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EXECUTIVE SUMMARY

The NIH Director’s Council of Public Representatives (COPR) held a workshop, Inviting Public
Participation in Clinical Research: Building Trust through Partnerships, on October 26, 2004,
at the Natcher Conference Center on the NIH campus in Bethesda, Maryland. At the workshop,
more than 80 participants, representing the various communities who are involved or have an
interest in clinical research, met to discuss issues related to public participation and trust. Ina
full day of interactive sessions, the attendees discussed the public’s perception of medical
research and explored both the barriers to and opportunities for enhancing public participation
and trust in clinical research within the context of partnerships. The communities represented at
the workshop included former and/or current clinical trial participants, health care professionals,
researchers, research administrators, constituency group leaders, community health and outreach
experts, and members of the media. The information that was shared represented diverse ethnic,
racial, cultural, and geographic perspectives.

COPR members Rafael Gonzalez-Amezcua, M.D., and Ruth Browne, Sc.D., served as co-chairs
of the COPR Public Trust Workshop Work Group. COPR members Debra Hall, Ph.D., and
Rafael Gonzalez-Amezcua, M.D., served as the workshop moderators.

The workshop goals were to:
e Identify guiding principles that all involved communities can use to build trust and
enhance participation in clinical research.
e Develop recommendations for the Director, NIH, and partnering organizations.

The workshop objectives were to:
e Provide an overview of the current status of public participation and trust in clinical
research.
e Learn about past interrelationships and some proven strategies to build partnerships and
engender trust.
e Explore, in highly interactive sessions, the barriers to and opportunities for building trust
and enhancing public participation.

Workshop events included:

e Opening remarks by Raynard Kington, M.D., Ph.D., Deputy Director, NIH.

e An introduction and explanation of how the workshop evolved by COPR members Drs.
Gonzalez-Amezcua and Hall.

e Anoverview of the NIH Public Trust Initiative by co-chairs Patricia Grady, Ph.D., R.N.,
FAAN, Director, National Institute of Nursing Research, and Yvonne Maddox, Ph.D.,
Deputy Director, National Institute of Child Health and Human Development.

e Three keynote speakers and a question and answer period.

o0 Claudia Baquet, M.D., M.P.H., Associate Dean for Policy and Planning,
Associate Professor of Epidemiology and Preventive Medicine, University of
Maryland School of Medicine and the Greenebaum Cancer Center.

0 Robert Beall, Ph.D., President and CEO, Cystic Fibrosis Foundation.

o Neil Calman, M.D., President and CEO, Institute for Urban and Family Health.
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e A series of breakout sessions in which workshop attendees actively discussed challenges
and questions related to the workshop topic.
0 Session One: Expectations for collaboration:

e What do patients and other study participants want from scientists?

e What do scientists want from patients and other study participants?

e Under what circumstances do partnerships build trust?

0 Session Two: Information and education:
e What kinds of information and education have the potential to build trust?
0 Session Three: The experience of participation in clinical research:

e How can research design (the experience of participation) and the use of
research results have a positive or a negative impact on the potential to build
trust or mistrust?

e A closing session with all participants led by workshop facilitator Rob Williams, Ph.D.
e Closing remarks by Dr. Kington.

On Wednesday morning, October 27, 2004, COPR members convened as a working group and
reviewed the information derived from the previous day’s discussions. During this review,
COPR drafted a set of preliminary recommendations, which they presented to the NIH Director
at the COPR public meeting that afternoon.

The final recommendations resulting from the COPR workshop are as follows.

Introduction
The basic premise that evolved from the workshop and COPR’s related research into the issue of
public trust in clinical research is the following:

To improve and enhance the state of clinical research in this country,
it is essential to build trust and relationships among all stakeholders.

Thus, the recommendations fall into the following areas which refer to the various stakeholders
in the clinical research process:

Building trust through community partnerships
Building relationships with patients

Building partnerships with community providers
Building trust in scientists

Building trust in the NIH and scientific research

Building trust through community partnerships

Recommendation 1: Incorporate into the NIH mission and philosophy that it values the
involvement of the community in research and create language that expresses this value.

Recommendation 2: Encourage change in the culture of the scientific community to ensure
that medical research is viewed in the context of a long-term commitment to the community,
not a one-time research study.
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Recommendation 3: Investigate ways to provide mechanisms that allow for follow-up
health care when a clinical trial or treatment ends.

Building relationships with patients. True partnerships with patients may not be possible,
but bidirectional relationships must be enhanced.

Recommendation 4: Educate and reorient the current research community to the
importance of treating the public as a partner in the research process.

Recommendation 5: Set the expectation across the entire research community, NIH-funded
research and beyond that study results and outcomes should be shared with research
participants and the larger community promptly and consistently. This will ensure that the
research conducted in communities promotes translational research.

Building partnerships with community providers

Recommendation 6: Take action to interest community providers in clinical research and
maintain their involvement.

Recommendation 7: Provide incentives (not just financial) for primary health care
providers and community specialists to play a role in clinical trials.

Building trust in scientists

Recommendation 8: Engage researchers, educators, and academic institutions in
incorporating the public’s perspective consistently at every level of training and in both the
conduct of clinical research and the publication of findings from that research.

Recommendation 9: Focus on educational strategies to help patients and communities
better understand clinical research. This will help scientists because educating the public will
empower and prepare individuals to be informed partners in the clinical research process. An
informed and trusting public will enhance research participation.

Building trust in the NIH and scientific research

Recommendation 10: Continue to develop and fund efforts to build a national identity for
the NIH based on what NIH does best—research and education—as a basis for enhancing
public trust in clinical research.

Recommendation 11: Review the role and impact of Institutional Review Boards and other
patient protections in the clinical research process because the public views these protections
as less effective than they should be.

Recommendation 12: Document and publish “best practices” from efforts to reengineer the
clinical research enterprise as soon as the NIH begins to see results, so that progress in
improving public trust in medical research grows rapidly and steadily.
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OPENING REMARKS

Welcome and Workshop Overview
Raynard Kington, M.D., Ph.D., Deputy Director, NIH

Rafael Gonzalez-Amezcua, M.D., Co-Chair, Public Trust Workshop Work Group and Workshop
Moderator, COPR

Debra Hall, Ph.D., Member, Public Trust Workshop Work Group and Workshop Moderator,
COPR

Dr. Kington opened the workshop by welcoming participants and providing a brief overview of
the NIH Director’s two advisory groups, the Advisory Committee to the Director (ACD) and the
Director’s Council of Public Representatives (COPR). He briefly described two major NIH
initiatives that have direct relevance to the workshop topic: the NIH Roadmap for Medical
Research and the Public Trust Initiative.

Drs. Gonzalez-Amezcua and Hall made brief introductory remarks about COPR, reviewed the
workshop agenda, and emphasized the day’s goal of exchanging information, building on
collective experiences, and allowing all who have a stake in the future of medical research to
speak and be heard.

WORKSHOP PRESENTATIONS AND CHARGE

NIH Public Trust Initiative

Patricia A. Grady, Ph.D., R.N., FAAN, Director, National Institute of Nursing Research, and Co-
Chair, NIH Public Trust Initiative

Yvonne T. Maddox, Ph.D., Deputy Director, National Institute of Child Health and Human
Development, and Co-Chair, NIH Public Trust Initiative

The NIH Public Trust Initiative aims to improve the public’s health by promoting public trust in
biomedical and behavioral research. In this endeavor, the NIH defines the “public” as
individuals, patients, families, and communities, and it defines “trust” as confidence placed by
the people in an institution or process. While the NIH recognizes that it cannot control the
public’s perceptions in the area of research, NIH researchers do have the ability to improve how
they communicate and interact with the public.

The NIH Public Trust Initiative includes representatives from all Institutes and Centers (ICs) and
addresses perspectives from publics including patient advocates, special populations,
international groups, communicators, educators, and clinical researchers. These representatives
address five categories of public trust:

e Involving and protecting human participants in clinical research.

Including the public in IC business.

Promoting the visibility of NIH.

Teaching and developing course materials for science and education.

Education and outreach programs for extramural and intramural clinical research
communities.
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An inventory of existing NIH activities is in progress, as well as a national survey of the public
to discover issues regarding public trust and the research enterprise. Results from these activities
will be used to develop specific NIH initiatives. The NIH Public Trust Initiative launched a Web
site (http://publictrust.nih.gov) to coincide with the workshop date, October 26, to further
emphasize its dedication and interest in improving public trust.

Speaker Presentations

Avoidable Disparities in Clinical Research Participation: Building Trust and Partnerships for

Overcoming Health Professional and Community Barriers

Claudia R. Baquet, M.D., M.P.H., Associate Dean for Policy and Planning, Associate Professor
of Epidemiology and Preventive Medicine, University of Maryland School of Medicine;
Director, Cancer Disparities and Intervention Research Program, University of Maryland
Greenebaum Cancer Center

Minority, uninsured, poor, and rural communities have lower participation rates in clinical
research. Assuring diversity in clinical research participation is therefore a national priority.
These communities also experience poorer health outcomes and increased health disparities.
Barriers to participation include insufficient, less effective, or ineffective physician-patient
interactions, community infrastructure, lack of community outreach, distrust of academic
institutions, historical factors, and the lack of knowledge of the importance of clinical research in
improving public health.

The University of Maryland School of Medicine has developed partnerships with community
health professionals, faith and community-based organizations, local health departments,
community hospitals, and policymakers. The school also has received a Health and Human
Services (HHS) Best Practice Award for its work to increase the availability of community-based
cancer clinical trials in Maryland’s rural eastern shore. This model addresses several barriers by
including essential components of successful partnerships, such as:

Strong leadership by a local community physician.

Shared benefits and commitment to the partnership.

Ongoing grant support by federal, state, and private funds.

An on-site nurse community educator and a nurse data manager.

Investment in clinical trial/research infrastructure.

Intensive and ongoing health professional continuing education and community education.
Extensive outreach.

This partnership has taken an inventory of barriers, sources of disparities, and sources of
information, and has evaluated what physicians think about clinical research. The partnership
also has conducted focus groups to discuss strategies that foster community trust in academia. In
addition, it is critical to train the research workforce about how to talk to potential participants
and to clearly explain research protocols, randomization and dissemination of trial results.
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Cystic Fibrosis Foundation
Robert J. Beall, Ph.D., President and CEO, Cystic Fibrosis Foundation

The Cystic Fibrosis Foundation has formed partnerships with the patient community and with the
pharmaceutical industry to develop and enhance a pipeline of new therapies for cystic fibrosis.
However, it is difficult to convince the pharmaceutical industry to develop drugs for a disease
that affects only 30,000 patients in the United States and 70,000 patients worldwide. To address
this barrier, the Cystic Fibrosis Foundation formed the Therapeutics Development Program.

This program encourages researchers to become involved in cystic fibrosis research and builds
on the knowledge already gained about the basic defect and processes of cystic fibrosis. The
program also works to minimize career risks for researchers entering the field of cystic fibrosis,
and it builds partnerships with the business community by offering financial support as well as
needed infrastructure.

The Therapeutics Development Program takes advantage of a nationwide care center network
already established by the Cystic Fibrosis Foundation. The program therefore has access to
potential clinical research participants. Several specialized therapeutics development centers
have been established across the United States.

The Therapeutics Development Program works at all stages of drug development, including
discovery, evaluation, and distribution. The Cystic Fibrosis Foundation has developed strong
partnerships with several pharmaceutical and biotechnology companies to assist in these efforts,
such as a funding mechanism to support the discovery and evaluation of promising therapies. A
non-profit clinical trials network, the CF Therapeutics Development Network; plans and
conducts early-phase clinical trials of potential new therapies. The alliances developed within
the Therapeutics Development Program allow the Cystic Fibrosis Foundation to oversee research
and, if a therapy receives FDA approval, to recoup its financial investment. On the other hand, if
development activities are suspended, the Cystic Fibrosis Foundation has the right to develop the
product, with an agreement to pay royalties to the original partner. By establishing this
innovative and far-reaching program, the Cystic Fibrosis Foundation has created a sense of hope
for cystic fibrosis patients.

Building Trust the Old-Fashioned Way: By Earning It
Neil Calman, M.D., President and CEOQ, The Institute for Urban and Family Health

The environment for building trust in clinical research could not be more difficult. The public’s
trust in the health care system is at an all time low, having been eroded by reports of racial and
ethnic disparities, medical errors, gaps in quality of care, drugs being pulled off the market, and
shortages in flu vaccine. The public cannot distinguish between the research enterprise and the
health care system as a whole. Public trust in clinical research must be built by addressing some
of the inequities in the health care system rather than replicating them, especially in minority or
low-income communities where the health care system has neglected patients’ needs. Academic
research institutions exist in these communities, but often the institution does not have
connections to its surrounding community. Clinical researchers can only build public trust by
earning it, i.e., connecting to the community, its leaders and its needs and helping the community
to understand and remedy some of the health care problems they face.
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Bronx Health REACH is a community consortium of 40 organizations, including health care
providers and faith-based organizations. This consortium has received funding from the Centers
for Disease Control and Prevention (CDC). Bronx Health REACH engaged the community in
researching issues related to health disparities—not just to learn more about them, but to help the
community change some of the many factors it has identified which create disparate health
outcomes for people of color in New York City. It has focused its resources on fixing those
problems it has delineated, and it has hired community residents and trained them to assist in
both the research and the interventions the research findings indicate as most critical. It has
conducted focus groups where moderators have presented the results of health disparities
research, converted to plain language, and asked community residents to comment. This has
fostered ongoing partnerships in the community that Bronx Health REACH serves.

BREAKOUT SESSIONS—AN OVERVIEW

Three distinct breakout sessions focused on a challenge or question related to building public
trust in clinical research. The participants were asked to report on the state of clinical research
from their perspectives. Several cross-cutting themes emerged from these discussions. A
number of participants noted instances whereby investigators come into a community only to
conduct their research, stay long enough to achieve their research agenda, and then leave
immediately after the grant has ended. The community is left with a sense of abandonment. This
practice is especially problematic in low-income communities, where clinical studies might be
seen as the only way to obtain good health care. Workshop participants agreed that funding
mechanisms should be revised so that partnerships between researchers and the communities in
which they work are encouraged or even required. The participants also suggested educating
research peer reviewers so that they not only will understand the importance of researchers
establishing relationships with the community, but also would require researchers to address this
issue in their research planning.

Workshop participants also suggested educating local physicians and other community members
about research design. This step would allow the community to play a role in designing research
and being an integral part of the process. They emphasized the need to increase the amount and
types of community-based research and research that is not community-based, but that should
involve community members when it is being planned and conducted.

The workshop participants strongly agreed that communication was of central importance. They
stated that researchers should strive to be honest, forthcoming, and culturally sensitive, and
should always use plain language. The participants further suggested that researchers might use
patient advocates, constituency groups and/ or community members to help them communicate
with the communities in which they work. Likewise, they suggested that liaisons between
individual researchers and their patients, as well as between research institutions and the
community, be established. These liaisons could help researchers stay in touch with the
community, help community members identify clinical studies in which to participate, and help
community members find their way through the enrollment and informed consent process.
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Researchers also should communicate with and involve local physicians in their research design,
thus alleviating any fears among physicians that clinical researchers intend to “steal” their
patients.

Workshop participants noted that not enough people outside the Washington, D.C., area know
the NIH and its work. A number of participants suggested that the NIH work to enhance on-
going and proactive relationships with the media and partner with outside organizations to
educate people about the NIH and its mission. They suggested that the NIH find more ways to
present the agency in a light that will serve to enhance confidence in the nation’s medical
research efforts. Furthermore, they suggested that the NIH use different and creative routes to
communicate with the public, including television, radio, flyers, faith-based organizations, and
print materials, and rely less on the Internet.

While recognizing that NIH’s primary purpose is research on disease processes and treatment,
several workshop participants suggested that NIH look at the way that the Centers for Disease
Control and Prevention (CDC) has a presence in the community. The NIH does not have the
same roots at the community level, and establishing those roots would help to build trust in
medical research. Because CDC already has a network of community connections, the
participants strongly encouraged interagency partnerships between the NIH and the CDC, as well
as partnerships between the NIH and other federal agencies, to enhance NIH’s community-level
involvement.

Breakout Session One: Expectations for Collaboration
What do patients and other study participants want from scientists?

Many workshop participants acknowledged that patients and study participants often want to
understand the science behind the study. They would like to know how the research affects them
personally and how it might affect their community at large. Other motivations for participating
in clinical research include monetary compensation, a sense of helping the greater good, the
possibility of obtaining cutting-edge treatment, having access to otherwise unaffordable
treatment, and learning how to better manage chronic disease.

Workshop attendees strongly emphasized the importance of the relationship between study
participant and researcher. Several workshop participants noted that study participants need to
feel as if they are “more than a number.” In addition to wanting the researchers to be technically
skilled, study participants would like researchers to communicate empathy toward them—to
understand and care about their illness or condition. Others noted that patients and other study
participants are concerned about safety and want a sense that someone (the researcher and
reviewers) is “looking out” for them.

In addition, some participants expressed concern that clinical trials are sometimes presented as
“the next big breakthrough,” rather than as an opportunity to learn more about a treatment,
disease, or condition. Thus, study participants who feel desperate about their illness or their lack
of access to other medical care