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Harnessing policy to promote inclusive medical product 
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audit of clinical trial diversity policies
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WHAT IS ALREADY KNOWN ON THIS TOPIC
	⇒ The US Food and Drug Administration (FDA) often approves new medicines 

based on studies in patients who are younger and more likely to identify as 
men and white than in patients with the clinical indications for treatment, 
which can negatively affect patient care, exacerbate inequalities in access 
to the benefits of clinical research, and undermine trust in new medical 
products and the research ecosystem

	⇒ US policy efforts to improve diversity in clinical trials have spanned decades, 
with limited effect, raising the question of what more can be done to increase 
diversity and fair inclusion in trials

	⇒ Previous literature suggests that corporate policies can be effective in achieving 
policy objectives, but the nature and content of corporate policies on diversity 
in clinical trials are poorly studied, as is what constitutes good corporate policy

WHAT THIS STUDY ADDS
	⇒ A new reference standard was developed, based on FDA and stakeholder 

guidance, for assessing policies on diversity in clinical trials of 
pharmaceutical companies

	⇒ The reference standard contains 14 distinct themes for improving diverse 
trial enrollment, recommended by the FDA and stakeholders, which includes 
use of enrollment targets that reflect the prevalence of targeted conditions 
in populations, broad eligibility criteria, and sites with diverse providers and 
patient populations

	⇒ Applying the reference standard showed that many companies did not have 
public policies on diversity in clinical trials, and those with public policies 
varied widely and lacked important commitments, suggesting that companies 
should adopt more robust public policies to enhance diversity

HOW THIS STUDY MIGHT AFFECT RESEARCH, PRACTICE, OR POLICY
	⇒ The findings of the study can inform pharmaceutical companies and other 

research sponsors on ways to improve their public policies on diversity in clinical 
trials and hence improve diverse and representative enrollment in clinical trials

	⇒ These findings can also inform FDA and other stakeholders on the uptake of 
their published guidance for industry

ABSTRACT
OBJECTIVE  To develop a reference standard 
based on US Food and Drug Administration 
and stakeholder guidance for pharmaceutical 
companies' policies on diversity in clinical trials and 
to assess these policies.
DESIGN  Development of a reference standard and 
structured audit for clinical trial diversity policies.
SETTING  50 pharmaceutical companies selected 
from the top 500 by their market capitalizations in 
2021 (the 25 largest companies and 25 non-large 
companies, randomly selected from the remaining 
475 companies).

POPULATION  Data from pharmaceutical company 
websites and annual reports. Policy guidance from 
the Pharmaceutical Research and Manufacturers of 
America, International Federation of Pharmaceutical 
Manufacturers and Associations, Biotechnology 
Industry Organization, International Committee 
of Medical Journal Editors, the US Food and Drug 
Administration, European Medicines Agency, and 
World Health Organization, up to 15 May 2023.
MAIN OUTCOME MEASURES  Multicomponent 
measure based on distinct themes derived from FDA 
and stakeholder guidance.
RESULTS  Reviewing FDA and stakeholder guidance 
identified 14 distinct themes recommended for 
improving diversity in clinical trials, which were built 
into a reference standard: (1) enrollment targets 
that reflect the prevalence of targeted conditions in 
populations, (2) broad eligibility criteria for trials, 
(3) diversity in the workforce, (4) identification and 
remedy of barriers to trial recruitment and retention, 
(5) incorporation of patient input into trial design, 
(6) health literacy, (7) multidimensional approaches 
to diversity, (8) sites with diverse providers and 
patient populations, (9) data collection after 
product approval, (10) diverse enrollment in every 
country where trials are conducted, (11) diverse 
enrollment should be a focus for all phases of 
clinical trials, not just later stage or pivotal trials, 
(12) varied trial design, (13) expanded access, and 
(14) public reporting of the personal characteristics 
of participants in trials. Applying this reference 
standard, 48% (24/50) of companies had no 
public policy on diversity in clinical trials; among 
those with policies, content varied widely. Large 
companies were more likely to have a public policy 
than non-large companies (21/25, 84% v 5/25, 
20%, P<0.001). Large companies most frequently 
committed to using epidemiological based trial 
enrollment targets representing the prevalence of 
indicated conditions in various populations (n=15, 
71%), dealing with barriers to trial recruitment 
(n=15, 71%), and improving patient awareness of 
trial opportunities (n=14, 67%). The location of the 
company was not associated with having a public 
diversity policy (P=0.17). The average company 
policy had five of the 14 commitments (36%, 
range 0-8) recommended in FDA and stakeholder 
guidance.
CONCLUSIONS  The findings of the study showed 
that many pharmaceutical companies did not have 
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public policies on diversity in clinical trials, although 
policies were more common in large than non-large 
companies. Policies that were publicly available 
varied widely and lacked important commitments 
recommended by stakeholder guidance. The results 
of the study suggest that corporate policies can be 
better leveraged to promote representation and fair 
inclusion in research, and implementation of FDA 
and stakeholder guidance.

Introduction
Regulatory approval of new drugs, biologics, and 
medical devices is often based on clinical studies 
with under-representation of older adults, women, 
and racial and ethnic minoritized individuals 
compared with patients treated for the indicated 
conditions in US clinical settings.1–3 Research that 
is not representative of the patient's age, sex, race, 
and ethnic group is a public health and social justice 
concern because it can negatively affect patient care 
and exacerbate inequalities in access to the benefits 
of clinical research.4 5 Non-representative research 
can also undermine trust in new medical products 
and the legitimacy of the research ecosystem.6

Richard Pazdur, director of the the US Food 
and Drug Administration's Oncology Center of 
Excellence, recently commented that the US “has 
experienced tremendous social change,” and the 
FDA has “clearly heard from all patient groups 
that they want faces like theirs” participating in 
research to promote confidence in new medicines 
and vaccines.7 Policy efforts to improve representa-
tion in research span decades. Early efforts included 
introducing new requirements for the addition of a 
geriatric use section to drug labels in 1997,8 with 
information on drug safety and effectiveness for 
use in older adults, which was codified into law 
in 2007.9 In 1998, the FDA published a demo-
graphic rule,10 requiring new drug applications to 
present effectiveness and safety data by sex, age, 
and racial subgroups. More recently, the Food and 
Drug Omnibus Reform Act for 2023 newly requires 
research sponsors to develop and submit diversity 
action plans to the FDA for pivotal trials for thera-
peutics and medical devices. The diversity action 
plan should prespecify enrollment goals by age, 
sex, race, and ethnic group, and plans for how a 
sponsor intends to meet the enrollment goals.

Although more recent studies suggest that women 
might now be adequately represented in research for 
some conditions, older adults and racially and ethni-
cally minoritized individuals, among other groups, are 
under-represented, raising the question of what more 
can be done to improve diversity and fair inclusion in 
enrollment in trials.11 Previous literature suggests that 
corporate policies can be effective in driving organi-
zational behavior toward policy objectives.12–14 But 
studies on the nature and content of corporate policies 

on diversity in clinical trials are scarce, as well as what 
constitutes good corporate policy.

To help fill these knowledge gaps, we reviewed 
FDA and stakeholder guidance to develop a reference 
standard for policies on diversity in clinical trials 
of pharmaceutical companies. We then used this 
standard to assess the similarities between company 
policies and FDA and stakeholder guidance. We 
analyzed industry policies because industry spon-
sors most clinical trials supporting FDA product 
approvals.15 These findings can inform the FDA and 
other stakeholders on the uptake of their published 
guidance for industry. Our results can also inform 
companies on ways to improve their public policy 
commitments to increase representation and equi-
table access in clinical research.

Methods
We conducted a content analysis of relevant FDA and 
stakeholder guidance to develop a reference standard 
for a good policy on diversity in clinical trials for 
corporate pharmaceutical companies. We then used 
this standard to assess the policies of 50 pharmaceu-
tical companies in terms of agreement with guidance 
from the FDA and other stakeholders. This study was 
conducted in accordance with the STROBE (strength-
ening the reporting of observational studies in epide-
miology) reporting guideline.

Defining a reference standard for commitments to 
diversity in clinical trials
We established a reference standard for poli-
cies on diversity in clinical trials by conducting 
a content analysis of policy guidance from the 
Pharmaceutical Research and Manufacturers of 
America (PhRMA), International Federation of 
Pharmaceutical Manufacturers and Associations 
(IFPMA), Biotechnology Industry Organization, 
International Committee of Medical Journal Editors, 
FDA, European Medicines Agency, and the World 
Health Organization, up to 15 May 2023.16–22 
Guidance documents were reviewed for recurring 
themes on recommendations for sponsors' policies, 
procedures, and practices. A data structure was 
then developed to reflect a best practices standard 
of distinct thematic commitments to diversity in 
clinical trials.

We used a dual review process. Two researchers 
(JM and WP) independently analyzed each guidance 
document by conducting several readings of the texts 
to become familiar with their scope and identify key 
themes. In agreement with standard content anal-
ysis methods,23 we extracted phrases or sentences 
with separate meaning units into an Excel file, and 
then condensed and categorized them into distinct 
themes describing recommended commitments 
to diversity in clinical trials (online supplemental 
appendix box 1). A codebook was created with all 
of the identified themes. Guidance documents were 
then reanalyzed applying the codebook to extract 
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language from the documents responsive to each 
theme. Researchers met to agree on the final identifi-
cation and categorization of themes for the reference 
standard. Unanimous agreement was reached.

Company policy review
Next, the same two researchers independently used 
the codebook to analyze 50 corporate clinical trial 
policies, extracting sentences or fragments from 
policies into Excel that were relevant to each theme 
in the codebook. Researchers met to agree, through 
consensus, on the presence or absence of specific 
themes in each policy.

The 50 pharmaceutical companies were selected 
from the top 500 pharmaceutical companies by 
market capitalization in 2021 from https://compa-
niesmarketcap.com. From this sample, we included 
the 25 largest companies by market capitaliza-
tions. We also included an exploratory sample of 25 
randomly selected companies from the remaining 
475 companies, referred to here as non-large compa-
nies, using Google's random number generator.

For each company, we manually searched their 
website and annual reports, with the search function, 
for the presence of a publicly available policy on diver-
sity in clinical trials with the key terms “diversity” or 
“inclusion” or “representation” or “equity” AND “clin-
ical trial” or “clinical research,” or “research.” We also 
conducted a Google search with the same key words 
to identify company policies. Copies of all identified 
policy pages were archived as PDFs on 6 July 2023. 
Membership of PhRMA by sponsors was determined 
on 1 March 2023.

Data analysis
We used descriptive statistics to summarize the propor-
tion of guidance documents and corporate policies 
with distinct thematic commitments to diversity in 
clinical trials established in our reference standard. 
We used a Fisher exact test to assess whether company 
size, categorized as large versus non-large, was associ-
ated with a company having a public diversity policy. 
We used a χ2 test to assess whether the location of the 
headquarters of the company was associated with 
having a public policy on diversity in clinical trials. 
Analyses were conducted in Microsoft Excel, version 
15.11 (Redmond, WA).

Patient and public involvement
Patients and the public were not directly engaged in 
the conduct of this research study. Our thematic focus 
of diversity and fair inclusion in clinical research, 
however, has been identified by patients and the 
public as essential for developing a just and equitable 
research ecosystem.24 We aim to engage patients, 
patient groups, and the public in the next phase of 
this project, using modified Delphi methods to gather 
perceptions on which of the leading indicators identi-
fied in this study are most likely to help improve diver-
sity and representation in clinical trial enrollment.

Results
Defining a reference standard for commitments to 
diversity in clinical trials
We identified 14 themes in FDA and stakeholder 
guidance for improving diversity in clinical trials, 
which we built into a reference standard. The most 
common themes, appearing in five guidance docu-
ments, were recommendations for sponsors to: 
use targets for trial enrollment that reflected the 
incidence, prevalence, or severity of the condition 
or disease in various populations targeted by the 
trial; use broad eligibility criteria in trial protocols 
when scientifically appropriate; and identify and 
remedy barriers to trial recruitment and retention 
to diversify participation in trials. Facilitators for 
recruiting and retaining diverse patient popu-
lations recommended in the guidance included 
providing language access for participants with 
limited English proficiency, consideration of paying 
participants, reducing the frequency of required 
study visits, adoption of electronic communications 
and digital health technology tools to replace site 
visits, use of decentralized trials, and partnerships 
with community organizations in trial recruitment 
(online supplemental appendix box 2).

Four guidance documents recommended that 
sponsors should commit to increasing diversity in the 
workforce to improve participation in clinical trials. 
Four documents also recommended incorporating 
patient input and experiences into the design of 
the trial and product development, and conducting 
community and patient outreach and engagement to 
increase awareness of trial opportunities and health 
literacy. Also, four documents suggested that spon-
sors should adopt a multidimensional approach to 
diversity beyond sex, age, race, and ethnic group, 
to include other variables, particularly ancestry, 
gender, disability, pregnancy and lactation status, 
comorbidities, geography, socioeconomic status, and 
access to healthcare.

Two guidance documents recommended that 
sponsors should identify and use site locations for 
the trials with diverse providers who treat under-
served or under-represented populations, collect 
data after product approval to enhance drug safety 
and efficacy data for diverse populations, when 
needed, and adopt a global perspective to diverse 
enrollment. Sponsors were recommended to imple-
ment policies and practices within their own organ-
izations to support diverse enrollment into studies 
in every country where they conduct clinical trials 
or where the targeted disease burden is high. Two 
documents also recommended that diversity efforts 
should include transparent reporting of the personal 
characteristics of participants in the trial in publica-
tions and use new trial designs to facilitate broader 
population enrollment.

Of the reviewed guidance documents, the FDA 
guidance published in 2020 had the most commit-
ments (10/14, 71%), which uniquely recommended 
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that sponsors should offer expanded access 
programs for patients who cannot participate in 
trials because of trial eligibility criteria and other 
reasons. IFPMA's guidance published in 2022 had 
nine of the 14 commitments (64%) and uniquely 
recommended that diversity efforts should be 
a focus for all phases of clinical trials, not just 
for later stage trials or pivotal trials. PhRMA's 
guidance published in 2020 had eight of the 14 
commitments (57%) and uniquely suggested that 
sponsors should make their policies on diversity in 
clinical trials, or information about such practices, 
publicly available on their corporate websites. 
WHO guidance also had eight of the 14 commit-
ments (57%). Guidance from the International 
Committee of Medical Journal Editors, updated 
in 2023, had three commitments (3/14, 21%). 
Guidance from the European Medicines Agency 
did not directly deal with any of the 14 commit-
ments. We could not find public guidance on diver-
sity in clinical trials from Biotechnology Industry 
Organization (figure 1).

Characteristics of sample sponsors
Of the 50 companies (25 large and 25 non-large) 
in our sample, we found that 56% (28/50) had 
their company headquarters in North America, 
24% (12/50) in Europe and Central Asia, 14% 
(7/50) in East Asia Pacific, 4% (2/50) in South 
Asia, and 2% (1/50) in the Middle East and North 
Africa. No company had their headquarters in 
the Latin America or Caribbean region or in sub-
Saharan Africa (online supplemental appendix 
table 1). Twenty (40%) of these 50 companies were 
members of PhRMA, comprising 67% of PhRMA's 
total membership (20/30). The median market capi-
talization in 2021 for large companies was about 
$111.3 (£87.8; €103.9) billion (interquartile range 
$60.3-240.6 billion) compared with $1.4 billion 
($244 million to $8.5 billion) for non-large compa-
nies in our sample.

Policies on diversity in clinical trials
Overall, 52% (26/50) of companies had a publicly 
available policy on diversity in clinical trials. The 
average policy had five of the 14 thematic commit-
ments (36%, range 0-8%) recommended in FDA 
and stakeholder guidance. Publicly available 
policies were more common for large companies 
(21/25, 84%) than non-large companies (5/25, 
20%; P<0.001). The location of the company's 
headquarters, by region, was not associated with 
having a clinical trial diversity policy (North 
America: 13 of 28 (46%) companies had a policy; 
Europe and Central Asia: nine of 12 (75%) had 
a policy; and East Asia Pacific, Middle East, and 
North Africa, and South Asia: four of 10 (40%) had 
a policy; P=0.17).

Large companies
Most large companies (21/25, 84%) had a publicly 
available policy stating a commitment to diver-
sity in clinical trials. Although no large company's 
policy had all 14 themes in the FDA and stakeholder 
guidance, 13 of the 14 themes were covered by at 
least one large company's policy. No large company 
publicly committed to using varying trial designs 
and methodological approaches to facilitate broader 
population enrollment.

More than half of the large companies with a 
publicly available policy committed to: using targets 
for enrollment in trials that represented the inci-
dence, prevalence, or severity of the condition or 
disease in various populations targeted by a trial 
(15/21, 71%); remedying barriers to trial recruit-
ment and retention (15/21, 71%); conducting 
patient and community outreach to increase aware-
ness of the opportunities of clinical trials and health 
literacy (14/21, 67%); and identifying and using 
trial sites with diverse populations and providers 
treating underserved or under-represented popula-
tions (12/21, 57%). Several large companies also 
committed to increasing diversity in the workforce 
(9/21, 43%) and transparently disseminating the 
personal characteristics of participants in the trial 
(9/21, 43%).

Fewer companies among those with publicly 
available policies committed to: incorporating 
patient input and experiences into the develop-
ment of medical products (7/21, 33%); improving 
diverse enrollment for every country where a trial 
is conducted (5/21, 24%); offering expanded 
access to a product for individuals with life threat-
ening conditions outside of a clinical trial (5/21, 
24%); use of broad eligibility criteria in clinical 
trial protocols (4/21, 19%); using a multidimen-
sional approach to diversity beyond sex, age, race, 
and ethnic group (4/21, 19%); collecting data after 
product approval to enhance drug safety and effi-
cacy information for diverse populations (3/21, 
14%); or adopting a focus on diversity efforts in 
all trials and not just for later stage trials or pivotal 
trials (3/21; 14%) (figure 2).

Non-large companies
A fifth of non-large companies (5/25) had a publicly 
available policy on diversity in clinical trials. The most 
common commitments were to use broad eligibility 
criteria in trial protocols (3/5, 60%) and to incorporate 
patient input and experiences into the development of 
medical products and the design of trials (3/5, 60%). 
At least two non-large companies also committed 
to using trial sites with diverse populations and 
providers treating underserved or under-represented 
populations, as well as to enhancing awareness of 
trial opportunities for the community and patients, 
and to health literacy. Only one non-large company 
committed to providing expanded access programs 
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for those with life threatening conditions who do not 
qualify or cannot access a clinical trial.

Agreement between industry guidance and 
company commitments
Nearly all company members of PhRMA had a 
public policy on diversity in clinical trials (19/20, 

95%). Examining whether PhRMA member policies 
matched their trade association's Industry-wide prin-
ciples to enhance diversity in clinical trial partici-
pation, we found that no members committed to 
all PhRMA principles in their public policies. The 
most common commitments missing from policies 
included commitments to conduct additional studies 
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or severity of the condition or 
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after product approval, if needed, to enhance infor-
mation on drug safety and efficacy for diverse popu-
lations, and the use of broad eligibility criteria for 
trials, when appropriate (figure 3).

Discussion
Principal findings
In this study, we developed a reference standard for 
evaluating the comprehensiveness of policies on 
diversity in clinical trials of pharmaceutical compa-
nies in incorporating key stakeholder guidance. We 
also characterized the public policies on diversity 
in clinical trials of 50 pharmaceutical companies, 
25 large and an exploratory sample of 25 non-
large companies, assessing their similarity to FDA 
and stakeholder guidance, based on the reference 
standard that we developed.

Overall, we found that only about half of the compa-
nies had a publicly available policy on diversity in 
clinical trials, with large companies more likely to 
have a public policy than our exploratory sample of 
non-large companies. Also, corporate policies varied 

widely and often lacked important commitments 
recommended in guidance from FDA, PhRMA, WHO, 
and other stakeholders. For example, few companies 
with publicly available policies committed to incor-
porating patient input or experiences into product 
development or to using broad eligibility criteria 
for enrollment to increase representation, and even 
fewer publicly considered diversity in clinical trials 
beyond adequate representation by sex, age, race, 
and ethnic group.

Policy implications
These findings suggest that pharmaceutical corpo-
rate policies can be better leveraged to promote 
diversity in clinical research. Corporate policies are 
considered important elements of effective govern-
ance systems, by helping to identify and communi-
cate long term corporate goals and align behaviors 
and corporate culture with defined goals.25 Corporate 
policies enable shareholders to hold directors, and 
directors to hold management, accountable for 
implementation of polices.12 26 27 To achieve these 
benefits for diversity in clinical trials, our findings 
suggest two actions might be needed by pharma-
ceutical companies on the policy level. First, more 
companies should publicly communicate their 
commitments to diversity in clinical trials on their 
websites to increase public awareness and account-
ability. Second, companies should improve the 
comprehensiveness of their public policies.

Our reference standard established a series of 
14 commitments recommended in stakeholder 
guidance that should be prioritized for inclusion in 
policies on diversity in clinical trials by pharmaceu-
tical companies and other research funders. These 
commitments ranged from using targets for trial 
enrollment that reflect the incidence, prevalence, or 
severity of conditions or diseases in various popula-
tions targeted by a trial, to broad eligibility criteria 
for trials, and trial sites with diverse providers 
and patient populations. The reference standard 
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also recommended a multidimensional approach 
to increasing diversity in trials by consideration of 
other factors, such as gender, disability, pregnancy 
and lactation status, comorbidities, geography, 
socioeconomic status, and access to healthcare. 
Beyond enrollment in trials, the reference standard 
looked at diversity in the workforce and patient 
engagement in the design of trials, among other 
commitments.

These 14 commitments generally align with and 
are responsive to barriers to participating in clinical 
trials and to facilitators identified in studies and 
surveys engaging patients and under-represented 
groups in research.28–30 Some barriers potentially not 
adequately considered in the analyzed stakeholder 
guidance and our developed reference standard, 
which have been identified in studies engaging 
patients, might include that: oncologists and 
patients are “more likely to consider clinical trials 
in advanced or refractory disease”; some patients 
might fear being allocated randomly to a placebo 
arm in research; patients have concerns about the 
side effects of experimental interventions; or “trial 
involvement would have a negative effect on the 
relationship with their physician.”31 The roles of reli-
gion, religious leaders, and patient access to health 
insurance also might not be fully considered in stake-
holder guidance.31

Currently, few repercussions exist for research 
sponsors and pharmaceutical companies who fail 
to commit to recommendations in leading stake-
holder guidance for improving diversity in clinical 
trials. In theory, trade associations, such as PhRMA 
and IFPMA, could remove member companies who 
violate their established principles and codes of 
conduct. PhRMA has precedence for this action. In 
2017, PhRMA expelled 22 members who failed to 
meet their investment requirements for research and 
development because their business models were 
based on buying undervalued drugs and marking 
up their prices, rather than investing in researching 
and developing new products.32 Also, little to no 
monitoring exists of companies' commitments to 
diversity in clinical trials or incorporation of stake-
holder guidance into corporate public policies. To 
strengthen monitoring as well as encourage adoption 
of select recommended commitments, we may build 
portions of this reference standard into the Good 
Pharma Scorecard, after engagement and validation 
with stakeholders. The Good Pharma Scorecard is 
an index that annually evaluates, rates, and ranks 
the performance of pharmaceutical companies on 
their bioethics and social responsibility. Currently, 
the Good Pharma Scorecard evaluates companies on 
whether they enroll representative patient popula-
tions in their pivotal trials supporting FDA approval 
of new oncology therapeutics.11

Limitations of this study
Our study had some limitations. We focused on 
publicly available policies on diversity in clinical 
trials. Companies could have internal policy commit-
ments not reflected in our findings. Also, our anal-
yses focused on pharmaceutical companies and 
did not evaluate other major research sponsors, 
including companies who exclusively manufacture 
medical devices, or government agencies, such as 
the National Institutes of Health in the US. Our refer-
ence standard evaluated implementation of select 
stakeholder guidance; future work should validate 
its use across settings and assess buy-in from diverse 
stakeholders. Lastly, having a public commitment 
to diversity in clinical trial is important but does not 
guarantee successful implementation, and therefore 
an evaluation of outcome performance is critical, 
which we have previously done in other work.11

A range of stakeholders must collaborate and be 
supported to deal with the lack of transparency and 
diversity in enrollment in clinical trials. The National 
Academies of Science, Engineering, and Medicine 
(NASEM) describes the role academic medical 
centers, community hospitals, institutional review 
boards, non-industry research funders, and medical 
journals should have in achieving a more equi-
table research ecosystem.33 For example, NASEM's 
2022 report states that, “the federal government 
has a notably prominent role and responsibility in 
achieving the goal of more inclusive research, as 
a primary funder of the research enterprise with 
taxpayer dollars, regulator of the processes of scien-
tific research, gatekeeper to approvals for monetizing 
scientific discovery, and purchaser of new drugs and 
devices.” In this regard, the FDA is improving the 
reporting of the personal characteristics of partic-
ipants in trials through the publication of its Drug 
Trials Snapshots, among other initiatives. NASEM 
suggests further governmental action, specifically 
that the Department of Health and Human Services 
form an interdepartmental taskforce to perform a 
variety of functions, including developing guid-
ance on equitable compensation for research 
participation. NASEM also recommends that the 
National Institutes of Health should “standardize 
the submission of demographic characteristics for 
trials to ​ClinicalTrials.​gov… so trial characteristics 
are labeled uniformly across the database and can be 
easily disaggregated, exported, and analyzed by the 
public.”

Currently, many variables are required to be 
reported and can be exported in a csv file from ​
ClinicalTrials.​gov entries, but the personal data 
of trial participants are generally not required for 
posting of trial registrations and results reporting 
or exportable when reported. Institutional review 
boards should evaluate planned enrollment goals in 
trial protocols for adequate diversity and representa-
tion, and consider requiring amendments before 
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approval of unjustified goals. NASEM suggests that 
the Centers for Medicare and Medicaid Services 
should “amend its guidance for coverage with 
evidence development to require that study proto-
cols include… a plan for recruiting… representative 
participants” and a remediation process if coverage 
with evidence development studies fail to meet 
defined goals. Notwithstanding the role of these and 
other stakeholders in improving inclusive clinical 
research, pharmaceutical companies are key players 
because they sponsor most clinical trials supporting 
FDA product approvals.

Conclusions
In this study, we found that many pharmaceutical 
companies did not have public policies on diversity in 
clinical trials, and those that were publicly available 
varied widely and lacked important commitments. 
Large companies were more likely than non-large 
companies to have public policies on diversity in 
clinical trials. Our findings suggest that biopharma-
ceutical company policies can be better leveraged to 
improve diversity in clinical research and implemen-
tation of FDA and other stakeholder guidance.
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