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Key Takeaways
• Experts advocate a “participation-to-prevalence” ratio—the representation of a specific population relative to their

representation in a disease population—of 0.8 to 1.2 to ensure adequate representation in clinical trials.
• Digital tools can help reach target trial participants, but they also pose privacy and ethical challenges.
• Working with patient advocacy groups from the outset can help shape research priorities, improve clinical trial design,

and increase health impact.

In March 2025, Dinushika Mohottige, MD, MPH, a clinician
at the Icahn School of Medicine at Mount Sinai in New York
City, was notified that her US National Institutes of Health
grant to study kidney disease in Black individuals [1] was
terminated and $194,000 in funding was rescinded. The grant,
she was told via email, was “no longer consistent with current
policy priorities,” as outlined in the “Ending radical and
wasteful government DEI [diversity, equity, and inclusion]
programs and preferencing” White House Executive Order
issued on January 20, 2025 [2].
The grant aimed to study why Black individuals consistently
have 2‐4 times higher rates of end-stage kidney disease
compared to White counterparts—and, importantly, to craft
patient-centered clinical interventions to mitigate adverse
health outcomes. “Genetic risk is not racial. However,
we know that the prevalence of this particular high-risk
allele...disproportionately burdens people who self-identify as
having African ancestry,” explains Mohottige.
While Mohottige’s clinical trial funding was restored 5
months later, following a successful lawsuit, the delay
postponed patient recruitment for the trial by roughly 10
months. Over that time, at least 5 potential participants
became seriously ill, were hospitalized, or passed away.
Mohottige was hardly alone. In 2025, 383 clinical trials were
disrupted. Funding terminations impacted roughly 1 in 30
clinical trials—totaling more than 74,000 clinical participants,
according to a January 2026 study [3]. Trials that focused on
infectious diseases, prevention, and behavioral interventions
were disproportionately impacted.
The trial disruptions, many fear, threaten efforts to improve
the lack of diversity in clinical trials. As it stands, fewer
than 20% of drug trials conducted between 2014 and 2021
had data relevant to Black patients’ benefits or side effects,
according to a 2022 study [4].
Clinical trials can be funded by the pharmaceutical industry
or the federal government. The goal, especially for pharma-
ceutical companies, is to get a clinical trial done as quickly
as possible, says Sonia Anand, MD, PhD, FRCPC, director
of the Chanchlani Research Center at McMaster University
in Hamilton, Ontario, which is focused on health equity

research. “As a result, many work with the same investigators
at the same clinical sites with a proven track record. And
by doing that, they have a relatively homogenous patient
population,” says Anand.
The bottom line is that it costs more money up front to
make the effort to reach a diverse population. “We have
to get over the short-term costs, and think of the long-term
impacts,” says Anand. In the wake of the Trump administra-
tion’s targeted funding cuts, clinicians say efforts to achieve
diverse, inclusive patient recruitment into US clinical trials
has been dealt a blow, but two approaches are increasingly
being adopted: digital tools and patient advocacy groups.

Structural Barriers
Underrepresentation in clinical trials spans many factors
including race, age, language barriers, disability, socioe-
conomic status, geography, culture, and health literacy,
describes Roxana Mehran, MD, a cardiology specialist at the
Icahn School of Medicine at Mount Sinai. “The problem is
not a lack of willingness to participate, but rather structural
barriers that limit access to trials,” says Mehran.
Underrepresentation of people from minority ethnic groups,
for example, can lead to trial results that fail to characterize
the efficacy and safety profile of the drug or intervention
being tested, according to a study by Anand and colleagues
[5]. Lack of representation comes with a hefty cost. Limi-
ted access to effective medical interventions or skewed trial
results could cost hundreds of billions of dollars in reduced
life expectancy and disabilities over the next 25 years.
Equitable clinical trials must “match the demographics of the
disease burden under study. However, we remain far from
achieving this goal,” according to a 2022 National Academies
report [6]. Anand and others advocate for a “participation-to-
prevalence” ratio—the representation of a specific population
relative to their representation in a disease population—of 0.8
to 1.2.
In December 2025, the US Food and Drug Administration
released long-awaited guidance to enhance participation in
clinical trials [7]. The document emphasized the use of digital
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tools to lessen the burden on participants and increased public
outreach, including through patient advocacy groups.

Digital Tools
Digital tools to enhance diverse recruitment of trial partici-
pants include electronic health records (EHRs), social media,
research registries, and mobile apps using culturally tailored
messaging to improve visibility and engagement [8]. Social
media is also used to target recruitment advertising, while
phone apps can make it easier to manage clinical trial consent
and appointments.
“Social media and digital outreach are mainstream,” says
Rebecca Johnson, PhD, a clinical research trial recruitment
strategist. “Recruitment providers feed lifestyle, behavior,
consumer data, and other variables into models to precisely
reach the right patients,” she says. “What’s often missing is
the connectivity at the provider level.”
Machine learning and artificial intelligence are increasingly
being used to mine EHRs to search for the demographic and
pre-existing health conditions of ideal participants [9]. It can
also help identify individuals that are most likely to respond
to treatment.
However, digital tools come with their own challenges
including privacy concerns, digital literacy gaps, and ethical
considerations.
“While we think AI digital apps will close the health equity
gap, it actually has a great potential to widen it,” says Anand.
For example, some equity-deserving groups don’t have access
to cell phones. According to Anand, however, a greater
concern is that surveys on the use of digital tools in clinical
trial recruitment have revealed a lack of trust among women
and non-White individuals. “They are worried about how the

data might be used, so there’s a lower uptake of these tools,”
says Anand.

Patient Advocacy Groups
Another strategy is to work with patient advocacy groups to
build trust among communities that could benefit most from
health interventions—and to identify potential trial partici-
pants. For example, Mohottige painstakingly assembled a
patient board to guide her research effort, reflecting a growing
trend to seek out community partnerships to inform research
so that it has the best chance to make a positive real-world
impact.
Patient engagement is essential, says Mehran. “Patients
should be included in advisory roles or even as co-inves-
tigators, and trial materials need to be culturally appropri-
ate and available in multiple languages,” she says. Other
efforts to reduce logistical barriers, such as offering flexi-
ble scheduling and transportation support and simplifying
participation requirements, can also significantly improve
enrollment. “Trials should go beyond large academic centers
and include community-based and diverse settings to better
reflect real-world populations,” says Mehran.
“Working with patient advocacy groups raises credibility,”
says Johnson. It can also shape research priorities and
improve trial design. That said, it doesn’t consistently lead
to higher enrollment, so it’s important to set expectations up
front and be clear on shared goals.
“I think patient advocates need to come in from the very
beginning of the clinical trial design and be involved in
conversations from step one,” says Robert Sanchez, a patient
advocate with kidney disease who works with Mohottige.
“Numbers need to have a soul,” he says.
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