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Introduction: Despite governmental and industry-sponsored efforts, clinical trial participation among rural residents and racial
and ethnic minorities remains low. The NIH Revitalization Act of 1993 directed the NIH to establish guidelines for inclusion of
women and minorities in clinical research. In 2015, the Food and Drug Administration launched an action plan to improve the
quality of demographic subgroup data collection, identify barriers to enrollment, employ strategies to increase participation,
and promote transparency of related data. However subsequent studies (Green et al. Health Aff. March 2022, Kanapuru et al.
Blood Advances. March 2022.) showed no improvement in participation of racial minorities, including Blacks and Hispanics
since this plan was enacted. Various complex system- and individual-based factors, including lack of clinical trial availability;
lack of diversity in the investigator work force; scant patient and provider awareness of clinical trials; lack of trust in the health
care system; and issues with access to care-often driven by �nancial, geographic, or social constraints (Allison et al. Cureus. Apr
2022.), and stringent eligibility criteria are deemed responsible. The Leukemia & Lymphoma Society (LLS) IMPACT (In�uential
Medicine Providing Access to Clinical Trials) research grant strives to bridge this unrelenting care gap.
Methods: The LLS IMPACT program includes a 5-year research grant which was launched in 2021. The IMPACT grants sup-
port the establishment of clinical trial networks involving academic cancer centers ("Hubs") linked to community clinics and
oncology centers ("Spokes"). The program’s overall goal is to provide patients access to trials through participation at the
community sites. Initially, 3 institutional sites were selected to participate. These institutions had unique and tailored strategies
to improve engagement of underrepresented patients, including black, indigenous, people of color, Hispanic, Latina/Latino,
and people from rural communities in vastly different climates and local cultures. The IMPACT grant expanded to encom-
pass 4 additional sites given the imminent needs and clamor of the hematology clinical trials community (Figure 1A). The
catchment areas and strategies employed at each institution are summarized in the table (Figure 1B).
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Results: At the start of the grant period, focus was on building clinical research infrastructure and opening non-interventional
clinical trials to teach personnel about clinical research and create relationships with patients. Other programs such as webinar
series, tumor boards, technological advancements, and educational workshops were also established to enhance engage-
ment among physicians, match patients to clinical trials, and to provide clinical trial education to potential patients. One
trial that has seen early success is the CHIVE IMPACT trial, a non-interventional registry and biorepository which has en-
rolled 24 patients at a rural and underserved site as of July 2023. The purpose of CHIVE is to enroll patients who have clonal
hematopoiesis (CH) or are at risk of CH and follow prospectively in efforts to understand risk of progression and potential for
early intervention. The Universal Protocol is another biorepository trial which has more than tripled its enrollment number at
a community site between 2021 and 2022. Of the 63 patients enrolled in 2022, 66% of them identi�ed as a race other than
White.
As our core goal is to increase access to interventional trials, we hope to bring industry sponsored phase II and phase III
studies to underrepresented areas that serve a broad patient population. Lack of �nancial resources, lack of transportation
and distance to trial sites, and residual distrust of the medical community (e.g., legacy of Tuskegee experiments) are barriers
the grantees are focused on overcoming to enroll the intended populations into clinical trials.
Conclusion: The innovative strategies employed to expand access to clinical trials for underrepresented population at the
various institutions through the LLS’s IMPACT research grant can be utilized during clinical trials design and implementation
phases to improve generalizability of clinical trials in hematologic malignancies. In the third year of this program, 7 participat-
ing sites are engaging impactful strategies (Figure 1B) which will be reported at the end of the grant period.
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Figure 1
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