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Welcome 

Trevan Locke
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Statement of  Independence

The Robert J. Margolis, MD, Center for Health Policy is part of Duke University, and as 

such it honors the tradition of academic independence on the part of its faculty and 

scholars. Neither Duke nor the Margolis Center take partisan positions, but the 

individual members are free to speak their minds and express their opinions regarding 

important issues.  

For more details on relevant institutional policies, please refer to the Duke Faculty 

Handbook, including the Code of Conduct and other policies and procedures.  In 

addition, regarding positions on legislation and advocacy, Duke University policies are 

available at http://publicaffairs.duke.edu/government.

https://provost.duke.edu/faculty-resources/faculty-handbook/
https://provost.duke.edu/faculty-resources/faculty-handbook/
https://oarc.duke.edu/sites/default/files/documents/2015_Code%20of%20Conduct_statement%20of%20ethical%20principles_Final.pdf
https://oarc.duke.edu/policies
http://publicaffairs.duke.edu/government
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Remote Participation Instructions

Meeting Materials

• The meeting agenda and a brief background document are currently available on the Duke-Margolis website.

• A recording of the meeting and slides will be available on the Duke-Margolis website within a few business 
days.

Questions

• Please feel free to type your question into the Q&A box and we will use

your questions to inform the open discussion portions of the event.

Zoom Issues?

• Please send a Zoom message to Luke Durocher or email luke.durocher@duke.edu
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Agenda

12:00pm ET Welcome and Opening Remarks

12:10pm ET Presentation

12:25pm ET Session 1: Defining the Current Clinical Trial Landscape

1:25pm ET Break

1:35pm ET Session 2: Building Capacity for Representative Trials in Community Settings

2:35pm ET Fireside Chat

2:55pm ET Session 3: Defining the Role of Various Stakeholders in Improving Trial Representation

3:55pm ET Closing Remarks & Next Steps

4:00pm ET Adjournment 
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Why are we here?
• Many clinical trials are affected by structural and systemic complexities 

that can result in failure to address important research questions 
quickly, equitably, and efficiently.

• There is a growing impetus to reimagine trial conduct to improve trial 
representation while not compromising vital research standards.

• Without adequate trial representation, it is difficult to generate 
generalizable clinical research findings.

• Representative trials are good science and contribute to 1) the 
development of clinically meaningful medical products and 2) patient 
acceptability of new products upon approval.
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Defining the Problem

• Overall, non-Hispanic, white patients are overrepresented in clinical trials: according to 2020 FDA 

data, 75% of trial participants were white

• 2022 National Academies report showed little progress in enrolling underrepresented racial and 

ethnic patient populations

• Likewise, there are continued challenges in geographic, socioeconomic, age, and gender 

representation in clinical research

• One model suggests that if just 1% of health disparities were improved by better representation in 

clinical trials, this would lead to $40 billion in gains for diabetes and $60 billion for heart disease

• The economic costs of clinical trial underrepresentation come from reduced life expectancy, 

shortened disability-free lives, and fewer years working among populations that are not 

proportionally represented in clinical trials

https://www.fda.gov/media/145718/download
https://www.fda.gov/media/145718/download
https://nap.nationalacademies.org/catalog/26479/improving-representation-in-clinical-trials-and-research-building-research-equity
https://healthpolicy.usc.edu/future-elderly-model/
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Trial Diversity Vs Representation

• An equitable clinical research infrastructure would be comprised of 

clinical trials and studies that accurately match the demographics of the 

disease burden under study

oIt is important to acknowledge that the disease burden as quantified 

in the literature or the available data doesn’t always reflect

the actual disease burden due to disparities in care access that are a 

direct result of structural racism and discrimination
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The Current Policy Landscape

• The federal government as well as private research foundations have set standards and requirements 
for encouraging representativeness in clinical trials. Under new FDA reform legislation (Public law No 
117-328) passed by Congress in 2022, FDA will require drug sponsors to submit diversity action plans 
for their trials.

• In 2020, Congress passed the Clinical Trial Treatment Act, which requires all state Medicaid programs 
to cover routine costs associated with qualifying clinical trials. This act went into effect beginning in 
2022.

• In 2022, the National Academies released a report titled: Improving Representation in Clinical Trials 
and Research: Building Research Equity for Women and Underrepresented Groups

• In 2023, CTTI released recommendations for improving diversity in clinical trials and a corresponding 
maturity model

• Trial sponsors, payers, academic journals, and other stakeholders have engaged in voluntary efforts 
to increase trial representation

https://www.congress.gov/bill/117th-congress/house-bill/2617/text
https://www.congress.gov/bill/117th-congress/house-bill/2617/text
https://www.govinfo.gov/content/pkg/BILLS-116hr913ih/pdf/BILLS-116hr913ih.pdf
http://nap.nationalacademies.org/catalog/26479/improving-representation-in-clinical-trials-and-research-building-research-equity
http://nap.nationalacademies.org/catalog/26479/improving-representation-in-clinical-trials-and-research-building-research-equity
https://ctti-clinicaltrials.org/our-work/quality/diversity/
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Duke-Margolis and Trial Representation
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Theme 1: Measurement Considerations for Assessing Trial 
Representativeness

• Prevalence rates, while a better baseline than census percentages, may 

not be wholly accurate representations of disease burden

• Race and ethnicity are flawed and often poorly collected variables that are 

surrogates for deeper demographic characteristics.

• There is a need for improved measurement of race and ethnicity data but 

also better measures of SDOH, SOGI, and other demographic measures to 

build a more holistic to representation

• With that in mind, stakeholders need to work toward widespread 

adoption and consistency in benchmarks used to evaluate representation 

and align representation metrics nationally and internationally
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Theme 2: Barriers and Opportunities in Sustainable Community 
and Patient Engagement

• Historic and current health system and research practices that discourage trial 

participation

• Researchers and sponsors should establish ongoing relationships with 

organizations in the community to adequately gauge community needs and 

build  sustainable research networks

• Trials sponsors and researchers can make more overt efforts to align funding and 

provide broader benefits for participants

• Sponsors and researchers should consider methods for providing sustainable 

benefits to the community, either in the form of knowledge or related programs 

and infrastructure
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Theme 3: Modernizing Trial Processes through Pragmatic 
Design Approaches 

• Pragmatic trials can be more flexible and accommodating to patients 

than traditional explanatory trials, especially when they take place in 

community settings

• Pragmatic trials can reduce the amount of resources patients need to 

participate in trials, and often leverage their existing trusted 

healthcare provider relationships for increased patient comfort with 

research
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Theme 4: Importance of  Instituting Formal Policies

• Regulatory agencies, funders, and research institutions can 

implement more overt rules and regulations to ensure that 

representation is not an afterthought in clinical trials

• Examples include:
• Regulatory and funding requirements for applicants to submit a representative enrollment 

plan before conducting a study, including the new guidance from the FDA on diversity plans.

• Research journal publication requirements around publishing metrics for representative 

enrollment.

• Modifying existing funding structures to make it easier to provide compensation to 

community workers and patient-facing groups.
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Point-of-Care trials and Representation

• Broader work by Duke-Margolis and collaborators centers around advancing point-
of-care trials as one component of a modern clinical trial enterprise.

• Integrating clinical research into clinical care through point-of-care trials, may 
provide a means of solving some of the barriers resulting in low representation in 
clinical trials by providing increased access to clinical research where people receive 
care and increasing patient comfort with research in some cases.

• Throughout our conversations today you'll hear about point-of-care trials as we 
consider their potential role in addressing issues related to trial representation.

• This is a new approach to clinical research, and stakeholder input can shape future 
trial design. As clinical research evolves, it will be important to keep representation 
in mind.
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Defining Point-of-Care-Trials

• Operational approach to data collection that integrates clinical research into 

routine care 

o Key clinical trial operations (patient screening, consent, randomization, and data 

collection) are incorporated into routine care through electronic health records 

platforms

o Trial conduct is completed in usual care conditions without significant differentiation for 

patients; and research and clinical care delivery workflows are integrated

• Point-of-care trials have the potential to simplify trial conduct, lower costs, 

and improve generalizability by increasing access to clinical research for real-

world populations while eliminating the need for large-scale, single-use trial 

infrastructure



17

Acknowledging and addressing systemic issues

• While these trial approaches may improve the representativeness of clinical trial cohorts, 
meaningful, sustainable change may be difficult in a clinical trials enterprise that is heavily 
impacted by and helps maintain larger structural and societal problems

• Avoiding “recruitmentology” tactics is important in not further exploiting research subjects 
and narrowing the gap in comfort levels between different groups that may participate in 
clinical trials

• Systemic barriers such as a lack of insurance, transportation, resources, etc. as well as 
limited bilingual or bicultural clinical personnel to staff and lead clinical trials, will continue 
to be a concern for trial participation and may impact retention

• Creating longstanding and sustainable partnerships across sectors and stakeholders has 
proven difficult due to misalignment of funding and power structures

https://www.tandfonline.com/doi/full/10.1080/23294515.2022.2160506
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Session 1: Defining the Current Clinical Trial Landscape

Moderator: Trevan Locke, Duke-Margolis
Jen Miller, Yale School of Medicine

Lola Fashoyin-Aje, Oncology Center for Excellence, FDA
Sneha Dave, Generation Patient



Measuring Clinical Trial 
Representativeness 

Jennifer E. Miller, PhD

• Associate Professor, Yale School of Medicine

• Founding President, Bioethics International

• Director, Good Pharma Scorecard

• @millerbioethics    Jennifer.e.miller@yale.edu

Duke Margolis Center for Health Policy, July 18, 2023

mailto:Jennifer.e.miller@yale.edu


What is the Good Pharma 
Scorecard (GPS)? 

An index that rates + ranks bio-pharmaceutical companies 
on their bioethics + social responsibility performance

Housed at Bioethics International, a nonprofit founded in 
2005

Supported by investigators at Stanford University + Yale 
School of Medicine

Disseminated in partnership w Scientific American



Scorecards help…

• Educate + raise awareness on 
issues

• Set + communicate clear goals

• Track progress on goals

• Recognize best practices

• Catalyze better behaviors 



GPS Areas of Focus

DEIA in 
Clinical 

Research

Trial Design

Research 
Conduct

Marketing 
Integrity

Product 
Accessibility

Transparency 
& Data 
Sharing

Patient 
Centricity & 
Engagement



Studies show a lack of diversity in clinical trials

23

• We tend to test new medicines & vaccines in patients who are healthier, younger and more likely to identify as 
white and male than real world US patients with targeted conditions. 



Policy efforts to improve diversity 
span decades, w limited impact 

D iversity Plans to Im prove 
E nrollm ent of Participants 

from  U nderrepresented R acial 
and E thnic Populations in 

C linical T rials 
G uidance for Industry 

D R A F T G U ID A N C E  

T his guidance docum ent is being distributed for com m ent purposes only. 

C om m ents and suggestions regarding this draft docum ent should be subm itted w ithin 60 days of 
publication in the Federal Register of the notice announcing the availability of the draft 
guidance. Subm it electronic com m ents to https://w w w .regulations.gov. Subm it w ritten com m ents 
to the D ockets M anagem ent Staff (H FA -305), Food and D rug A dm inistration, 5630 Fishers 
Lane, R m . 1061, R ockville, M D  20852. A ll com m ents should be identified w ith the docket 
num ber listed in the notice of availability that publishes in the Federal Register. 

For questions regarding this draft docum ent, contact (O C E/C D ER ) Lola Fashoyin-A je, 240-402-
0205, (C B ER ) O ffice of C om m unication, O utreach, and D evelopm ent, 800-835-4709, or 240-
402-8010, or C D R H C linicalEvidence@ fda.hhs.gov. 

U .S.D epartm ent of H ealth and H um an Services 
Food and D rug A dm inistration 

O ncology C enter of E xcellence (O C E ) 
C enter for D rug E valuation and R esearch (C D E R ) 

C enter for B iologics E valuation and R esearch (C B E R ) 
C enter for D evices and R adiological H ealth (C D R H ) 

O ffice of M inority H ealth and H ealth E quity (O M H H E ) 

April 2022 
C linical/M edical 

• 1983, FDA "Guideline for the Study of Drugs Likely to be Used in the 
Elderly,” finalized in 1989, (65+)

• 1993, ICH E7 guidelines state, "It is important…to seek patients in 
the older age range, 75+…" in trials

• 1993, FDA “Guideline for the Study and Evaluation of Gender 
Differences in the Clinical Evaluation of Drugs”

• 1993, rev. 2017,  NIH Revitalization Act, directs NIH to ensure 
inclusion of minority groups + women in trials

• 1998, FDA publishes Final Rule on “Investigational New Drug 
Applications and New Drug Applications” amending regulations for 
new drug applications (NDA’s) “to clearly define in the NDA format 
+ content regulations the requirement to present effectiveness and 
safety data for important demographic subgroups, specifically 
gender, age, + racial subgroups.” 21 CFR Parts 312 + 314 

• 2013, CDER revised Good Review Practices advising IND reviewers 
to discourage needless trial exclusions

• 2001, rev. 2017, NIH Policy & Guidelines: The Inclusion of Women 
and Minorities as Subjects in Clinical Research

• 2020, FDA, Enhancing the Diversity of Clinical Trial Populations: 
Eligibility Criteria, Enrollment Practices +Trial Designs: Industry 
Guidance

• 4/2022, FDA draft guidance, “Diversity Plans to Improve Enrollment 
of Participants from Underrepresented Racial and Ethnic Subgroups 
in Clinical Trials,” recommending medical product sponsors develop 
+ submit a “Race and Ethnicity Diversity Plan” to FDA early in clinical 
development

• 12/29/22, President Biden signed the Food and Drug Omnibus 
Reform Act (FDORA), requiring sponsors to submit “diversity action 
plans” to the FDA, outlining trial enrollment goals by age, sex, race, 
ethnicity, geographic location + socioeconomic status, with 
rationales, and plans for meeting enrollment goals

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/diversity-plans-improve-enrollment-participants-underrepresented-racial-and-ethnic-populations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/diversity-plans-improve-enrollment-participants-underrepresented-racial-and-ethnic-populations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/diversity-plans-improve-enrollment-participants-underrepresented-racial-and-ethnic-populations


Diversity in Clinical Research: A public health and social just imperative

Schwartz, et al, NEJM, 2023;388(14):1252-1254 

Varma, et al, JME, 2023;49:200-203



Abstract

• Objective To develop a measure for 
adequate diversity and fair inclusion of 
women, older adults (65 years and older), 
and racially and ethnically minoritized 
patients in pivotal trials and use it to score, 
rate/rank the performance of trials, 
therapeutics and sponsor

• Design Retrospective cross sectional study.

• Population Sponsors of novel oncology 
therapeutics approved by the US FDA in 
2012 - 2017.



Conceptualizing Adequate Representation: 
2 Approaches

• “Condition-based approach”• “Country-population approach”



Measures. Components, parameters + outcomes

Component Parameter Outcome measure

Transparency
(n=7)

Sex Sex of participants reported

Age
% Older adult participants reported 
(>64)

Race 

% Alaskan Native /American Indian 
participants reported
% Asian participants reported
% Black participants reported
% Native Hawaiian / Pacific 
Islander participants reported

Ethnicity % Latino participants reported

Representation
(n=5)

Sex PPR for female participants+

Age PPR for older adults (>64)+

Race
PPR for Black participants+

PPR for Asian participants+

Ethnicity PPR for Latino participants+ Fair inclusion: A composite measure of 
transparency + representation scores

Representation: Whether trial participant 
demographics represent 80-120% of the US 

patient population for studied conditions

Transparency: Whether trials publicly report 
participant sex, age, and racial and ethnic identity 



Methods. Sample + data sources

Data sources (n=7) Measures

Transparency Representation Cancer Incidence

Drugs@FDA, approval packages X

ClinicalTrials.gov X X

Publications, indexed on ClinicalTrials.gov X X

FDA Snapshots X

Product labels X

2016 US Cancer Statistics dataset: Cancer registry data from 
National Program of Cancer Registries + National Cancer 
Institute’s Surveillance, Epidemiology + End Results [SEER]

X X

American Cancer Society, Cancer Facts + Figures X X

Sample.  Novel drugs + biologics FDA approved for oncologic indications, 2012-17



Sample 
characteristics, 
novel oncology 
therapeutics 
FDA approved 
2012-17

Sample Characteristics No. (%)

Product Type 59

Drug 39 (66)

Biologic 20 (34)

Sponsors 25

Approval year

2012 11 (19)

2013 8 (14)

2014 8 (14)

2015 14 (24)

2016 4 (7)

2017 14 (24)

Approval pathway

Priority review 46 (78)

Accelerated approval 28 (47)

Fast track 30 (51)

Breakthrough 27 (46)

Orphan drug status 45 (76)

Broad oncological indication 16

Leukemia 10 (17)

Lung cancer 6 (10)

Breast cancer 6 (10)

Multiple myeloma 6 (10)

Non-Hodgkin’s lymphoma 6 (10)

Melanoma 5 (8)

Colorectal cancer 3 (5)

Ovarian cancer 3 (5)

Other* 13 (22)

Pivotal trials, total analyzed (median, per product) 64 (1)

Trial participants, total analyzed (median per trial [IQR] 29,959 (326 [138-668])



• Figure. Proportion of trials, 
products, and companies receiving a 
100% score on transparency, 
representation, and fair inclusion 
measures for women, older adults, 
and racially and ethnically 
minoritized patients participating in 
clinical trials for novel oncology 
therapeutics approved by the US 
Food and Drug Administration 
during 2012-17. 

Tanvee Varma et al. bmjmed 2023;2:e000395



10% (6/62) of trials adequately represented black, white, asian and 
latino- identifying patients

Asian Latino Black

% of Trials 65% 20% 15%

0%

10%

20%

30%

40%

50%

60%

70%

% of trials w adequate representation, by 
subgroup

% of Trials

White Black Asian Latinx

Native
Hawaiian/

Pacific
Islanders

Alaskan
Native/Am

erican
Indian

Series1 87% 82% 83% 45% 15% 17%

0%
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20%
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50%
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70%

80%

90%

100%

% of trials reporting trial participant race 
and ethnicity, by subgroup

Tanvee Varma et al. bmjmed 2023;2:e000395



Figure. Company rankings on fair inclusion of women, older adults, and racially and ethnically 

minoritized patients in research, for novel oncology therapeutics approved by the US FDA, 2012-17. 

Tanvee Varma et al. bmjmed 2023;2:e000395



Transparency scores Representation scores Fair inclusion scores

Company
Overall 
transparency Sex

Older 
Adults

Race/ 
Ethnicity

Overall 
representation Women

Older 
Adults

Race/ 
Ethnicity

Overall 
fair inclusion Women

Older 
Adults

Race/ 
Ethnicity

United 
Therapeutics 100 100 100 100 100 100 100 100 100 100 100 100
Puma 89 100 100 67 85 100 N/A 70 89 100 100 68
Sanofi 89 100 100 67 90 100 100 70 89 100 100 68
Takeda 94 100 83 100 89 100 90 76 89 100 80 88
Amgen 94 100 100 83 82 100 65 82 88 100 83 83
BMS 86 100 100 58 88 99 85 79 88 99 93 71
Eli Lilly 92 100 75 100 89 98 93 78 87 99 73 89
Merck KGaA 100 100 100 100 85 90 80 N/A 87 98 70 93
Otsuka 89 100 100 67 83 100 90 60 86 100 95 63
Pfizer 88 100 90 73 81 98 83 62 85 99 88 68
J&J 89 100 100 67 77 98 75 58 82 99 88 60
Gilead 92 100 75 100 72 80 60 77 81 90 65 88
Eisai 78 100 100 33 83 80 100 70 81 90 100 52
Novartis 88 100 92 72 70 100 48 63 80 100 74 65
Merck & Co 83 100 50 100 87 100 N/A 73 79 100 50 87
AstraZeneca 81 100 59 83 75 90 75 59 78 95 67 72
Clovis 
Oncology 72 100 50 67 98 100 N/A 95 77 100 50 81
Abbvie 69 100 75 33 100 100 100 100 76 100 88 42
Teva 72 100 50 67 95 90 N/A 100 76 95 50 83
GSK 87 100 83 78 65 100 75 20 75 100 75 49
Roche 76 100 82 45 74 98 67 57 73 99 74 47
Boehringer 
Ingelheim 61 100 50 33 100 100 N/A 100 72 100 50 67
Exelixis 67 100 100 0 80 60 100 N/A 60 80 100 0
Bayer 63 100 33 56 85 100 100 56 60 100 33 46
Spectrum 50 100 50 0 100 100 N/A N/A 50 100 50 0
Median 87 100 83 67 85 100 85 72 81 100 75 68
Q3 90 100 100 92 93 100 100 85 87 100 94 85



Varma, T., Wallach, J, Miller, JE., et al, Reporting of Study 
Participant Demographic Characteristics and Demographic 
Representation in Pre + Post-marketing Studies of Novel Cancer 
Therapeutics, JAMA Netw Open. 2021;4(4):e217063

• Demographic Data Availability



Black identifying patients and older adults were under-represented in pre 
and post-marketing trials 

Older adults

Varma, T., Wallach, J, Miller, JE., et al, Reporting of Study Participant Demographic Characteristics and Demographic Representation in Pre + Post-marketing Studies of Novel Cancer Therapeutics, JAMA Netw Open. 2021;4(4):e217063



Under reporting + under representation remain a 
challenge for most demographic subgroups (forthcoming study)
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Low scoring organizations improve 
practices in response to ratings



2019 GPS 
Transparency. Data-
sharing analysis

• 33% of companies scored 100% on data sharing

• 50% improved their procedures

Pre 30 day amendment window Post 30 days

Company
No. of NDA 

trials

Policy provides access to 

analysis-ready dataset & 

CSR

Policy explains 

how data may be 

requested

Company publicly 

reports # & outcome 

of requests

Policy specifies data 

will be shared by 

deadline

% of covered 

trials registered

Data-sharing 

score

Data-sharing 

score

Valeant 17 0% 0% 0% 0% 71% 14% 14%

Gilead 10 0% 0% 0% 0% 100% 20% 80%

Merck 35 100% 100% 0% 0% 83% 57% 80%

AstraZeneca 10 100% 100% 0% 0% 90% 58% 78%

Allergan 45 100% 100% 0% 0% 96% 59% 59%

BMS 13 100% 100% 0% 0% 100% 60% 80%

Amgen 35 100% 100% 100% 0% 31% 66% 66%

Pfizer 0 100% 100% 100% 0% NA 75% 75%

Novartis 6 100% 100% 100% 0% 100% 80% 100%

Janssen/J&J 5 100% 100% 100% 100% 100% 100% 100%

Novo Nordisk 46 100% 100% 100% 100% 100% 100% 100%

Roche 1 100% 100% 100% 100% 100% 100% 100%

Median 12 100% 100% 50% 0% 100% 63% 80%

% of companies meeting data-sharing measure (3/12)25% (4/12) 33%





Limitations

• Public cancer incidence data have gaps

• patient demographic data are 
mainly available for broad cancer 
types, while many therapeutics 
target specific cancer  types.

• missing some race and ethnicity

• there are accuracy questions

• Cannot disaggregate trial enrollment 
by country, using public data sources. 



Thank you! Questions?

Jennifer E. Miller, PhD

• Associate Professor, Yale School of Medicine

• Founding President, Bioethics International

• Director, Good Pharma Scorecard

• Jennifer.e.miller@yale.edu

• @millerbioethics 

mailto:Jennifer.e.miller@yale.edu
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Discussion Questions

1. How can stakeholders such as research institutions, funders (e.g., NIH), and research journals, work 

together to implement cohesive representation metrics and policies?

2. Based on early efforts, are there any emerging challenges to implementing FDA diversity plans?

3. What are the potential pitfalls of instituting universal representation policies?

4. What metrics are needed to evaluate the success of representation policies?

5. How can we best incorporate intersectionality into our approach to measurement and metrics 

development?

6. What steps are needed to synergize these measurement dimensions across stakeholder groups?

7. Can real-world data based approaches help? If so, how?

8. How can the FDA best work with regulatory agencies in other countries to unify and harmonize 

how representation is measured?
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Break

1:25-1:35PM ET
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Session 2: Building Capacity for Representative 
Trials in Community Settings

Moderator: Andrea Thoumi, Duke-Margolis
Nadine Barrett, Duke CTSI Center for Equity in Research

Perla Nunes, Julius L. Chambers Biomedical Biotechnology Research Institute
Yasmeen Long, FasterCures

Jennifer Byrne, Javara
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Discussion Points
1. Making overt efforts to acknowledge and intervene on systemic and

structural contributors to poor trial representation are essential components of 
improving representative trial enrollment.

2. Diversifying the healthcare and clinical trial workforce are integral
to capacity building and fostering trust and accountability within the clinical
trial enterprise.

3. Community-engaged strategies are most successful when they are
approached as genuine relationships with ongoing communication,
opportunities for feedback, meaningful efforts to engage with community
members outside of trial activities, and sustainable investment in community 
priorities.
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Discussion Questions

1. What strategies can be used to replicate and scale successful community engagement 

initiatives across various clinical sites?

2. What are examples of initiatives that have helped to build or restore trust among potential 

trial participants that have experienced historic and contemporary  structural racism or 

discrimination within health systems?

3. What state, federal, or institutional policies are current barriers to fair compensation for 

trial participants?

4. What resources and funding structures can be mobilized to support access

and information barriers faced by potential trial participants?

5. What funding resources can be used to enable resource strained clinical sites/systems to 

conduct clinical trials?
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Fireside Chat

Mark McClellan, Duke-Margolis
Kirsten Bibbins-Domingo, JAMA/USCF
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Session 3: Defining the Role of  Various 
Stakeholders in Improving Trial 

Representation 

Moderator: Mark McClellan, Duke-Margolis
Sara Calvert, Clinical Trials Transformation Initiative

Carla Rodriguez-Watson, Reagan Udall Foundation for the FDA
Salina Waddy, National Center for Advancing Translational Sciences

Megan McKenzie, Genentech
Silas Buchanan, Institute for eHealth Equity
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Starting Points for Driving Action and Accountability
Stakeholder Roles and Potential Actions

Regulators • Require diversity action plans for all submitted trials
• Assess content of plans for thoroughness and thoughtfulness and produce additional resources to drive 

creation of high quality plans
• Continue providing general public directed educational resources on clinical research and related topics that are 

culturally and linguistically considerate

Industry • Support sustainable clinical research ecosystems in a broad range of local and community sites and settings
• Develop and adhere to high quality diversity action plans, leveraging post-market research to address any gaps

NIH and non-
industry funders

• Requiring and enforcing a plan (e.g. through current or future funding penalties) for enrollment in a sponsor’s 
grant submission that is aligned with the demographics and disease burden of the condition.

• Prerequisite of funding to develop enrollment plans early, how sponsor will engage with 
communities throughout each phase of the trial, and how they will enroll patients most impacted by that 
disease
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Starting Points for Driving Action and Accountability

Stakeholder Roles and Potential Actions

Policy and Research 
oriented Non-profits

• Conduct research and establish best practices towards data collection and evaluation of ongoing efforts
• Continue engaging the broader stakeholder community and communicate findings in easily 

digestible formats

Journals • Create a score or metric that can report out how well published trials meet representation expectations
• Require authors disclose the anticipated representativeness of the study sample and deviations in final trial 

populations

Health systems/ 
providers

• Support the development of a diverse workforce trained in clinical research principles
• Support sustainable clinical research ecosystems throughout catchment areas leveraging academic center 

expertise where appropriate
• Create systems that make potential trial participants aware of opportunities to participate in research and 

actively ask for participation

IRBs • Include representativeness expectations as part of IRB review
• Consider incorporation of or collaboration with community based review to ensure resources are put 

towards areas that matter to local communities
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Discussion Questions

1. What are the primary factors industry sponsors should consider when implementing 

representation goals?

2. What steps should researchers, industry, and broader stakeholder groups take to acknowledge 

historic and current practices that discourage marginalized populations from trial participation?

3. What approach(es) should industry sponsors and academic researchers that do not currently have 

established relationships with patient groups and communities use to start the relationship-

building process?

4. If fair payment for participation in clinical trials becomes more common, what changes need to be 

made to funding paradigms for clinical trials?

5. What role can journals play as a final opportunity for transparency on trial representativeness?

6. What should stakeholders be doing now to implement point-of-care and decentralized trials to 

advance more equitable access to clinical research?
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Closing Remarks
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Thank You!

Contact Us Follow Us

DukeMargolis

@DukeMargolis

@DukeMargolis

Duke Margolis

healthpolicy.duke.edu

Subscribe to our monthly newsletter at 

dukemargolis@duke.edu 

DC office: 202-621-2800

Durham office: 919-419-2504

1201 Pennsylvania Avenue, NW, Suite 500 

Washington, DC 20004 

https://www.facebook.com/DukeMargolis
https://twitter.com/DukeMargolis
https://www.instagram.com/dukemargolis/
https://www.youtube.com/channel/UCKA519NlVObjkZnKRfWDkfg
http://www.healthpolicy.duke.edu/
mailto:dukemargolis@duke.edu?subject=Add%20me%20to%20the%20Margolis%20Newsletter
mailto:dukemargolis@duke.edu
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