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COMMITMENT 

Factors Level 1 Initial Level 2 Early Level 3 Developing Level 4 Implementing Level 5 Optimizing 

Leadership 
Commitment, 
Support, 
Participation, and 
Visibility 

There is some 
awareness and 
recognition of 
the importance 
of diversity by 
leadership. 

Leadership 
supports ad 
hoc initiatives. 

Leadership 
communicates 
commitment to 
adopting organization-
level strategies. 

Leadership participates 
in creating an internal 
culture that embraces 
diversity and inclusion 
in research. 

Leadership takes part 
in developing 
organization-wide 
goals. 

Leadership designates 
or identifies a 
champion to drive 
organization’s 
developing philosophy, 
commitments, and 
organization-level 
strategies. 

Leadership supports 
and is present at 
events and meetings 
that include external 
partnerships with 
community, patients, 
and other groups. 

Organization-wide 
goals for which 
leadership are 
accountable address 
clinical trial diversity. 

Clinical trial diversity 
program is a priority of 
leadership, which is 
evident in actions, and 
is clearly stated in 
internal and external 
communications. 

Leadership is 
accountable for the 
organization’s clinical 
trials diversity 
programs. 

Performance goals and 
objectives of 
leadership are linked to 
the creation of and 
participation in 
initiatives to improve 
diversity in clinical 
trials and 
establishment of 
organization-level 
goals and 
performance. 

Leadership sets 
benchmarks for 
evaluation and 
measurement of 
organization’s clinical 
trial diversity programs. 

Leadership internally and 
externally communicates 
activities, performance, 
and value of 
organization-level 
strategies. 

Leadership continues to 
actively participate in 
programs, activities, and 
partnerships. 

Leadership is committed 
to continuous 
assessment of the 
programs’ performance 
and ongoing 
improvements and 
innovation. 

Leadership ensures 
performance goals of 
individuals within the 
organization align with 
leadership and 
organization-wide goals. 
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COMMITMENT 

Factors Level 1 Initial Level 2 Early Level 3 Developing Level 4 Implementing Level 5 Optimizing 

Organizational 

Culture  

There is some 
awareness and 
recognition of 
the importance 
of diversity 
within the 
organization. 

There is 
inconsistent, 
reactive, or 
limited activity 
within the 
organization 
around 
diversity 
initiatives. 

There is a lack 
of an 
organization-
wide strategy. 

The organization is 
starting to assess their 
diversity activities and 
capabilities. 

Organization-wide 
goals are being 
developed. 

The organization is 
developing, revising, or 
enhancing standard 
procedures, policies, 
and processes. 

Separate processes 
and individuals/groups 
within the organization 
are starting to 
communicate and work 
together. 

There is broad 
awareness and 
understanding of the 
importance and 
necessity of clinical trial 
diversity programs and 
activities. 

Clinical trial diversity 
programs and activities 
are part of the 
organization's unified 
vision, mission, core 
values, and/or strategic 
plan. 

Policies and strategies 
are publicly available 
and are implemented 
across the 
organization. 

Individuals and groups 
within the organization 
have aligned clinical 
trial diversity 
communications and 
processes. 

Clinical trial diversity 
program and activities 
are embedded in 
organizational culture 
and institutionalized, as 
demonstrated by: 
a) integration into

standard operating
procedures (SOPs)
for all departments

b) implementation
spread to all
associates across
the organization and
incorporated as part
of the day-to day
workload

c) establishment of
organization-level
goals

d) measurement,
routine review, and
continuous
improvement of
outcomes
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PARTNERSHIPS 

Factors Level 1 Initial Level 2 Early Level 3 Developing Level 4 Implementing Level 5 Optimizing 

Bidirectional 
Community 
Partnerships 

Community 
includes 
consortiums, 
advisory panels, 
and councils as 
well as 
partnerships with 
academic 
organizations, 
local healthcare 
organizations, 
community 
healthcare 
providers, non-
profits, medical 
product 
companies,  
faith-based 
organizations, 
professional 
societies, and local 
political leaders. 

Community 
representatives 
have not been 
identified. 

An approach 
for partnering 
with 
communities 
served by the 
organization 
does not exist. 

Organization 
participates in 
occasional 
community 
outreach for 
study 
recruitment. 

Organization enacts 
study-by-study efforts 
to identify & engage 
community 
representatives. 

Community 
engagement is not 
coordinated within 
organization and is not 
linked to patient 
engagement activities. 

The organization is 
seeking advisement on 
requisite infrastructure 
to support community 
engagement activities 
as well as potential 
coordination with 
research partners (e.g., 
an academic 
organization or medical 
product company may 
collaborate with patient 
groups or sites). 

Organization is 
developing a strategy 
for creating community 
partnerships and 
collaborations. 

Numerous clinical trials 
are collecting 
community input, but a 
study-by-study 
approach may still 
occur. 

Partnerships and 
insights are not 
communicated within 
the organization or 
reflected in clinical trial 
diversity program 
strategy. 

Links with patient 
engagement activities 
are made but not 
coordinated across 
organization. 

Organization creates 
regular settings and 
practices to discuss 
the needs of the 
community, share the 
organization’s 
commitment to, and 
investment in, diversity 
in clinical trials. 

Outreach on design, 
planning, and conduct 
of clinical trials is 
completed through 
established community 
partnerships. 

Organization enacts 
program-level efforts to 
identify community 
partners/collaborators/
groups. 

Bidirectional community 
partnerships exist in the 
operation of clinical trial 
diversity efforts and the 
design and planning of 
clinical trials. 

Community and patient 
groups are embedded 
within decision-making 
bodies of the 
organization and 
included in research 
strategy discussions. 

Ongoing organizational 
strategy for community 
partnerships is in place, 
including standard 
procedures, plans to 
identify partners, and 
ongoing investments, 
maintenance, and 
coordination. Iterative 
learnings from 
coordinated efforts 
across the organization 
are in place. 
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PARTNERSHIPS 

Factors Level 1 Initial Level 2 Early Level 3 Developing Level 4 Implementing Level 5 Optimizing 

Patient & Patient 
Group 
Engagement 

Research 
strategy 
includes input 
primarily from 
company 
leadership. 

There is no 
comprehensive 
strategy for 
engaging input 
from diverse 
patient and 
caregiver 
representatives 
or patient 
groups. 

Organization identifies 
and obtains some input 
from diverse 
patient/caregiver 
representatives or 
patient groups, but it 
does not include the 
key representatives 
from the populations 
expected to use the 
medical product, if it is 
approved. 

Patient/patient group 
input is not routinely 
incorporated into 
research and clinical 
trial diversity strategy. 

Clinical trial diversity 
strategy identifies and 
considers needs of 
most diverse 
populations expected 
to use the medical 
product, if approved 

Input is incorporated 
into research strategy 
in some but not all 
studies and not at all 
levels of, or 
coordinated across, 
studies 

Clinical trial diversity 
program includes 
direct engagement with 
diverse patients and 
caregiver 
representatives and 
patient groups, as 
equal partners, from 
earliest stages of study 
planning. 

Patient engagement is 
an embedded strategy 
at all stages of clinical 
trial development 
and/or medical product 
development 

Organization 
collaboratively considers 
needs of diverse patients 
and caregiver 
representatives, 
including co-design of
studies and study 
materials. 
Organization periodically 
updates understanding 
of diverse patient and 
patient group needs. 
Transparency and 
feedback loop present – 
organization provides 
feedback to the 
individuals and patient 
groups about how input 
is used and results of 
strategies and programs. 



 Diversity Maturity Model for Organizational-Level Strategies  

Released: May 18, 2023 

RESOURCES 

Factors Level 1 Initial Level 2 Early Level 3 Developing  Level 4 Implementing Level 5 Optimizing 

Sufficient 
Investments 

There is no 
specific budget in 
place for clinical 
trial activities 
related to 
diversity 
activities. 
 
There is no 
formal 
organizational 
structure for 
clinical trial 
diversity 
activities. 

Ad hoc funds available 
that can be requested 
for clinical trial diversity 
activities. 

There are some 
dedicated funds for 
personnel, external 
support, education, & 
materials related to 
diversity activities. 
 
Organization is starting 
to coordinate budgets 
for internal activities 
and external activities 
and/or support 
organizations related to 
diversity strategy and 
activities.  

Organization has 
dedicated funding for 
personnel, external 
support, education, & 
materials related to 
diversity strategy and 
activities. 
 
Organization has 
coordinated their 
internal and external 
budgets to support 
diversity strategy and 
activities. 

Organization has 
dedicated adequate 
annual budgets for 
personnel, external 
support, education, & 
materials related to 
diversity programs and 
activities. 
 
Organization has well-
coordinated internal and 
external budgets for 
supporting diversity 
strategy and activities as 
an integrated part of 
overall research budget. 

Dedicated 
Personnel 

Dedicated 
personnel may 
include one or 
more employees, 
employees with 
reserved portion 
of time, and/or 
external service 
providers.  

Diversity activities 
may exist at the 
study and/or 
clinical trial 
program level. 
There are limited 
staff responsible 
for driving 
practices to 
ensure 
representation of 
diverse 
populations in 
clinical trials. 

Organization is 
evaluating staffing 
needs to establish or 
support clinical trial 
diversity strategy and 
activities. 

• Staffing needs 
should align with 
goals of program. 

• Staffing may 
include small 
teams, task forces, 
and/or centers. 

• Staff may be 
internal and/or from 
external partners. 

Training for staff is 
available on an ad hoc 
basis. 

Clinical trials diversity 
team(s) formed who:  
• Report to executive 

leadership/key 
decision makers 

• Have dedicated time 
& qualified personnel 
with specific training 
and experience  

• Understand their 
role(s) in improving 
clinical trial diversity 

• Lead work to 
develop, revise, 
and/or enhance 
standard 
procedures, policies, 
and processes. 

Clinical trials diversity 
team(s) in place that:  
• Enact strategy and 

policies 
• Provide support for 

study teams 
• Integrate diversity 

activities across 
organization 

Teams include 
dedicated, qualified, 
senior personnel – 
including people from the 
communities the 
organization is trying to 
reach and their allies – 
who report directly to 
leadership, and are 
integrated across all 
functional groups and 
processes in the 
organization. 
 
Clinical trials diversity 
teams implement a 
strong, comprehensive, 
and collaborative 
strategy with internal and 
external partners. 
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ACCOUNTABILITY 

Factors Level 1 Initial Level 2 Early Level 3 Developing  Level 4 Implementing Level 5 Optimizing 

Data-Driven 
Strategies 
 
 

There are no, or 
limited, 
processes in 
place to 
formally 
evaluate the 
impact of the 
disease on 
diverse 
populations. 
Program and 
trial planning 
only consider 
population 
demographics.  

Some processes exist 
to collect data on or 
evaluate the impact of 
disease on diverse 
populations based on 
the epidemiologic 
incidence of the 
disease, known intrinsic 
and extrinsic factors, 
and other data (e.g., 
real word data (RWD) 
and previous clinical 
trial data), but these 
processes are not 
consistently applied 
across indications and 
have limited impact on 
clinical development 
strategies. 

Organization 
understands the impact 
of the disease on 
diverse populations 
based on the 
epidemiologic incidence 
of the disease and has 
evaluated areas of 
largest need due to 
disproportionate impact 
of the disease on 
diverse populations. 
Data (e.g., 
epidemiologic, social 
determinants of health 
(SDoH), RWD) is 
applied to clinical 
development strategy 
on a limited basis. 

Findings from a 
thorough analysis of 
impact on diverse 
populations (e.g., 
SDoH, epidemiology, 
past trials) is available 
and used to inform 
clinical trial design and 
operations:  
● Strategies are 

applied proactively 
for every trial where 
indicated. 

● Study populations 
are selected based 
on the populations 
affected by the 
disease  

Robust analytical 
strategy is in place to 
generate data for 
analysis of safety and 
efficacy in populations 
affected by the disease. 
 
Goals for enrollment are 
set proactively and early 
in the development plan, 
based on data. Progress 
is monitored internally, 
and if early trials do not 
reach enrollment goals, 
organization makes 
necessary adjustments. 

Lessons 
Learned & 
Continuous 
Improvement  

Organization 
performs 
informal review 
of enrollment of 
diverse 
populations at 
the end of a 
study with some 
dissemination 
of lessons 
learned.  

Organization performs 
study ‘after-action’ 
reviews of the 
representation of 
diverse populations. 
Lessons learned from 
studies do not 
consistently inform 
future studies. 

Clinical trial data is 
reviewed for 
representation of 
diverse populations and 
to determine areas 
where targeted 
strategies are most 
needed. 
Lessons learned from 
studies often inform 
future studies, but 
substantial barriers 
remain (e.g., data 
incomplete, siloed, or 
difficult to access). 

Clinical trial data and 
lessons learned from 
studies are 
systematically and 
collaboratively captured 
and shared internally 
and with external 
partners.  
Strategies are adjusted 
based on data and 
study design 
consistently 
incorporates lessons 
learned from previous 
studies. 

Clinical trial diversity 
strategy and internal 
clinical trial data across 
the research portfolio is 
regularly monitored for 
areas of improvement 
and adjustments are 
made. 
Organizational culture, 
technology, and systems 
fully support rapid 
incorporation of lessons 
learned into quality 
planning of all future 
trials. 

 


