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Abstract 

Background Among the most powerful barriers to broader inclusion of diverse participants in clinical trials are social 
determinants of health, trustworthiness of health care providers and research institutions, and competing pressures 
on potential participants. Nevertheless, current tools to assess organizational capabilities for clinical trial diversity focus 
primarily on trial infrastructure, rely solely on quantitative self‑reported data, and lack meaningful assessment of capa‑
bilities related to community engagement.

Methods The Equitable Breakthroughs in Medicine (EQBMED) initiative developed a holistic, collaborative, site‑
driven formative model and accompanying assessment to catalog sites’ current capabilities and identify opportu‑
nities for growth in both conducting industry‑sponsored clinical trials and enriching diversity of those trials. The 
model builds upon prior work and reflects unification of two historically distinct components—research operations 
and community engagement—since sustainable clinical trial diversity efforts must overcome these silos. Here we 
present the methodology we used to develop the model and accompanying assessment, describe how findings can 
support clinical trial diversity efforts, and report findings from early field testing at three U.S. sites.

Results The first three sites were diverse in size (e.g., < 250–1 K beds), with varying levels of clinical trial capabilities 
and community engagement. The maturity assessment laid the foundation for sites to identify and prioritize key 
areas to advance clinical trial diversity capabilities, and each has made tangible progress. In parallel to completing 
the assessment with these early sites to understand their maturity and set actionable goals, we also collected their 
feedback on content validity (e.g., clarity, comprehensiveness, terminology) and feasibility (e.g., ability to collect 
needed information and data, time required). We describe refinements made to improve the assessment and stream‑
line the process. The EQBMED program will deploy the assessment across various site types (e.g., FQHCs, safety net 
hospitals) and make further refinements as warranted.

Conclusions Strategic investment in clinical trial diversity requires structured assessment of site maturity as a start‑
ing point for collaborative action. We propose the EQBMED maturity model as a first step toward informing efforts 
to increase representation of diverse populations in clinical research.
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Background
Although efforts to increase diversity in clinical trials 
have been underway for decades [1], only recently has 
eliminating inequities in access to clinical trials been 
defined as a national priority [2–6], with substantial 
investments from multiple sectors [3, 7–10]. Achieving 
meaningful gains toward this ambitious goal will require 
large shifts in workforce, trial design and regulatory are-
nas [7, 11, 12], as well as alignment of a wide array of 
competing interests and incentives [13, 14].

Among the most powerful barriers to broader inclusion 
of communities of color in clinical trials are social deter-
minants of health [15], trustworthiness of health care 
providers and research institutions [11, 16], and compet-
ing pressures on potential participants [17–21]. Despite 
this evidence, current tools to assess organizational capa-
bilities for clinical trial diversity focus primarily on trial 
infrastructure, rely solely on quantitative self-reported 
data, and do not include meaningful assessment of 
capabilities related to community engagement [22–25]. 
Recent guidance including a toolkit with logic mod-
els aimed to help operationalize guidance with clearly 
defined scopes for distinct areas of focus; however, as 
stated in the guide, logic models may overlook intersec-
tionality between interrelated domains of the clinical 
research enterprise, within a particular organization or 
between organizations [10]. The Clinical Trials Trans-
formation Initiative (CTTI) [26, 27] model provides an 
important foundation, yet does not fully operationalize 
measurement of core concepts and define maturity levels 
for practical use by sites and partners seeking to improve 
clinical trial diversity.

One increasingly popular tool for assessing an organi-
zation’s current (and aspirational) capabilities and map-
ping a logical path from initial state to full maturity with 
regard to a specific goal is the maturity model [28, 29]. 
Maturity models can be used as a diagnostic tool to 
determine current capacity across specified domains, pri-
oritize areas for improvement and growth, and serve as a 
benchmark for an organization to track progress toward 
their maturity goals [30–32]. In the context of clinical tri-
als, a maturity model can identify needs and assets across 
highly varied types of trial sites and inform peer men-
toring approaches in which sites share complementary 
strengths in order to progress toward defined maturity 
goals.

As part of the Equitable Breakthroughs in Medicine 
(EQBMED) initiative (Fig.  1), we sought to address the 
limitations of prior assessment tools and harness the 
potential of a maturity model approach by develop-
ing the EQBMED Site Maturity Model and associated 
assessment. The assessment is a holistic, collaborative, 
site-driven formative process carried out with clinical 
trial sites to catalog their current capabilities and iden-
tify opportunities for growth in both conducting indus-
try-sponsored clinical trials and enriching diversity of 
those trials. The assessment is not meant to be evaluative 
in nature, or to be used to compare or benchmark sites 
against others for two reasons. First, the assessment is 
site-driven, formative and focused on informing context-
specific actions at the site. Second, clinical trial sites are 
becoming increasingly diverse, particularly with inno-
vations in decentralized approaches. While this diver-
sity is potentially quite powerful, it presents challenges 

Fig. 1 Equitable Breakthroughs in Medicine Development
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in development of universal benchmarking standards, 
which have not yet been developed. Here we describe 
the maturity model and associated assessment, the meth-
odology we used in its development, and how findings 
can support clinical trial diversity efforts. The complete 
EQBMED Maturity Assessment Site Guide, Site Ques-
tionnaire and Rubric documents can be accessed at: 
https:// eqbmed. org/ innov ations/.

Methods
In developing the maturity  model, we drew upon mul-
tiple sources of input. The authors, together with the 
EQBMED team, reviewed, synthesized, and incorporated 
learnings from the following sources (Fig.  2). In total, 
there were 20 iterations of the model throughout the 
development and piloting phases.

1. The  Yale Cultural Ambassadors Model’s  successful, 
15-year maturity journey to promote diversity and 
inclusion in clinical research [33–35]. Success is evi-
denced by increasing underrepresented communities 
of color participation in clinical trials from approx-
imately 3% in 2010 to rates now close to 35%, with 
studies engaging the Cultural Ambassadors directly 
having rates averaging around 62% and retention 
rates averaging 97%.x.

2. Comprehensive library of guidelines, principles, 
toolkits from the CTTI [26, 27], National Academy 
of Sciences [5, 36], Pharmaceutical Research and 
Manufacturers of America Pharmaceutical Research 
and Manufacturers of America (PhRMA) [37], Food 
and Drug Administration (FDA) [38], Multi-Regional 
Clinical Trials (MRCT) Centers [39, 40], and others 
[23, 32, 41].

3. Over a dozen content experts representing decades of 
expertise and experience in clinical trial operations, 
pharmaceutical companies, federal regulations, com-
munity engagement, organizational readiness, and 
maturity model building. Feedback revealed the need 
to ensure robust quantitative and qualitative meas-
urement and supporting documentation; broaden 
barriers beyond social determinants of health; reduce 
redundancy across components; clarify distinctions 
between institutional diversity, equity and inclusion 
and trial diversity efforts; and bring precision to the 
community engagement domain.

4. Modified cognitive interviews to test content valid-
ity and feasibility at one trial site, and user feedback 
from full field administration at three trial sites. The 
cognitive interview guide was designed to elicit criti-
cal input from end users of the maturity model. For 
each subcomponent, we asked: Is the terminology 
clear? Any suggestions for rephrasing or things to 

Fig. 2 EQBMED Maturity Model Development Process

https://eqbmed.org/innovations/
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drop? What are some potential sources of insight/
documentation? Do you have these sources or can 
you get them? How difficult or easy is it to access 
supporting documents? Are there better sources of 
insight for these subcomponents? The structured tool 
is included as Supplemental File 1.

The EQBMED Site Maturity Model
The EQBMED Site Maturity Model is shown in Fig.  3. 
The model consists of 11 components within three 
domains: (1) organizational level factors, (2) community 
engagement factors, and (3) clinical trial operations capa-
bilities. When taken together, these components pro-
vide a comprehensive description of a site’s maturity in 
terms of clinical trial diversity. Each component includes 
2–7 questions (54 questions in total), accompanied by a 
rubric to capture maturity for each question and compo-
nent. Detailed definitions of each component appear in 
Table 1.

Completing the assessment
The process for completing the assessment was designed 
to encourage small group collaboration and open dis-
cussions, minimize site burden in completing the 
assessment, and generate information related to a site’s 
maturity in specific areas that support clinical trial diver-
sity. There are 3 major steps in completing the site matu-
rity assessment:

Step 1: Inventory site capabilities
A core team of site representatives should include indi-
viduals able to speak at a high level about all site activities 
and programming (i.e., community engagement, ongoing 
trials, and clinical trial governance and organizational 
leadership), as well as those with expertise in clinical 
trial operations and community engagement capabilities. 
After an initial introduction to share an overview of the 
purpose of the assessment and what to expect, the team 
convenes in 2–3 meetings. The assessment team sup-
ports site representatives in completing the assessment, 
answering all questions for each component, and noting 
if a specific question is not applicable to the site and the 
rationale for why it is not relevant. The assessment team 
and site representatives work together to determine if any 

Fig. 3 EQBMED Site Maturity Model
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supplemental information or documents are needed or 
would be helpful in developing the site maturity roadmap 
(e.g., annual reports, budget information, descriptions of 
community partnerships, standard operating procedures 
(SOP) manuals, and clinical trial experience).

Step 2: Assign maturity levels
The  model defines three levels of maturity (Fig.  4): (1) 
developing, (2) strengthening, and (3) leading. Impor-
tantly, maturity levels are specific to components and 
subcomponents, are dynamic and are intended to be 

Table 1 Component definitions

Organizational level factors

Organizational leadership and governance Senior leadership commitment to enhancing diversity in clinical trials, as dem‑
onstrated by: diversity and inclusion‑focused organizational values; allocation 
of resources aligned with these organizational values; structures and policies that sup‑
port goal setting, performance management tracking and accountability for clinical 
trial diversity; strategic planning to ensure long term sustainability of trial diversity 
efforts; visible endorsement and participation in programs and activities directed 
at trial diversity

Community engagement factors
Bi‑directional community partnerships Active collaborations in which all partners have some share of ownership, decision‑

making, development, and promotion of programs to support clinical trial diversity. 
[Note: partnerships may address broader organizational goals rather than clinical trials 
diversity per se]

Programs to address barriers to recruitment and retention Programs and resources that address economic barriers to participation in clinical 
trials (e.g., insurance, housing, employment benefits, childcare, transportation, nutri‑
tional supports), as well as social and cultural barriers to engagement (e.g., distrust 
of the healthcare system, lack of cultural humility of staff and investigators, bias lead‑
ing to not being asked to participate)

Community input to trial design and implementation Policies and practices that empower community members to provide input to trial 
design, recruitment, and retention as well as research engagement approaches. 
Mechanisms may include ethics committees that are prepared to address issues 
related to recruitment of diverse populations (e.g., coercion, inadequate disclosures), 
community representation on Institutional Review Boards and community studios

Communications with community and clinical trial participants Capabilities that ensure accurate, culturally tailored, meaningful written and verbal 
communications between investigators, community members, and trial participants. 
Translation, interpretation, and communication services provide all trial‑related 
materials in participants’ preferred language, using standard techniques for addressing 
literacy, numeracy, cultural framing at every point of contact

Team science approach to clinical
trial workforce and leadership diversity

Programs to improve Black, Hispanic, & Latino representation among clinical trial 
staff, developed and implemented in collaboration with community partners. Formal 
mentoring, training, and other resource supports are available within the organization 
for diverse staff, with clearly defined career ladders and opportunities for professional 
advancement

Clinical trial workforce diversity, equity, inclusion, and acces‑
sibility (DEIA) education

Education and training for staff and investigators that enable them to understand 
and apply principles and practices of DEIA and cultural competency. Programs may 
include specific content on clinical trials, and community experiences for (e.g., volun‑
teering). Organizations may measure DEIA/cultural competency/humility and use this 
information for coaching and professional development

Clinical trial operations capabilities
Site composition A broad array of features of the trial site including overall structure (e.g., second‑

ary sites, partnerships with healthcare organizations), focal therapeutic areas, trial 
workforce size and experience, finance management and regulatory capabilities, 
investments in staff training

Technical infrastructure Information technology to support the conduct of clinical trials (e.g., trial manage‑
ment systems), electronic data capture, electronic health record access for feasibility, 
recruitment and retention, source data collection, billing segregation, reporting, 
and post‑study follow‑up

Physical infrastructure Physical space and facilities to support the conduct of clinical trials (e.g., storage, 
for research team), ancillary services (e.g., laboratory, imaging, investigational phar‑
macy and device management) and equipment (e.g., centrifuge, weight & height 
scale, refrigerator, freezer, compounding)

Research operations A broad array of capabilities to support the conduct of clinical trials (e.g., human 
resource functions, SOPs, IRB, contracting, performance monitoring, quality assurance)
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tracked over time as sites build and strengthen various 
capabilities. Question-level results are rolled up into a 
component-level score according to these criteria. The 
criteria are intended to set a very high bar for “leading” 
classification and be highly sensitive to “developing” 
responses so that capacity needs are not underestimated. 
We made an intentional decision not to assign weights 
to individual items, as composite items are not equally 
important/potentially influential, nor are the compo-
nents equally important/potentially influential in clinical 
trial diversity performance.

▪ If 100% of the responses are in the “leading” level, 
the site will be described as“leading” for that compo-
nent.
▪ If 50–99% of the responses are in the “strengthen-
ing” or “‘leading” level, the site will be described as 
“strengthening” for that component.
▪ If less than 50% of the responses are in the 
“strengthening” or “leading” level, the site will be 
described as “developing” for that component.

Step 3: Refine and apply results
Findings from the assessment can be used in several 
ways depending on the unique goals of each site. The 
assessment is intended to be used as a diagnostic tool to 
determine current capacity across specified domains, pri-
oritize areas for improvement and growth, and serve as 
a benchmark for organizational to track progress toward 
their maturity goals [30–32]. Importantly, because it is 
site-driven, context-specific, and descriptive in nature, 
the assessment is not to be used prescriptively or for 
comparisons. Assigned maturity levels can be shared 
with internal and external stakeholders to guide stra-
tegic planning and investments [30, 41]. In the con-
text of clinical trials, this assessment will identify needs 
and assets across highly varied types of trials sites and 
inform peer mentoring approaches in which sites share 

complementary strengths in order to progress toward 
their defined maturity goals. Insights can be used to 
inform:

▪ Goal setting: These growth opportunities may 
be translated into action-oriented goals specific to 
each site. Goals may range in focus and scope (e.g., 
increase staff to expand trial capacity, develop mech-
anisms to receive and act on community and patient 
feedback, develop community advisory boards to co-
develop site priorities) and will be unique to each site, 
even for those with similar maturity levels. Goal set-
ting might also include identifying needed resources 
and supports.
▪ Impact metrics: Once goals are developed, sites may 
consider developing impact measures to track pro-
gress and change over time (e.g., near-term (6–12 
months) and long-term (1 + year) measures).
▪ Roadmap: To achieve these goals and impact meas-
ures, sites may consider developing a ~ 6–12-month 
roadmap of key milestones and activities.
▪ Re-assessment: The assessment and these goals 
should not be static, but rather should be revisited 
over time as the site achieves goals and matures.

As a process likely embedded within other institu-
tional activities, the comprehensive and context-driven 
site maturity assessment process may also reveal insights 
and actionable strategies that enhance clinical trials work 
beyond a site’s EQBMED activities. An illustrative exam-
ple of a completed assessment is provided in Supplement 
2.

Several important assumptions underpin the guid-
ing model. First, organizational readiness to engage in 
authentic, sustainable clinical trial diversity initiatives 
is a highly complex, multifaceted phenomenon includ-
ing both technical and relational dimensions [42, 43]. 
As such, assessment of organizational readiness requires 
a mixed methods approach using both quantitative and 

Fig. 4 Maturity levels
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qualitative measures [44]. Robust quantitative measures 
(e.g., number and types of trials, enrollment, and reten-
tion data) are needed to develop key performance indica-
tors to track progress along the model levels. Qualitative 
data (e.g., notes and transcripts of interviews) charac-
terize other essential capabilities to achieve clinical trial 
diversity such as the nature of community partnerships 
and the commitment of senior leadership. Second, the 
process of assessment must be collaborative in nature for 
several reasons, including ensuring reliability and valid-
ity of the inputs and fostering ownership of the results 
among the sites. Productive, meaningful collaboration 
requires trust among partners. Trust is facilitated by 
investing time and good will in relationship building, 
creating conditions that encourage candid reflection and 
exchange by both parties, and deferring to the site rep-
resentative team to define their aspirational goals. While 
perhaps not feasible within the current EQBMED Learn-
ing Phase, ideally assessments would take place on site, 
in person. Requiring supporting “evidence” of various site 
capabilities does not engender trust and should be done 
with emphasis on developing a shared understanding of 
maturity status, rather than an “audit” function. Finally, 
the model reflects unification of two components—
research operations and community engagement—since 
sustainable clinical trial diversity efforts must overcome 
these silos. Accordingly, the assessment must have input 
from a range of organizational representatives, includ-
ing clinical trial staff, investigators, and senior leadership 
across operations and community engagement.

Results
A key step in the development, iteration, and testing of 
the assessment was deploying the tool at sites with vary-
ing levels of maturity in clinical trials and community 
engagement. The first three sites were diverse in size 
(e.g., < 250–1 K beds), with varying levels of clinical trial 
capabilities and community engagement. Completing 
the initial assessment required ~ 4–7 working sessions 
over the course of ~ 8–10 weeks across the sites, in addi-
tion to offline data gathering (e.g., information on staff 
demographics, trial volume by phase) estimated to have 
taken ~ 6–10 h. An individual was appointed as “site lead” 
to complete the assessment and was tasked with engaging 
relevant experts across clinical trial operations and com-
munity engagement topics as needed, with ~ 5–10 addi-
tional experts engaged in total for each site. The process 
began with a kick-off meeting where we introduced the 
maturity model and objectives, discussed the site’s cur-
rent state and high-level aspirations, and aligned on next 
steps for completion, focusing on one factor at a time 
(e.g., clinical trial operations, community engagement). 

The assessment culminated in identification of several 
strengths and areas of opportunity identified across both 
clinical trial operations (e.g., installing a clinical trials 
management system (CTMS), augmenting staff capacity) 
and community engagement (e.g., creating opportuni-
ties for earlier engagement with community members to 
inform research priorities) for each of the sites.

Against the identified areas of opportunity, each site 
engaged in additional working sessions to identify and 
prioritize concrete goals, and for each goal, a set of 
Key Performance Indicators (KPIs) to track progress 
and impact (e.g., # trials selected based on community-
asserted research priorities, # new trials activated, % 
active trials transitioned to CTMS, completion of an 
audit-readiness checklist). Since the assessment and 
identification of these goals and KPIs, the sites have made 
significant progress in their maturity to conduct diverse 
clinical trials. For example, one site has taken on 7 new 
clinical trials, implemented a new quality assurance initi-
ative, installed a CTMS system, identified individuals that 
will serve as their Community Advisory Board, and more. 
Another EQBMED site, early in their clinical trials jour-
ney, has hired a research coordinator, defined their inter-
nal governance across stakeholders to engage as clinical 
trial leaders, and more. Another EQBMED site looking to 
expand the volume and reach of their clinical trials has 
focused on training more staff and installing a CTMS sys-
tem. Early on, sites have made observations about using 
the assessment process and tool to simply highlight the 
complexity of the clinical trials diversity work and how 
many different parties need to be involved/committed 
and being able to differentiate or identify small steps ver-
sus larger steps that could be implemented to advance 
their clinical trials work. The assessment has laid the 
foundation for these sites to identify and prioritize key 
areas to advance clinical trial diversity capabilities, and 
each has made tangible progress. The impact of this 
assessment across these sites and others underway has 
solidified our confidence in its validity and usefulness. 
The EQBMED program continues to deploy the assess-
ment across a variety of site types (e.g., FQHCs, safety 
net hospitals).

Learnings and revisions to the model
Since this early deployment of the maturity  model, we 
have made several refinements to improve the assessment 
and streamline the process. In parallel to completing the 
assessment with these early sites to understand their 
maturity and set actionable goals, we also collected their 
feedback on content validity (e.g., clarity, comprehensive-
ness, terminology) and feasibility (e.g., ability to collect 
needed information and data, time required). This led 
to changes such as the addition of “organizational-level 
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factors” as a core category to ensure a more comprehen-
sive view of how clinical trial diversity aligned with lead-
ership and governance at each site. In addition, several 
granular changes were made to further clarify terminol-
ogy, simplify criteria, and ensure comprehensiveness. 
For example, we refined “leading” and “strengthening” 
classifications for community engagement, differentiat-
ing frequent community engagement and interaction 
from actual participation and leadership in shaping the 
research processes. Beyond testing and optimizing con-
tent, several changes were made to streamline the pro-
cess and minimize site burden. In our initial deployment 
of the assessment at sites, uncertainty regarding which 
site representatives to engage and data needs, compet-
ing organizational priorities, and other factors extended 
the timeline for completion. We have now streamlined 
the assessment where possible. For example, the process 
begins with an introductory video explaining the assess-
ment and its purpose, identifying key experts to engage, 
and outlining how to move forward, followed by just 2–3 
working sessions and asynchronous collaboration. With 
this new process no more than ~ 4–6  h of active time 
are required to complete the assessment for the site and 
assessors, although there may be additional time associ-
ated with tracking down information as sites prepare 
their assessment responses. Ultimately, the time required 
to complete the assessment will depend on the site—their 
competing organizational priorities, availability of key 
information, and accessibility of experts—however, our 
early iterations and learnings with sites have enabled us 
to streamline the process.

Limitations
The assessment has several limitations. First, while tax-
onomy categories should be mutually exclusive and 
substantively exhaustive as feasible, interrelatedness 
is unavoidable given the complexity of organizational 
capacity for achieving clinical trial diversity. Second, it is 
possible that an important aspect of organizational readi-
ness has not been included. However, the assessment was 
developed following design thinking principles, including 
input of end users, other experts, iterative refinement, 
and field testing [45], along with learnings from Yale Cul-
tural Ambassador’s maturity journey, in order to ensure a 
comprehensive diverse set of inputs into content domains 
to the greatest extent possible. Third, there are no univer-
sally accepted standards for validating maturity models. 
[45] However, we used multiple common methods of 
validation including iterative review by over 20 domain 
experts, 2 waves of modified cognitive interviews [46] to 
assess content validity [30] (clarity, comprehensiveness) 
and feasibility (ability to assemble artifacts, supporting 
evidence, time required to complete), and piloting in 

“real environments” to gather user feedback, test appli-
cability, and inform refinements [45]. Iteration is key in 
the development and validation process. There have been 
20 iterations on the assessment to date, including some 
with more granular categories for maturity level. It is our 
hope that by sharing this assessment with the broader 
clinical trial ecosystem beyond EQBMED stakeholders, 
further iterations can be developed with improvements 
based on a broader set of real-world learnings. Fourth, 
patients and members of the public were not involved 
in the direct development of the assessment; however, 
elements of the assessment and supporting documents 
have been informed by more than a decade of work with 
the Yale  Cultural Ambassadors and nearly two decades 
of a community-academic partnership facilitated by the 
Yale School of Medicine. EQBMED is also guided by an 
Advisory Committee comprised of patients, members of 
the public, and advocacy groups who offered guidance 
on some of the subcomponent questions, particularly in 
the community engagement and diversity enrichment 
component. This guidance triangulated with the team’s 
plan, as their ideas were similar to what the team had 
considered.

Finally, this model was built for the Learning Phase of 
EQBMED, which focused on Black and Hispanic/Latino 
populations. There are many differing dimensions of 
diversity (e.g., sexual and gender minority status, rural 
residency, limited English proficiency, age, disability, 
socioeconomic, other communities of color), as well as 
intersections among these dimensions.

Many groups are currently underserved in clinical tri-
als, including those sharing characteristics such as demo-
graphic factors (e.g., ages under 18 and over 75), social 
and economic factors (e.g., asylum seekers, incarcerated 
individuals), and health status (e.g., cognitively impaired, 
pregnant women). Future work with the maturity model 
beyond the EQBMED Learning Phase would prioritize 
addressing unique issues among other underrepresented 
groups [47].

Future work
Ongoing and future work with the EQBMED Site Matu-
rity Model will include (1) monitoring progress across 
early sites; (2) capturing site use and utility of the assess-
ment model and process in their development; (3) adapt-
ing the assessment for smaller community sites; and (4) 
launching a sponsor front door. At the time of manu-
script submission there are 7 sites enrolled in EQBMED. 
Each site will continue collaborating with EQBMED team 
as they pursue clinical trial diversity goals developed 
through the assessment, tracking, and reporting KPIs.

In terms of adaptation, the EQBMED Site Matu-
rity Model was indeed developed with a broad range of 
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research sites in mind, including both large academic 
institutions and smaller community-based research sites. 
Now that the assessment has been deployed at a range of 
sites, current and future work will focus on both scalabil-
ity and flexibility to adapt for different sizes and types of 
trial partner organizations. Adapted versions would focus 
on key components most relevant to these sites and pro-
vide a more streamlined approach to assessment, while 
still capturing essential aspects of site maturity in clini-
cal trial diversity. Additionally, we plan to offer resources 
and support to help smaller sites integrate the tool into 
their operations effectively. By adapting the tool to differ-
ent contexts and providing targeted assistance, we aim to 
ensure that it can be a valuable resource across the spec-
trum of research settings.

Finally, development of EQBMED’s ’sponsor front door’ 
is underway. The sponsor front door is an innovation 
from the EQBMED program, creating a seamless mecha-
nism for connecting community-based sites and spon-
sors, providing sponsor opportunities to receive feedback 
on their protocols, and empowering community-based 
sites to hold more trials. This involves developing pro-
files for sites in the EQBMED program (e.g., overview-
ing site capabilities and demographics, filming facilities, 
highlighting therapeutic areas of interest to the com-
munity, and more) to allow sponsors to quickly assess 
high-level initial feasibility for trial consideration and 
reduce site burden. The EQBMED site assessment serves 
as the foundation for understanding each site’s capabili-
ties and informs site profiles. Although the assessment 
is site-driven, we foresee that sponsors may increas-
ingly recognize the value of the EQBMED assessment 
and potentially incorporate it into their site selection 
criteria. This could lead sponsors to require or strongly 
encourage sites to complete an EQBMED assessment to 
demonstrate their readiness and commitment to diverse 
recruitment efforts. Ultimately, the EQBMED Site Matu-
rity Model aims to facilitate a more equitable approach to 
clinical trial participation, benefiting both sites and spon-
sors in achieving more representative trial populations.

Conclusion
Leveraging increasing strategic investment in clinical trials 
diversity requires structured assessment of site maturity as 
a starting point for collaborative action. The development 
of a readiness assessment to gauge organizational maturity 
is a first step toward increasing representation of diverse 
populations in clinical research. We built this assessment 
as a collaborative effort among community-based sites; 
EQBMED leaders with decades of experience spanning 
industry, academia, and the full clinical research ecosys-
tem; experts in clinical trial diversity assessments; scientists 
specialized in the development of maturity model tools; 

and scientists specialized in clinical trials, partnership 
development, social determinants of health, and commu-
nity engagement. The assessment was conceptualized and 
implemented as a site-partnered process to elicit a com-
prehensive set of considerations known to be important 
to sites caring for underrepresented populations of color. 
Assets, challenges, and opportunities identified by the 
assessment can guide implementation solutions most rel-
evant and appropriate for the proposed trial context.
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