserved NCI
Community Oncology Research Program Cancer Clinical Trials Network
and OneOncology, which helps the Center meet its goal of offering a
number of trial opportunities to patients.
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« Participating in the Gulf South Minority Underserved NCI Community
Oncology Research Program Cancer Clinical Trials Network enables
the Center to offer NCI supported cancer clinical trials to its patients.
The network consists of cancer centers and health care providers in
Louisiana and Mississippi that work together to improve patient
outcomes by expanding access to cancer prevention and treatment
trials as well by providing community based outreach and education
programs. Collectively, the network offers cancer trials at more than
40 locations.

e InJanuary 2022, the Center established a partnership with
OneOncology, a national platform that provides operational,
regulatory, and research services for independent cancer practices.
The partnership will enable the Center’s patients to access clinical
trials OneOncology is participating in, offering additional opportunities
for them to participate in a study that may enhance their treatment.

Page 62 GAO0-23-105245 Cancer Clinical Trials



Appendix lll: Selected Cancer Center Practices
Related to Diversity in Clinical Trials

|
Figure 13: Selected Meharry Medical College, Vanderbilt-Ingram Cancer Center, and
Tennessee State University Cancer Partnership Practices to Facilitate Diverse
Patient Representation in Clinical Trials

Meharry Medical College, Vanderbilt-ingram Cancer Center,
and Tennessee State University Cancer Partnership

Nashville, Tennessee

Population of focus

¢ Black communities ¢ Individuals from rural communities

¢ Low-income individuals

Organization-level Institutional commitment. Established dedicated leadership focused on
practices expanding the portfolio of clinical trials relevant to diverse populations in the service
area and extending the Partnership’s reach to underrepresented populations.

Clinical trial partnerships. Coordinates resources and efforts between the
@ three Partnership centers, providing an infrastructure to address cancer disparities

and expand research opportunities, recruitment, and workforce training to

diverse communities.

Commun_ity-level Community advisors. Works with a community advisory board comprised of
practices diverse community members on trial design and implementation, and to

disseminate trial results to the community.
OT0;

Workforce training. Provides training on clinical trial conduct and the

Workforce-level recruitment and retention of patients from diverse backgrounds.

practices i
Diverse health care workforce. Supports the growth and career development
of individuals from diverse backgrounds through cancer research education
0 0 o and training.
anees

Source: GAO analysis of cancer center questionnaire responses and other public information. | GAO-23-105245

Case example: Community engagement and workforce training
efforts

The Meharry Medical College, Vanderbilt-Ingram Cancer Center, and
Tennessee State Cancer Partnership is a collaboration between three
programs in Nashville, Tennessee, focused on increasing the diversity of
the health care workforce and the enroliment of patients from diverse
backgrounds in cancer clinical trials. The Partnership has developed the
dedicated programs to support community outreach and workforce
training.
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« The cancer outreach program works with community partners to help
ensure that the Partnership’s activities reflect the needs and concerns
of diverse communities in the service area and to provide community-
based education. The program also conducts events focused on
recruiting and referring Black and Hispanic patients to cancer clinical
trials.

« The “Pathway to Discovery” program provides cancer research
education for high school students from diverse backgrounds to
increase their awareness of careers in cancer research. The program
also supports students from Meharry Medical College and Tennessee
State University.

From 2011 through 2018, the Partnership enrolled 862 patients in clinical
trials of which approximately 76 percent (653 patients) were Black
patients.
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Figure 14: Selected University of California at Davis Practices to Facilitate Diverse
Patient Representation in Clinical Trials

University of California Davis Comprehensive
Cancer Center

Sacramento, California

Population of focus

¢ Black, Asian American, American ¢ Women

Indian, and Hispanic communities ¢ Individuals from rural communities

* Adolescents and young adults
(15 to 39 years old)

Organization-level Institutional commitment. Develops clinical trials for communities in the service
practices area, with a focus on populations underrepresented in clinical trials, and has a
dedicated task force that meets quarterly to review and enhance the enroliment of
patients from diverse backgrounds.
Clinical trial partnerships. Partners with cancer centers in Northern and Central
California to deliver cancer care and provide access to clinical trials throughout the
service area.
Commun_itY'level Community advisors. Works with leaders, cancer survivors, and in rural/urban
practices areas in the service area to understand the needs of communities and help direct

research priorities.

Workforce-level Diverse health care workforce. Hires bilingual and bicultural community
practices outreach and engagement specialists and mentors junior faculty in health
disparities research.

o0 00
anes
Patient-level Culturally and linguistically tailored information. Developed trial materials
s in multiple languages (Spanish, Mandarin, Hmong, Filipino, Korean,
p ® and Viethamese).
-, Patient navigation. Has two nurse navigators that assist in the coordinating and
gf navigating of eligible patients to clinical trials.

Source: GAO analysis of cancer center questionnaire responses and other public information. | GAO-23-105245
Case example: Projects informed by service area demographics

The University of California Davis Comprehensive Cancer Center has
developed programs to identify and address cancer disparities and
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increase clinical trial enrollment among Hispanic and Asian communities
within its service area, including the following:

« The Latinos United for Cancer Health Advancement project, which is
focused on reducing cancer disparities by identifying community
needs and increasing participation in early detection screenings and
clinical trials, conducted a population assessment to better
understand cancer within Hispanic communities and conducted
outreach in the community by participating in local health fairs, church
and other community events. According to Center officials, by forming
partnerships with local community organizations, the center was able
to build trust with patients and better ensure they completed the
population assessment which, in turn, increased the Center’s ability to
identify disparities and develop interventions to address needs.

« The Asian-American Network for Cancer Awareness, Research and
Training initiative—which is focused on reducing cancer disparities
through community education, workforce and training, and research—
developed clinical trial information in Mandarin, Hmong, Filipino,
Korean, and Vietnamese to increase access and knowledge of clinical
trials and the use of procedures to reduce cancer disparities and
related comorbid conditions among Asian Americans. According to
Center officials, having materials in a patient’s native language helps
to increase trust and education among individuals with limited English
proficiency and a better understanding of clinical trial information
increases trial participation.
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Figure 15: Selected University of New Mexico Cancer Research and Treatment
Center Practices to Facilitate Diverse Patient Representation in Clinical Trials

University of New Mexico Cancer
Research and Treatment Center

Albuquerque, New Mexico

Population of focus

* Hispanic and American Indian * Individuals from rural communities
communities

¢ Low-income individuals

Organization-level Institutional commitment. Established a clinical trial review committee to
practices help ensure trials align with the priorities and needs of communities in the service
area and to identify trials that may benefit from support such as cultural or
linguistically tailoring.
@ Clinical trial partnerships. Partners with cancer centers across New Mexico
to open cancer clinical trials that align with the needs of diverse communities to

improve diverse patient recruitment.

Commun_itY'level Community advisors. Works with a community advisory group made up of
practices community organizations in the service area to help understand the needs and
perspectives of specific populations and develop targeted recruitment strategies.

Workforce-level Diverse health care workforce. Supports the training and development of
practices students and staff from underrepresented populations, including women and
individuals from racial and ethnic backgrounds other than non-Hispanic White.

o0 0 0
ames
Patient-level Culturally and linguistically tailored information. Offers clinical trial
ti information in Spanish and interpreters for non-English speakers to obtain patient
prac.lces consent to clinical trials.
- Patient navigation. Placed patient navigators on all cancer specialty groups to
e/ help connect patients to clinical trials and support patients enrolled in trials.

Source: GAO analysis of cancer center questionnaire responses and other public information. | GAO-23-105245
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Case example: Partnerships to help address cancer disparities
through clinical trials

The University of New Mexico Cancer Research and Treatment Center
partners with the New Mexico Cancer Research Alliance—a statewide
collaboration of clinical trial sites—to address cancer disparities through
increased cancer clinical trial awareness, access, and participation
among diverse communities across New Mexico. To support and monitor
the performance of trials conducted at the Center and at partner sites, the
Center established a centralized

Clinical Research Office. Additionally, the Center implemented a
Community Oncology Work Group that includes representatives from
partner sites and meets monthly to review trial options to ensure trials
opened are aligned with the needs of diverse communities.
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Figure 16: Selected Yale Cancer Center and Yale Center for Clinical Investigation
Practices to Facilitate Diverse Patient Representation in Clinical Trials

Yale Cancer Center and Yale Center for
Clinical Investigation

New Haven, Connecticut

Population of focus

* Black and Hispanic communities * Women
* Older adults (65 years old or older) * Low-income individuals

* Adolescents and young adults
(15 to 39 years old)

Organization-level

practices

&

Community-level
practices

3@

Workforce-level
practices

Patient-level
practices

®
-,

=

Institutional commitment. Integrated trial recruitment with the electronic health
record system to match patients to trials for which they may be eligible.

Clinical trial partnerships. Works with the Food and Drug Administration’s Office
of Minority Health and Health Equity to promote clinical trial diversity by, for
example, hosting events focused on how to engage diverse community partners.

Community ambassadors. Trains representatives from community partners
serving Black and Hispanic communities to serve as cultural ambassadors who
educate community members on the importance of diverse participation and
promote clinical trial opportunities.

Community advisors. Obtains input from cultural ambassadors on the needs of
Black and Hispanic communities in the service area, the design of clinical trials,
and recruitment strategies.

Diverse health care workforce. Recruits staff who represent the diversity
of the service area and provides research training to students from
underrepresented backgrounds.

Clinical trial education. Provides clinical trial education to patients to help
increase their trust and awareness.

Culturally and linguistically tailored information. Uses advertisements and
clinical trial education materials tailored to Black and Hispanic communities.

Source: GAO analysis of cancer center questionnaire responses and other public information. | GAO-23-105245
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Case example: Cultural Ambassador Program

Established in 2010, the Yale Center for Clinical Investigation Cultural
Ambassador Program is a partnership with the Connecticut African
Methodist Episcopal Zion Churches and Junta, organization that serves
Hispanic communities in New Haven. Ambassadors are selected by
community partners and assist in the development of protocols and
recruitment plans for clinical trials and translate information into Spanish.
Additionally, ambassadors:

« Promote and increase participation in clinical trials. For example,
cultural ambassadors and Yale staff discuss health care issues and
how to access clinical trials on two local television shows.

« Support workforce diversity initiatives. For example, Yale staff and
cultural ambassadors co-developed a new internship program for high
school and undergraduate students to expose and prepare individuals
from diverse backgrounds for careers in clinical research.

Center officials reported that, between 2016 and 2021, approximately 61
percent of patients enrolled in trials that involved cultural ambassadors
were from racial and ethnic groups other than non-Hispanic White.
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Figure 17: Selected Yuma Regional Medical Center Cancer Center Practices to
Facilitate Diverse Patient Representation in Clinical Trials

Yuma Regional Medical Center
Cancer Center

Yuma, Arizona

Population of focus

* Hispanic communities * Individuals from rural communities

¢ Low-income individuals

Organization-level Clinical trial partnerships. Partners with Tempus Labs and Optimal Research
practices to expand trial options for patients, more quickly match patients to relevant open
trials, and decrease trial activation to an average of 10 business days compared to

industry average of over 20 weeks.

Commun_ity-level Community ambassadors. Engages bilingual Hispanic community health
practices workers provide cancer education in the community and are trusted liaisons

between the Center and a rural, migrant, and multicultural patient populations.
0304

Patient-level Clinical trial education. Provides education on clinical trials and a list of questions
practices that patients can use to discuss clinical trial opportunities with their provider.
[ ] Culturally and linguistically tailored information. Offers translation services
-, and linguistically tailored clinical trial information.

g’ Patient navigators. Uses bilingual social workers and nurse navigators to help
increase patient awareness about clinical trials and reduce the fears and stigmas
associated with them.

Source: GAO analysis of cancer center questionnaire responses and other public information. | GAO-23-105245
Case example: Engaging Hispanic patients in cancer clinical trials

Yuma Regional Medical Center Cancer Center is located in southwest
Arizona and serves a majority Hispanic population. To help ensure
Hispanic patients are represented in cancer clinical trials, the Center has
taken the following steps:

« Engaged bilingual clinical research staff, social workers, and nurse
navigators into patient care and clinical trial outreach to increase
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awareness of clinical trials and reduce the fears and stigmas
associated with them.

« Provided culturally and linguistically tailored clinical trial education for
both patients and their caregivers to help increase their understanding
of trials.

« Provided patient consent forms are available in multiple languages
and formats at the beginning of clinical trial enrollment.

« Employed certified translators so that family members do not have to
serve a patient’s sole translator and to help enable shared decision-
making between patients and their health care providers.

Center officials reported that 39.2 percent of patients enrolled in cancer
clinical trials are Hispanic, compared to an average of 3 percent to 6
percent across cancer therapeutic trials more broadly.
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