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The EDICT Project…

• Brings together representative 
stakeholders from the public, private, and 
non‐profit sectors to develop policy 
recommendations to comprehensively 
address disparities in clinical trials 
participation.



The EDICT Project…

• Emphasizes a systems approach to 
identifying both the
– root causes of disparities and

– critical policy makers and stakeholders 
who can  address them.



The EDICT Project…

• Communicates policy 
recommendations to the widest 
possible audience using a pro‐active 
dissemination model.



Overview of 
EDICT Health Policy Research

• Year 1: Research policy issues, identify  stakeholders, 
partners, interview experts.

• Year 2: Conduct a National Policy Development 
Roundtable, define policy areas, develop national 
volunteer teams to further develop policy.

• Years 3&4: Conduct internal and external policy 
review and refinement. Launch policies and conduct 
dissemination activities involving education and 
advocacy.







Who Is Underrepresented?

Underserved
Racial/Ethnic
Adolescents
Women
Rural
Uninsured
Elderly
Special Health Needs, i.e., disabled, chronic 
illness, etc.

The Multiplier Effect

M2

M3

… Mx
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Presentation Notes
This thanks to Bob’s group… really visually expresses our challenge. it also give me an opportunity to remind you that race and ethnicity are not good variables…. Yet used properly might help us ….-According to the Coalition of CancerCooperative Groups, 89 percent of participants enrolled in NCI clinical trials between January2003 and June 2005 were white and;-Nearly two-thirds of cancer patients are 65 and older, but this age group accounts for less than one-third of those in clinical trials, as referenced in a 2003 study.Without adequate representation of these populations in clinical trials, researchers cannot learn about differences in safety and efficacy between groups and cannot ensure the generalization of scientific results. This also contributes to health disparities by keeping the newest techniques and drugs out of the reach of disadvantaged groups.One thing is clear if you were to look at the workforce  it would be closer to these proportions than the actual population numbers.



The National Cancer Institute (NCI) is the largest 
sponsor of cancer clinical trials in the U.S., with 
approximately 800 ongoing trials at 3,000 sites. Over 
30,000 patients are enrolled in cancer clinical trials 
annually. 

From 1998-2001, total enrollment in NCI-sponsored 
treatment trials increased 22%. However, the number of 
minority participants during that period remained stable,
causing a decrease in the overall percentage of 
minorities in trials. 4,10 

4. Christian, M.C. and E.L. Trimble, Increasing participation of physicians and patients from 
underrepresented racial and ethnic groups in National Cancer Institute-sponsored clinical trials. Cancer 
Epidemiology Biomarkers and Prevention, 2003. 12(3): p. 277s-283s.
10. Goldman, D.P., et al., Incremental treatment costs in National Cancer Institute-sponsored clinical 
trials. Journal of the American Medical Association, 2003. 289(22): p. 2970-2977.

Presenter
Presentation Notes
Mixed message… good increase bad flat minoritiesIt is important however to recognize that there is a fair amount of activity directed at correcting for the lower rates of accrual.Still room to improve on design, reporting, activities by investigators but more needs to be done to GET INSTITUTIONS to DO THE RIGHT ThingsDear Colleague:      Hospitals and health care organizations that collect data on patients' race, ethnicity, and primary language are more likely to address disparities than those without such information. Yet, a new Fund-supported study finds data collection efforts are inconsistent across health care organizations, hampered by a widespread lack of understanding about the most effective strategies.��In "Obtaining Data on Patient Race, Ethnicity, and Primary Language in Health Care Organizations: Current Challenges and Proposed Solutions" (Health Services Research, Aug. 2006), Romana Hasnain-Wynia, Ph.D., of the Health Research and Educational Trust, and David W. Baker, M.D., M.P.H., of Northwestern University's Feinberg School of Medicine, argue that health care organizations should collect race, ethnicity, and language information directly from patients or their family members, as opposed to relying on staff observation.��To address patient concerns about how race and ethnicity information will be used, and to ensure the accurate collection of data, the authors offer a uniform framework for data collection. By using such a framework, health care organizations can develop appropriate interpreter services, educational materials, and staff cultural competency training--as well as undertake targeted quality improvement efforts. 



Clinical Trials Participants by Race for 
NDAs 1995-1999*

* From medical reviewers comments.  Excludes 229,643 
patients where race/ethnicity was not described

Source:  Evelyn et al; JNMA, vol. 93, no. 12, December, 2001.



Patient Barriers to 
Clinical Trial Participation

• Mistrust
• Lack of awareness
• Lack of invitation
• Cultural barriers
• Study design eligibility criteria
• Cost / lack of insurance
• Language / linguistic differences
• Low literacy
• Practical obstacles



The Four R’s 

Underrepresented 
Patients

Recruitment - In 
addition to issues 
of active 
recruitment, this 
“R” also includes 
issues of access.
Retention -
Keeping 
participants 
satisfied and “on 
protocol.”
Return - Giving 
back to our 
participant 
populations.
Resources

Resources

Presenter
Presentation Notes
How did we come to this…  first year - research , etc.  - came up with 3 R's, now 4 R's concept  plus resources



OT1 Allocation of Research Funding Proportionate to Case Fatality
OT2 Insurance - Assuring Healthcare Coverage in Clinical Trials
OT3 Professional Education and Training 
OT4 Public and Patient Education and Training
OT5 Community Input, Involvement & Relationships
OT6 Clinical Trials Navigation
OT7 Pharmaceutical/Industry Partnerships
OT8 Publication-Related Policies
OT9 Regulatory Oversight and Enforcement

Opportunity Teams
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Outcome themesTurned into Opportunity Teams that will be developing specific policy recommendations and implementation plans for dissemination….



Credo
The following beliefs guide our work together:

• All individuals will have the opportunity and 
necessary support to participate voluntarily in 
clinical trials for which they are eligible.

• Participants and researchers will understand and 
promote the benefits of diversity in clinical trials.

• Results from clinical research will benefit the 
participants’ communities and society at large.



EDICT Policy Formulation Process -
with Public, Private, Non-Profit Sectors
• Medical, policy, and legal 

literature
• Identification and interview of 

key experts, stakeholders, 
partners 

• National Policy Roundtable –
formulate policy areas 
through “Whole-Scale 
Change Process®”

• Teams of volunteers refine 
policy and implementation 
plans in facilitated meetings 
for 9 months



POLICY PROCESS QUESTIONS:
(Methodology for Opportunity Teams)

1. What is the problem? How does it manifest itself?
2. What would success look like? 
3. Whose behavior needs to change to order to achieve 

the goal?  (Audience)
4. Who has the ability to change the behavior of the target 

audience? (Policy Maker)
5. What policy is recommended to achieve the behavior 

change in the target audience? (ignoring perceived 
limitations)

6. What is the feasibility of this policy?
7. What is the underlying thinking on why this policy will 

be effective?



Policy Context

Policy Focus



Places Policy 
Change Can Make 
a Difference

• Seek regulatory changes that 
improve the way research 
trials are designed and 
conducted.

• Reinvigorating federal policies 
and regulation related to 
disparities in clinical trials.

• Increase collaboration 
between the government and 
industry sectors in designing 
and conducting research 
studies.

EDICT Policy 
Context Model



EDICT Policy 
Context Model

Places Policy 
Change Can Make 
a Difference

• Implement new policies so 
that peer-reviewed 
medical/science journals 
address representation of trial 
subjects in clinical studies.

• Invest in specialized training 
for Institutional Review Boards 
and health professionals.

• Reallocate research funding 
to avoid duplication and 
address disparities. 



Places Policy 
Change Can Make 
a Difference

• Foster community 
involvement in clinical trials.

• Enhance public education 
about clinical trials. 

• Implement participant 
navigation as a critical 
element of the clinical trials 
process.  

• Assure insurance coverage of 
the costs associated with 
clinical trials. 

EDICT Policy 
Context Model





I. Reinvigorating Regulation & Policy Related to 
Disparities in Clinical Trials

Because strengthening and enforcing existing regulations and 
policies is crucial to eliminating disparities in clinical trials…:

The National Institutes of Health (NIH) should:

• Provide more direct instruction on appropriate 
inclusion plans for all under‐represented populations 
in clinical trial protocols.

• Provide substantial incentives for implementing 
appropriate inclusion plans.



I.  Reinvigorating Regulation & Policy Related to 
Disparities in Clinical Trials

The Food and Drug Administration (FDA) should:

• Strengthen its policy to require appropriate inclusion 
of  underrepresented populations in all clinical trials.

• Implement penalties for non‐compliance with 
inclusion policies in clinical trials.

• Implement incentives for appropriate inclusion of all 
underrepresented populations in clinical trials.



I.  Reinvigorating Regulation & Policy Related to 
Disparities in Clinical Trials

Federally and privately funded sponsors of clinical 
trials should:

• Adopt the DHHS Office of Minority Health (OMH) 
National Standards on Culturally and Linguistically 
Appropriate Services (CLAS).



III. Fostering Community Involvement in Clinical 
Trials

Because increasing community participation is crucial to 
eliminating disparities an clinical trials:

Public and private sponsors of clinical trials should:
• Require demonstration in protocols of methods and measures 

to ensure meaningful community participation throughout the 
clinical trial process.

• Require a detailed plan to build community capacity for 
understanding and supporting clinical research.



III. Fostering Community Involvement in Clinical 
Trials

Because increasing community participation is crucial to 
eliminating disparities in clinical trials:

Community groups should:
• Develop plans to actively disseminate information on clinical 

trials to community members.
• Develop ongoing relationships with individual investigators and 

research institutions to promote meaningful dialogue that 
ensures community involvement.



VII. Enhancing Public Education about Clinical Trials in
Communities

Because enhancing patient and public understanding of 
clinical trials is integral to eliminating disparities:

Public and private sponsors of clinical trials should:
• Require the development and implementation of culturally 

appropriate recruitment and retention plans with an additional 
focus on community education in appropriate languages for 
non‐English and limited‐English speaking populations and 
appropriate reading levels for all populations.

• Require that all local clinical trial teams convene a community 
“recruitment and retention” committee to advise on such 
plans as part of the IRB review.
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VIII. Navigation and Support of Individuals in Clinical Trials
Because navigating the various elements of a clinical trial is 
a significant barrier to participation by underrepresented 

populations:

Institutions and providers of continuing education should:
• Provide basic training in Clinical Trials Navigation.

Institutions and sponsors of clinical trials should:
• Ensure that entities conducting clinical trials have the capacity 

to deliver Clinical Trials Navigation services and encourage 
research protocols that include specific Clinical Trials 
Navigation plans.
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http://www.bcm.edu/edict



EDICT Dissemination ‐ Policy Launch
April 2008

National Press Conference– April 1, 2008 - story 
featured by ABC news, NPR, US News & World Report, 
Fox Business, Centerwatch Clinical Trials Today, AARP

Capitol Hill Briefing – April 1, 2008 - initial follow ups with 
staff of Senators Kennedy, Hutchison, Murkowski

National Launch of the EDICT recommendations at the 
Intercultural Cancer Council Biennial Symposium –
April 3, 2008 – 1,000 attendees from public, private, 
non-profit sectors, community advocacy organizations



EDICT Dissemination 
Meetings to Share Recommendations

Research Institutes – targeting top 100 public, private and 
non-profit research institutes

Non- profit – sponsors of clinical research (American 
Heart Association, American Cancer Society, 
American Lung Association, American Diabetes 
Association, Komen for the Cure, Lance Armstrong 
Foundation)

Federal Agencies – Such as CMS, NIH, FDA, Office of 
Civil Rights, DHHS Office of Human Research 
Protections (OHRP) 



EDICT Dissemination 
Meetings to Share Recommendations

• Medical Journal Leadership 
• Legislative contacts
• Special Supplement to the Journal of Cancer 

Education
• Expanded EDICT Website and Reading Room

Publications
• News Media coverage



EDICT Dissemination
Collaborations

National Medical Association – Project IMPACT, 
targeting African American physicians

Society of Clinical Research Associates (SoCRA) –
Disparities-specific articles with CEUs

ENACCT  (Education Network to Advance Cancer Clinical 
Trials) – conferences and community related policies

AAMC (American Association of Medical Colleges) –
Professional education on clinical research and 
disparities

C-Change – support of EDICT policies with members



EDICT – Regional Dialogue Meetings
October 2008‐June 2009

Eight City Sites Will Have:
• Community meeting ‐ with community 
representatives and stakeholders about EDICT 
issues and  policies

• Roundtable meetings related to identified 
disparities issues

Five of these Sites Will Also Have:
• Focus Groups ‐Clinical Trials Navigation



EDICT Regional 
Dialogue Meetings 

Puerto Rico
Virgin Islands



EDICT – Regional Dialogue Meetings
Roundtable Meeting Topics
October 2008‐ June 2009

New York City ‐ October 20, 2008
1. Clinical Trials Navigation (2 meetings)
2. African Americans and Clinical Trials Participation

Tampa 
1. Elderly in Trials 
2. Literacy/Cultural Competency Issues in Clinical Trials 

Cincinnati
1. Role of Community Heath Professionals in Clinical Trials 
2. National Medical Association’s Project IMPACT



Social Worker Clinical Trial 

Navigator
Patient

Navigator

Nurse Navigator

Patient 

Advocate

Healthcare 
Professionals

Promotoras 

de Salud

Community 
Health 
Worker-CHW



EDICT – Regional Dialogue Meetings
Primary and Secondary Focus Areas

October 2008‐ June 2009

Tucson
1. American Indians and Clinical Trials 
2. Insurance Issues Related to Clinical Trials

San Francisco
1. Health Professionals Training Regarding Disparities

in Clinical Trials
2. Asian Americans and Clinical Trials Participation

Charleston, WVa
1.  Appalachian Communities and Clinical Trials
2.  Rural Communities and Clinical Trials



EDICT – Regional Dialogue Meetings
Primary and Secondary Focus Areas

October 2008‐ June 2009

San Juan

1.  Hispanic/Latino Populations and Clinical Trials

2.  Pharmaceutical Industry Perspective

Honolulu

1.  Asian/Pacific Islander Populations and Clinical Trials

2.  Issues Related to Cancer Clinical Trials for Asian/Pacific 
Islander Communities



EDICT Dissemination 
Complementary Projects

• EDICT BackPack Project
• EDICT CLAS-ACT Project
• EDICT BackPack and CLAS-ACT Training 

Workshops
• EDICT Fellowships – training the next generation of 

researchers
• National Recognition Program



EDICT BackPack Project

• Best and promising practices related to reducing 
health disparities are often:
– focused only on a single disease or problem area. 

– known only to specialists or those who are already familiar 
with the field. 

– reported only at professional conferences or in scientific 
journals.

– not easily accessible or useful to community based 
practitioners actively engaged in clinical trials recruitment 
“on the ground” in traditional clinical venues.



EDICT BackPack Project

Goals:
• To identify policies, projects, programs, promising 
practices, and other resources that have been 
demonstrated to help eliminate disparities in 
recruitment and retention of underrepresented 
groups in clinical trials.

• To make these materials and resources available to 
researchers, advocates, policy makers, and 
healthcare providers.



Search BackPack



CLAS‐ACT Project

• National Standards for Culturally and Linguistically 
Appropriate Services (CLAS)

• Developed by the DHHS Office of Minority Health 
(OMH) in 2000

• As a result of OMH involvement in the EDICT Project, 
OMH funded the CDRC to study how to apply CLAS 
standards to eliminating disparities in clinical trials. 

→ CLAS “And Clinical Trials” (CLAS‐ACT). 



Access CLAS‐ACT



BackPack and CLAS‐ACT
at Baylor College of Medicine

The EDICT BackPack and CLAS‐ACT Projects are funded under
Cooperative Agreement Number MPCMP051006‐03

from the U.S. Department of Health and
Human Services Office of Minority Health to the
Baylor College of Medicine Chronic Disease
Prevention and Control Research Center.

The Office of Minority Health acknowledges the NIH
National Center for Minority Health and Health

Disparities for its financial contribution to this effort, and
also to HHS Office on Women's Health for its support.



In Summary, Why Is This Important?

• Science Case ‐ enhance research quality

• Business Case ‐ facilitate return on investment

• Social Justice Case ‐ distribute the fruits of 
biomedical research justly
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