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New study finds site personnel race and ethnicity 
highly correlated with diversity of patients enrolled 
Staff in private sector sites more reflective of diverse patient communities 

T he drug development enterprise is addressing diversity, equity, and inclusion (DEI) in clinical research 
with renewed energy and commitment. There are several contributing factors: intensifying demand 
for more heterogeneous clinical and genetic data; growing pressure from regulatory agencies, health 
authorities, payers, patients, and the general public; and rising demand from healthcare providers facing 

difficulties in translating clinical research findings into clinical care.

To improve DEI, sponsors and contract research organizations (CROs) are gathering protocol design input 
from a representative group of patients and developing more targeted and culturally-sensitive recruitment 
and retention practices. In addition, they are seeking insights into optimizing investigative site selection and 
management.

New research from Tufts CSDD informs these DEI efforts and presents compelling findings highlighting the 
critical need for investigative sites to reflect the patient communities that they serve. These findings are 
particularly relevant as a growing proportion of clinical trials rely on remote and virtual patient engagement.
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 z In the U.S., one-third of site personnel based in academic medical centers (AMCs) and community 
hospitals and nearly half of personnel in dedicated sites and private practices are representative of 
minority populations. 

 z Less than 10% of investigative site personnel in Europe are representative of minority populations.

 z Among the most active therapeutic areas in drug development, infectious diseases, vaccines, and 
endocrinology have the most diverse clinical trial personnel.

 z AMCs and community hospitals worldwide enroll a disproportionately high percentage of white 
patients into industry-funded clinical trials, whereas dedicated sites and private practices enroll 
much more diverse patient populations.

 z Worldwide, regardless of geographic location, as the mix of site personnel by race and ethnicity 
increases, the diversity of patients enrolled—with the exception of Asian patients—also increases. 

 z The proportion of a given race or ethnicity among site personnel closely aligns with the 
corresponding race or ethnicity of patients enrolled in clinical trials at that site.

 z Sites with more diverse personnel are more likely to view diversity as a critical success factor and 
to have developed standard operating procedures to encourage and support diversity. 
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 z Nearly two-thirds of clinical trial investigators are based in 
independent, ‘dedicated’ sites that derive 100% of their income 
from study grants and in private practices.

 z Since 2000, the proportion of investigators based within non-
profit AMCs and community hospitals has declined.

 z 38% of all investigators regulated by the FDA were based 
outside the U.S. in 2020, down from 47% in 2015.

Most global FDA-regulated investigative sites are operating within the private sector

 z Representation of investigative site personnel by race and 
ethnicity varies by therapeutic area.

 z Investigative sites focusing on infectious diseases, vaccines, and 
endocrinology have the most diverse clinical trial personnel.

 z Oncology and dermatology have relatively low representation 
of site personnel who are Black or of African descent.

Site personnel are more diverse in the U.S. than in Europe
Reported race and ethnicity of site personnel

Trends in the number of Form 1572s received by the FDA*

 z The vast majority of investigative site personnel in Europe are 
white, with only 7%-8% of the total representing other races 
and ethnicities.

 z Site personnel in U.S.-based dedicated sites and private 
practices have the highest levels of proportional representation 
by race and ethnicity.

 z Approximately one-third of clinical trial personnel in U.S.-
based AMCs and community hospitals represent minority 
populations.

Site personnel diversity varies by therapeutic area
Distribution of site personnel by race and ethnicity

*Principal investigators must submit a Form 1572 to the FDA prior to initiating a 
clinical trial   
Source: Tufts Center for the Study of Drug Development

Asian

Black or 
African 
Descent Latinx Other White

Oncology 9.0% 5.2% 19.2% 4.6% 62.9%

Infectious Diseases 9.9% 8.9% 19.9% 4.4% 58.5%

Central Nervous 
System 9.0% 7.0% 21.3% 3.9% 59.5%

Vaccines 7.7% 9.8% 24.2% 4.6% 54.8%

Endocrinology 8.7% 7.6% 24.6% 4.2% 55.6%

Cardiology 8.6% 6.8% 22.2% 4.1% 59.6%

Dermatology 7.9% 5.1% 24.3% 3.1% 59.6%

N= 1,036 global investigative sites  
Source: Tufts Center for the Study of Drug Development

N= 1,036 global investigative sites  
Source: Tufts Center for the Study of Drug Development
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 z Worldwide, as personnel diversity increases, the diversity of 
patients enrolled also increases, while the proportion of white 
patients decreases.

 z This relationship applies to all races and ethnicities except 
Asian patients, who may be enrolled in sites with a 
disproportionately higher representation of Asian personnel.

 z As the proportion of a given race or ethnicity increases 
among site personnel, so too does the corresponding race or 
ethnicity of patients enrolled.

 z Sites with more diverse personnel tend to be based in urban 
settings and to serve lower income patients.

 z A significantly higher percentage of sites with diverse 
personnel report achieving their enrollment targets.

 z Sites with more diverse personnel are more likely to view 
diversity as a critical success factor and to have developed 
standard operating procedures to encourage and support 
diversity.

Diversity of patients enrolled is highly correlated with site personnel diversity
Linear regressions of staff and enrolled and corresponding patient diversity  

Dedicated sites and private practices enroll higher proportions of minority patients

 z Nearly 75% of patients enrolled in industry-sponsored clinical 
trials performed by AMCs and community hospitals worldwide 
are white.

 z Dedicated sites and private practices enroll higher proportions 
of patients who are representative of various minority 
populations.

 z A significantly higher proportion of patients who identify as 
Black or of African descent and Latinx are enrolled in private 
sector investigative site settings. 

Reported race and ethnicity of patients enrolled

Diverse site staff tend to be more urban and to view diversity as critical to success

Source: Tufts Center for the Study of Drug Development

Factors that contribute to diversity

N= 944 AMCs/community hospitals and 822 dedicated sites and private practices  
Source: Tufts Center for the Study of Drug Development

AMCs/Community Hospitals
Dedicated Sites and Private Practices

White Asian Black/African 
Descent

Latinx Other

73.9%

41.8%

5.8%

31.8%

17.3%

2.5%
7.7% 6.6%

10.4%

2.3%

Site and Enrolled 
Patient Diversity Coefficient

Adjusted 
r-square p-value

Asian -.004 -.002 .862

Black or African Descent .273 .173 <.001

Latinx .162 .018 <.001
Other .053 .051 <.001
White -.499 .138 <.001
Staff and Corresponding 
Patient Demographics Coefficient

Adjusted 
r-square p-value

Asian .692 .647 <.001
Black or African Descent .857 .443 <.001
Latinx .873 .866 <.001
Other .393 .246 <.001
White .826 .746 <.001

N= 1,036 global investigative sites  
Source: Tufts Center for the Study of Drug Development

Percent of Total
Europe 

AMC/HCs
U.S.  

AMCs/HCs
U.S.  

Dedicated Sites
Personnel Diversity 
Level

LOW 
(N=212)

HIGH 
(N=30)

LOW 
(N=111)

HIGH 
(N=116)

LOW 
(N=153)

Based in Urban areas 88% 92% 68% 81% 76%
Serve patients with 
low SES 13% 45% 35% 28% 21%

'Agree' that 
Personnel Diversity is 
a Key Success Factor

82% 80% 69% 81% 65%

Have Diversity and 
Inclusion SOPs 56% 68% 55% 61% 41%

Have Unconscious 
Bias SOPs 47% 56% 49% 55% 35%

Have Inclusive 
Behaviors SOPs 50% 59% 46% 53% 37%

Report Achieving 
Enrollment Goals 85% 100% 87% 91% 83%
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Definition of terms 
Urban setting — Cities with a population of at least 50,000 inhabitants in contiguous dense areas  
(>1,500 inhabitants per km2).

Low socioeconomic status (SES) — Populations that subsist below the poverty line.

Asian — A person having origins in any of the original peoples of the Far East, Southeast Asia, or the Indian 
subcontinent including Cambodia, China, India, Japan, Korea, Malaysia, Pakistan, the Philippine Islands, Thailand,  
and Vietnam.

Black or African descent — A person having origins in any of the black racial groups of Africa.

Latinx (Spanish Origin, Hispanic, or Latino ) — A person of Cuban, Mexican, Puerto Rican, South or  
Central American, or other Spanish culture or origin, regardless of race.

Other — A person having origins in any of the original peoples of the Americas (including North America, Central 
America, and South America), who maintain tribal affiliation, have origins in any of the original peoples of the Middle 
East or North Africa, or have origins in any of the original peoples of Hawaii, Guam, Samoa, or other Pacific Islands.

White — A person having origins in any of the original peoples of Europe.

Site Personnel Diversity Level — LOW = ≥ 60% of any one race or ethnicity; HIGH = ≤ 40% of any one race  
or ethnicity. 

FDA Form 1572 — A contractual obligation that principal investigators must sign and submit to the FDA prior to 
conducting clinical trials and administering an investigational treatment.

About this study
The findings summarized in this report are based on a working group study conducted in mid-2021. 
Twenty-three pharmaceutical and biotechnology companies, as well as the Association of Clinical Research 
Professionals and the Society of Clinical Research Sites, participated in the study and assisted in outreach 
efforts. In total, 3,462 respondents completed an online survey, including investigators (40%), site directors 
(19%), and study coordinators (41%). More than half (52%) of the 3,187 distinct sites represented are based 
within AMCs, large health systems, and community hospitals and 43% are dedicated sites and site networks, 
and private physician practices.  Half of sites are operating in the United States, 33% in Europe, and 17% in 
South/Central America, Asia Pacific, and other parts of the world.

The Tufts CSDD team supporting this study includes Emily Botto, research analyst; Maria Florez, MA, senior analyst 
and research consultant; Zak Smith, MA, senior analyst and data scientist; and Ken Getz, MBA, director and 
research professor.
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About the Tufts Center for the Study of Drug Development 
The Tufts Center for the Study of Drug Development at Tufts University School of Medicine is a multidisciplinary research center dedicated 
to optimizing drug development performance, efficiency, and economics through robust, data-driven assessments, analysis, and insight.
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