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MISSION/VISION STATEMENT

The mission of the Fogarty International Center (FIC) is to reduce global health disparities by
supporting and promoting research and to prepare the current and future generation of international
and U.S. scientists to meet global health needs. To achieve these broad objectives, FIC supports a
range of international collaborative research projects, research training efforts and scientist-to-
scientist exchanges, and works through intergovernmental and diplomatic channels to identify and
strengthen collaborative efforts. FIC partners with academic groups from around the world as well as
with bilateral and multilateral agencies, private groups, and other federal agencies.

STRATEGY FOR ADDRESSING HEALTH DISPARITIES

Broadly, all FIC international research and research training programs play a unique role in
addressing health disparities that exist within and among population groups in the United States and
in developing countries. Certain populations abroad share similarities with U.S. groups by virtue of
their genetic makeup, health practices, lifestyles, or other features and, for this reason, advances made
through international research studies stand to benefit both U.S. and developing country populations.
Such research could lead to effective and culturally relevant education or counseling strategies; foster
development of novel diagnostics, drugs, or other intervention technologies; or contribute to
identification of new avenues of research that ultimately would lead to health care interventions.
FIC’s programs to support collaborative research and capacity building in low- and middle-income
nations are critical to advancing global health research priorities. FIC programs also support the
development of the next generation of U.S. scientists and health professionals, including those from
minority groups, to address health disparities that exist within the U.S. and within the global
community.

Response to Public Comments

None of the public comments received directly relate to the FIC mission in global health. However,
several comments indicate the need to support more individuals from underserved/underrepresented
groups to pursue careers in health research. Therefore, FIC incorporated specific minority trainee
recruitment and support in all its international research career development programs.

1.0 AREAS OF EMPHASIS IN RESEARCH—N/A
2.0 AREAS OF EMPHASIS IN RESEARCH CAPACITY
2.1 Area of Emphasis One: International Research Training
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In the United States, minorities and other underserved populations are underrepresented in the
biomedical research enterprise, comprising only a fraction of graduate students, postdoctoral

students, and faculty in the health sciences at schools of medicine and public health. FIC will
strengthen its efforts to support the research training of undergraduate, graduate, and medical students
and postdoctoral fellows from underserved/underrepresented populations.

Priority: Highest priority area of emphasis
2.1.1 Objective One: International Research Training for Minority Students

FIC and the National Center for Minority Health and Health Disparities (NCMHD) support what
were originally referred to as Minority International Research Training (MIRT) programs but were
renamed in 2004 to Minority Health and Health Disparity International Research Training Programs
(MHIRT) to reflect broadened eligibility criteria that include health disparity populations more
generally. These programs are conducted at universities across the United States including
Historically Black Colleges and Universities (HBCUs) and Hispanic Serving Institutions (HSIs).
MHIRT programs provide opportunities for approximately 300 U.S. minority undergraduate,
graduate and medical students to gain 10-12 weeks of research experience abroad each year. Initial
data on the program indicate that 70 percent of undergraduate MHIRT trainees go on to graduate or
health professional school.

Priority: High

Response to Public Comments: None of the public comments received directly relate to the FIC
mission in global health. However, several comments indicate the need to support more individuals
from underserved/underrepresented groups to pursue careers in health research. Therefore, FIC will
continue to support the MHIRT program after management of the program moves to NCMHD.
2.1.1.1  Action Plan

The MHIRT program is being transferred from FIC to NCMHD. In FY2005, NCMHD will reissue
the Request for Applications for MHIRT programs in collaboration with FIC. FIC will provide co-
funding and program staff support for the international aspects of the supported programs for the
length of the new awards.

2.1.1.2 Performance Measures

FIC will measure the performance of its contribution to the MHIRT programs managed by NCMHD
by monitoring the levels of co-funding provided and international programmatic activities supported.
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2.1.1.3 Outcome Measures

FIC will provide NCMHD with the web-based trainee tracking system developed for the previous
MHIRT directors to record trainee career progress. FIC will collaborate with NCMHD to evaluate
the outcomes of the MHIRT training using the data collected in this tracking system.

2.1.2 Objective Two: International Clinical and Public Health Research Training

FIC and the Ellison Medical Foundation support 1-year clinical research training experiences for
graduate-level U.S. students in the health professions, including minority students, with additional
support from FIC/NCMHD. Ellison trainees receive mentored clinical and public health research
training at National Institutes of Health (NIH)-funded research centers in developing countries in
Africa, Asia, and the Americas.

Priority: High

Response to Public Comments: None of the public comments received directly relate to the FIC
mission in global health. However, several comments indicate the need to support more individuals
from underrepresented groups to pursue careers in health research. Therefore, FIC incorporated more
recruitment and support to individuals from these groups in the FIC-Ellison Clinical Research
Training program.

2.1.2.1  Action Plan

FIC will make specific efforts to recruit individuals from minority and other
underserved/underrepresented groups and support qualified candidates to participate in the program
for the length of the program.

21.2.2 Performance Measures

FIC will measure its performance by monitoring its specific recruitment efforts, applicant success
rate, and training and career outcomes for health professionals from minority and other
underserved/underrepresented populations.

2.1.2.3 Outcome Measures
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FIC will measure immediate training outcomes such as presentations of research at scientific
conferences and publication authorship as well as long-term career impact including involvement in
clinical or public health research.

2.1.3 Objective Three: International Graduate Research

At the time the Fogarty International Center submitted its Health Disparities Plan, the activities
described in Objective 3 (supporting research training experiences for minority graduate students
through supplements to existing FIC international research training programs) were part of the trans-
NIH Program Announcement “Research Supplements for Underrepresented Minorities,” including
the description of eligibility criteria. FIC subsequently incorporated the broadened eligibility criteria
included in the trans-NIH Program Announcement “Research Supplements to Promote Diversity in
Health-Related Research” reissued in 2005 into all its training opportunities to support the
development of a diverse scientific workforce.

Priority: High

Response to Public Comments: None of the public comments received directly relate to the FIC
mission in global health. However, several comments indicate the need to support more individuals
from underrepresented groups to pursue careers in health research. Therefore, FIC will ask its current
international research training program directors to recruit trainees from minority and other
underserved/underrepresented populations and provide support for the inclusion of qualified
candidates in research at collaborative developing country sites.

2.1.3.1  Action Plan

FIC will support qualified candidates proposed by FIC-supported research training program directors
to participate in the program for the length of the program.

2.1.3.2 Performance Measures

FIC will measure its performance by monitoring training and career outcomes.

2.1.3.3 Outcome Measures

FIC will measure immediate training outcomes such as presentations of research at scientific

conferences and publication authorship as well as long-term career impact including involvement in
international health research.
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2.14 Objective Four: International Postdoctoral Research

The International Research Scientist Development awards (IRSDA) provide junior U.S. scientists
with an opportunity to embark on or enhance their careers in research related to global health, and
prepare them for independent research careers. The IRSDA is similar to other NIH career
development awards (K01s) but requires research in developing countries and two mentors—one in
the United States and the other in the developing country where research is being conducted. The
award supports salary, research expenses, and international travel, initially for up to 4 years, and is
renewable for up to 3 additional years.

Priority: High

Response to Public Comments: None of the public comments received directly relate to the FIC
mission in global health. However, several comments indicate the need to support more individuals
from underserved/underrepresented populations to pursue careers in health research. Therefore, FIC
incorporated specific minority postdoctoral recruitment and support for qualified candidates in the
IRSDA program.

2.14.1  Action Plan

FIC will make specific efforts to recruit junior scientists from underserved/underrepresented
populations and support qualified candidates to participate in the program for the length of the
program.

2.1.4.2 Performance Measures

FIC will measure its performance by monitoring its specific recruitment efforts, applicant success
rate, and training and career outcomes for health professionals from minority and other
underserved/underrepresented populations.

2.1.43  Outcome Measures

FIC will measure immediate training outcomes such as presentations of research at scientific
conferences and publication authorship as well as long-term career impact including involvement in

developing country research.

3.0 AREAS OF EMPHASIS IN COMMUNITY OUTREACH, INFORMATION
DISSEMINATION, AND PUBLIC HEALTH EDUCATION—N/A
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MISSION/VISION STATEMENT

The National Cancer Institute (NCI) conducts and supports research, training, health information
dissemination, and other programs to address the causes, diagnosis, prevention, and treatment of
cancer; rehabilitation from cancer; and the continuing care of cancer patients. The overarching goals
of the NCI to overcome health disparities are to understand the causes of cancer health disparities,
provide scientifically based evidence, support the development and implementation of effective and
sustainable intervention strategies to eliminate these disparities, participate in improving the delivery
of what we already know and all new cancer advances to all people, and inform policy- and decision-
makers of evidence-based policy strategies with potential to eliminate cancer health disparities.

STRATEGY FOR ADDRESSING HEALTH DISPARITIES

In the recently published “Annual Report to the Nation on the Status of Cancer, 1975-2001,” a
collaborative effort among the American Cancer Society (ACS), the Centers for Disease Control and
Prevention (CDC), the National Cancer Institute (NCI), and the North American Association of
Central Cancer Registries (NAACCR) to provide up-to-date information on cancer rates and trends in
the United States, it was reported that overall observed cancer incidence rates dropped 0.5 percent per
year from 1991 to 2001. Death rates from all cancers combined dropped 1.1 percent per year from
1993 to 2001. According to the report’s authors, the new data reflect progress in prevention, early
detection, and treatment.

However, the report also highlights very disturbing data related to minority populations—namely,
that there are wide variations in survival associated with race and ethnicity. Black men were at
higher risk of dying of 12 cancers compared to White men, with the increased risk ranging from

9 percent (lung cancer) to a high of 67 percent (cancer of the oral cavity). Black women experienced
higher risks of death from 12 cancers, with the increase ranging from 7 percent (lung cancer) to 82
percent (cancer of the corpus uterus and melanoma). Additionally, non-Hispanic White and
Asian/Pacific Islander (API) patients tended to have higher survival rates than other racial and ethnic
groups (except for patients with brain cancer and leukemia).

Those populations at higher risk of death from cancer are significantly more likely than the overall
U.S. population to:

e Be diagnosed with and die from preventable cancers.

e Be diagnosed with late-stage disease for cancers detectable at an early stage by screening.

e Receive either no treatment or treatment that does not meet currently accepted standards of care.
e Die of cancers that are generally curable.

e Suffer from terminal cancers in the absence of adequate pain control and other palliative care.

Many NCI-supported cancer research advances have improved survival and quality of life for many
people. However, not all people have benefited equally from these research advances. Without
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doubt, if all populations were to have timely access to currently available medical approaches and
information for prevention, early detection, and treatment of cancer, we would see a nearly
immediate reduction in cancer incidence and mortality. Access to screening, early detection, and
follow-up treatment for all populations for certain cancers, such as cervical and colorectal cancers,
could immediately improve cancer outcomes. Survival rates for some cancers, such as breast cancer,
could be increased if all populations had access to regular screening to detect early, more treatable
tumors.

The 2015 Challenge Goal to Eliminate Suffering and Death Due to Cancer

Many of our greatest opportunities for reaching NCI’s goal to eliminate suffering and death due to
cancer by the year 2015 can be found in efforts to overcome cancer health disparities. NCI has
highlighted overcoming cancer health disparities as one of the seven major strategic initiatives
leading to improvements in survival and quality of life for all people.

Cancer research advances, particularly over the past decade, have increased our understanding of the
cancer disease process and its various stages of development, even at the earliest stages of
susceptibility when environmental exposures such as tobacco and other carcinogens or aging increase
our susceptibility to developing cancer and other life-threatening diseases. From the period of
susceptibility, we know that this process continues to a point where we actually develop cancer—a
malignant transformation—and this malignancy continues to evolve, grow, and develop to the point
where it is large enough to be detected and diagnosed as clinical cancer. The malignancy process
then continues to the point where clinical cancer progresses, spreads, and metastasizes, ultimately
taking the individual’s life.

Pre-empting this disease process is critical to an individual’s survival. NCI is examining all the steps
that are associated with the process in the development of cancer and examining ways to intervene in
that process in multiple places and in multiple ways to preempt its development. Currently, we can
pre-empt cancer by preventing it from occurring in the first place or by detecting it earlier, where we
already have weapons available to eliminate it. By continuing to discover and develop innovative
mechanistic interventions that will enable us to detect the disease, and to be able to predict, to treat, to
eliminate, or to modulate the disease, we can have a significant impact on the ultimate outcome of
what we see as the incredible burden of cancer today, where one patient every minute is dying as a
result of the disease, many from minority populations.

Discovery and development of such research efforts are vital to eliminating suffering and death due
to cancer. However, what the latest surveillance data highlight—a disproportionate burden of cancer
in minority and underserved populations —underscores the immediate need to address the “gaps in
delivery” of our current cancer research advances to these populations. We must urgently address the
“gaps in delivery” to remove access barriers to timely and effective cancer care and education for
everyone who is in need.
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NCI is committed to substantial investments and initiatives across the entire spectrum of research,
from discovery through development to delivery. However, NCI embraces the most immediate and
critical need to deliver all that we currently know across the cancer continuum to all people in this
Nation—from cancer prevention, diagnosis, and treatment through survival and improvements in
quality of life. Without this deliberate focus, needless suffering and death from cancer, particularly
in minority, poor, and other underserved communities, will continue to be exacerbated. This “gap” in
our delivery enterprise is a key determinant of cancer health disparities and constitutes a moral and
ethical dilemma for this Nation.

NCI is limited in what it can accomplish with respect to the delivery of cancer care services.
However, the Institute recognizes that it must play a central role in developing a broad range of
partnerships and collaborations, both public and private, to aid in closing the delivery gap. Of
particular note is the central role NCI played in the development of the Report of the Trans-HHS
Cancer Health Disparities Progress Review Group, published in January 2004. This Report consists
of 14 priority recommendations that constitute a Call to Action for the Department of Health and
Human Services (HHS) to lead the Nation in eliminating cancer health disparities. NCI is committed
to participating fully in this Call to Action.

RESEARCH

NCI will continue to conduct and support research to examine the inequalities in cancer and the
social, cultural, environmental, biological, and behavioral determinants of cancer; the interactions
among them; and the mechanisms by which they contribute to disparities in early detection, cancer
care, prevention, and quality of care. Further, NCI will continue to support initiatives to develop
sustainable interventions, and identify priority areas for future policy development to ameliorate
cancer health disparities. To direct the implementation and coordination of these activities, support
NCI health disparities research opportunities, conduct activities to better understand the causes of
disparities, and conduct health policy research to recommend alternatives to integrate research
advances into health services aimed at reducing or eliminating disparities, NCI established the Center
to Reduce Cancer Health Disparities (CRCHD) in 2001.

NCI will continue to strengthen and expand many ongoing activities and establish new initiatives
aimed at reducing and ultimately eliminating cancer health disparities. Some initiatives may overlap
or interface with more than one of the categories listed below. For example, an initiative may
provide infrastructure for conducting clinical trials aimed at developing new or improved approaches
to research in treating cancer. Moreover, improving participation in these trials by ethnic and racial
minorities may require communication/outreach activities and additional research to understand how
best to engage in effective communication, education, and outreach.

Recognizing that such overlaps may exist, this Plan outlines objectives within the following
categories: expanding research, building research capacity and infrastructure, and expanding
community outreach, information dissemination, and public health education to impact on the
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elimination of cancer health disparities. Collaborations and partnerships with federal, state, and local
decision makers can facilitate the development and adoption of policies to eliminate barriers to health
care access, and improve access to quality health education and to prevention strategies that lower the
risk of cancer. Information needs to be provided in culturally competent formats. Communities,
caregivers, and researchers must form strong collaborations in developing these formats and
exploring creative solutions to address the problem of disparities in their communities. This cross-
fertilization of ideas will provide a greater opportunity to develop programs that can achieve effective
results in overcoming cancer health disparities.

NCI has developed and will pursue a research framework that builds upon the growing evidence that
socioeconomic, cultural, health care provider, institutional, and environmental factors contribute
substantially to cancer-related health disparities. The elements that influence health disparities are
complex, and their interactions are largely unknown. Although health disparities have been framed
historically in the context of racial and ethnic disease differences, and racial and ethnic classifications
always have been socially and politically determined and have no legitimate place in biological
science, there is mounting evidence that race and ethnicity should be used as a measure of social
injustice. There is broad agreement among experts that racism, born of racial and ethnic
classifications, is rooted in the erroneous concept of biological superiority and is a part of the cultural
framework of societal, institutional, and civilizational values that continues to shape scientific
thought. The power of scientific discovery must be used to elucidate the meaning and effect of the
human circumstances in which differential disease burdens occur.

RESEARCH CAPACITY AND INFRASTRUCTURE

Training and career development for the next generation of scientists remains one of our most
important challenges. Our success will depend upon our ability to move beyond traditional
educational and research cultures, overcome health financing constraints, and address socioeconomic
inequities that have proven to be barriers to progress in the past. The theme for the future is to train
scientists to work on problems as integrated, multidisciplinary teams.

To meet these challenges, we must continue to promote diversity in cancer research, and to
implement outreach, training, and career development strategies to address a number of crucial issues
related to cancer health disparities across the cancer research continuum. In keeping with National
Institutes of Health (NIH) policy, NCI expects that these efforts will lead to:

the recruitment of the most talented researchers from all groups;

an improvement in the quality of the outreach, training, and educational environment;

a balanced perspective in the determination of research priorities;

an improved capacity to recruit subjects from diverse backgrounds into clinical research
protocols; and

e an improved capacity to address and eliminate cancer health disparities.
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In addition to developing targeted approaches to reach these goals, NCI is providing training for new
scientists focused on health disparities through the Cancer Prevention Fellowship Program, the
Community Networks to Reduce Cancer Disparities, and the Minority Institution/Cancer Center
Partnership Program. A variety of individual and institutional training and career development
awards are being employed to meet the needs of new and established investigators and NCI’s
anticipated research priorities. Special programs have focused increased resources on career tracks
for physicians in cancer research, behavioral and population scientists, minority scientists, and
scientists in highly technical fields important to the future of cancer research. Education programs
for health practitioners and the public are being more effectively integrated and made accessible
through improved national networking and exploitation of informatics technologies.

COMMUNITY OUTREACH, INFORMATION DISSEMINATION, PUBLIC HEALTH
EDUCATION

To maximize the effectiveness of all our communications efforts to eliminate barriers to quality
education and information resources, and to support communications research, planning,
implementation, and evaluation, NCI continues to take steps to collect, more effectively analyze, and
disseminate critical information about the communication needs of various audience groups.

To build on our progress in refining health communication theories and interventions, we must close
major gaps in our understanding of how people access and use health information. We must:

e Provide accurate and balanced information about all areas of cancer prevention, diagnosis,
treatment, and care, including complementary and alternative therapies to all.

e Learn how to help all people distinguish important health risks from insignificant ones and make
informed choices despite exposure to contradictory or inaccurate health messages.

e Inform physicians, nurses, and other health care providers from all segments of the population of
emerging best practices, help them become more effective communicators, and integrate cancer
communications into all aspects of cancer care.

e Find and implement the best ways to disseminate research results to the cancer research
community, medical practitioners, patients, at-risk persons, and the public in all segments of the
population.

e Increase patient access to and participation in high-quality clinical trials to speed the pace of
discovery.

e Expand the cadre of health communications scientists and practitioners from all segments of the
population who conduct research and apply results.

Through these efforts, NCI will remove the access barriers to effective, quality, and culturally
appropriate cancer health information services. NCI is committed to reducing and ultimately
eliminating cancer-related health disparities, and we are convinced that health communications
research and health communications activities are critical to meeting this goal.
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1.0 AREAS OF EMPHASIS IN RESEARCH
1.1 Area of Emphasis One

Improve cancer-related health outcomes, especially in high-risk populations, by accelerating research
in prevention, cancer control, and surveillance.

1.1.1 Objective One

Support the Centers for Population Health and Health Disparities (CPHHD) to conduct
transdisciplinary multi-level, integrated research to elucidate the complex interactions of the social
and physical environment, mediating behavioral factors, and biologic pathways that determine health
and disease in populations, leading to an understanding and reduction of health disparities.

1111 Action Plan

Stimulate trans-disciplinary population-based research to understand the causes of health disparities
in cancer outcomes, access, and care to develop knowledge to reduce and eliminate health disparities
in cancer. Resulting from collaboration among the NCI, the National Institute of Environmental
Health Sciences (NIEHS), the National Institute on Aging (NIA), and the Office of Behavioral and
Social Sciences Research (OBSSR), this program supports a network of eight centers working to
understand the complexity of health disparities rather than single-factor relationships. Employing a
community-based participatory research approach, these Centers engage and include community
stakeholders in the planning and implementation of health research. This initiative employs NIH’s
most advanced and innovative population science to address the problem of health disparities.

1.1.1.2 Performance Measures

e Advance understanding of the development and progression of disease.

e Develop new or improved approaches for preventing, detecting, diagnosing, or delaying the onset
or progression of disease and disability.

e Develop new or improved approaches to treating disease and disability.

e Advance the understanding of the social and environmental determinants of cancer and the
psychosocial, behavioral, and biologic factors that mediate them.

e Develop, apply, and evaluate interventions to improve cancer outcomes and reduce outcome
disparities.

e Expand existing epidemiological studies and conduct new studies to evaluate factors influencing
participation by specific populations in cancer epidemiological studies.

e Disseminate health promotion and disease prevention interventions to the research and provider
communities.
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1.1.1.3 Outcome Measures

e Development of a population-based research approach to health disparities that links multiple
levels of analysis (ranging from social to biological).

e Development of a network of trans-disciplinary collaborators to research health disparities in
cancer.

e Inclusion of community stakeholders in research on health disparities in cancer by employing a
community-based participatory approach.

e Number of publications, presentations, and awards for projects that examine determinants of
cancer health disparities.

e Number of new grants, contracts, and intramural projects for fundamental cancer control and
population research directed toward minority and underserved populations.

1.1.2 Objective Two

Establish the Community Networks to Reduce Cancer Disparities program to raise awareness
activities in vulnerable populations to a new level of effectiveness in reducing cancer disparities by
conducting community-based education, training, and research among racial minorities—African
Americans, Hispanics, Asians, Pacific Islanders, and Native Americans/Alaska Natives—as well as
Appalachian, rural, and other underserved populations. The goals of this program are to build on
community-based awareness activities by significantly improving access to and utilization of
beneficial cancer interventions in target communities, thereby closing the delivery gap and reducing
cancer disparities among vulnerable populations.

1.1.2.1  Action Plan
Three phases:

Phase 1. Develop and increase capacity building to support community education, research,
and training to reduce cancer disparities (Years 1-5). (1.1) Develop a core organizational
infrastructure in the first year, including establishing and training Community Networks staff.

(1.2) Create partnerships with communities experiencing cancer disparities and organizations
that can aid in reducing cancer disparities. (For example, create partnerships with communities
experiencing cancer disparities, with primary and secondary prevention centers and cancer diagnosis
and treatment facilities that serve the community, and with government and non-government
organizations that can assist in reducing cancer disparities.) (1.3) Form at least four collaborations
with NCI Centers/Divisions/Offices to support other NCI efforts to reduce cancer disparities.
(That is, collaborate on at least four projects with NCI Centers/Divisions/Offices on their efforts to
reduce cancer disparities, such as recruiting to clinical studies and clinical trials and working with the
Cancer Information Service.) (1.4) Increase utilization of beneficial interventions to reduce
disparities in the community. (Develop and implement community-based activities to reduce
cancer disparities; activities should focus on cancer education and on increasing participation in
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primary and secondary prevention programs, such as smoking cessation, screening and early
detection, and associated activities that reduce disparities.) (1.5) Leverage Community Networks
activity by obtaining non-CRCHD funding for community-based education and training
activities directed at reducing cancer disparities. (Active pursuit of non-CRCHD _funding should
also begin as a source of sustainability of the Community Networks program.)

Phase 11. Develop community-based research and training programs to reduce cancer
disparities (Years 2-5). Within Phase 1, objectives are to: (2.1) Develop cancer disparities
research that focuses on the spectrum of research issues necessary to reduce cancer disparities,
with emphasis on developing interventions that can be used in and by the community. (Research may
include, but is not limited to, identification of cancer disparities among subpopulation racial
minorities and underserved groups; determination of factors that prevent/inhibit access to and
utilization of primary and secondary prevention centers and cancer diagnosis and treatment facilities;
development of effective interventions to overcome access and/or utilization barriers; and assessment
of effectiveness of policy issues that may influence reducing cancer disparities.) (2.2) Train
researchers, particularly those from racial/ethnic minority and underserved populations, in
community-based intervention research to reduce cancer disparities. (These researchers should
design and implement pilot research projects addressing community-based cancer disparities issues
and knowledge and research gaps.) (2.3) Develop pilot projects in community-based research.
(Create 1-year pilot projects to address research issues in cancer disparities research.)

Phase 111. Establish credibility and sustainability of the Community Networks program (Years
4-5). Within Phase 111, objectives are to: (3.1) Reduce cancer disparities at the local level. (In the
short term, this involves increasing participation in primary and secondary prevention activities; in
the longer term, this may reflect changes in stage distribution of cancers. Also, Community
Networks should provide information on efficacious interventions so that these interventions can be
implemented and used by other communities with disparities. Efforts should be made to transport
successful programs to other communities with cancer disparities.) (3.2) Obtain funding for
research proposals (such as R01, R03, and K awards) that address issues directly related to reducing
cancer disparities that have been identified from pilot projects and other community-based research
activities. (3.3) Provide evidence-based information for reducing disparities to decision- and
policymakers at the local, state, and federal levels. (The Community Networks will inform
decision- and policymakers about community-based disparities research that can reduce disparities in
their communities. For example, they can provide local leaders with information on efficacious
community interventions that increase participation in early detection procedures. This evidence-
based information should be published and presented in a variety of media formats to inform local,
state and federal officials.)

1.1.2.2 Performance Measures

e Develop an infrastructure for community-based education, research, and training directed toward
reducing cancer disparities.
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e Develop effective partnerships with communities experiencing disparities, primary and secondary
prevention facilities, and groups that can aid in reducing disparities.

e Develop strong collaborations with other NCI Centers/Divisions/Offices.

e Conduct community-based research that develops interventions to reduce cancer disparities.

e Develop effective information dissemination networks to inform decision- and policymakers
about successful ways to reduce cancer disparities.

¢ Identify and examine relevant factors related to reducing disparities, as collaboratively defined by
grantees.

1.1.2.3 Outcome Measures

e Measurable increases in community participation in primary and secondary prevention activities.

e Number of quality pilot projects submitted and funded to conduct community-based research on
cancer disparities or assess health policies and their impact on reducing cancer disparities.

e Number of new research investigators trained in health disparities research, with an emphasis on
training researchers from minority/underserved communities.

e Number of peer-reviewed publications that deal with cancer disparities research developed from
the Community Networks Program.

e Amount of non-CRCHD program funding leveraged for community-based activities to reduce
disparities.

e Evidence of raised awareness activities in vulnerable populations to reduce cancer disparities
among racial minorities—African Americans, Hispanics, Asians, Pacific Islanders, and Native
Americans/Alaska Natives—as well as Appalachian, rural, and other underserved populations.

e Measurable impact of program activities on achieving reductions in cancer disparities in the target
communities (specific reduction metrics to be defined in collaboration with grantees).

1.1.3 Objective Three

Enhance surveillance activities to create up-to-date statistical and analytical measures and improve
the ways we apply the data.

1.1.31 Action Plan

Strengthen the NCI Surveillance Research Program, support activities within the NCI Applied
Research Program, and support the Cancer Care Outcomes Research and Surveillance Consortium
(CanCORY) to better define subpopulations and to analyze disparities in the delivery of quality
cancer care.

Through the Cancer Surveillance, Epidemiology, and End Results (SEER) program, track ethnic and
racial minorities and rural and low socioeconomic status (SES) populations by registering every
cancer diagnosed and collect data on patient demographics, site/type, first course of treatment, stage,
and follow-up, as well as cancer survival.
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Provide population-based data for studying quality of care of cancer patients and for ecologic studies
of emerging trends in cancer rates and status.

1.1.3.2 Performance Measures

e Strengthen a national consortium of competitively selected research teams focusing on colorectal
and lung cancers to collaborate on large observational cohort studies of newly diagnosed cancer
patients.

e Examine factors, such as the clinical and non-clinical characteristics of patients; provider
knowledge, attitudes, and practices; and health system factors that also may be related to quality
of cancer care.

e Continue to strengthen the collection and dissemination of information on changing U.S. cancer
trends.

e Continue support for new population-based registries in areas populated by minorities and
medically underserved groups through the system of cancer registries collecting and reporting
data in the multiple states and geographic areas.

e Continue support for the Alaska Native Tumor Registry and collection of data on American
Indians.

e Continue to extend coverage for population groups experiencing the greatest disparities.

1.1.3.3 Outcome Measures

e Measurable increases in patient and provider knowledge and modifications of attitudes and
practices.

e Evidence of appropriate linkages to Medicare data for studies of treatment and outcome and the
National Longitudinal Mortality Study for studies of long-term trends by socioeconomic levels.

e Standards set for data collection and reporting, publication of poolable data from such registries,
and development of training workshops as part of the process of disseminating technical
assistance to registries outside of SEER.

e Number of new grants, contracts, and intramural projects to examine issues related to
epidemiological studies with specific populations.

114 Objective Four

Support cancer research efforts in the Pacific Rim and U.S. territories

1.1.41  Action Plan

e Create a community-based team that can articulate the cancer health needs of indigenous people
living in these jurisdictions.

e Move to strengthen and sustain community capacity.
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e Include community members in the programs and services of the NCI and NIH that address those
needs.

1.1.4.2 Performance Measures

e Improve the quality of life of these populations, which may be underserved.

Institutionalize a mechanism to address issues.

Improve data collection and analysis.

Ensure access.

Protect civil rights and equal opportunity.

Strengthen and sustain community capacity.

Recognize and include communities in programs and services

e Establish a viable organizational unit that is capable of successfully competing for funding to
address the cancer research and health needs of the community as well as other health conditions
and diseases.

e Work to establish representation on NCI Advisory committees (e.g., the National Cancer
Advisory Board, the Board of Scientific Advisors).

e Develop programs that are based on region-specific cancer health issues and the daily
circumstances faced by people in these jurisdictions.

e Translate data and other information to help the community set the agenda for strategic action to
begin addressing the cancer needs of these populations.

e Implement a network of individuals and partnering organizations to provide sustained support and
a continuum of effective interventions over an indefinite number of years.

e Demonstrate the abilities of indigenous/native researchers to plan, develop, and conduct research
projects within their own communities.

@]
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1.1.4.3 Outcome Measures

e Number of patients referred for screening and follow-up.

e Number of organizations working collaboratively to support programs to address the issues of
indigenous peoples.

e Number of publications highlighting cancer surveillance and control issues in these jurisdictions.

e Number of community representatives on boards and committees related to health conditions and
cancer.

e Measurable improvements in community capacity and infrastructure to address cancer problems
of indigenous peoples.

1.15 Objective Five

Develop human papillomavirus (HPV) testing to improve cervical cancer screening in underserved
populations.
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1.15.1 Action Plan

The paradigm shift from cytology to HPV testing is well underway based on market forces in wealthy
settings, because of the greater sensitivity of HPV testing. Nonetheless, currently marketed HPV
DNA tests require a clinician-obtained cervical specimen, repeated clinic visits, and substantial cost.
At NCI, we feel that the promise of HPV testing is still untapped; we need to make sure that the tools
we helped develop actually help the underserved women we are targeting (rather than adding more
costs for already well-screened women). The NCI has played a major intellectual and financial role
(including investments of many tens of millions of dollars) in the validation of HPV testing. We are
strongly committed to making HPV-test methods available to the public sector to promote maximal
use of accurate cervical screening. We believe that two new strategies can realistically address
problems of access: (1) Improved self-sampling at home; and (2) inexpensive, rapid testing
permitting same-day management in the clinic. The technical feasibilities of both approaches are
already evident. We wish to study the success of field implementation.

1.1.5.2 Performance Measures

e Development of self-sampling “kits” with postage-paid, pre-addressed packaging that could be
distributed to women age 30 and older through the mail, at the pharmacy, or at common gathering
locations such as churches or town meeting places.

e Development of rapid, low-cost HPV and cervical cancer biomarker tests. Rapid low-cost tests
would permit same-day clinical management and reduce loss to follow-up. These tests would be
useful for mobile clinics and providers serving transient populations.

1.1.5.3 Outcome Measures

e Validation of the ability of self-sampling “kits” to be sensitive as clinical tests.
e Development of rapid, low-cost HPV cervical cancer biomarker tests.

1.2 Area of Emphasis Two

Establish an integrated clinical trials system to accelerate intervention development and ensure that
interventions are efficiently and seamlessly incorporated into the standard of care for all populations.

1.2.1 Objective One: Increase Minority Accrual to Cancer-Related Clinical Trials
1.2.1.1  Action Plan

Increase minority accrual to its clinical trials by partnering with the National Institute of Arthritis and
Musculoskeletal and Skin Diseases (NIAMS) and their Community Health Center facility in the
Shaw/Cardozo area of the District of Columbia to develop an NCI community-based site for patient
screening, evaluation and enrollment into the Center for Cancer Research (CCR) protocols.
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Develop partnerships in minority communities to find innovative and effective ways to remove
barriers to clinical trials. These barriers include:

e Long-standing fear, apprehension, and skepticism among some minority populations about
medical research because of abuses that have happened in the past (e.g., the legacy of the
Tuskegee syphilis study). Among these populations, there is often widespread fear and distrust of
the medical care system as a result of discrimination, indifference, and disrespect. Many feel that
they do not want to give up rights or lose power to be “experimented on.” Others may be
skeptical about the quality of care that would be provided in a clinical trial. Some may find that
trial recruitment strategies are not sensitive to their needs.

e Doctors may not mention clinical trials as an option for cancer care. As noted above, many
physicians do not refer people to clinical trials. However, some physicians may avoid suggesting
a clinical trial to people who belong to racial or ethnic minorities out of concern that they would
seem insensitive. Moreover, some physicians may inadvertently discriminate against older
people or those from certain ethnic or cultural backgrounds.

e People from various cultural or ethnic backgrounds may hold values and beliefs that may
be different than those of Western medicine. Many people have a cultural belief that Western
medicine cannot address their health concerns. Different ethnic and cultural views of health and
disease (e.g., fatalism; family decisions about treatment; use of “traditional healers,” prayer, or
herbal medicines; or use of complementary/alternative health practices) may make clinical trials a
less attractive treatment option. For prevention trials, many may feel that the risk of a potential
disease and its consequences may be less important than meeting daily needs.

e Language or literacy barriers may make it difficult for some people to understand and consider
participating in clinical trials. The complexity of forms, including informed consent documents,
also may be a barrier to those considering participation in a clinical trial. Translation can also be
difficult if the person translating information has not had specialized training.

e Cost barriers and additional access problems confront many people. Depending on where
they live or their access to transportation, people may have difficulty getting back and forth from
a clinical trial site. Those with low incomes may find it difficult to take time off work or find
appropriate childcare. Other barriers, such as a lack of health insurance or a source of health care,
clearly present difficulties in accessing trials.

1.21.2 Performance Measures

e Partner with the local community in providing access to state-of-the-art clinical care and research
to underserved populations in the Washington, DC, area and educate providers and fellows in
minority cancer care. Increase the participation of racial and ethnic minorities in clinical trials at
the NCI Center for Cancer Research.

e Continue to expand access to NCI clinical trials to more oncologists around the country to allow
cancer patients anywhere in the United States to participate more easily in advanced (Phase I11)
treatment trials.
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e Develop community partnerships to address community concerns regarding clinical trials and
develop effective ways to eliminate these barriers.

1.2.1.3 Outcome Measures

e Increased participation of minorities in Center for Cancer Research clinical trials.

e Improvements in our ability to diagnose and treat breast and prostate cancers in the minority
population.

e Measurable improvements in survival rates from cancer among minority populations.

1.2.2 Objective Two: Support the Cancer Disparities Research Partnership Program
1.2.2.1  Action Plan

Continue support for the Cooperative Planning Grant for Cancer Disparities Research Partnership
Program, a cooperative initiative that supports institutions that provide radiation oncology care to a
disproportionate number of populations experiencing cancer-related health disparities but
traditionally have never been significant participants in the NCI/NIH clinical research trials
enterprise.

1.2.2.2 Performance Measures

e Support the planning, development and conduct of radiation oncology clinical research trials in
medically underserved, low-income, ethnic, and minority populations and support the planning,
development, and implementation of partnerships.

e Increase early access to the health care system for patients diagnosed in the advanced stages of
disease.

1.2.2.3 Outcome Measures

e Measurable improvements in survival and reduction in mortality among populations experiencing
excess mortality from cancer.
e Removal of barriers to timely and adequate cancer care for all cancer patients.

123 Objective Three: Support the Minority-Based Community Clinical Oncology
Program (MBCCOP)

1.2.31 Action Plan

Continue support for the Minority-Based Community Clinical Oncology Program (MBCCOP)
concept, which seeks to strengthen the MBCCOP by: (1) linking community cancer specialists,
primary care physicians, and other health care professionals to NCI’s Cooperative Groups and Cancer
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Centers to conduct NCl-approved cancer treatment and cancer prevention and control clinical trials;
(2) expanding and strengthening the cancer prevention and control research effort; (3) utilizing the
MBCCOP network for conducting NCI-assisted cancer prevention and control research; and (4)
evaluating on a continuing basis MBCCOP performance and its impact in the community.

1.2.3.2 Performance Measures

e Bring the advantages of state-of-the-art cancer treatment and prevention and control research to
minority individuals in their own communities.

e Involve communities in cancer prevention and control research and investigate the impact of
cancer therapy and control advances in community medical practices.

e Increase the involvement of primary care providers and other specialists in cancer treatment and
prevention research.

e Facilitate wider community participation among racial/ethnic minorities, women, and other
underserved populations. Provide an operational base for extending cancer control in minority
populations.

e Evaluate CCOP impact in the community.

e Bring the advantages of state-of-the-art cancer treatment, prevention, and control research to
minority individuals in their own communities.

e Increase the involvement of primary health care providers and specialists with the Minority
CCOP investigators, providing an opportunity for education and exchange of information.

e Enter participants into NCl-approved cancer treatment and prevention and control clinical trials.

1.2.3.3 Outcome Measures

e Measurable increases in survival among minority populations through improved treatment for
lung and colorectal cancers.

e Measurable improvements in survival and reduction in mortality among populations experiencing
excess mortality from cancer.

1.3 Area of Emphasis Three
Examine the effect that factors such as social position, economic status, cultural beliefs and practices,
and environmental exposures have on cancer risk, and develop and evaluate interventions to counter

the effects of the numerous and complex variables that cause and contribute to cancer health
disparities in U.S. populations.
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13.1 Objective One: Develop and Evaluate the Patient Navigator Research Program
(PNRP)

The purpose of the Patient Navigation Research Program (PNRP) is to develop an intervention to
reduce the time to delivery of standard cancer care services—non-cancer resolution or cancer
diagnosis and treatment—after identifying a suspicious finding for cancer.

1.3.11 Action Plan

The patient navigator program will assist patients and their families through the cancer care
continuum. Examples of navigation services may including: arranging various forms of financial
support, arranging for transportation to and childcare during scheduled diagnosis and treatment
appointments, identifying and scheduling appointments with culturally sensitive caregivers,
coordinating care among providers, arranging for translation/interpretation services, ensuring
coordination of services among medical personnel, ensuring that medical records are available at
each scheduled appointment, and other services to overcome access barriers encountered during the
cancer care process. The patient navigator will link patients and families with appropriate follow-up
services.

1.3.1.2 Performance Measures

e Improve NCI’s knowledge and understanding of how to best support racial/ethnic minorities,
people of lower SES, residents of rural areas, and other underserved populations with cancer-
related abnormal screening findings in accessing and navigating the cancer care system.

e Assess the impact of patient navigators on the timely provision of quality standard care and
patients” adherence to standards of care.

e Elucidate characteristics of institutional and patient-related barriers to quality standard cancer
care.

e Encourage research collaborations and partnerships across cancer care delivery systems and
organizations (e.g., primary care facilities, community health centers, hospitals, and academic
centers).

1.3.1.3 Outcome Measures

e Improve access to and navigation of the cancer care system through timely provision of quality
standard care and patients’ adherence to standards of care.

e Elucidate characteristics of institutional and patient-related barriers to quality standard cancer
care.

e Obtain measurable improvements in survival and reduction in mortality among populations
experiencing excess mortality from cancer.
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1.3.2 Objective Two

Examine the effect that factors such as social position, economic status, cultural beliefs and practices,
and environmental exposures have on cancer risk by increasing fundamental research into the social
causes of health disparities, the psychosocial factors that mediate them, and the biologic pathways
that can explain their impact.

1.3.21 Action Plan

Examine gaps in knowledge and address questions emerging from Center-supported “think tanks.”
These “think tanks” will be composed of professionals who can provide the expertise, insights, and
guidance the Center needs to shed light on the complex set of issues related to cancer health
disparities. These groups conduct an in-depth analysis of a specific issue related to health disparities,
identify gaps in current knowledge, and recommend areas where further research is needed.

1.3.2.2 Performance Measures

e Develop a cadre of experts across multiple disciplines to examine specific issues that have been
implicated in a variety of research studies as possible causes, as key determinants, or as having
some linkage to the causes of cancer health disparities.

e Conduct workshops, think tank meetings, and open forums and lectures to examine and analyze
the breadth, complexity, and interplay of the issue(s) causing disparities, and recommend a course
of action to minimize, or where possible, eliminate the effects of these issues (e.g., poverty,
culture, social injustice) on populations experiencing cancer health disparities.

1.3.2.3 Outcome Measures

e Number of publications and reports emerging from these meetings.

e Number of recommendations that emerge from meetings that are designed to reduce cancer health
disparities.

e Number of publications from multiple disciplines addressing the complex issues causing cancer
health disparities.

e Number of funded programs developed to minimize the effects of causes/determinants of cancer
health disparities.

2.0 AREAS OF EMPHASIS IN RESEARCH CAPACITY
2.1 Area of Emphasis One
Expand quality programs to build a diverse cadre of competitive researchers in biomedical research

professions, and to address the need to develop a stronger cancer program in research and in health
disparities.
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2.1.1 Objective One: Support Network for Cancer Control Research Among American
Indian/Alaska Native (Al/AN) Populations

2111 Action Plan

The Network for Cancer Control Research among Al/AN populations is designed to build capacity of
AI/AN cancer researchers who work with native populations. This program trains young
investigators to carry out well-designed cancer prevention and control studies and establishes a
network of mentors.

21.1.2 Performance Measures

e Improve community links to the NCI, the Cancer Information Service, and the ACS.

e Increase the number of AI/AN researchers, scientists, and medical students involved in cancer
control activities in AI/AN communities.

e Develop, implement, and assess cancer education among AI/AN community workers and their
health care providers.

e Strengthen collaborations of AI/AN communities with NCI.

e Increase the number of AlI/AN patients in clinical trials (prevention, screening, treatment, and
supportive care)

e Maintain the Native Researchers’ Cancer Control Training Program, a supplement to support pre-
and postdoctoral research work for Cancer Control Research.

e Maintain the Native CIRCLE (Cancer Information Resource Center and Learning Exchange) for

individuals involved in the education, care, and treatment of AI/AN groups under experienced

mentors.

Continue to establish mentor/student relationships.

Continue to develop, test, and disseminate culturally appropriate materials.

Continue to support biennial national conferences on “Cancer in Indian Country.”

Continue to develop evidence-based information and materials for individuals involved in the

education, care, and treatment of AI/AN populations.

2.1.1.3 Outcome Measures

e Number of educational programs and campaigns.

e Number of community members and amount of minority representation on advisory boards.

e Number of new research and community collaborations.

e Number of new resources distributed to the community.

e Number of minority patients seeking access to clinical trials.

e Number of successfully trained physicians and scientists from health disparity populations in
clinical and academic medicine.
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e Number of newly developed and funded research studies.
e Number of new successful cancer control training techniques.

2.2.2 Objective Two

Create a pipeline to a competitive career in cancer research by continuing support for Continuing
Umbrella of Research Experience (CURE) and the Science Enrichment Program (SEP) designed to
attract young high school students into science and public health careers.

2.2.2.1 Action Plan

The CURE philosophy of research training and career development builds on the success of the
Research Supplements to Promote Diversity in Health-Related Research (PA 05-015) (formerly the
Research Supplement for Underrepresented Minorities) and strategically addresses each level of the
biomedical research and educational pipeline to: (A) increase the pool of underrepresented
populations including minority candidates; (B) emphasize scientific areas of greatest need; and (C)
expand and extend the period of training and career development. CURE has become a multi-year,
multi-institutional educational and research continuum from high school to the first professional
appointment.

2.2.2.2 Performance Measures

e Recruit, train, and sustain underserved individuals in cancer research and provide partnership
opportunities for training and career development.

2.2.2.3 Outcome Measures

e Increases in the pool of underrepresented candidates, such as individuals from racial or ethnic
groups and other underserved groups that have been determined by the grantee institution to be
underrepresented in cancer-related biomedical, behavioral, clinical, or social sciences research
(often based on regional profiles).

e Increased emphasis on scientific areas of greatest need

e Measurable expansion and extension of training and career development for minority individuals.

e Number of students entering biomedical, health care, or public health careers.

2.2.3 Objective Three
Support Minority Institutions/Cancer Center Partnerships (MI/CCP) The goal of these grants is to

initiate and develop collaborations between researchers from minority-serving institutions (MSI) and
Cancer Centers.
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2.2.3.1 Action Plan

Continue to implement the MI/CCP program initiated in April 2000 as a collaboration between NCI
and the National Center for Minority Health and Health Disparities (NCMHD) focused on developing
comprehensive partnerships between NCI-designated Cancer Centers and institutions at which
students from groups that are underrepresented in biomedical sciences comprise a significant
proportion of the enrollment, as indicated by designation by the U.S. Department of Education as
MSIs. MSis are defined as institutions in which students of racial and ethnic minority groups that are
underrepresented in the biomedical sciences comprise a significant proportion of the enrollment, and
have a track record of commitment to racial and ethnic minority faculty, students, and investigators.
These partnerships between MSIs and NCI-designated Cancer Centers are designed to increase
cancer research capabilities at the MSls, and to build and stabilize collaborative and independent
research in cancer and cancer health disparities as well as develop and sustain other related activities
focused on the disproportionate incidence, mortality, and morbidity of cancer among populations that
are experiencing an excess burden from cancer and that reside in the region of the Cancer Center and
are served by the MSI.

The aims of these partnerships are: (1) to provide cancer research training and education to qualified
underrepresented students and investigators to strengthen diversity in the cancer research professions
and to encourage recruitment of the most talented researchers to pursue careers in research in cancer
and cancer health disparities; (2) to improve the quality of the outreach, training, and educational
environment for cancer research at the partnering institutions; (3) to improve the ability to recruit
subjects from diverse backgrounds into clinical research protocols; and (4) to strengthen the National
Cancer Program by broadening the perspective of the cancer research community in setting cancer
research priorities and improving the Nation’s capacity to address and eliminate health disparities.

2.2.3.2 Performance Measures

e Increase formal arrangements between the partnering institutions.

e Build and stabilize independent and collaborative, competitive research and research training
projects and programs in institutions that serve populations experiencing disparities in cancer.

e Create stable and long-term collaborative relationships between MSIs and NCI-designated Cancer
Centers or groups of Centers in the areas of outreach, research training and career development,
education, and cancer research that increase emphasis on problems and issues relevant to cancer
research and research to develop an understanding of the causes of cancer health disparities and
potential solutions to eliminate these disparities.

2.2.3.3 Outcome Measures

e Increase research capacity in cancer across diverse institutions including Historically Black
Colleges and Universities (HBCUs) and other MSils.
e Increase cancer outreach and education programs.
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e Increase collaborative projects on the cancer continuum directed to communities experiencing
cancer health disparities.

e Increase the number of trained scientists from underrepresented populations.

e Increase the number of activities that penetrate and have greater effectiveness to benefit
communities experiencing cancer health disparities.

3.0 AREAS OF EMPHASIS IN COMMUNITY OUTREACH, INFORMATION
DISSEMINATION, AND PUBLIC HEALTH EDUCATION

3.1 Area of Emphasis One

Increase access to and use of cancer communications by all populations, especially underserved
populations.

311 Objective One: Continue Support for the Cancer Information Service (CIS)

The CIS will continue to routinely disseminate the latest NCI cancer information and initiate cancer
education projects that focus on diet and nutrition, cancer screening for cancers prevalent in minority
populations, and clinical trials. The CIS is a national information and education network that
operates a toll-free telephone service (1-800-4-CANCER) to provide to callers the most recent
scientific information in understandable language in both English and Spanish.

Two-thirds of CIS partners focus on reaching minority audiences, including African Americans,
Hispanics, American Indians, Asian Americans, Native Hawaiians, and Alaska Natives. More than
three-quarters of CIS partners strive to reach medically underserved audiences—(including older
Americans and individuals living in communities lacking adequate health services or experiencing
language, educational, financial, or transportation barriers). Strengthened by its regional structure,
the CIS focuses on the distinct needs in each community to provide a service tailored to culturally
diverse populations throughout the Nation.

The CIS shares resources on cancer programs and services in communities across the country and
helps bring cancer information to people who do not traditionally seek health information or who
may have difficulties doing so because of educational, financial, cultural, or language barriers;
provides expertise to organizations to help strengthen their ability to inform people they serve about
cancer; and links organizations with similar goals and helps them plan and evaluate programs,
develop coalitions, conduct training on cancer-related topics, and use NCI resources.

3.1.1.1 Action Plan

Work with the Community Networks program and other NCI community programs at minority
institutions to develop effective communications techniques and materials to reach populations
experiencing cancer health disparities.
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3.1.1.2 Performance Measures

e Develop partnerships with MSls to develop and disseminate the latest NCI cancer information to
minority communities.

e Initiate cancer education projects that focus on diet and nutrition, cancer screening for cancers
prevalent in minority populations, and information to access clinical trials and address the barriers
to clinical trials.

e Strengthen awareness of populations on cancer-related issues of high importance.

3.1.1.3 Outcome Measures

e Number of partnerships developed with MSls.

e Number and type of NCI publications and materials disseminated to MSIs and populations.

e Number and types of collaborative projects that address diet and nutrition; prevention; screening
for breast, cervical, prostate, colorectal, and lung cancers; and clinical trials.

3.1.2 Objective Two: Support the Cancer Tobacco and Health Disparities Research
Network (THDRN)

3.1.2.1 Action Plan

The THDRN aims to: (1) Advance the science in understanding the etiology, prevention, and
treatment of tobacco use and nicotine addiction among underserved populations in the United States;
and (2) translate knowledge into practice and inform public policy. The THDRN will stimulate new
studies, challenge existing paradigms, and address significant gaps in research on understudied and
underserved populations.

Develop a model for examining tobacco and health disparities. Establish a multi-disciplinary
network including: methodology, treatment, cessation, prevention, policy, community, and
translation of research into practice.

3.1.2.2 Performance Measures

e Encourage collaboration and serve as a forum for focusing on tobacco-related health disparities.
e Communicate and interact with community advocacy groups.

e Train junior investigators.

e Promote senior researchers’ participation in health disparities research.

3.1.2.3  Outcome Measures

e Number of collaborations developed focusing on tobacco-related disparities.
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e Number of investigators trained to participate in tobacco-related research.
e Increased number of senior researchers incorporating cancer health disparities into their research
portfolio.

3.1.3 Objective Three: Support the Energy Balance Research and Promotion Initiative
3.1.3.1  ActionPlan

Synthesize and integrate relevant and promising prevention and weight loss interventions to include
physical activity promotion and caloric reduction.

3.1.3.2 Performance Measures

e Develop a comprehensive national action plan, including research, education, marketing, and
policy/advocacy components, to promote energy balance among priority audiences for the control
and prevention of cancer and other chronic diseases.

e Develop a research portfolio to understand the mechanisms of energy balance in cancer
prevention.

e ldentify messages appropriate to educate target audiences.

e Recruit partners from the public, private, and non-profit sectors to participate in the development
of the national action plan.

3.1.3.3 Outcome Measures

Publication of a national action plan to promote energy balance.

Number of grants to understand the mechanisms of energy balance in cancer prevention.

Number of publications and other materials distributed to target audiences.

Number of public, private, and non-profit partnerships developed to achieve the recommendations
in the national action plan.

3.14 Objective Four

Conduct biobehavioral, psychological, and social research on the interrelationships among biological
processes, cognition, emotion, and physical health among ethno-culturally diverse survivors of breast,
prostate, and AIDS-related cervical cancers.

3.14.1 Action Plan

Continue support for several survivorship programs sponsored by the NCI, including Centers for
Psycho-Oncology Research Specialized Center, minority and underserved cancer survivor
supplement, Overcoming Barriers to Treatment Adherence in Minorities and Persons Living in
Poverty, and Long-term Cancer Survivors’ research initiative.
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3.1.4.2 Performance Measures

e Develop and test Spanish translations of interventions for breast and prostate cancer patients.

e Understand survivorship issues among minority and underserved patients and their families who
have returned to their communities after completion of cancer treatment.

e Develop collaborations between cancer centers and community organizations to address
survivorships issues in communities.

3.1.4.3 Outcome Measures

e Number of materials translated for Spanish-speaking cancer patients.
e Number of collaborations and partnerships with communities.
e Number of cancer survivors using community services designed for cancer survivors.

3.15 Objective Five: Continue Support for the Cancer Control Planet Web Site
3.1.5.1  ActionPlan

Cancer control planners, program staff, and researchers have the same goals: to reduce cancer risk,
the number of new cancer cases, and the number of deaths from cancer, as well as enhance the
quality of life for cancer survivors. Although many share the same goals, all do not have easy access
to resources that can facilitate the transfer of evidence-based research findings into practice. This
PLANET portal provides access to data and resources that can help planners, program staff, and
researchers design, implement, and evaluate evidence-based cancer control programs.

3.15.2 Performance Measures

Provide access to Web-based resources that can assist in:

e Assessing the cancer and/or risk factor burden within a given state.

e ldentifying potential partner organizations that already may be working with high-risk
populations.

e Understanding current research findings and recommendations.

e Accessing and downloading evidence-based programs and products.

e Finding guidelines for planning and evaluation.

3.1.5.3 Outcome Measures

e Number of persons who access the web site
e Number of links to information and resources related to cancer health disparities issues.
e Number of evidence-based programs highlighted on the web site.
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MISSION/VISION STATEMENT

The National Center for Complementary and Alternative Medicine (NCCAM) is dedicated to
exploring complementary and alternative healing practices in the context of rigorous science, training
complementary and alternative medicine (CAM) researchers, and disseminating authoritative
information to the public and health professionals. NCCAM seeks to advance CAM research to yield
insights and tools to benefit the health and well-being of the public, while enabling an informed
public to reject ineffective or unsafe practices.

The vision of the NCCAM Health Disparities Strategic Plan is a health system in which no health
disparities exist between the majority population and racial/ethnic minority populations; a system in
which appropriate CAM practices are integrated with conventional practices in promoting health and
treating disease. NCCAM will contribute to the elimination of health disparities by conducting
research to identify CAM practices that are effective, disseminating research findings on those
practices to all groups of Americans, and enriching the diversity of the CAM research community
itself.

STRATEGY FOR ADDRESSING HEALTH DISPARITIES

CAM practices can be described as those not presently considered an integral part of conventional
medicine. Although recent national surveys document a substantial and growing use of CAM by
Americans as a whole (with most people using CAM in addition to conventional care), little is known
about CAM use in minority and other health disparity populations, either by lay members or their
care providers. Such research can shed light on the relationships between beliefs and health
behaviors and their influence on conventional health care and methods of health promotion and
disease prevention. In this way NCCAM can gather key information, opening the door to
information exchange and improving the understanding, cultural sensitivity, and competence of
health care providers working within the conventional medical care system. These activities, as well
as the integration of CAM therapies found to be safe and effective into conventional health care, will
help us realize the vision of the NCCAM health disparities plan.

NCCAM regards America’s diverse racial/ethnic groups as a valuable resource for learning about
systems of healing and health practices outside the mainstream. For example, the rich heritage of
traditional Native American medicine remains to be investigated more thoroughly, as do the many
CAM practices that originated in or are traditional to cultures and countries outside America and
which were brought here by immigrating racial/ethnic minority populations. NCCAM’s research
programs can serve a dual purpose, establishing which CAM interventions can benefit the health and
well-being of all Americans but may be particularly useful and accepted in selected populations, and
facilitating the integration of CAM practices into conventional health care in the United States.
NCCAM is well-positioned to support research on the health beliefs and practices of various health
disparity populations, particularly on uses of CAM instead of, or in association with, conventional
medical care.
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NCCAM continually evaluates its programs, including programs that seek to diversify the scientific
workforce and to diversify the range of institutions and individuals from which it receives
applications. To this end, NCCAM regularly revises and updates its programs.

1.0 AREAS OF EMPHASIS IN RESEARCH
1.1 Area of Emphasis One

Advance understanding of the role of CAM in the development and progression of diseases and
disabilities that contribute to health disparities.

In general, CAM systems and practices are aimed not only at treating disease, but also at promoting
general health and wellness. Defining “wellness” for the purposes of research is challenging in itself;
it is even more challenging to investigate the safety and efficacy of the many highly complex and
diverse therapies that constitute CAM modalities. Adding to the difficulties of conducting rigorous
CAM research is the fact that CAM interventions frequently are customized for the individual patient
and thus may not be as replicable as conventional medical regimens for the purposes of establishing
safety and efficacy. The research methods used to investigate CAM need to be sensitive to cultural
variants within the many types of CAM systems to be studied. With the ultimate goal of identifying
safe and efficacious CAM systems and practices in mind, it may be necessary initially to conduct
descriptive or qualitative research to understand health behaviors and the meaning of a given
approach in a given culture prior to conducting quantitative research.

NCCAM research in pursuit of this objective will entail general studies on uses of CAM by various
health disparity populations. By continuing secondary analyses of data collected from previous
surveys on CAM use as well as undertaking new initiatives, NCCAM will expand knowledge of
CAM use by minority and other health disparity populations and provide a more comprehensive view
of CAM use by the entire U.S. population.

Public comments will inform implementation of the action plan for this Area of Emphasis. This Area
of Emphasis is the first priority for NCCAM?’s research regarding health disparities.

1.1.1 Objective One
Fund research on CAM and its role relative to health disparities, including use, costs, and outcomes.

This objective will increase the understanding of CAM’s role relative to health disparities in general
through investigator-initiated research projects.
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1.1.1.1.1 Action Plan

In collaboration with the National Center for Health Statistics of the Centers for Disease Control and
Prevention, NCCAM developed a supplemental module on CAM use that was incorporated into the
National Health Interview Survey (NHIS) in 2002. Because NHIS oversamples African Americans
and Hispanic Americans, the survey collected much-needed information on CAM use in these
groups. Data from this CAM supplement to the 2002 NHIS are an important component of an
ongoing initiative, Secondary Analysis of Data on CAM Use in Minority Populations. NCCAM will
provide continuation funding for previously awarded grants and new grant funding through this
initiative. The two additional receipt dates (August 2004 and August 2005) for this Program
Announcement will provide opportunities to fund additional grants.

Data from the CAM module of the NHIS and additional in-depth projects also could be used for
studies of clinical outcomes. Information on the extent and types of CAM use by minority
populations, especially for treatment of conditions targeted by the National Institutes of Health (NIH)
and the Department of Health and Human Services in their plans for eliminating health disparities,
could be compared to data on outcomes of patients receiving conventional health care. Through such
comparisons, NCCAM research may identify potential roles for CAM modalities in contributing to
the elimination of health disparities.

In addition to the “Secondary Analysis” Program Announcement, the Center plans to issue a new
solicitation that will support exploratory/developmental (R21) research projects that focus on CAM
and its role in health disparities. The new solicitation will fund investigator-initiated research
projects in 2006 on a range of topics including the impact of CAM on: use and costs of conventional
health care services; disease outcomes; quality of care, and quality of life. This initiative will provide
opportunities for those investigators experienced in examining health disparities issues to focus their
research efforts on CAM. NCCAM also will explore potential opportunities for collaborating with
other NIH Institutes and Centers (ICs) in funding research regarding CAM and health disparities and
providing technical assistance to encourage additional research on health disparities and CAM.

Overall, these projects will permit NCCAM to collect information on CAM use by minority and
health disparity populations as well as targeted information on use by specific populations.

1.1.1.2 Performance Measures

Number of grants funded on CAM and health disparities issues

Release of a Program Announcement (PA) on CAM and health disparities
Number of grant applications received and funded in response to the PA
Amount of funding awarded

Number of contacts and collaborations with NIH ICs
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1.1.1.3  Outcome Measures

New research findings on CAM and health disparities

1.2 Area of Emphasis Two

Explore CAM approaches for treating diseases and disabilities that contribute to health disparities.

Although CAM use is widespread, information on the effectiveness of CAM for treating specific
conditions is limited. Research is needed to investigate specific disease conditions for which CAM
interventions are believed to be effective. Research to detail these practices will provide important
insights into how particular CAM interventions are utilized and their impact on the health of U.S.
health disparity populations. This Area of Emphasis, addressing the use of CAM for specific
conditions, is second in priority to Research Area of Emphasis One which is designed to promote a
general understanding of the uses and impact of CAM. Public comments will inform implementation
of the action plans for this Area of Emphasis.

1.2.1 Objective One

Provide continuation and new funding for research exploring roles for CAM in treating specific
diseases.

NCCAM funds, independently and in collaboration with other NIH 1Cs, support ongoing research
investigating the use of CAM for specific diseases. For those diseases identified as priority health
disparities conditions (e.g., HIV/AIDS, cancer, diabetes, etc.), this research may have an important
impact. Studies are needed to determine whether there are roles for CAM modalities in treating
specific diagnoses, either singly or in combination with other approaches, and for what indications —
to treat the disease, lessen side effects of conventional treatment, or improve quality of life.

1.2.11 Action Plan

NCCAM will continue funding grants addressing issues relating to CAM and health disparities
conditions. This includes such collaborative grant funding as the NCI SELECT Trial to determine
whether there are roles for selenium and vitamin E in the treatment of prostate cancer. NCCAM also
will explore possibilities for funding new projects investigating specific conditions, such as the role
of milk thistle in treating end-stage liver disease, and fund, as appropriate, other investigator-initiated
grants on CAM and health disparities for specific disease conditions.

The prospect of utilizing CAM to contribute to the elimination of health disparities will require
identification of those conditions for which CAM systems and modalities are safe and effective.
Through existing research projects, NCCAM will study the use of CAM to treat various health
conditions known to affect disproportionately minority and health disparity populations.
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1.21.2 Performance Measures

e Number of grants funded
e Amount of grant funding

1213 Outcome Measures

e New research findings on CAM and health disparities
e Number of health disparities investigators newly engaging in CAM research

1.2.2 Objective Two
Stimulate collaborative research projects to explore CAM and health disparities.

NCCAM will explore development of an initiative to facilitate collaborative interactions between
investigators at institutions that train individuals predominately from HBCUs and other institutions
with student populations underrepresented in research and institutions experienced in CAM research.
The provision of planning grants will enable researchers at institutions that train individuals
predominately from HBCUs and other institutions with student populations underrepresented in
research to establish productive collaborations that will help them compete successfully for peer-
reviewed research support. The goals of this program are to stimulate research on CAM and health
disparities, to establish productive research collaborations, and to diversify the CAM research
community.

1221 Action Plan

Fund planning grants to develop research collaborations between institutions that train individuals
predominately from HBCUSs and other institutions with student populations underrepresented in
research and research-experienced institutions. It is expected that these planning grants will lead to
the submission of R21 and RO1 research project grants targeting CAM and health disparities research
issues.

1.2.2.2 Performance Measures

e Number of collaborations developed
e Number of planning grant applications submitted and funded
e Amount of funding for planning grants

1223 Outcome Measures

e New research findings on CAM and health disparities
e Number of R21 and R01 applications submitted and funded as a result of the planning grants
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2.0 AREAS OF EMPHASIS IN RESEARCH CAPACITY
2.1 Area of Emphasis One

Expand opportunities in research training and career development for, and provide research
supplements to, research investigators from racial and ethnic minority populations and other health
disparity populations.

Studies document the under-representation of investigators from historically socio-economically
disadvantaged backgrounds in biomedical research and the lack of research funding at institutions
whose primary mission is to train such individuals. The goal of building a diverse CAM research
community may require not only supporting programs to increase the number of health-disparity
researchers in general, but also investing in those institutions that continue to train a large share of
health-disparity investigators at HBCUs and other institutions with student populations
underrepresented in research. A variety of NIH programs provide research training opportunities to
increase the diversity of students at various educational levels. In addition, there are programs to
enhance the research capability of faculty at health professions associated with HBCUs and other
institutions with student populations underrepresented in research. In view of the ever-broadening
cultural diversity of the American population and the wealth of CAM traditions, NCCAM?’s ongoing
and planned initiatives are aimed at broadening the range of backgrounds of investigators who apply
for NCCAM grant funding and enhancing research capacity at institutions that train such individuals.
Both Areas of Emphasis regarding research capacity have equal priority. Public comments will
inform implementation of the action plans for this Area of Emphasis.

2.1.1 Objective One: Fund Training and Career Development Opportunities

Increasing the diversity of students preparing for careers in CAM research is critical to any plan to
eliminate health disparities. Toward that end, NCCAM will help to build diversity in the CAM
research community by providing extramural and intramural research opportunities. This initiative
will help develop a cohort of scientists from health disparity populations investigating CAM and
enhance the ability of HBCUs and other institutions with student populations underrepresented in
research to support CAM research.

2111 Action Plan

NCCAM has funded two T32 National Research Service Award (NRSA) institutional training grants
at HBCUs and other institutions with student populations underrepresented in research. Continuation
funding in 2004 and 2005 will provide ongoing opportunities for training in CAM research. When
the funding period for these training grants has ended, NCCAM will encourage these two institutions
to submit competitive renewal applications to the omnibus NIH T32 announcement. This will help
diversify the spectrum of institution types at which NCCAM supports NRSA institutional training
grants. NCCAM staff will encourage and support all of NCCAM’s T32 grantees in increasing the
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diversity of backgrounds of trainees, as well as an increased use of the range of training and career
development mechanisms, including F and K awards.

NCCAM participated in the NIH program, Research Supplements for Underrepresented Minorities.
NCCAM currently participates in this program’s successor, Research Supplements to Promote
Diversity in Health-Related Research (PA 05-015). Ongoing collaboration with other NIH ICs also
will enhance NCCAM's participation in NIH-wide activities to help NCCAM investigators identify
eligible minority and health disparity trainees.

2.1.1.2 Performance Measures

e Amount of funding supporting health disparity investigators and trainees and investigators and
trainees from Historically Black Colleges and Universities (HBCUs) and other institutions with
student populations underrepresented in research

e Number of trainees from populations underrepresented in research participating in institutional
grants

e Number of grants to health disparity research investigators, individuals from historically
socioeconomically disadvantaged backgrounds, and the institutions that train such individuals

e Number of Diversity Supplement applications received for Research Supplements to Promote
Diversity in Health-Related Research, and amount of funding for supplement awards

2.1.1.3 Outcome Measures

e Number of subsequent applications submitted by trainees and investigators

e Number of trainees who pursue research careers

e Number of grants funded

e New research findings on CAM and health disparities

212 Objective Two: Outreach to Students and Trainees Interested in Health Disparities

and Other Research Careers

The National Science Foundation (NSF) has documented racial and ethnic disparities in the
composition of the Nation’s research workforce. The National Research Council has also
documented a range of disparities, rooted in differences between racial and ethnic populations in the
United States, in the Nation’s health care system. Reports such as Unequal Treatment: Confronting
Racial and Ethnic Disparities in Health Care and Eliminating Health Disparities: Measurement and
Data Needs make recommendations to the Nation in general and the NIH specifically to address these
disparities.

NCCAM will engage in a range of outreach activities targeted to high school and college students
from racial and ethnic minority populations. The goals of these outreach activities are to inform
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students of research career opportunities in CAM, to diversify the population of applicants to
NCCAM for grant support, and to diversify the Nation’s pool of CAM investigators.

2121 Action Plan

Reach out and inform diverse populations of high school, undergraduate, and graduate students of
career options in research through high school youth initiatives and other outreach activities.

2.1.2.2 Performance Measures

e Amount of funding for youth initiatives and outreach to students and trainees
e Number of students supported in youth initiatives

2.1.2.3  Outcome Measures
e Number of students pursuing research careers
2.2 Area of Emphasis Two

Promote the development of inter-institutional partnerships between research-intensive institutions
and institutions that historically have trained student populations underrepresented in research and
that are seeking to build research capabilities.

Building a diverse CAM research community requires support of programs to increase the number of
individuals from diverse socioeconomically disadvantaged backgrounds and health disparity
researchers in general and measures to enhance the research capabilities at those institutions that train
a large share of such researchers. Both Areas of Emphasis regarding research capacity have equal
priority. Public comments will inform implementation of the action plan for this Area of Emphasis.

2.2.1 Objective One: Enhance Research Capacity at HBCUs and Other Institutions With
Student Populations Underrepresented in Research

This initiative will fund planning grants to facilitate collaborative interactions between investigators
at institutions that train individuals predominately from HBCUs and other institutions with student
populations underrepresented in research and institutions experienced in CAM research. This will
enable researchers at HBCUs and other institutions with student populations underrepresented in
research to establish productive collaborations that will help them compete successfully for future
peer-reviewed research support. The program also will target research on issues that affect health
disparities populations. The goals of this initiative are to increase research on CAM and health
disparities, to foster productive research collaborations, and to diversify the CAM research
community and the institutions from which NCCAM receives applications.
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22.1.1 Action Plan

Fund planning grants (R03) to foster academic partnerships and support research collaborations
between HBCUs and other institutions with student populations underrepresented in research and
research-experienced institutions. These planning grants will target health disparities issues and are
expected to lead to the submission of R21 and R0O1 research project grants.

2.2.1.2 Performance Measures

Number of collaborations developed
Number of applications submitted
Number of planning grants funded
Amount of funds for planning grants

2.2.1.3 Outcome Measures

e New research findings on CAM and health disparities
e Number of R21 and R01 grant applications submitted/funded as a result of the
e planning grants

3.0 AREAS OF EMPHASIS IN COMMUNITY OUTREACH, INFORMATION
DISSEMINATION, AND PUBLIC HEALTH EDUCATION

3.1 Area of Emphasis One

Provide the latest research-based information to health care providers to enhance the care provided to
individuals within racial and ethnic minority populations and other health disparity populations.

NCCAM will expand its participation in, and linkages with, minority health professions organizations
to educate conventional health professionals about the widespread use of CAM. NCCAM will
encourage providers to interact with patients in an open, non-judgmental manner and to facilitate
communication between the conventional medical community and the CAM community. This Area
of Emphasis is the second priority under outreach, dissemination, and education. Public comments
will inform implementation of the action plans for this Area of Emphasis.
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311 Objective One: Increase Awareness by Health Care Providers Regarding Risks and
Potential Benefits of CAM

The development of integrative systems of health care delivery can lead to improved health outcomes
for patients as well as foster collaborative opportunities for CAM research. At the same time,
providers need to know about CAM to be able to discuss with patients the potential risks of certain
CAM therapies alone or in combination with conventional interventions.

3.1.1.1 Action Plan

Explore partnerships with professional societies to disseminate research results and raise awareness
about CAM. Attend meetings of health professions associations, such as physician organizations
(National Medical Association, National Hispanic Medical Association, Association of American
Indian Physicians, etc.), nursing organizations (National Association of Hispanic Nurses, Black
Nurses Association, etc.) and others. Post findings from the NHIS and other relevant CAM studies
on NCCAM’s web site and disseminate findings in the NCCAM newsletter.

3.1.1.2 Performance Measures

Number of organizations engaged

Number of activities undertaken

Number of web site postings

Mailings to health professions organizations

3.1.1.3 Outcome Measures

e Increased CAM awareness reported among organizations
e Increased participation in CAM-related activities

3.1.2 Objective Two: Support Development of Datasets and Tools

Utilize computer databases and Internet resources to disseminate current information about scientific
research and discoveries and other activities regarding health disparities.

3.1.2.1  ActionPlan
NCCAM will disseminate findings from the NHIS Advance Data Report and will continue to work
with the National Center for Health Statistics (NCHS) to conduct CAM-use surveys. NCCAM will

continue to use its web site and electronic listserv to disseminate research results. NCCAM will seek
to increase its Internet presence by exploring partnerships and linkages with related organizations.
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3.1.2.2 Performance Measures

e Number of organizations engaged
e Number of activities
e Number of datasets initiated

3.1.2.3  Outcome Measures
e Number of datasets completed
3.1.6 Area of Emphasis Two

Maintain ongoing communication linkages and partnerships with community-based and faith-based
organizations, health care associations, foundations, and academic institutions, and foster dialogue
with racial and ethnic minority populations and other health disparity populations, including the
underserved.

Various types of organizations may be helpful in disseminating information regarding the risks and
demonstrated or perceived benefits of CAM. Outreach to, and interactions with, a broad array of
organizations is important to communicate effectively with constituent populations. This Area of
Emphasis is the first priority under outreach, dissemination, and education. Public comments will
inform implementation of the action plan for this Area of Emphasis.

3.2.1 Objective One: Engage Organizations to Increase Awareness of Issues Unique to
CAM Among Constituents

Many CAM practices are widely used even though they have not been shown in clinical studies to be
effective. NCCAM supports research on a range of CAM practices and is building the knowledge
base regarding those CAM practices that are effective, those that remain unproven or are shown to be
ineffective, and potentially dangerous CAM practices. This scientific information needs to be
disseminated broadly to minority communities in culturally appropriate ways. NCCAM will work
with community organizations and institutions to encourage the appropriate use of CAM and the
integration of CAM with the conventional health care delivery system.

3.2.1.1 Action Plan

e Develop an outreach plan for information dissemination, including community exhibits,
culturally-sensitive materials, and other communications products in selected languages
Sponsor “listening circles” with indigenous healers from Native American communities
Attend meetings of constituent groups

Hold meetings with organizational leadership to identify partnership opportunities
Develop partnerships with other NIH 1Cs to coordinate outreach activities
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e Engage minority-focused media in CAM information dissemination

e Develop a listserv for organizations

e Deliver presentations to minority institutions, investigators, and students about opportunities for
research and training

e Develop a tutorial on CAM decision-making

3.2.1.2 Performance Measures

e Number of organizations engaged
e Number of activities developed
e Number of contacts and presentations made

3.2.1.3 Outcome Measures

Increased awareness among and participation of organizations in CAM information dissemination
3.1.6.1  Area of Emphasis Three

Facilitate the incorporation of science-based information regarding CAM into the curricula of
medical and allied health professions schools and public health schools, and into continuing
education activities of health professionals. This Area of Emphasis is the third priority under
outreach, dissemination, and education. Public comments will inform implementation of the action

plan for this Area of Emphasis.

3.3.1 Objective One: Support the Incorporation of CAM Information Into Curricula of
Health Professions Education and Training

Education of current and future providers on CAM issues is important to increasing the knowledge of
all populations about the risks and perceived or demonstrated benefits of CAM.

3.3.1.1 Action Plan

Continue funding educational grants to incorporate CAM information into health professions
curricula.

3.3.1.2 Performance Measures

e Number of grants for curriculum development
e Amount of funding for curriculum development grants
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3.3.1.3 Outcome Measures

e Number of educational programs sustaining curriculum changes regarding CAM
e Number of participants in CAM educational programs
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MISSION/VISION STATEMENT

The National Center for Research Resources (NCRR) serves as a catalyst for discovery for National
Institutes of Health (NIH)-supported investigations throughout the Nation by creating, developing,
and providing access to a comprehensive range of human, animal, and technology-related resources
and other research tools to facilitate biomedical research. NCRR promotes collaborations within and
across scientific disciplines and provides quick, flexible approaches to address new and evolving
research queries.

STRATEGY FOR ADDRESSING HEALTH DISPARITIES

NCRR intends to mobilize its research resources and other infrastructure components to continue to
facilitate initiatives of other NIH Institutes and Centers (ICs) to study Health Disparities (HDs), with
the ultimate goal of eliminating the disparities frequently observed among ethnic and minority
populations. NCRR provides funds to support institutional and faculty development as well as
research on diseases that disproportionately impact minority and other special populations.

The following are NCRR’s objectives for increasing the research capacity needed to conduct health
disparities research:

Increase research competitiveness through institutional development.

Create a translational research network.

Upgrade research laboratories.

Support research training and career development.

Expand collaborations to involve minorities in clinical research and recruitment of minority
patients.

arONOE

The above objectives address the public comments received in response to the initial NIH Health
Disparities Plan. Specifically, NCRR will continue to support the infrastructure needed at institutions
to conduct health disparities research.

1.0 AREAS OF EMPHASIS IN RESEARCH—N/A
2.0 AREAS OF EMPHASIS IN RESEARCH CAPACITY
2.1 Area of Emphasis One

Provide increased funding at institutions across the country for resources, new equipment, and shared
instrumentation programs for use in health disparities research.
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Institutional development strengthens an organization’s infrastructure and increases its capacity to
conduct cutting-edge biomedical and behavioral research. A strong institutional infrastructure
includes modern research resources, laboratories, and equipment that help to develop the research
skills of talented investigators at the institution and attract established investigators to the institution.

2.1.1 Objective One: Increase Research Competitiveness Through Institutional
Development

To enhance the distribution of biomedical and behavioral research geographically, NCRR, on behalf
of NIH, developed the Institutional Development Award (IDeA) Program to foster research within
states that traditionally have not received significant levels of competitive funding from the NIH.
These 23 states, plus Puerto Rico, provide a special opportunity to study special populations.

The purpose of the IDeA Program is to foster capacity building for health-related research through
support for faculty development and enhancement of the research infrastructure of institutions located
in states with historically low aggregate success rates for grant awards from NIH. Two recently
developed programs provide competitive support to attain the goals of the IDeA Program. The first,
Centers of Biomedical Research Excellence (COBRE), provides 5 years of support for a
multidisciplinary team, led by an NIH-funded investigator, to develop faculty biomedical research
expertise and competitiveness within a thematic research focus. Funds are provided to build the
research infrastructure to enhance the institution’s research capacity and competitiveness for NIH
grant funds. The second IDeA program, IDeA Networks of Biomedical Research Excellence
(INBRE), provides up to 5 years of support to augment and strengthen the state’s biomedical research
capacity via support to expand and develop biomedical faculty research capability and enhance
research infrastructure through support of a multi-disciplinary, thematic scientific focus network to
allow them to more fully compete for research support from the NIH. In addition, INBRE is intended
to enhance the caliber of science faculty at undergraduate schools; this, in turn, will attract more
promising students to those institutions.

Special populations within the IDeA states include Native Americans, Aleuts, Native Alaskans,
African Americans, Hispanics, and Hawaiians/Pacific Islanders, with diseases that affect them
disproportionately. Both INBRE and COBRE provide research support for studies on those
populations as well as the impact of health disparities on those populations.

21.1.1 Action Plan
Support Institutional Development Award (IDeA) Program (NCRR SP pg 19)

NCRR will provide competitive support through COBRE and INBRE to IDeA state investigators for
health disparity studies of the special populations within the 23 IDeA states and Puerto Rico.
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21.1.2 Performance Measures

Each grant must contain an evaluation component to assess whether the effectiveness of the approach
taken will meet the goals or benchmarks for building an effective institutional research network. The
NCRR will routinely monitor and assess the implementation of proposed activities.

2.1.1.3 Outcome Measures

NCRR will routinely monitor the implementation of proposed activities through the increase in
research grant awards to IDeA state institutions that participate in INBRE and COBRE; increased
number of peer reviewed research papers focusing on health disparities; and better-quality graduate
students attending graduate schools in the state.

As part of the Government Performance and Results Act, NCRR will be conducting a formal
evaluation of the IDeA Program. The first phase of the evaluation will be to develop an evaluation
methodology, which will include the identification of specific performance and outcome measures.

2.1.2 Objective Two: Increase Shared Instrumentation

The NCRR Shared Instrumentation Grant (SIG) Program allows three or more NIH-supported
investigators to purchase sophisticated commercial instruments that cost at least $100,000. The
maximum award amount is $500,000. In recognition of the need for and advantages of continuing
investment in new instrumentation for the advancement of biomedical research, NCRR began a new
program in FY2002 for the support of high-end research instrumentation.

2121 Action Plan

Ensure the Availability of Shared Instrumentation (NCRR SP pg 17)

Through the SIG Program, NCRR will ensure the availability of shared state-of-the-art
instrumentation to meet the needs of the biomedical research community. The instrumentation will
facilitate investigators’ studies, including research on why health disparities exist and to test
approaches to eliminate them.

2.1.2.2 Performance Measures

NCRR will use the specialized expertise of workgroups and the National Advisory Research
Resources Council (NARRC) to routinely monitor and assess the implementation of proposed
activities to ensure programs are designed to meet the needs of stakeholders. This includes
monitoring Program Announcements (PAs), Requests for Applications (RFAs), and grantee activity
and progress.
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2.1.2.3 Outcome Measures

NCRR plans to measure impact and outcomes by tracking new awards made and analyses/findings
disseminated by grantees and staff.

2.2 Area of Emphasis Two

Improve research data collection systems, enhance data quality regarding health disparities, and
develop uniform data systems that facilitate strategies for the elimination of health disparities.

Connecting institutions through electronic networks will increase the capacity of each institution to
conduct health disparities research. These electronic networks will allow data sharing and will
facilitate collaborations between investigators.

2.2.1 Objective One: Create a Translational Research Network

Although NIH provides institutional support to a wide variety of institutions, some specialized
programs have been developed at institutions known to have students predominantly from minority
and other underrepresented populations. Such support benefits all students/faculty/others associated
with the grant institutions, not just minority students. The Research Centers in Minority Institutions
(RCMI) Program began in 1985 in response to Congressional report language (House Report 98-911,
on the Labor, Health and Human Services, and Education and Related Agencies Appropriation Bill
for FY1985 (July 26, 1984, pages 78-79)) directing funds to “establish research centers in those
predominantly minority institutions which offer doctoral degrees in the health professions or the
sciences related to health.” RCMI support includes funds to recruit established and promising
researchers, acquire advanced instrumentation, modify laboratories for competitive research, and
fund core research facilities and other research support. Because many investigators at RCMI
institutions study diseases that disproportionately affect minorities, NCRR support serves the dual
purpose of bringing more minority scientists into mainstream research and enhancing studies of
minority health. The next step in increasing the research capacity of the RCMIs is to link each of
them together.

An RCMI Translational Research Network (RCMInet) will be a cooperative research network that
will facilitate clinical research in health disparity areas. This Network will consist of a consortium of
clinical investigators from the RCMI, RCMI Clinical Research Infrastructure Initiative (RCRII), and
Clinical Research Education and Career Development (CRECD) programs; other NIH-supported
Clinical Research Centers; relevant organizations, including community health centers, with an
interest in health disparity areas; and a Data and Technology Coordinating Center (DTCC).

To enhance translational research capabilities, the RCMInet will require Internet2 or other broad
band-width connectivity for participating sites, for access to computational tools and other
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instrumentation, and to share large data sets; enhanced videoconferencing capabilities; access to
training in the use of tools for the next generation of clinical investigators; and a DTCC.

2211 Action Plan

Develop an Internet-based Network to Facilitate Collaborative Research Among Investigators at the
RCMIs (NCRR SP pg 11)

The RCMInet will foster research collaborations within the RCMI institutions, as well as with others
outside this network. The RCMInet will provide remote access to virtual laboratories, scalable
computing, and national databases. The network must be compatible with other NCRR networks to
optimize research opportunities. The RCMInet will create a test bed for distributed clinical data
management that incorporates novel approaches and technologies for data management, data mining,
and data sharing, across specific health disparity areas, data types, and platforms.

2.2.1.2 Performance Measures

NCRR will use the specialized expertise of workgroups and the NARRC to routinely monitor and
assess the implementation of proposed activities to ensure programs are designed to meet the needs of
stakeholders. This includes monitoring PAs, RFAs, and grantee activity and progress.

2.2.1.3 Outcome Measures

NCRR plans to measure impact and outcomes by tracking new awards made and analyses/findings
disseminated by grantees and staff.

2.3 Area of Emphasis Three

Support for construction and renovation of research facilities across the nation enhances the capacity
of these institutions to conduct health disparities research.

The objective of the extramural Research Facilities Improvement Program (RFIP) is to facilitate and
enhance the conduct of Public Health Service (PHS)-supported biomedical and behavioral research
by supporting the costs of designing and constructing non-federal basic and clinical research facilities
to meet the biomedical or behavioral research, research training, or research support needs of an
institution or a research area at an institution.

2.3.1 Objective One: Upgrade or Build Research Laboratories

NCRR will provide support to upgrade or build research laboratories to accommodate modern
research and to increase health disparities research. Special emphasis will be given to smaller,
developing institutions.
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23.1.1 Action Plan

Construct or Renovate Biomedical Research Facilities for Health Disparities Research (NCRR SP pg

18)

NCRR will assist institutions in developing the research infrastructure necessary to provide stable,
well-maintained, state-of-the-art research environments that will enable them to conduct HD-related
research.

23.1.2 Performance Measures

NCRR will use the specialized expertise of workgroups and NARRC to routinely monitor and assess
the implementation of proposed activities to ensure programs are designed to meet the needs of
stakeholders. This includes monitoring PAs, RFAs, and grantee activity and progress.

2.3.1.3 Outcome Measures

NCRR plans to measure impact and outcomes by tracking new awards made and analyses/findings
disseminated by grantees and staff.

2.4 Area of Emphasis Four

Expand opportunities in research training and career development for, and provide research
supplements to, research investigators from minority and other underrepresented populations
experiencing health disparities.

24.1 Objective One: Support Research Training and Career Development

NCRR will support research training and career development programs to ensure that investigators
are positioned to focus their research on those diseases that disproportionately affect minority and
other underrepresented populations.

24.1.1 Action Plans

Mentored Medical Student Program (NCRR SP pg 20)

NCRR plans to support mentored clinical research development programs to pique the interest of
medical students, as well as provide career development programs for postdoctoral fellows and junior
faculty to acquire the research tools for state-of-the-art clinical investigation through the Mentored
Medical Student Program. NCRR will promote and support these model programs to the seven
RCMI institutions with affiliated medical schools.
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Support Science Education Partnership Awards (NCRR SP pg 21)

NCRR plans to support Science Education Partnership Awards (SEPA) that will expose the public
and K-12 students, including inner city, minority, rural, and other underserved students, to science to
increase their understanding of biomedical research and its implications to their health. This includes
expanding their awareness of HD prevention and treatment strategies so that these groups will make
healthier lifestyle choices. The SEPA Program will build partnerships among biomedical and
behavioral researchers, educators, community groups, and other interested organizations to develop
HD-related science museums and other comparable exhibits. Researchers who study human disease
and illness can make major contributions to science education programs by passing on their
knowledge and also demonstrating the excitement of carrying out health-related research.

24.1.2 Performance Measures

NCRR will use the specialized expertise of workgroups and NARRC to routinely monitor and assess
the implementation of proposed activities to ensure programs are designed to meet the needs of
stakeholders. This includes monitoring PAs, RFAs, and grantee activity and progress.

24.1.3 Outcome Measures

NCRR plans to measure impact and outcomes by tracking new awards made and analyses/findings
disseminated by grantees and staff.

2.5 Area of Emphasis Five

Increase the number of participants in clinical trials from minority and ethnic populations and other
special populations experiencing health disparities.

Through collaboration, NCRR will enable increased participation of physicians from diverse
backgrounds in clinical research that includes high proportions of ethnic minority patients or
volunteers. NCRR-supported resources provide a unique mechanism to leverage research
participation. Research partnerships can be developed between these resources and NIH-supported
investigators. One such example is the RCMI Clinical Research Centers that are geographically
located close to major academic health centers. Utilizing this geographical relationship, research
partnerships can be developed between RCMI Clinical Research Centers with many young, aspiring
clinical investigators from diverse backgrounds and General Clinical Research Centers (GCRC)-
based clinical investigators who may serve as mentors to these promising physicians and dentists.

Although the NIH requires the inclusion of minorities in clinical research and clinical trials, it has, at
times, proven difficult for investigators to recruit adequate numbers of representative minority
patients for research studies, either because of their geographic location or due to a lack of trust of
non-minority health providers within the community. Through facilitating the career development of
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minority and other underrepresented clinical investigators, the participation of minority and other
underrepresented populations in clinical trials most likely will increase.

2.5.1 Objective One: Expand Collaborations to Involve Minorities in Clinical Trials and
Recruitment of Minority Patients

The collaboration between GCRCs and RCMI Clinical Research Centers will provide RCMI
investigators ready access to the more robust clinical research infrastructure available through the
GCRCs. In addition, NCRR will encourage formation of consortia between RCMI Clinical Research
Centers and new Clinical and Translational Science Awards to create a critical mass of collaborating
investigators who will be positioned to more effectively address HD research.

25.1.1 Action Plans

Provide Research Tools and Networking Across the General and Minority Clinical Research Centers
(NCRR SP pg 9)

NCRR will provide tools and networking across the GCRCs and RCMI Clinical Research Centers
(CRC:s) to facilitate efficient recruitment of individuals so that there is adequate representation of
underserved ethnic minorities in all appropriate clinical research studies.

Increase Capacity to Study the Causes of Health Disparities (NCRR SP pg 10)

NCRR will increase the capacity of clinical research centers associated with RCMIs to study the
causes of health disparities in racial and ethnic minority populations. Prevention and intervention
research programs targeted to minority populations will be developed, and collaborations between
RCMI institutions and institutions with more extensive research programs will be promoted.

25.1.2 Performance Measures

NCRR will use the specialized expertise of workgroups and NARRC to routinely monitor and assess
the implementation of proposed activities to ensure programs are designed to meet the needs of
stakeholders. This includes monitoring PAs, RFAs, and grantee activity and progress.

2.5.1.3  Outcome Measures

NCRR plans to measure impact and outcomes by assessing changes in participation level of
individuals and institutions engaged in NCRR-sponsored research related to minority populations. In

addition, research development programs will be monitored to determine degree of participation in
research.
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3.0 AREAS OF EMPHASIS IN COMMUNITY OUTREACH, INFORMATION
DISSEMINATION, AND PUBLIC HEALTH EDUCATION—N/A
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MISSION

The mission of the National Center on Minority Health and Health Disparities (NCMHD) is to
promote minority health and to lead, coordinate, support, and assess the National Institutes of Health
(NIH) effort to reduce and ultimately eliminate health disparities. In this effort the NCMHD will
conduct and support basic, clinical, social, and behavioral research; promote research infrastructure
and training; foster emerging programs; disseminate information; and reach out to minority and other

health disparity communities.
VISION

The NCMHD envisions an America
in which all populations will have an
equal opportunity to live long,
healthy, and productive lives.

STRATEGY FOR ADDRESSING
HEALTH DISPARITIES

Despite improvements in the overall
health of the American people,
ethnic and racial minorities and other
underserved populations suffer from
significant disparities in the burden
of illness and premature death.
These health disparities are not
limited to one or two disease
categories. They apply to a broad
spectrum of disease types that
include infectious diseases, vascular
diseases, endocrine diseases, arthritic
diseases, connective tissue diseases,
malignancies, and mental illnesses.
Health disparities thoroughly
transcend many diverse areas of
biomedical science and public health
and involve all of the NIH Institutes
and Centers (ICs). Some of the
diseases/conditions
disproportionately affecting racial
and ethnic minorities and the
underserved are listed in Figure 1:
Examples of Disparities in Health.

NCMHD

Figure 1: Examples of Disparities in Health

Infant Mortality — Over the last decade, the infant mortality rate has remained
twice as high among African Americans as compared to Whites, even when
controlling for socioeconomic factors. Native American and Alaska Native
infants also have a death rate almost double that of Whites.

Heart Disease and Stroke — Cardiovascular disease takes a heavy toll on
certain populations. Heart disease rates have been consistently higher in the
African American population than in Whites. Data on stroke risk factors are
sparse for most racial and ethnic populations, except for African Americans
whose stroke deaths, when adjusted for age, are almost 80 percent higher than
in Whites. Stroke death rates for people aged over 35 years from 1991 to 1998
show that African American men (182 per 100,000 population) and women
(153 per 100,000 population) have higher stroke death rates than any other race
or ethnic group.

Cancer — Cancer deaths vary by gender, race, and ethnicity. Certain racial and
ethnic groups have lower survival rates than Whites for most cancers.
Colorectal cancer rates among Alaska Natives are higher than the national
average, and Asian Americans suffer disproportionately from stomach and
liver cancers. African American men have the highest rates of colon, rectum,
prostate, and lung cancers. Specifically, colorectal cancer incidence and death
rates are higher among men than among women and are higher among African
American men and women than among White men and women. Five-year
trends in death rates in all states were stable or declined for both men and
women, with the exception of African American men in Louisiana and
Oklahoma.

Mental Health — The disease burden associated with mental disorders falls
disproportionately on ethnic minority populations. Native Americans and
Alaska Natives not only suffer disproportionately from depression, but this
population also experiences a higher rate of suicide.

Type 2 Diabetes — The prevalence of diabetes in African Americans is nearly
70 percent higher than in Whites. Native Americans, Hispanics, African
Americans, and some Asian Americans and Pacific Islanders, including
Japanese Americans, Samoans, and Native Hawaiians, are at particularly high
risk for development of type 2 diabetes.

HIV and AIDS — The disproportionate impact of HIVV/AIDS on certain
populations underscores the importance of sustained research and prevention
efforts. In 2002, the AIDS diagnosis rate among African Americans was
almost 11 times the rate among Whites. African American women had a 23
times greater diagnosis rate than White women. African American men had
almost a nine times greater rate of AIDS diagnosis than White men. In
addition, the AIDS incidence per 100,000 population among Hispanics in 2000
was 22.5, more than 3 times the rate for Whites.
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Although research is critical to understanding the causes of disparities and identifying ways to reduce
and ultimately eliminate disparities among populations, research alone will not solve the health
disparity problem. To fully address this problem, the combined efforts of both the NIH and the
NCMHD will be utilized to reach out to health disparity populations and groups to bring the fruits of
research to those communities. Furthermore, the NCMHD will continue efforts to strengthen the
infrastructure supporting minority and health disparity research and increase the involvement of
individuals from health disparity populations and groups in research, both as researchers and as
participants in clinical trials.

Transition From ORMH to NCMHD

In its role within the NIH Office of the Director (OD), the former Office of Research on Minority
Health (ORMH) worked with stakeholders across the Nation and within the government to develop
the Minority Health Initiative, which subsequently guided the NIH minority research efforts. Over a
10-year period, the ORMH was able, through collaborations with the NIH ICs, to identify many
projects and initiatives to improve the health of minorities and to provide additional funding to
supplement IC funding in addressing minority health issues.

Furthermore, during the past decade generous funding of biomedical and behavioral research by the
U.S. Congress has contributed to scientific advances to improve health and quality of life. However,
at the same time the U.S. Congress and the American people have become increasingly aware that
minorities and other populations have not equally benefited from our Nation’s progress in scientific
discovery.

To meet this challenge, the U.S. Congress enacted Public Law (P.L.) 106-525, the Minority Health
and Health Disparities Research and Education Act of 2000, creating the NCMHD. The NCMHD
represents a significant evolution of the ORMH. The NCMHD is an equal partner with the other NIH
ICs. Furthermore, with its generous funding and new authorities, the NCMHD will be able to build
upon the collaborative research endeavors initially undertaken by the ORMH and the NIH ICs.

P.L. 106-525 identifies a number of responsibilities that the NCMHD must carry out in its role to
coordinate the NIH efforts of addressing minority health and other health disparities. To support this
broad coordination requirement, the NCMHD will focus its efforts across three primary initiatives:

e Establish and regularly update a comprehensive strategic plan and budget encompassing all NIH
minority health and other health disparity research activities.

e Provide mandated reports evaluating progress made by the NIH in addressing minority health and
other health disparities.

e Coordinate NIH minority health and other health disparity research, infrastructure, and outreach
activities.
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Through these efforts, the NCMHD will continue to ensure the coordination of NIH activities in
addressing minority and other health disparity populations and disseminate information to these
populations and other stakeholders with the intent of reducing the health disparity gap in the United
States.

Establish and Regularly Update a Comprehensive Strategic Plan and Budget Encompassing all
NIH Minority Health and Other Health Disparity Research Activities

According to P.L. 106-525, the Director of the NCMHD, in collaboration with the NIH Director and
IC Directors, is responsible for the oversight and development of a comprehensive NIH-wide plan
and budget highlighting the collective efforts of all the NIH ICs in addressing minority health and
other health disparities. With input from each IC, the plan must: (1) establish priorities among health
disparity research activities conducted throughout the NIH; (2) give priority to the expenditure of
funds to conduct and support minority health disparity research; and (3) describe the means for
achieving stated objectives, the dates objectives are expected to be achieved, and the anticipated
funding required to accomplish the objectives.

The NIH Strategic Plan facilitates close cooperation and coordination with each of the NIH ICs. The
plan and budget serve as a broad binding statement of policies regarding minority health and other
health disparities research activities of the NIH. The NCMHD will continue to update the NIH
Strategic Plan in collaboration with the NIH OD, the other NIH IC Directors, the National Advisory
Council on Minority Health and Health Disparities, and stakeholders across the nation.

The Crucial Role of Public Comment

Prior to the establishment of the NCMHD, the NIH and the ORMH recognized the need to engage the
public in developing strategies to reduce health disparities across America. Consequently, the
ORMH sponsored a conference in April 2000 to identify ways to improve biomedical research and
training opportunities for minority populations. More than 1,000 participants from minority
communities, the general public, and the NIH ICs attended the conference and provided a series of
recommendations. From October 2000 to February 2001, the NCMHD posted the first draft of the
Trans-NIH Strategic Research Plan and Budget to Reduce and Ultimately Eliminate Health
Disparities on its web site for public comments. The NCMHD considered the public comments and
recommendations from both the April 2000 conference and the responses to the web posting of the
draft plan in developing the NIH Strategic Research Plan and Budget to Reduce and Ultimately
Eliminate Health Disparities, Fiscal Years 2002-2006.

From late October 2003 to early January 2004, to receive public comment, the NCMHD posted on its

web site the NIH Strategic Research Plan and Budget to Reduce and Ultimately Eliminate Health
Disparities, Fiscal Years 2002-2006. Several major themes emerged from the public comments:
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Increase the number of health disparity populations studied by the NIH; in other words, add
additional populations, such as: lesbian, gay, bisexual, and transgender communities; Haitians;
individuals suffering from orphan diseases; underrepresented Asian subpopulations; the mentally
ill; men; prisoners; and the disabled.

Use racially and culturally sensitive and appropriate communication and ensure that all
communications with health disparity populations and groups and their sub-groups address their
needs and perspectives.

Expand the scope of scientific inquiry to include cultural, psychological, behavioral, social, racial,
and gender-based influences on health and study access to health care. Produce accurate “health
disparities” definitions and data.

Improve research infrastructure at minority academic institutions.

Strengthen the capacity of minority communities by broadening partnerships and leveraging
resources available from professional associations, health care organizations, academic
institutions, and other community entities that serve minority communities.

Distribute NIH resources equitably across all population groups by increasing research regarding
men, Native Americans, Hispanics, and groups from Southeast Asia.

Based upon the public comments received, the NCMHD expanded the objectives within the three

overarching NIH goals for the Strategic Plan, as delineated in the Executive Summary within VVolume

I. The public comments also were provided by the NCMHD to each of the NIH ICs and involved
offices of the NIH OD for their consideration in developing their updated submissions contained
within Volume 11 of the NIH Health Disparities Strategic Plan, Fiscal Years 2004-2008. Each IC
and OD Office was specifically asked to address how they applied the public comments in

developing their revised submission. The NCMHD will ensure that thorough consideration of public

comments will continue to be a fundamental component of the development of each future iteration

of the NIH Health Disparities Strategic Plan.

As indicated above, the NCMHD received a number of public comments recommending that
additional groups be designated as health disparity populations. The NCMHD is sensitive to these
comments and will follow the process described in Volume | of this Strategic Plan, and reiterated
below, to determine whether additional groups should be so designated.

The findings section of P.L. 106-525, the Minority Health and Health Disparities Research and

Education Act of 2000, notes the impact of health disparities

upon minorities and upon the medically underserved across the b 57 AGEL U DIREETTTES
Diseases, disorders, and conditions

hation: that disproportionately afflict
] ] ] individuals who are members of racial
1. Despite notable progress in the overall health of the Nation, and ethnic minority groups
there are continuing disparities in the burden of illness and Other Health Disparity Populations

death experienced by African Americans, Hispanics, Native Population groups who suffer from
Americans, Alaska Natives, and Asians/Pacific Islanders, ?ﬁ:gz n‘]gfaplag';fj;’tvi';” compared to
compared to the United States population as a whole.
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2. The largest number of the medically underserved are White individuals, and many of them have
the same health care access problems as do members of minority groups.

Section 485(d)(2) of the law states that the Director, NCMHD, “shall give priority consideration to
determining whether minority groups qualify as health disparity populations....”

The law defines the term “minority group” by reference to Section 1707 of the Public Health Service
(PHS) Act, which states at paragraph (g):

1. The term “racial and ethnic minority group” means American Indians (including Alaska Natives,
Eskimos, and Aleuts); Asian Americans; Native Hawaiians and other Pacific Islanders; Blacks;
and Hispanics.

2. The term “Hispanic” means individuals whose origin is Mexican, Puerto Rican, Cuban, Central or
South American, or any other Spanish-speaking country.

Public Law 106-525 required the NCMHD to report to the Congress by December 2003
recommendations for the methodology the NIH will use to determine the amount of NIH resources
dedicated to the conduct and support of health disparities research.

In October 2003 the NIH Director and the Director, NCMHD, established an NIH Committee on
Minority Health and Health Disparities Research Definitions and Application Methodology, which
developed new definitions and a revised application methodology that were used by the NIH in
developing this updated version of the NIH Strategic Plan. In January 2004, the Committee provided
uniform NIH Guidelines that:

e Provide NIH operational definitions, based on Public Law 106-525, for minority health and health
disparities research;

e Provide a consistent methodology for applying the definitions;

e Contain the criteria necessary to identify both minority health and health disparities population
groups and diseases; and

e Serve as the foundation for identifying, coding, tracking, and reporting on NIH activities and
resources.

The health disparity populations included in the NIH Guidelines and covered by the NIH Health
Disparities Strategic Plan, Fiscal Years 2004-2008 are the minority groups delineated within Section
1707(g), PHS Act, above, as well as low socioeconomic status (low-SES) populations and rural
populations.

The Congress recognized, however, that the NIH Health Disparities Strategic Plan should be an
evolving document. In this way, the Congress also foresaw that additional health disparity
populations may be identified and provided in Section 485(d)(1) of the law a vehicle for the
designation of additional health disparity populations as follows:
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“A population is a health disparity population if, as determined by the Director of the Center after
consultation with the Director of the Agency for Healthcare Research and Quality (AHRQ), there is a
significant disparity in the overall rate of disease incidence, prevalence, morbidity, mortality, or
survival rates in the population as compared to the health status of the general population.”

In the future, as the NIH Health Disparities Strategic Plan is revised and updated over the years, and
based upon the Institute of Medicine (IOM) Report described below, the NCMHD will work with the
AHRQ to determine whether other populations meet this definition and should be designated as
health disparity populations. Thus, future iterations of the plan will reflect the evolution of the
development of health disparity populations.

In addition, the Center will continue to provide support to the other ICs to assist them in convening
workshops that will include outside experts to assess their health disparities agendas, progress, and
outcomes in health disparities research. This process will enable further refinement of the IC
submissions to the NIH Strategic Plan in future years.

The diversity of the American population is one of the greatest assets of the nation. One of the
greatest challenges facing the nation is reducing and eliminating the profound disparity in health
status that exists for many of its populations. Without decisive action now, the health challenges of
the 21st century will grow as the number of racial and ethnic minorities, inhabitants of rural areas,
and low-SES populations increases.

The NCMHD will continue to combat health disparities through its flagship programs, conducting
research in a wide array of disease areas and reaching out to diverse health disparity populations.

The Center will seek new opportunities to support academic development for health disparity
researchers of tomorrow. The NCMHD will explore opportunities such as a Health Disparities
Biomedical Scholars Program. The goal of this effort would be to support the advancement of the
biomedical research workforce and infrastructure. The Scholars Program would bring together senior
scientists, policy experts, and educators to share their expertise in biomedical science and health
disparities and would encourage promising scientists to pursue opportunities in health disparities
research.

The NCMHD also will seek to create innovative programs to serve as a bridge between NCMHD
capacity building programs and an investigator’s first research effort. The Center will explore
creating a Health Disparities Young Investigator Program. Such a program would serve as an
excellent bridge between other NCMHD capacity-building programs like the Loan Repayment
Programs and an investigator’s first independent research effort. In this way, the Young Investigator
Program would serve as a vehicle for retaining health disparities researchers in the area of health
disparities research by providing funding to support independent research efforts both at the NIH and
at the researcher’s home institution.
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Cognizant of the value of engaging communities in the elimination of health disparities, the Center
will lead efforts to conduct effective community-based participatory research and outreach among
health disparity populations. The Center is launching and establishing its Office of Community-
Based Participatory Research and Outreach, which will:

e Develop and implement partnering initiatives to promote cooperation among federal agencies;
state, local, tribal, and regional public health agencies; and private entities in minority health
research and research on other health disparities;

e Develop and implement a community-based research program for the NIH with a focus on
disease prevention, implementation of health messages in relevant racial and ethnic minority and
disadvantaged communities, and elucidation of barriers to effective health care; and

e Coordinate with appropriate Department of Health and Human Services (HHS) organizations and
other federal entities on programs of relevance to the mission of the NCMHD.

In addition, the NCMHD has asked the National Academy of Sciences/IOM to conduct a study that
will review the NIH Strategic Research Plan. This review will assess the adequacy of the plan in
achieving the NIH’s goals and objectives regarding research, research infrastructure, and public
information and community outreach. The study also will assess the adequacy of coordination across
NIH ICs in helping to develop and carry out the elements of the strategic plan.

The primary product of this study will be a technical report, reviewed in accordance with National
Research Council procedures. The report will be widely disseminated to stakeholders, including the
NCMHD, NIH ICs, scientific leaders, health policymakers (including the Congress and relevant
federal agencies), advocacy groups, major health care provider professional organizations,
foundations, and relevant individuals and organizations. Copies of the report summary will be
produced for broader distribution and made available on the Internet through the National Academy

Press (www.nap.edu).

The Center will continue its legacy of creating and nurturing partnerships to further increase the reach
of its activities to eliminate health disparities, and it will encourage its fellow NIH ICs to join the core
health disparities programs of the NCMHD. The Center’s vision of the future is a collective one that
is embodied in the NIH Health Disparities Strategic Plan. With leadership, commitment, and strong
scientific partnerships, the NIH can advance scientific discovery to ensure the health of all
Americans, so that all citizens have an equal opportunity to live long, healthy, and productive lives.

Provide Mandated Reports Evaluating Progress Made by the NIH in Addressing Minority
Health and Other Health Disparities

In addition to developing an NIH-wide strategic plan and budget for addressing minority health and
other health disparities, the Public Law also tasks the Director of the NCMHD with developing and
supporting several additional reports. As the lead coordinator of minority health and other health

disparities research throughout the NIH, the Director of the NCMHD will monitor and report on the
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progress of research efforts, evaluate coordination efforts throughout the NIH, determine the
resources needed, and describe a means to measure the needs, current activities, and private sector
activities as they relate to minority health and other health disparities. The activities include:

e Develop annual reports describing and evaluating the progress made and funds expended in
health disparities research conducted or supported by the national research institutes [P.L. 106-
525, Title I, Section 101].

e Assist the Secretary of Health and Human Services and the Director of the NIH in developing a
report to determine the effectiveness of NCMHD coordination in addressing health disparities;
evaluating the extent to which the NCMHD efforts have helped reduce the duplication of
administrative resources among ICs; and providing recommendations concerning future
legislative modifications with respect to minority health disparities research [P.L. 106-525, Title
I, Section 104].

e Develop a report providing recommendations for the methodology that should be used to
determine the extent of NIH resources that are dedicated to minority health and other health
disparities research [P.L. 106-525, Title I, Section 105].

Coordinate NIH Minority Health and Health Disparity Research, Infrastructure, and Outreach
Activities

P.L. 106-525 also requires the Director of the NCMHD to act as the primary federal official with
responsibility for coordinating all minority health disparities research and other health disparities
research conducted or supported by the NIH. In this role, the Director will represent the health
disparities research programs of the NIH at all relevant executive branch taskforces and committees.
Additionally, the Director will maintain communications with all relevant PHS agencies and ensure
the timely transmission of minority health and other health disparity information among various
agencies.

NCMHD Areas of Emphasis and Objectives

In accordance with NIH’s established strategic direction to reduce and ultimately eliminate health
disparities, the NCMHD has categorized its areas of emphasis, or priority areas, across the three NIH
Strategic Plan goal areas: Research; Research Infrastructure; and Community Outreach, Information
Dissemination, and Public Health Education. As indicated in the Center’s original Strategic Plan
Submission, the NCMHD has focused its efforts and funding initially on the development of its
mandated infrastructure programs and the continuation and start-up of collaborative research projects
with the NIH Institutes and Centers and other HHS agencies. The Center also delineated, however, a
number of additional, ambitious objectives in the Center’s first Strategic Plan submission, the
accomplishment of which would be based upon anticipated growth in future NCMHD staff levels.
The Center’s overall staff allocation, however, has not increased significantly during the initial phase
of its operation, necessitating some modifications in the implementation of several planned activities.
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To guide the Center in establishing its priorities, growing its core programs, and implementing
statutory mandates, the NCMHD has established subcommittees of the National Advisory Council on
Minority Health and Health Disparities, which have direct linkages with NCMHD staff. These
subcommittees comprised of Advisory Council members include: the Research Endowment
Subcommittee, the Centers of Excellence (COE) Program Subcommittee, the Loan Repayment
Subcommittee, and the Strategic Plan Subcommittee. In collaboration with the Center’s National
Advisory Council and its subcommittees, the NCMHD has accomplished much since its creation.

Racial and ethnic minorities and other health disparity populations experience a disproportionate
burden of illness, disability, and premature death due to cancer, cardiovascular disease and stroke,
diabetes, Human Immunodeficiency Virus (HIV)/Acquired Immunodeficiency Syndrome (AIDS),
infectious diseases, infant mortality, and other diseases. HHS, through its Closing the Gap Initiative,
designates these areas as major research priorities. NCMHD programs focus on these priorities as
well as rural health and many others.

Today, the NCMHD has 71 Health Disparities COEs spread across the nation. These COEs, now
located in 26 states, the District of Columbia, Puerto Rico, and the Virgin Islands, support health
disparities research, research training, and community involvement to identify factors that contribute
to health disparities and to develop and implement new diagnostic, treatment, and prevention
strategies.

The NCMHD addresses the national need to develop a diverse and culturally competent scientific
workforce by eliminating barriers that prevent racial and ethnic minority students and students from
disadvantaged backgrounds from pursuing research careers. Currently, the NCMHD supports about
450 researchers from 40 of the 50 states and the District of Columbia through its two Loan
Repayment Programs, which help to level the playing field and make it possible for underrepresented
individuals to enter the scientific, public health, and engineering workforce. These Health Disparities
Ambassadors are key to creating the culturally competent scientific and clinical research workforce
of the future.

The NCMHD also has created a one-of-a-kind Research Endowment Program. Unique at the NIH,
this program addresses the national need to build research and training capacity in institutions that
make significant investments in the education and training of minority and disadvantaged individuals.
This program is making it possible for 14 institutions located in 11 states, the District of Columbia,
and Puerto Rico to establish health disparities endowed chairs and programs; enhance student
recruitment efforts; provide merit-based scholarships; recruit and retain faculty; develop innovative
instruction delivery systems in minority and health disparities research areas; and access emerging
technologies.

The NCMHD Research Infrastructure in Minority Institutions (RIMI) Program, born out of a
partnership between the NIH National Center for Research Resources and the former NIH Office of
Research on Minority Health (the predecessor to the NCMHD), is making it possible for institutions
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to target research efforts on health disparities that exist in the Southwest Border States; in rural
communities, such as the Appalachia Region, the Mississippi Delta, and the Frontier States; and in
urban centers of the nation. Since assuming responsibility for the RIMI Program, the NCMHD has
tripled the number of participating institutions.

In addition to using its core programs, the NCMHD strategy to eliminate health disparities also
includes leveraging NIH dollars and expertise by creating partnerships with the NIH ICs and other
agencies within HHS to fund health disparities research, training, and outreach programs. The
NCMHD has forged many new partnerships, supporting more than 400 collaborative research
projects to combat health disparities in our nation. Examples include:

e The NCMHD and the National Cancer Institute (NCI) have worked together to increase the
number and to broaden the geographic distribution of NCI-designated Cancer Centers and to
create partnerships between minority institutions and medical schools. As a result, the following
partnerships have been created: (1) Howard University Cancer Center and Johns Hopkins
University; (2) University of Puerto Rico and MD Anderson Cancer Center; (3) Meharry Medical
College and Vanderbilt-Ingram Cancer Center; and (4) Morehouse School of Medicine and
University of Alabama at Birmingham.

e The NCMHD partners with the National Heart, Lung, and Blood Institute (NHLBI) to support the
Jackson Heart Study. This study evaluates the environmental and genetic factors contributing to
the disproportionate incidence of cardiovascular disease in African American men and women
living in Mississippi. To date, almost 5,000 participants have benefited from the program by
visiting the clinic, with an average of 25 participants per week.

e The National Institute of Arthritis and Musculoskeletal and Skin Diseases (NIAMS), in
partnership with the NCMHD, is supporting the development of a public domain research
resource. The purpose of this resource is to facilitate the scientific evaluation of biomarkers for
osteoarthritis (OA) as potential surrogate endpoints for disease onset and progression. The
individual clinical centers will be enrolling subjects and collecting data, and their objectives are
to: (1) cooperate with the Data Coordinating Center in implementing the overall Osteoarthritis
Initiative; and (2) recruit, enroll, and follow for 4 years individuals from the general population,
over the age of 50, at high risk for the development of osteoarthritis (because of obesity, previous
knee injury, low-grade knee pain, abnormal gait, etc.). It is intended that minorities and women
will be represented in proportions similar to those found in the U.S. population over the age of 50.

e The National Institute of Dental and Craniofacial Research (NIDCR) and the NCMHD have
formed a partnership to respond to the report Oral Health in America: A Report of the Surgeon
General (NIH Pub No. 00-4713). Oral, dental, and craniofacial diseases and disorders are among
the most common health problems affecting the people of the United States. Diseases and
disorders affecting the mouth and its surrounding tissues go beyond dental caries and periodontal
diseases. Oral manifestations of systemic diseases (i.e., Sjogren’s syndrome, diabetes, and HIV
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infection) and side effects from drugs and/or treatment add to the burden of oral illness. These
craniofacial, oral, and dental diseases and disorders have a disproportionately higher burden on
particular population subgroups.

e The NCMHD and the Indian Health Service (IHS) have formed a partnership to develop the
Tribal Epidemiology Centers Program to further the missions of both agencies and to address and
eliminate health disparities experienced by American Indians and Alaska Natives. Collaborative
activities include: (1) development of surveillance for disease conditions; (2) epidemiologic
analysis, interpretation, and dissemination of surveillance data; (3) investigation of disease
outbreaks; (4) development and implementation of epidemiologic studies; (5) development and
implementation of disease control and prevention programs; and (6) coordination of activities
with other public health authorities in the region. The IHS and the NCMHD will facilitate the
development of Epidemiology Centers (EPI Centers) and public health infrastructure for Native
American and Alaska Native communities. Recent NCMHD support enabled the creation of a
new Northern Plains Tribal Epidemiology Center in Rapid City, South Dakota; continued funding
for the other six existing EPI Centers, and the development of a summer training institute for
Indian health professionals. The funding will assist the EPI Centers to carry out their training
program for local health staff and expand their outreach activities to include a community-based
research training program.

¢ In collaboration with the Centers for Disease Control and Prevention (CDC), the NCMHD co-
funds the Racial and Ethnic Approaches to Community Health (REACH 2010) Program, which
supports organizations serving racial and ethnic minority populations at increased risk for infant
mortality, diabetes, cardiovascular diseases, HIV infection/AIDS, deficits in breast and cervical
screening and management, or deficits in child and/or adult immunization rates. The program
will develop, implement, and evaluate innovative community-level intervention demonstrations
that could be effective in eliminating health disparities by 2010. The racial and ethnic groups
targeted by REACH 2010 include: African Americans, Asian Americans, Pacific Islanders,
Hispanic Americans, and American Indian and Alaska Native populations. It is anticipated that a
better understanding of the relationships between health status and racial and ethnic minority
backgrounds can be achieved through working closely with communities, and that culturally
sensitive disease prevention strategies can be identified and implemented. REACH 2010 projects
are empowering community members to transform their neighborhoods into places that encourage
people to adopt and sustain healthy behaviors and to avoid risk behaviors.

e The AHRQ and the NCMHD support several programs aimed at understanding and eliminating
health disparities that focus on community outreach, building research capacity, and training.
The AHRQ EXCEED Program is a 5-year effort to analyze underlying causes and contributing
factors for racial and ethnic disparities in health care and to identify and implement strategies for
reducing and eliminating them. The NCMHD has been providing funds for the AHRQ EXCEED
program since its inception in 2000. The NCMHD specifically supports two of the nine Centers
under this initiative, one at the Medical University of South Carolina, Charleston, and one at
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Baylor College of Medicine. The Medical University of South Carolina activity examines
strategies to address disparities in health status between African Americans and Whites, including
those in rural areas, with specific clinical conditions including HIV disease, cardiovascular
disease, and cancer. The Baylor activity assesses the extent to which problems in doctor-patient
communication contribute to racial and ethnic disparities in health care use.

e With the National Institute of Diabetes and Digestive and Kidney Diseases (NIDDK), the
NCMHD funds the African American Study of Kidney Disease and Hypertension Cohort Study.
This study seeks to determine prospectively the progression of kidney function and the risk
factors for kidney disease progression in African Americans with kidney disease who receive
antihypertensive therapy. Data from this study should enhance understanding of the risk factors
and processes that determine the progression of kidney disease and lead hopefully to new
strategies for delaying or preventing end-stage renal disease. A secondary objective of the study
is to determine the occurrence and risk factors for cardiovascular disease. The study is being
conducted at major medical centers throughout the United States: Case Western Reserve
University; Howard University; University of Texas Southwestern Medical Center, Dallas;
Medical University of South Carolina; University of Alabama at Birmingham; Charles R. Drew
University of Medicine and Science; Johns Hopkins University; Vanderbilt University;
University of Southern California; University of Michigan at Ann Arbor; Ohio State University;
Meharry Medical College; University of Miami; Morehouse School of Medicine; and Rush-
Presbyterian-St. Luke’s Medical Center.

e The NIDDK and the NCMHD support the study of Interferon Resistance in Genotype 1 Hepatitis
C (Virahep C) (HCV). The objective of this study is to investigate why African Americans have
a twofold greater rate of HCV infection than Caucasians and why they are more likely to be
infected with Genotype 1 virus, which is inherently resistant to interferon treatment. Recent
studies have shown a reduced response rate among African Americans to interferon treatment as
compared to that of Caucasians and that sustained virologic response (SVR) is improved in
African Americans treated with interferon and ribivarin. Building on these results, this study
aims to measure this response rate.

e The National Institute of Nursing Research (NINR) and the NCMHD fund a number of
collaborations among schools of nursing at majority universities and diverse minority-serving
institutions to expand the cadre of minority nurses and/or the number of research projects aimed
at eliminating health disparities. Examples of some of these collaborations include: Johns
Hopkins University and North Carolina Agricultural and Technical State University; the
University of North Carolina-Chapel Hill and Historically Black Colleges and Universities; the
University of Washington and the University of Hawaii Schools of Nursing; the University of
Pennsylvania and Hampton University; Michigan En San Antonio Center for Health Disparities,
a partnership between the University of Michigan and the University of Texas Health Science
Center at San Antonio School of Nursing, a Hispanic-serving institution; Nursing Partnerships
Centers on Health Disparities that link the University of California, San Francisco, and the
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University of Puerto Rico in an effort to reduce HIV/AIDS incidence; the Southwest Partnership
Center for Nursing Research on Health Disparities, sponsored by the University of Texas at
Austin and the New Mexico State University, focused on reducing health disparities among the
rural, low-income, Mexican American and American Indian populations; and a Self and Family
Management Initiative sponsored by Yale University and Howard University.

e In collaboration with the National Institute of Mental Health (NIMH), the NCMHD is sponsoring
a 3-year study to develop a comprehensive, nationally representative description of rural mental
health care, including patterns of access to treatment and outcomes of care. The study will focus
on the problems faced by rural African Americans and Mexican Americans, women, and the poor
in obtaining mental health treatment.

e The NIMH and the NCMHD also are funding Culture, Context, and Mexican American Mental
Health, a study conducted by the University of Arizona to: (1) examine interactions between
Mexican American children’s cultural orientations and cultural contexts (i.e., family, community,
school) as predictors of adaptation; (2) identify mediators of the influences of children’s cultural
orientation on adjustment and examine whether these relationships depend on culture/context
interactions; and (3) investigate the role of children’s cultural orientations and cultural contexts as
moderators of influences of common risk and protective factors (transition to junior high, puberty,
family SES, quality of home environment, quality of community) on their adjustment.

A top priority of the NCMHD is improving rural health across the nation. Collaboration with the
other NIH ICs has allowed the NCMHD to extend the reach of its scientific expertise to tackle cancer
health disparities in rural populations. The NCMHD has supported opportunities with other NIH ICs
in addressing the needs of rural communities, participating in 16 rural health partnerships with NCI,
NHLBI, the National Institute on Alcohol Abuse and Alcoholism (NIAAA), the National Institute on
Drug Abuse (NIDA), the National Institute of Environmental Health Sciences (NIEHS), NIMH, and
NINR. Examples of these projects include the Appalachia Cancer Network; the Deep South Network
for Cancer Control, the Rural Caregiver Telehealth Intervention Trial; and studies on the effects of
alcohol and violence on rural women; coronary artery disease in Alaska Natives; migrant worker
health and the environment; mental health treatment for rural Mexican Americans, African
Americans, women, and the poor; cardiovascular health training and outreach in Latino communities;
and substance abuse among Ojibwe children and youth.

The Appalachia Cancer Network, cosponsored by the NCI and the NCMHD, addresses cancer in
rural and medically underserved Appalachian residents in West Virginia, Kentucky, Tennessee,
Virginia, Ohio, Pennsylvania, Maryland, and New York. The goal of this network is to reduce cancer
incidence and mortality and to prevent future increases; to increase cancer survival; and to stimulate
greater coordination and participation among regional, state, and community cancer control networks
throughout Appalachia.
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In addition, during fiscal year 2004 and subsequently, the NCMHD plans to partner with other NIH
ICs and other federal agencies with respect to research projects that focus on health disparity issues in
the Mississippi Delta Region of the United States, which includes relevant counties of Alabama,
Arkansas, Louisiana, Mississippi, Illinois, Kentucky, Missouri, and Tennessee.

A Note on Performance and Outcome Measures

The NCMHD developed performance and outcome measures for each major objective in the areas of
emphasis. Constructing outcome measures is a critical component for evaluating NCMHD’s
programs. In an effort to assess performance, the NCMHD will use two quantitative metrics: (1)
milestones; and (2) performance measures. Milestones generally track action plans and provide
temporal targets for the completion of tasks. Completion of tasks on time and on budget is an
important indicator of performance. Additionally, the milestones provide an indication of the
prioritization of efforts and when they are expected to be completed. The second category,
performance measures, attempts to capture anticipated improvements in performance over time.
These may reflect improvements in productivity, efficiency, or other favorable targets and may be
expressed as a percentage improvement or an improvement in absolute numbers. The dynamic nature
of performance measures makes them subject to

ongoing revision and refinement. = Performance Measures: Shorter term
objectives that move us toward the

longer term primary outcome measure

The NCMHD has therefore added a qualitative

measure of performance and outcomes to = Outcome Measures:_f Enables an

et : organization to quantify or measure

complement the quantitative measures _descrlbed sweesss  n aeeomplisiing i

above. The qualitative approach is derived from fundamental mission. In this case, it

recommendations made by a joint committee :15' reducing or eliminating health
isparities

composed of the National Academy of Sciences, the
National Academy of Engineering and the IOM.

It is the opinion of that committee that there are meaningful measures of quality, relevance, and
world leadership in a scientific field (benchmarking) that are reasonable predictors of the eventual
usefulness of basic science research. In judging quality, relevance, and leadership, the committee
recommended an expert review process. Although peer review is commonly applied to individual
projects, the intent here is to apply it to entire programs. In the case of judgments regarding
relevance, potential benefactors of research and other key stakeholders should be included in the
deliberations.

It should be emphasized that these qualitative measures are not meant to replace quantitative
assessments of research performance and outcomes, but to complement them and to paint a more
complete picture of performance.

Therefore, the performance measures we developed for research fall into three categories: (1)
Milestones, which are target dates for completing steps in the research action plans; (2) Performance
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Measures, which track growth in surrogate markers for research productivity; and (3) Expert Review
Measures, which rely on the opinion of expert panels that judge research on the basis of quality,
relevance, and leadership. Expert review may be employed to assess performance or outcome
measures or both.

1.0 AREAS OF EMPHASIS IN RESEARCH

Over the last century, the average American life span increased by approximately 30 years. This is
due, in part, to remarkable advances in biomedical science and research. As a world leader in
biomedical research, the NIH has contributed significantly to these advances. However, the bounty
of this research, improved health and greater longevity, has not been enjoyed equally by all
Americans. Certain racial and ethnic minorities, as well as other underserved populations, suffer
from a greater burden of disease and premature death. Over the last decade, the NIH began to
address the issue of health disparities through expanded research initiatives. More recently, the
commitment to health disparity research has undergone a quantum increase as the NCMHD replaced
the ORMH.

One of the more significant differences between the ORMH and the NCMHD is the authority of the
NCMHD to independently support and conduct intramural and extramural research. Additionally,
the organization’s mission was broadened to include other health disparity groups, in particular the
underserved. This section describes the principal research objectives for the NCMHD. They are:

e Establish research priorities;

e Conduct and support research focused on identifying solutions to health disparity challenges in
the United States;

e Conduct and support research that may have a direct effect on health disparity populations and
communities; and

e Develop methodologies to effectively conduct outreach and maximize the impact of NCMHD’s
research efforts.

The NCMHD research objectives are, to a large extent, sequential in nature. The NCMHD has
worked closely with the National Advisory Council on Minority Health and Health Disparities in
formulating and acting upon its research priorities. The establishment of an NCMHD intramural
program and the full implementation of its extramural research program, which includes funding
investigator-initiated research proposals, must await the attainment of the necessary complement of
staff in the Center.

The research supported by the NCMHD through its core programs and collaborations is, to a
significant extent, trans-NIH in nature, combining basic biomedical research with behavioral and
social science research. This trans-NIH approach addresses the multi-factorial nature of health
disparities. Furthermore, the research supported by the NCMHD includes both “targeted” studies that
enroll only those populations experiencing health disparities, and “inclusion” studies that over-

NCMHD 116



NIH Health Disparities Strategic Plan, Fiscal Years 2004-2008
NATIONAL CENTER ON MINORITY HEALTH AND HEALTH DISPARITIES

sample populations experiencing health disparities. As part of its research program, the Center, in
consultation with its National Advisory Council, is funding many continuing and new research
collaborations with the other NIH ICs and other HHS agencies. As it moves forward, however, the
Center will need to allocate more of its funding to its mandated programs.

1.1 Area of Emphasis One
1.1.1 Objective One: Review Research Priorities

Proper priority-setting ensures that the finite resources devoted to the research endeavor are expended
in the most cost-efficient manner among health disparity populations. Setting these priorities requires
a thorough understanding of what research has already been done, and where there are significant
gaps in health disparity research. Setting these priorities also requires significant input from minority
and other health disparity communities, as well as the professional and scientific communities. The
NCMHD research priorities also must reflect priorities established by Congress and the broader
federal effort to eliminate health disparities. Research priorities must take into account specific
diseases, conditions, and issues previously identified by the federal government. Finally, where
possible, it is important to identify and prioritize long-term goals for evaluating the reduction of
disparities in specific diseases and conditions.

1111 Action Plan

Milestones
Target Achieved

Action Plan

= Review priorities from other 1C submissions and
ongoing projects funded by the NCMHD and FY04-FY08 Ongoing
identify future research opportunities.

= |n consultation with the Advisory Council and based
upon the I0M report due to be completed in fiscal
year 2005, the Center will review and assess its
research priorities.

= Explore with the Advisory Council, other experts,
and stakeholders the establishment of long-term
health disparity reduction goals from which interim
goals can be developed. (For example, “Our goal is | FY05-FY08
to reduce the disparity gap in the prevalence of type
2 diabetes in African Americans by X percent in 20
years.”)

FY05-FY06
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1.1.1.2 Performance Measures

Performance Measures Targets*
FY04 | FY05 | FY06 | FY07 | FY08

= Extent to which the NCMHD research portfolio
reflects research priorities as measured by the
percentage of funding that is directed toward
established priorities
= |dentify and respond to new priorities, unexpected
concerns, and gaps as measured by the percentage Base |15% |15% | 15%
of the budget reserved for these contingencies
* Targets subject to change based on collection of baseline data. Percentages refer to increase over
base year unless otherwise stated. Base year is deferred to out years when significant “ramp-up” time
IS expected.

Base |35% |45% |65%

Timeline
e Noted in the Action Plan
1.1.1.3 Outcome Measures

e An annual updated listing of research priorities and emerging concerns, and an assessment of
their relevance. (The Advisory Council and Community representatives will assist in making
judgments.)

e Determination of the feasibility of defining long-term health disparity reduction goals in key
diseases and conditions by FY04.

1.1.2 Objective Two: Conduct and Support Research Focused on Identifying Solutions to
Health Disparity Challenges in the United States

Although it is important to set research priorities, it is clear that certain fundamental areas of
investigation must be explored to enable minority health and other health disparity research to
proceed. This research will assist in identifying population-specific issues and in developing research
tools, such as survey instruments for further research.
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1.1.2.1 Action Plan

) Milestones
Action Plan Target Achieved
= Support research using cutting-edge and emerging

technologies to identify biological and other risk factors | Late FY06-

for disease among significant sub-cohorts of health FY08

disparity populations
= Fund research to develop and validate survey instruments

for specific minority populations and sub-cohorts that are

relevant to the diseases, conditions, and behaviors known

to be the most significant (heart disease and risks, Late FY06

diabetes and risks, cancer and risks, HIV and risks, etc.).

Small Business Innovation Research (SBIR) mechanisms

will be included in this endeavor.

0 Award first grants Late FY06

= Explore the feasibility of a longitudinal or “Framingham-

like” study for racial and ethnic minority populations that

focuses on a spectrum of illnesses. This multi-disease

approach can provide data for multiple ICs and therefore

is a cost-efficient way of exploring the epidemiology and

evolution of disease in health disparity populations.

o0 Background exploration of feasibility and cost FY06

0 Ascertain level of interest/commitment of other ICs FYO06

o0 Develop candidate populations and sites FY06

o0 Create more specific budget and examine impact on EV06

resources

0 Propose 1-3 pilot sites FYQ7

o0 Commence enrollment FY08
11.2.2 Performance Measures
Performance Measures Targets*

FY04 | FY05 | FY06 | FY07 | FY08

= Scientific publications that report on the progress Base | 5%

and results of the research.

= Increased support of longitudinal and
epidemiological studies as measured by the number Base | 5%
of RFAs developed by disease segment.
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Performance Measures Targets*
FYO04 | FYO05 | FY06 | FYO7 | FY08

= Increase in utilization of the tools developed, as
measured by the extent to which the original paper
in which they were presented is cited in the
literature.

Base

* Targets subject to change based on collection of baseline data. Percentages refer to increase over
base year unless otherwise stated. Base year is deferred to out years when significant "ramp-up” time
is expected.

Timeline
e Indicated in the Action Plan
1.1.2.3 Outcome Measures

e Final feasibility assessment of Framingham-like study described above.

e Assessment by an external panel of experts and community representatives regarding the attempt
to better define the disparity research domain and develop research tools that are population
specific as judged by the following criteria:

Quality of research

Relevance of research

Extent to which research "leads the field"

The usefulness of tools developed (see third performance measure)

O 00O

1.1.3 Objective Three: Conduct and Support Research That May Have a Direct Effect on
Health Disparity Populations and Communities

The goal of the NCMHD and the NIH is not merely to better define the nature of health disparities,
but to understand root causes and actually to close the “disparity gap.” Intervention studies, which
examine the efficacy of specific strategies and methods to improve the health of minorities and other
health disparity populations, are a vital component of the overall research strategy. These studies
may involve biomedical, behavioral, pharmaceutical, social science, or health care delivery
innovations. Through such efforts, the NCMHD will be able to demonstrate what is effective in
improving health in disparity cohorts.
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1.1.31 Action Plan

) Milestones

A Pl .
ction Plan Target Achieved

= Conduct and/or support intervention trials that test the

efficacy of different strategies to close the disparity i

gap in different populations afflicted with different FY06-FY08

disorders.

0 Based on priorities established as described in

Objective 1.1 target diseases and populations FY06-FY08

o0 Identify candidate “interventions” FY06-FY08

0 Publish Requests for Applications (RFAS) FY06-FY08
1.1.3.2 Performance Measures
Performance Measures Targets*

FYO04 | FY05 | FY06 | FY07 | FY08

= Increase in the number of targeted intervention

; Base | 5% 10%
studies

= Number of grant awards made to private

. . Base | 5% 10%
community-based organizations

= Scientific publications that report the progress and

0, 0
results of the intervention trials Base | 5% 10%

* Targets subject to change based on collection of baseline data. Percentages refer to increase over
base year unless otherwise stated. Base year is deferred to out years when significant “ramp-up” time
IS expected.

Timeline
e Noted in Action Plan
1.1.3.3 Outcome Measures

e Extent to which long-term (20-year) and interim (5-year) goals for the reduction of specific
disparities are met. (See Objective 1.1.)

e Health disparity reductions in experimental cohorts compared to control groups.

e Performance as measured by expert review.

e Yearly assessment of the intervention research program by an external panel of experts and
community representatives using the following criteria:
0 Quality of research
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o Relevance of research
o Extent to which research “leads the field”

1.14 Objective Four: Develop Methodologies to Effectively Conduct Outreach and
Maximize the Impact of NCMHD’s Research Efforts

The research findings will not be fully realized if they are not communicated to the U.S. population in
general and specifically to racial and ethnic minorities and other health disparity communities.
Furthermore, the nuances of effective communication with minority and health disparity communities
are a legitimate area of scholarly investigation. For instance, reaching out to Dominican women
regarding breast cancer screening may require a different approach than reaching out to Mexican or
Native American women. However, outreach is not merely about effective communication and
understanding; it is often about changing behavior. Research that measures the efficacy of outreach
in changing behavior of defined populations is important in establishing “best practices.”

1141 Action Plan

Milestones
Target Achieved

Action Plan

= Conduct and support research to define methods of
communication that are most effective in influencing FY06 -FYO08
behavior and affecting health status

= Conduct and support research to develop tools and
methods for measuring the impact of specific outreach | FY06-FY08
initiatives in altering behavior

= Conduct and support research that develops and
validates effective tools and methodologies for FY06-FYO08
communicating with defined populations

1.1.4.2 Performance Measures

Performance Measure Targets*
FY04 | FY05 | FY06 | FYO7 | FY08
= |ncrease in the number of validated tools Base 5%
= Scientific publications that report progress and
results with respect to establishing best Base | 5%
communications practices

*Targets subject to change based on collection of baseline data. Percentages refer to increase over
base year unless otherwise stated. Base year is deferred to out years when significant “ramp-up” time
IS expected.
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Timeline
e Noted in Action Plan
1.14.3 Outcome Measures

e The extent to which the NCMHD and other I1Cs use these tools and approaches in their outreach
effort. The goal is that 50 percent of these approaches are used in NIH-related projects within 5
years of their development.

e Performance as measured by expert review

e Yearly assessment of the intervention research program by an external panel of experts and
community representatives using the following criteria:

o0 Quality of research
0 Relevance of research
0 Extent to which research “leads the field”

2.0 AREAS OF EMPHASIS IN RESEARCH CAPACITY

Building capacity for minority health and other health disparities research is a high priority for the
Center. Accordingly, NCMHD is using a portion of its resources to increase research infrastructure
at strategically located institutions committed to addressing and ultimately eliminating disparities in
health status. Three key programs are the nucleus of the Center’s research infrastructure activities
and are NCMHD’s highest priority for developing research infrastructure: (1) the Endowment
Program for Section 736 Institutions; (2) the Centers of Excellence in Partnerships for Community
Outreach, Research on Health Disparities and Training (Project EXPORT); and (3) the Loan
Repayment Program for Health Disparities Research (HDR-LRP). The NIH director also requested
that the NCMHD develop and implement the Extramural Clinical Research Loan Repayment
Program for Individuals from Disadvantaged Backgrounds (ECR-LRP). In addition, the NCMHD
will continue its support of RIMI and in FY2004 assume responsibility for administering the
Minority International Research Training Program (MHIRT), currently known as the Minority Health
and Health Disparities International Research Training (MHIRT) Program.

Overall, the NCMHD programs highlight NIH’s commitment to ensuring that the highest quality
research, research capacity, and outreach are brought to bear in addressing health disparities
throughout the country. As part of the research infrastructure area of emphasis, the NCMHD will
examine ongoing efforts developed under the auspice of ORMH and identify key gaps in minority
health and other health disparities research infrastructure. In particular, the NCMHD will take the
lead in developing a set of tools to be used throughout the research community to collect and analyze
epidemiologic and demographic data on racial and ethnic minority and other health disparity
populations.
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2.1 Area of Emphasis One: Develop a Cadre of Researchers With Expertise in Minority
Health and Other Health Disparities Research

P.L. 106-525 also mandated that the NCMHD develop a vehicle for increasing the number of racial
and ethnic minority researchers in the biomedical and behavioral field and increase the number of
researchers conducting minority health and other health disparities research. It is particularly
important to develop and promote a culturally competent cadre of research investigators because the
participation of these individuals in the scientific, technological, and engineering workforce enables
society to address its diverse needs.

To effectively promote a diverse and strong scientific workforce, it is necessary to expand and create
transitioning and financial aid programs that help alleviate barriers that often discourage many
students from pursuing a research career. The NCMHD Loan Repayment Programs address this
national need by encouraging the recruitment and retention of minority and other scientists in the
fields of biomedical, clinical, behavioral, and health services research. Specifically, the HDR-LRP is
designed to increase the number of highly qualified health professionals in research careers focused
on health disparities. The focus of the ECR-LRP is to increase the participation of highly qualified
health professionals from disadvantaged backgrounds in clinical research careers. To develop
synergies between the NCMHD programs and ensure emphasis is placed on minority health and other
health disparities research efforts, the NCMHD will work to establish links between the LRPs (HDR-
LRP and ECR-LRP) and the NCMHD research priorities.

The academic credentials and the various areas of discipline represented by the NCMHD LRP
recipients, better known as NCMHD Health Disparities Scholars (Scholars), demonstrate the ability
of the programs to tap into the existing pool of talent able to address the diverse and complex needs
of society. Academic credentials of the Scholars include Ph.D., M.D., D.M.D., D.N.Sc., and joint
degrees such as Ph.D./M.P.H. and M.D./M.P.H. Areas of discipline represented in the programs
include Cardiology, Dentistry, Epidemiology, Internal Medicine, Mental Health, Nephrology,
Oncology, and Sociology.

The success of the Loan Repayment Programs is illustrated by the array of projects in priority
research areas that have been supported across the nation. For example:

Cancer

e Forty-five NCMHD Health Disparities Scholars have set their sights on combating cancer health
disparities in 17 states, including Alabama, California, Colorado, Georgia, Illinois, Kansas,
Massachusetts, Maryland, Michigan, Minnesota, North Carolina, New York, Pennsylvania,
Tennessee, Texas, Virginia, Wisconsin, and in the District of Columbia. Their exciting work
includes a community-based health promotion project to prevent cervical cancer in Vietnamese-
American women; research on the quality of breast cancer care and the role of Hispanic ethnicity,
language, and socioeconomic position; and an epidemiologic cohort study designed to address the
disproportionate burden of many major cancers among African Americans.
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Cardiovascular Disease

e The NCMHD supports 20 Scholars located across 11 states, including California, Florida, Illinois,
Indiana, Massachusetts, Michigan, New Hampshire, New Jersey, New York, Ohio, and Texas,
who focus on the on the elimination of health disparities in cardiovascular disease. The breadth
of research conducted by these individuals includes research on ambulatory blood pressure
measures, SES, and their relation to increased left ventricular mass among a normotensive
African American cohort; long-term treatment of myocardial infarction among American Indians;
and a longitudinal study of neighborhood predictors of cardiovascular disease.

Diabetes

e The NCMHD has 15 Scholars addressing diabetes-related health disparities research in 10 states
including Alabama, California, Florida, Georgia, Illinois, Massachusetts, New Hampshire, New
York, Texas, and Virginia. These individuals are conducting several important projects including
conducting educational interventions to prevent type 2 diabetes in middle school children;
diabetes education multimedia for vulnerable populations; and an investigation of the relationship
between lower extremity bone mass and measures of peripheral neuropathy in African American
and Caucasian type 2 diabetic patients.

Infant Mortality

e The NCMHD supports six Scholars who focus on infant mortality health disparities research.
These Scholars’ research efforts take place in Florida, Maryland, Michigan, Missouri, North
Carolina, and Pennsylvania. Their ongoing research includes evaluating the link between
sexually transmitted diseases and infant mortality; determining leading health indicators for
women and girls; and creating logic models for maternal, child, and family health programs.

The NCMHD LRPs are an integral part of the success of the NCMHD and will remain cornerstone
programs. These programs will continue to serve as an avenue for NIH and the NCMHD to engage
in and promote the development of research programs that reflect the variety of issues and problems
associated with health disparities. For the NCMHD, the LRPs are more than a vehicle to repay
qualified health professionals’ educational loan debt. The NCMHD looks forward to developing
lasting relationships with its LRP recipients because it is these professionals who will help to create a
health disparities and clinical research community that will serve to accomplish the NCMHD
mission.

211 Objective One: Loan Repayment Program for Health Disparities Research (HDR-
LRP)

The HDR-LRP program seeks to recruit and retain highly qualified health professionals in research
careers that focus on minority health disparities research or research related to the medically
underserved. Upon acceptance into the program, participants are obligated to conduct a minimum of
2 years of basic, clinical, or behavioral research. In return for the participant’s service, NCMHD will
make direct payments to their lenders toward their outstanding educational loan debt. Pursuant to
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P.L. 106-525, at least 50 percent of the awards will be made to individuals from health disparity
populations. Through this program, the NCMHD will increase the cadre of culturally competent
scientists working in minority health and other health disparities research.

Highlights of specific HDR-LRP research projects for the fiscal years 2002 and 2003 include:

e An assessment and cultural competency program involving the delivery of services to American
Indians and Alaska Natives;

e Racial and Ethnic Health Disparities in Arkansas;

e Pathways to Health: Depression Symptom Experience and Help Seeking of Low Income Women
of Mexican Descent;

e Reducing Syndrome X in Obese/Diabetic Black Women;

e Sisters Talking About Real Solutions (STARS): STD/HIV risk reduction intervention for adult
African American females;

e Mental and physical health in Native Hawaiians and Asian/Pacific Islanders in the state of
Hawaii;

e Breast and Cervical Cancer Screening in Korean Americans;

e Long-Term Treatment of Myocardial Infarction Among American Indians; and

e Pathways of Alaska Native Adolescents in Substance Abuse.

2111 Action Plan

Because this is a newly created program, the NCMHD undertook a number of actions to ensure the
program is as effective and efficient as possible.

Milestones

Action Plan -
Target Achieved

= |dentify and review best practices from well established loan
programs throughout the federal government and the private sector
o Identify efficient application distribution systems (e.g., via web- [ November 2001 | X
based solutions)
o0 Determine best approach for reviewing loan applications

= Promote the HDR-LRP throughout the biomedical and behavioral,

research, educational, and minority and medically underserved March FY02 X
communities.
= Distribute applications July FY02 X
= Review loan applications August FY02 X
= Make awards September FY02 | X
= Host LRP roundtable to identify continuous improvement July FY03 X

opportunities for the loan repayment program and its participants
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21.1.2 Performance Measures

Performance Measures Targets*

FY04 | FY05 FYO06 | FYO7 | FY08

= The number of applicants for the LRP (Base = 75) | 350 375 400 425 450

. Number of L_RP recipients who publish peer- 50% | 50% 50% | 50% 50%
reviewed articles

= Assure that a significant number of LRP applicants
are researchers in training or have recently 50% | 50% 50% | 50% 50%
commenced their research careers

= Assure that a significant number of LRP awardees

0, 0, 0, 0, 0
are from health disparity populations 50% | 50% 50% | 50% 50%

= Percent of awardees in their 2nd or 3rd year of the
program who attend educational or technical
assistance workshops, seminars, and other 25% | 30% 35% | 40% 40%
educational mechanisms and are encouraged to
apply for small grant support

= Percent of LRP recipients who participate in

: 95% | 95% 95% | 95% 95%
community outreach efforts

* Targets subject to change based on collection of baseline data.
Timeline

e The NCMHD began administering loan repayments in FY01. The HDR-LRP is congressionally
authorized through FY06. Incremental milestones are listed above in the Action Plan and
Milestones table.

2.1.1.3 Outcome Measures

e Twenty percent of awardees are still conducting minority health disparity research 5 years after
their award.

e Twenty percent of minority awardees are still conducting minority health disparity research
5 years after their award.

2.1.2 Objective Two: Extramural Clinical Research Loan Repayment Program for
Individuals from Disadvantaged Backgrounds (ECR-LRP)

The ECR-LRP program provides an incentive for health professionals from disadvantaged
backgrounds to conduct clinical research. The emphasis on “clinical research” and on individuals
from “disadvantaged” backgrounds is consistent with the trans-NIH Strategic Plan objectives of
building a culturally competent cadre of clinical investigators. The growing gap in income between
the rich and poor; inequities in health due to race, poverty, substandard housing, and lack of
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employment opportunities; and an increasing perception of hopelessness and powerlessness among
marginalized populations highlight the need for the involvement of a cadre of culturally competent
physician scientists in clinical research. Such a cadre of clinical investigators not only has the
potential of impacting the medical processes within their communities but can also engage in and
promote the development of clinical research programs that reflect an understanding of the variety of
issues and problems associated with health status.

An “individual from a disadvantaged background” is defined according to low family income levels
set by the U.S. Bureau of the Census, as published in the Federal Register. To be eligible for the
program, the candidate must meet the criteria stated above, as well as meet other minimum
requirements established by the NIH and the NCMHD. Upon acceptance into the program,
candidates are obligated to conduct a minimum of 2 years of clinical research. In return for the
participants’ service, the NCMHD will make direct payments to the participants’ lenders for qualified
education loan debt.

Highlights of specific HDR-LRP research projects for the fiscal years 2002 and 2003 include:

Sickle cell anemia research;

VIDAS: The Voice Interactive Depression System;

Oral conditions and health outcomes in frail elders;

HIV-specific T-helper and CTL responses in infected children;

Take Charge of Your Oral Health: an oral health promotion program for African American

elders;

e REACH 2010 (Racial and Ethnic Approaches to Community Health — reducing disparities among
Latino diabetics and associated CVD);

e Clinical neuroimaging studies and neuroendocrine studies in Alzheimer’s disease and normal
aging;

e HIV-related tuberculosis research — paradoxical reactions (immune reconstitution syndrome); and

e Prevalence of growth hormone deficiency in patients with idiopathic dilated cardiomyopathy.

2121 Action Plan

Because this is a newly created program, the NCMHD undertook a number of actions to ensure the
program is as effective and efficient as possible.

Milestones
Target | Achieved

Action Plan

= |dentify and review best practices from well
established loan programs throughout the federal
government and the private sector.
o0 Identify efficient application distribution systems

November 2001 X
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) Milestones
Action Plan Target | Achieved
(e.g., via web-based solutions)
0 Determine best approach for reviewing loan
applications
=  Promote the ECR-LRP throu_ghqut the blomgqlcal, March EY0?2 X
research, educational, and minority communities.
= Distribute applications July FY02 X
= Review loan applications August FY02 X
= Make awards September FY02 [ X
= Host LRP roundtable to identify continuous
improvement opportunities for the loan repayment July FY03 X
program and its participants.
21.2.2 Performance Measures
Performance Measures Targets*
FY04 | FY05 | FYO06 | FYO7 | FY08
= The number of applicants for the LRP 100 | 110 120 130 140

= Number of LRP recipients who publish peer-
reviewed articles

= Assure that a significant percent of LRP
applicants are researchers in training or have 50% | 50% 50% | 50% 50%
recently commenced their research careers

= Percent of awardees in their 2nd or 3rd year of the
program who attend educational or technical
assistance workshops, seminars, and other 25% | 30% 35% | 40% 45%
educational mechanisms and are encouraged to
apply for small grant support

= Percent of LRP recipients who participate in
community outreach efforts

* Targets subject to change based on collection of baseline data.

50% | 50% 50% | 50% 50%

95% | 95% 95% | 95% 95%

Timeline

e The NCMHD began administering loan repayments in FY0L1 and plans to continue the LRP
indefinitely. Incremental milestones are listed above in the Action Plan and Milestones table.

2.1.2.3 Outcome Measures

e Twenty percent of awardees are still conducting clinical research 5 years after their award.
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2.2 Area of Emphasis Two: Promote and Support Research Capacity Building
Activities in Racial and Ethnic Minority and Medically Underserved Communities

In passing P.L. 106-525, the U.S. Congress recognized the need to increase the facilities and
workforce supporting and conducting minority health and health disparity research. To meet this
need, the U.S. Congress has given the NCMHD extramural funding capabilities and the statutory
authority to promote and support research capacity building, workforce building, and training
activities through two programs:

e The Centers of EXcellence in Partnerships for Community Outreach, Research on Health
Disparities and Training (Project EXPORT)
e An Endowment Program for Section 736 Institutions

In addition, the NCMHD supports two additional capacity-building programs, RIMI and MHIRT.

2.2.1 Objective One: The Centers of Excellence (COES) in Partnerships for Community
Outreach, Research on Health Disparities, and Training (Project EXPORT)

Pursuant to the Public Law, the NCMHD has been developing and implementing through the Project
EXPORT grants program a network of COEs in partnerships for Community Outreach, Research on
Health Disparities, and Training. The Project EXPORT Centers have been established at academic
institutions with a significant number of students from racial and ethnic minority or other health
disparity and medically underserved populations.

The NCMHD Project EXPORT Program is central to the investment strategy for addressing
disparities in health status. This program poises the NIH and the NCMHD to more completely define
the scope of health disparity problems and to identify and evaluate new approaches for preventing,
reducing, and eliminating health disparities. Project EXPORT represents an investment for the
present and for the future that will:

e ldentify the factors that may contribute to health disparities;

e Increase the number of researchers engaging in health disparities research;

e Augment and strengthen the infrastructure and capacity of academic institutions to conduct
research (basic, clinical, behavioral, and social sciences);

e Provide research training for the next generation of health disparity researchers; and

e Establish partnerships with health disparity and medically underserved communities.

The Project EXPORT Program builds research capacity at designated institutions enrolling a
significant number of students from health disparity populations and promotes participation and
training in biomedical and behavioral research among health disparity populations. The program
attracts broad participation among institutions and consortia with varying levels of research
experience and infrastructure, and engages health disparity and medically underserved communities
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in the effort to eradicate health disparities and to participate in biomedical and behavioral research
and clinical trials.

The Project EXPORT Program will remain central to the NCMHD strategy for addressing disparities
in health status. In addition to broadening the NIH commitment to research and research training, the
program will continue to strengthen community involvement in understanding the causes/origin of
health disparities and increase awareness regarding available treatments.

Through the Project EXPORT Program, the NCMHD will continue to: (1) promote minority health
and health disparities research aimed at reducing and eliminating disparities; (2) build health
disparities research capacity at minority-serving and other institutions; (3) promote the participation
of health disparity populations in biomedical and behavioral research, prevention, and intervention
activities; and (4) foster collaboration among investigators in a way that enhances and extends the
effectiveness of their research.

During fiscal years 2002 and 2003 the NCMHD funded Project EXPORT awards across the nation
focusing on priority research areas. Selected examples include:

e NCMHD Health Disparities COEs in 12 states across the nation are bringing to bear their state-
of-the-art research and outreach programs to eliminate the impact of cancer on diverse
populations. These efforts take place in Alabama, Arizona, California, Colorado, Georgia,
Maryland, Mississippi, New York, Pennsylvania, Tennessee, Texas, and Virginia.

e Today, 13 NCMHD Health Disparities COEs, located in nine states across the nation, including
California, Georgia, Hawaii, Maryland, Mississippi, North Carolina, New York, Pennsylvania,
and Texas, focus on eliminating disparities due to cardiovascular disease. Three Health
Disparities COEs in Georgia, Mississippi, and New York focus on stroke research.

e Diabetes is the target of 27 Health Disparities COEs in 17 states, including Alabama, Arizona,
California, Colorado, Georgia, Hawaii, Illinois, New York, North Carolina, North Dakota,
Maryland, Mississippi, Oklahoma, Pennsylvania, South Carolina, Texas, and Wisconsin, as well
as the District of Columbia.

e The NCMHD has Health Disparities COEs in six states, including Alabama, Florida, Georgia,
Texas, lowa, and Wisconsin, that focus their efforts to improve the health of mothers and their
infants.

Some examples of Project EXPORT initiatives funded in FY2002 include:

e The “Center for Research and Outreach in Hispanic Mental Health” at Carlos Alibzu University
in Puerto Rico facilitates research on health disparities with a special focus on the diagnosis,
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prevention, and treatment of mental health disorders in Hispanics. It also conducts research on
hypertension and HIVV/AIDS.

Another project, “Health Disparities Research with Indian Tribes in Montana and Wyoming,”
with Black Hills State University in North Dakota, will develop a research infrastructure to
address health disparities issues affecting the American Indian population of the Northern Plains.
The project will integrate cutting-edge research with Tribal custom, leadership, and structure with
emphasis on vehicular crash morbidity and mortality and ocular health/diabetes.

The initiative, “Reducing Health Disparities in Alabama’s Black Belt,” with Tuskegee University
and the University of Alabama, Tuscaloosa, focuses on minority health disparities, bioethics, and
rural health in Alabama’s African American community. Specifically, this Center will emphasize
research on adult immunization, infant mortality, cancer, and diabetes and take a proactive role in
collaborations with the University of Alabama Institute for Rural Health Research (IRHR) and
community organizations in addressing health disparities.

“Partnerships for Diabetes Related Disparities in Health” with the University of Hawaii at Manoa
and the Medstar Research Institute establish the Hawaii EXPORT Center (HEC), a research
center whose mission is to reduce and eliminate diabetes-related health disparities in Native
Hawaiians and Pacific peoples. HEC will: (1) seek “grass roots” partnerships with multiple
stakeholders through a strategic planning process; (2) improve research in diabetes-related
disparities by designing and implementing hypothesis-driven research of high scientific merit and
relevance to Native Hawaiians and Pacific peoples; (3) build research capacity by increasing the
numbers of studies and investigators pursuing diabetes-related research; (4) improve and facilitate
the translation of research to clinical practice by building a community-based network to
disseminate scientific information and educate students; and (5) raise public awareness of
diabetes-related disparities throughout the state and the United States.

Some examples of Project EXPORT initiatives funded in FY2003 include:

The “Mexican-American Women’s Health Project EXPORT Center” at the University of Texas,
El Paso (UTEP), a Hispanic-Serving Institution (HIS), was established by UTEP in partnership
with established Hispanic health disparity researchers at the University of Arizona. The focus of
this research initiative will be on potentially modifiable health behaviors disproportionately
affecting Mexican-American women (i.e., alcohol use; maternal health and nutrition; smoking
cessation; and the pursuit of the recommended Pap and human papillomavirus (HPV) screening
tests.

Clemson University, a land grant institution in South Carolina, established an EXPORT Center in
collaboration with Voorhees College, a Historically Black Institution (HBI) also in South
Carolina. The purpose of the EXPORT Center is to build capacity for research and training and
outreach to address health disparities in minority and rural underserved communities in South
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2.2.

Carolina. This project primarily focuses on African Americans and Hispanics, who form the
largest racial/ethnic minority groups living in the state.

The establishment of the Center for Excellence in Minority Health at Jackson State University in
Jackson, Mississippi, is built on a partnership with the University of Mississippi Medical Center,
the University of Pittsburgh, and the Jackson Medical Mall Foundation. This Center’s research
agenda emphasizes cancer, cardiovascular disease, and stroke in the African American population
of Mississippi. Additional research sub-cores will be developed in areas of maternal-child health,
diabetes and injury/violence.

Another program funded in FY2003 is the UNI (University of Northern lowa) Project EXPORT
Center in Cedar Falls, lowa. The purpose of this initiative is to strengthen and build the
University’s existing institutional infrastructure to increase its capacity to address the special
health needs of lowa’s pre-existing minority groups (which include urban African Americans and
the Meskwaki Indian Tribe) and rural families, as well as the state’s growing populations of
Latino immigrants, Bosnian refugees, East African immigrants, refugees from the former Soviet
Union, and others. Through applied research, the Center will seek to identify effective ways to
reduce health disparities within the parameters of a low-resource environment experiencing rapid
ethnic diversification. The research agenda for the UNI Project EXPORT Center focuses on
maternal and child health disparities and issues concerning cultural conflict and adaptation.

1.1 Action Plan

In developing Project EXPORT, the NCMHD undertook a number of actions to ensure the program
would be as effective and efficient as possible.

Action Plan

Milestones
Target Achieved

Promote awareness of and increase understanding of
the NCMHD Project EXPORT COEs (e.g., Technical | January FY03 FY2003 and
Assistance Workshops, RFAs, NCMHD web site) FY2004

Identify and implement best practices from established
public and private grant-making organizations (e.g.,
grant making, peer review process, program
review/evaluation)

EV05 Ongoing

Make awards FY04-FY08 Ongoing

Monitor grantee performance including:

o Publication of scientific and technical articles
about their research in peer-reviewed journals

0 Recruitment and retention of scientists from

Annually, due at
end of each
fiscal year

Ongoing:
Progress reports
are currently
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Action Plan

Milestones

Target

Achieved

minority and other underrepresented populations

in the fields of biomedical and behavioral research

at NCMHD Project EXPORT COEs

0 Recruitment and retention of qualified individuals

trained at institutions with NCMHD Project
EXPORT COEs who are currently
underrepresented in the scientific, technological,
and engineering workforce in public and private
sector organizations

0 Use of endowment funds

being analyzed
for this
information.

2.2.1.2 Performance Measures

Performance Measures

Target*

FY04

FYO05

FYO06

FYOQ7

FYO08

An increase in the number of applications for NIH
research project grants being submitted by
researchers from institutions with NCMHD Project
EXPORT COEs

Base

15%

15%

20%

An increase in the number of NIH research project
grants awarded to researchers at institutions with
NCMHD Project EXPORT COEs

Base

10%

10%

15%

Percent increase in the number of minority
research-related articles published by individuals
training or being trained at Project EXPORT COEs

Base

5%

10%

Percent increase in the number of students trained
at institutions with NCMHD Project EXPORT
COEs who continue work in the field of minority
health disparity research

Base

5%

10%

Increase the number of basic and clinical
researchers representative of minority and other
health disparity populations

Base

10%

15%

20%

Percent increase in the number of community-based
efforts established in association with an NCMHD
Project EXPORT COE

Base

15%

20%

25%

* Targets subject to change based on collection of baseline data.

NCMHD

134



NIH Health Disparities Strategic Plan, Fiscal Years 2004-2008
NATIONAL CENTER ON MINORITY HEALTH AND HEALTH DISPARITIES

Timeline

e The NCMHD began the Project EXPORT COE program in FY02, and plans to continue it
indefinitely. Incremental milestones are listed above in the Action Plan and Milestones table.

2.2.1.3 Outcome Measures

e Increase over baseline in the number of capital improvement projects supporting health disparity
research, over 5 years. Increases will be itemized and included in the NCMHD portion of the
NIH Annual Report.

e Number of Project EXPORT grantees evolving from a R24 funded Center to a P20 funded
Center, and from a P20 funded Center to a P60 funded Center.

e Number of new NIH-funded health disparity related grants at institutions receiving NCMHD
Project EXPORT funding.

2.2.2 Objective Two: NCMHD Research Endowment Program for Section 736
Institutions

The NCMHD Research Endowment Program specifically targets “Section 736 [PHS Act] Institutions
with currently funded Programs of Excellence in Health Professions Education for Underrepresented
Minority Individuals.” Congress determined that the establishment of federally supported
endowment funds is an appropriate method of building research and training capacity in institutions
that make significant investments in the education and training of underrepresented minority and
socioeconomically disadvantaged individuals.

Through the Endowment Program, the NCMHD will help to:

e Address the disparities in the burden of illness and death experienced by African Americans,
Hispanics, Native Americans, Alaska Natives, Asians/Pacific Islanders, and other underserved
populations as compared to the Nation as a whole

e Expand or add programs that effectively overcome educational and financial resource barriers to
promote a diverse and strong scientific, technological, and engineering workforce for the 21st
century

e Work in concert with the private and nonprofit sectors to emphasize the recruitment and retention
of qualified individuals from health disparities populations that are currently underrepresented in
the scientific, technological, and engineering workforce

e Assist in the recruitment of more scientists from health disparities populations in the fields of
biomedical and behavioral research and other areas of the scientific, technological, and
engineering workforce

The objective of the Endowment Program is to facilitate a decrease in reliance on governmental
financial support and encourage reliance on endowments and private sources. Eligible institutions
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include only those institutions with corporate or total institutional endowment assets of less than half
the national average for section 736 institutions that conduct similar biomedical research or training
of health professionals. Regarding partnerships, collaborating institutions that meet these criteria
may independently apply for endowment support.

Additionally, as part of the guidelines for receiving an endowment, institutions must develop and
measure outreach mechanisms to educate and inform their constituents. The NCMHD will monitor
endowments throughout the life of the award.

The Research Endowment Program is an important priority and represents one of the NCMHD
cornerstone programs. NCMHD-endowed institutions are using endowment funds to enhance
research capacity and infrastructure for research and training, which includes: strengthening teaching
programs in the biomedical and behavioral sciences and related areas; making physical plant
improvements; establishing endowed chairs and programs; obtaining equipment for instruction and
research; enhancing student recruitment and retention; providing merit-based scholarships; recruiting
and retaining faculty; developing instruction delivery systems and information technology in areas
that enhance minority health and health disparities research activities; and training minority and
disadvantaged scientists in the behavioral and biomedical sciences.

Some highlights of the fiscal year 2002 Research Endowment Program awards include:

e The University of Montana has had a long-standing history and commitment to the recruitment
and training of American Indians and other minorities for degrees in pharmacy and physical
therapy. Through participation in the Research Endowment Program, the University of Montana
will expand its infrastructure capacity to offer graduate degrees with an increased focus on
minority health disparities research. Additionally, funds generated from the endowment award
will be used to establish new tenure-track faculty positions and to support the continued emphasis
on recruitment and retention of individuals from minority and other populations that are currently
underrepresented in the scientific, technological, and engineering workforce.

e Support received from this program by Charles R. Drew University of Medicine and Science, a
HBCU and a Hispanic-Serving Health Professional School (HSHPS) in California, will enable the
university to acquire personnel and state-of-the-art information technologies that will strengthen
and grow three of its highly productive infrastructure components, thereby increasing its capacity
in research and training.

e The University of New Mexico (UNM) is a Hispanic-Serving Institution (HSI). Through
participation in the Research Endowment Program, UNM will use the generated funds to support
research on health disparities in New Mexico and the Southwest. UNM’s overarching goal is not
only to identify and analyze disparities, but also to design interventions that will lead to the
reduction of disparities. UNM intends to use assistantships for minority and other
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underrepresented health professions students and pre-professional students to attract diverse
students to science research careers.

Some highlights of the fiscal year 2003 Research Endowment awards include:

Florida A&M University, located in Tallahassee, Florida, will use the income earned from its
Research Endowment to provide resources to enhance the health professions and graduate
programs in the Colleges of Pharmacy and Pharmaceutical Sciences and Arts and Sciences
(Biology, Chemistry, and Physics) and Schools of Nursing and Allied Health and Environmental
Sciences. This objective will be achieved through the expansion of efforts to recruit outstanding
qualified individuals from minority and other populations that are currently underrepresented in
the scientific, technological, and engineering workforce and the retention of existing health
professions and graduate science faculty.

Xavier University of Louisiana, in New Orleans, will use the funds generated from the Research
Endowment to support ongoing projects to increase the research capability of the College of
Pharmacy in the area of diabetes, to promote health disparities research, and to increase the pool
of well-educated individuals from minority and other underrepresented populations who pursue
advanced education in biomedical and behavioral research. The initiative will invest in programs
that enhance recruitment, research development, continuing education, faculty retention, student
training, and retention.

Tuskegee University (TU), in Tuskegee, Alabama, will use Research Endowment income to
implement a nationally recognized, interdisciplinary Ph.D. program in the Integrative Biosciences
(with an emphasis in molecular and cell biosciences, dedicated to the development and
application of genomics, proteomics, and bioinformatics). This research program will be
conducted by faculty from the TU’s College of Veterinary Medicine, Nursing, and Allied Health
and College of Agriculture, Environment, and Natural Sciences. The research infrastructure built
by this award will be used to train African American and other minority and disadvantaged
scientists in the behavioral and biomedical sciences. Funds also will be used to support the
recruitment and retention of highly qualified faculty from minority and other underrepresented
populations and to provide merit-based scholarships to students and competitive stipends to
graduate science students.

2.2.2.1 Action Plan

Because this is a newly created program, the NCMHD undertook a number of actions to ensure the
program is as effective and efficient as possible.
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) Milestones
Action Plan Target Achieved
= Identify and implement best practices from established

public and private grant-making organizations (e.g., FY02

grant making, peer review process, program

review/evaluation)
= Make endowment awards End of FY02

= Monitor grantee performance including:

o0 Publication of scientific and technical articles
about their research in peer-reviewed journals

0 Recruitment and retention of scientists from
minority and other underrepresented populations in
the fields of biomedical and behavioral research at
Section 736 institutions

o0 Recruitment and retention of qualified individuals
trained at Section 736 institutions who are
currently underrepresented in the scientific,
technological, and engineering workforce in public

and private sector organizations Annually, due at

0 Use of endowment funds e_nd of each
fiscal year
= Promote awareness of and increase understanding of
the NCMHD Endowment Program among Section 736
institutions with currently funded Programs of FY03

Excellence in Health Professions Education through
Technical Assistance Workshops, RFAs, and the
NCMHD web site

Timeline

e NCMHD began the Endowment program in FYOL. Incremental milestones are listed in the
Action Plan and Performance Milestones table.
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2.2.2.2 Performance Measures

Performance Measures Targets*

FYO04 | FY05 | FY06 | FYO7 | FY08

= Percent increase in the number of applications for
competitive research awards being submitted by
researchers from NCMHD-endowed Section 736
institutions

= Percent increase in the number of NIH research
project grants awarded to researchers at NCMHD- Base | 5% 10% 15%
endowed Section 736 institutions

= Percent increase in the number of minority research-
related articles published in peer-reviewed journals
by individuals training or being trained through
endowment funding

= Anincrease in the number/percent of students
trained at NCMHD-endowed institutions who
continue work in the fields of minority health and
health disparity research

* Targets subject to change based on collection of baseline data. (Baseline data comprises the data
collected in the Endowment Program’s first year.)

Base |10% | 15% 20%

Base | 5% 10%

Base | 5% 10%

2.2.2.3 Outcome Measures

e Increase the number of capital improvement projects and itemize them in the annual report

e A 50 percent increase over 5 years in the number of researchers focusing on minority health and
health disparity research as a result of graduating from or teaching at a section 736 institution
with an NCMHD endowment

e A 30 percent increase over 5 years in articles published in research journals focusing on minority
health disparities originating at Section 736 institutions that have an NCMHD endowment

2.2.3 Objective Three: Research Infrastructure in Minority Institutions Program (RIMI)

RIMI was originally created by the NIH National Center for Research Resources (NCRR) and the
NIH ORMH, the predecessor to the NCMHD. The RIMI research infrastructure grant program is
designed to strengthen the research environment of predominantly minority-serving academic
institutions through grant support to develop and/or expand existing capacities for institutional and/or
individual faculty initiated basic, biomedical, social, and/or behavioral research programs. The
program is flexible and allows institutions to pursue, for example, research efforts that address health
disparities among racial and ethnic minorities and the medically underserved, including those who
reside in the Southwest Border States, rural communities, Appalachia Region, Mississippi Delta,
Frontier States, and urban centers of the United States. Further, the RIMI Program helps non-
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doctoral degree institutions to develop and enhance their capacity and competitiveness to conduct
biomedical or behavioral research and develop their research infrastructure, primarily through
collaborations with research-intensive universities.

The RIMI Program is now administered solely by the NCMHD. In FY2002, the objectives of the
competition were to provide extension grants to institutions that seek to: (1) establish a RIMI activity
that enhances the institution’s biomedical research infrastructure; and (2) utilize collaborative
agreements with institutions granting doctoral degrees in the health sciences to encourage and
facilitate research and mentoring interactions between the biomedical research faculty in grantee and
collaborating institutions. In FY2002, the NCMHD issued RIMI awards to six biomedical and
behavioral research institutions. In fiscal year 2003, the NCMHD issued new RIMI awards to five
qualified biomedical and behavioral research institutions.

The effectiveness of the RIMI Program is highlighted by Morgan State University, which took
advantage of the support provided by the program and successfully established its own doctoral
degree programs. Morgan State University entered the RIMI program in 1995 with the goal of
establishing a biomedical research center through the creation of an interdisciplinary environment
that fostered collaborative biomedical research in biology, chemistry, and psychology with Johns
Hopkins University. Morgan State proposed specific research to address stress and cardiovascular
disease, HIV/AIDS, and neurodevelopmental/neurological disorders. Morgan State has successfully
implemented its doctoral programs in biomedical sciences.

The Charles R. Drew University is working to improve the detection and characterization of brain
tumors, and researchers at San Francisco University are examining the impact of social support,
spirituality, and depression on quality of life among breast cancer survivors from diverse populations.

2.2.3.1 Action Plan

Since the transfer of the RIMI to the NCMHD, the NCMHD has established a number of actions to
ensure that the program meets the goal of solidifying and strengthening the infrastructure and
capacity of non-research intensive minority-serving institutions to establish biomedical and
behavioral science research degree programs, including: (1) developing faculty sustainable research
programs; and (2) enhancing the overall quality of the educational experience for students in
biomedical and behavioral sciences as well as related research areas.

) Milestones
AR Target Achieved
= Expand the RIMI grant program to include capacity-

L . Lo FYO05

building opportunities for community/junior colleges
=  Make RIMI awards End of FY05
= Monitor grantee performance including:
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Action Plan

Milestones

Target

Ach

ieved

0 Recruitment and retention of scientists from health
disparities populations in the fields of biomedical
and behavioral research

0 Recruitment and retention of qualified teaching
faculty who are able to establish collaborative
partnerships with individuals who are currently
underrepresented in the scientific, technological,
and engineering workforce in public and private
sector organizations

o Publication of scientific and technical articles
about their research in peer-reviewed journals

0 Recruitment, retention, and graduation of students
who select a major concentration in life or
behavioral sciences

Annually, due at

end of each
fiscal year

= Promote awareness of and increase understanding of
the NCMHD RIMI Program among minority-serving
institutions, including 2-year minority serving
institutions, through Technical Assistance Workshops,
RFAs, and the NCMHD web site

FY05

Timeline

e The RIMI Program was transferred to NCMHD in 2002, but not expanded until FY04 to include a
focus on the elimination of health disparities. Incremental milestones are listed in the Action Plan

and Performance Milestones table.

2.2.3.2 Performance Measures

Performance Measures Targets*
FYO04 | FY05 | FY06 | FYO7 | FY08
= Percent increase in the number of applications for
competitive research awards being submitted by Base |10% | 15% 20%
minority-serving institutions
= Percent increase in the number of NIH research Base | 5% 10% 15%
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Performance Measures Targets*

FYO04 | FY05 | FY06 | FYO7 | FY08

capacity-building project grants awarded to
minority-serving institutions

= Percent increase in the number of minority research-
related articles published in peer-reviewed journals Base | 5% 10%
by faculty being trained through RIMI funding

= Anincrease in the number/percent of students
trained at NCMHD RIMI institutions who continue
to pursue a scientific research degree and/or work Base | 5% 10%
in the fields of minority health and health disparity
research

* Targets subject to change based on collection of baseline data. (Baseline data comprises the data
collected in the Endowment Program’s first year.)

2.2.3.3 Outcome Measures

e Anincrease by at least 30 percent over 5 years in the number of capital improvement and
scientific research infrastructure projects at minority-serving institutions and itemizing of them in
the annual report

e Anincrease by 35 percent over 5 years in the number of minority-serving institutions’ students
who graduate with a degree focus on basic or behavioral science and research as a result of RIMI
research support

e Anincrease by 30 percent over 5 years in the number of minority-serving institutions’ faculty
researchers focusing on minority health and health disparity research as a result of RIMI program
support

e A 25 percent increase over 5 years in faculty published articles in research journals focusing on
minority health disparities originating at minority-serving institutions that have an NCMHD
RIMI grant award.

2.2.4 Objective Four: Minority Health and Health Disparities International Research
Training Program (MHIRT)

In FY2004, the NCMHD assumed responsibility for administering the Minority Health and Health
Disparities International Research Training Program (MHIRT), previously known as the Minority
International Research Training Program (MHIRT). This program was previously managed by the
NIH Fogarty International Center (FIC) with co-funding from the NCMHD. The MHIRT Program
supports innovative international research training opportunities for undergraduate, graduate, and
health profession students who are from health disparity populations and groups and/or groups
underrepresented in basic science, biomedical, clinical, and behavioral health research career fields.
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MHIRT awards also enable U.S. institutions to offer mentored research training opportunities to
qualified non-research students to participate in short-term international biomedical, clinical, social,
or behavioral research programs abroad for at least 10-12 weeks during the summer or one semester
during the academic year.

2.2.5 Objective Five: Small Business Innovation Research (SBIR) and Small Business
Technology Transfer (STTR) Programs

The SBIR and Small Business Technology Transfer (STTR) Programs are set-aside programs for
small businesses to engage in federal research and development with a potential for
commercialization. For the NCMHD, these programs foster and encourage the participation of
minority-owned small businesses and businesses owned by disadvantaged persons in technological
innovation through cooperative research and technology transfer with research institutions that focus
on health disparities issues. Moreover, they illustrate NCMHD’s commitment to combine science,
technology, and business into a collective effort that explores and solves health disparities.

Highlights of NCMHD’s SBIR/STTR funded projects are illustrated by the following examples:

Real-Time Multinational System for Home Telehealth

This project focuses on the creation of a real-time multifunctional digital system for home telehealth
by utilizing a single telephone line connection. Further, the product will facilitate verbal
communication between health care providers and patients while simultaneously transmitting
biosignals (e.g., electroencephalograms, electrocardiograms) in real time. This product has the
potential to assist rural and isolated patients in receiving multiple types of health care and in
obtaining physiological monitoring by a physician.

visiBabble

This project consists of the development of visiBabble, sound recognition software that provides real-
time contingent visual reinforcement of vocalizations produced by infants and pre-school children
who are delayed in frequency and variety of pre-speech vocalization. In an effort to prevent these
children from becoming non-speakers, visiBabble may be used to encourage infants to vocalize and
explore a large repertoire of phonetic patterns that help to foster later language and cognitive
development. In addition, visiBabble can also be used by teachers, clinicians, and parents as a tool
tailored to a child’s particular problem (e.g., syllable starts, pitch variation, duration of voicing,
particular consonant types, or syllable complexity).

Tissue Dissociation Enzymes for Islets and Other Cells

This project focuses on the improvement of the composition and purity of collagenase, the tissue
dissociation enzyme used in islet isolation procedures, in an effort to increase the islet yield. This
project is particularly important because transplantation of islet cells offers exciting treatment
possibilities for diabetes mellitus, which is the third-leading cause of death in the United States and
disproportionately affects minorities and other medically underserved populations.

NCMHD 143



NIH Health Disparities Strategic Plan, Fiscal Years 2004-2008
NATIONAL CENTER ON MINORITY HEALTH AND HEALTH DISPARITIES

Novel Platform for NOy Reduction from Furnaces

This project seeks to reduce nitrogen oxides (NOy) in the air by improving membrane technology and
existing burner technology to reduce NOy emissions from combustion processes. The reduction of
NOxy in the air is particularly important because they are well-known environmental pollutants that
inhibit lung function, increase susceptibility to bacterial and viral pulmonary infections, and are
harmful for asthmatics, children, the elderly, and individuals with chronic obstructive pulmonary
diseases. This project holds great promise in improving current technology and significantly
impacting the health field.

2.2.5.1 Action Plan

The SBIR/STTR Program will focus on increasing the NCMHD portfolio. The strategy is to employ
a stepwise process that will result in an 80 percent increase in the number of SBIR/STTR projects
supported and administered by NCMHD by FY2008. The process will involve revising the
SBIR/STTR Solicitation Manual, increasing participation in Regional and National SBIR/STTR
conferences, developing outreach material that advertises NCMHD priorities in the business
community (including web site material and promotional brochures), convening a workshop to
brainstorm potential areas of collaboration between NCMHD and business enterprises, and ultimately
offering Program Announcements or RFAs that will support a targeted need in one or more of our
scientific priority areas.

) Milestones
Action Plan Target Achieved
= Revise SBIR/STTR Solicitation Manual FY05
= Attend regional and national SBIR/STTR conferences FYO05-FYO08
= Develop outreach material FY06
= Convene outreach workshop FYQ7
= Develop targeted RFA FYOQ7
= Develop targeted, ongoing Program Announcement FY08
2.2.5.2 Performance Measures
Performance Measures Targets*
FYO04 | FY05 | FY06 | FYO7 | FY08
= Percent increase in the number of SBIR/STTR Base
applications supported and administered by 20% | 40% | 60% 80%
NCMHD

* Targets subject to change based on collection of baseline data. (Baseline data comprises the data
collected in Fiscal Year 2004.)
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2.25.3 Outcome Measures

e Increase in the number of supported and administered SBIR/STTR applications by 80 percent
over the base year by FY2008.

2.3 Area of Emphasis Three: Develop and Refine Research Tools, Survey Instruments,
and Databases That Are Culturally Sensitive, Culturally Competent, and Specifically
Designed for Minority and Other Health Disparity Populations

As the coordinator of minority health and health disparity activities and information, the NCMHD
will implement a knowledge repository database, or interconnected series of databases, to facilitate
the retrieval, analysis, and dissemination of minority health and other health disparity research,
infrastructure, and outreach information. A sophisticated mechanism of information sharing,
leveraging the newest technologies, must be established to ensure all stakeholders can benefit from
the multiple sources of information.

2.3.1 Objective One: Improve the Infrastructure for Collecting and Analyzing
Epidemiological and Demographic Data on Minority Populations

The NCMHD will improve the infrastructure for collecting and analyzing epidemiological and
demographic data on minority populations by developing and refining research tools, survey
instruments, and databases. This knowledge repository must be culturally sensitive, culturally
competent, and specifically designed for minority and other health disparity populations. The
NCMHD will also support efforts to improve the Surveillance, Epidemiology, and End Results
(SEER) data system at the NCI.

23.1.1 Action Plan

To lead the development of enhanced mechanisms for collecting and analyzing epidemiological and
demographic data on minorities, the NCMHD will:

Milestones
Target Achieved

Action Plan

= Explore opportunities for partnerships with the private
sector, particularly genomics and pharmaceutical
companies, to develop better mechanisms to collect and FY06
analyze data on minorities’ health and diseases of
minorities and other populations.

= Encourage knowledge sharing and cross-disciplinary
research between NIH ICs, as well as the CDC. This will
include reviewing ongoing infrastructure development
efforts funded by the NCMHD.
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) Milestones
Action Plan Target Achieved
= Identify requirements to develop the most effective and
efficient mechanisms of creating a data management
solution to benefit research on three fronts:
0 NCMHD research FY06
o Intramural research (within NIH ICs)
o Extramural research (NIH partnering institutions and
community groups)
= Standardize and improve record keeping on minority and
ethnic groups and the underserved by states. The SEER
data system should improve and refine descriptors for EY06-EY08
minority groups to reflect the number of minority and
ethnic groups and the diversity within minority
populations.
= Examine the practices of institutions that have effective
mechanisms of collecting data, developing research tools
X o . FY06
and survey instruments, and leveraging information
among various studies.
Timeline
e NCMHD will begin this effort in FY06.
2.3.1.2 Performance Measures
Performance Measures Targets*
FYO04 | FY05 | FY06 | FY07 | FY08
. (Ijercent increase of studies utilizing newly Base 30%
eveloped tools
= |ncrease in the number of tools Base 20%
* Targets subject to change based on collection of baseline data.

2.3.1.3 Outcome Measures

e An improvement in methods for collection and dissemination of data and the promotion of
surveillance studies with the development of data banks, databases, and “registries” of
information on minority populations.
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3.0 AREAS OF EMPHASIS IN COMMUNITY OUTREACH, INFORMATION
DISSEMINATION, AND PUBLIC HEALTH EDUCATION

Effective community outreach is bi-directional. Consequently, the NCMHD is committed to creating
communication channels that lend themselves to the interactive nature of effective outreach.
Different communities require different modes of communication. The word “community” is used
broadly here since the NCMHD must reach out not only to constituent communities, but to the
community of advocates, health professionals, and institutions as well. Accordingly, the NCMHD
divides its outreach efforts into three major objectives:

e Outreach to communities and their community-based organizations

e Outreach to health and social service professionals

e Outreach to health, research, and social service institutions; professional organizations; and the
business sector

In each of these categories the NCMHD may take on the role of partner, leader, or resource. The
nature of that role defines the nature of the relationship, and consequently, the nature of
communication and outreach required. However, the NCMHD is a new Center and before it can
pursue the outreach objectives described above, it must create the institutional infrastructure to plan
and lay the groundwork for the outreach effort.

Laying the Groundwork for Effective Outreach

In reaching out to communities and stakeholders, it is critical to convey a message that faithfully
communicates the identity and mission of the organization. Therefore, it is important that the Center
go through the necessary steps to establish its identity in order to create greater public understanding
of the mission of the NCMHD. This will help develop unified thinking within the Center and its
stakeholder community. The NCMHD also must develop a comprehensive communications strategy.
This strategy will help identify the target audience, determine the communications objectives, design
the message, manage the communications mix, and measure the communication results. Developing
an effective communications strategy, implementing the plan, and developing the infrastructure to
implement the plan are significant undertakings.

The NCMHD currently is establishing and launching its Office of Community-Based Participatory
Research and Outreach (OCBPRO). Activities under consideration for this Office include the three
objectives delineated below. The OCBPRO also will assist the Center in continuing to develop its

branding approach and enhancing its communications strategy.

In the process of building an outreach infrastructure, the Center will continue to reach out to
communities, community-based organizations, and other stakeholders because it is vital that the
Center have a solid understanding of the communications needs of those it serves. Those needs vary
in urban and rural environments, and among different health disparity populations. In the process of
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gathering input, the OCBPRO may use various means, from stakeholder meetings, focus groups, and
workshops to larger conferences, surveys, and ethnographic studies. Although this is a time-
consuming process, it is the essential foundation for an effective outreach program. The funding
cycle and performance measures in this section reflect the necessary time required to gather this input
and build the appropriate information foundation.

In measuring outreach performance we used both milestones tied to action plans and performance
measures that capture improvements over time. The performance measures focus on two primary
dimensions: (1) volume, or the number of groups and individuals touched; and (2) quality, or the
efficacy of communications. In the case of volume, merely tallying up the number of leaflets
distributed and similar gross measures are not satisfying measures. Where possible, we tried to
emphasize capacity for volume, such as in the size of a database, or meaningful interactions, such as
the number of inquiries to a database or web site. In the case of quality, the best and simplest
measure is to ask a random sample of users and stakeholders how we are performing communication
efforts. The outcome measure in each outreach category is to establish a high-quality, nationwide
outreach network by a specified date.

3.1 Area of Emphasis One

3.1.1 Objective One: Outreach That Engages Communities and Their Community-Based
Organizations

An understanding of affected communities drives minority health and other health disparity research
priorities. The research findings cannot be fully realized until they are communicated to these same
communities and translated into practice. Therefore, developing a strategic relationship with
community-based organizations is of the highest priority. However, developing and implementing an
effective outreach effort is a daunting task. There are many people to reach, and often they are
among the most difficult-to-reach members of our society. Barriers of language, literacy, mobility,
money, geography, vision, and hearing all conspire to thwart communication efforts. To succeed in
this endeavor, the NCMHD will partner with multiple agencies and leverage existing channels,
including individual health and social service providers. However, in many cases it will have to
develop new methods and new channels to enhance the depth, breadth, and efficacy of its outreach
efforts. As noted in the “Research Areas of Emphasis,” some research resources will be devoted to
developing innovative and effective means of outreach. The research will be leveraged in the
outreach effort described in this section as the Center identifies and implements best practices.
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3.1.1.1 Action Plan

Milestones
Target Achieved

Action Plan

= Explore with the NCMHD Advisory Council and
stakeholders the most appropriate means for establishing [ FY05
effective outreach to minority and underserved
communities (e.g., Tribal Consultation Plan).

= Continue to reach out to communities, community-based
organizations, and other stakeholders to collect input
regarding their communications needs and the best
methods of maintaining a communications relationship.
This may include methods such as town hall meetings, FYO05-FY08
workshops, focus groups, conferences, surveys, and other
studies. (This could also serve as an infrastructure for
ongoing quality improvement and satisfaction
measurement.)

= Explore the feasibility of establishing a national database
of effective and strategically located community-based
organizations, churches, and faith communities that may
be marshaled in an outreach effort. The database should
be part of the broader knowledge management effort and
should have a Geographic Information Systems (GIS) FY06
component. This GIS component will permit pinpointing
of specific outreach messages to well-defined areas of
disparity. (This has significant overlap with the
coordination function and the Infrastructure Area of
Emphasis.)

= As outreach-focused research begins to reveal effective
and innovative means of outreach, explore the feasibility | FY05-FY08
of holding conferences to showcase that work and serve
as a focal point of exchange with other scholars and
practitioners working in this domain. (See Section 1.4)

Timeline

e Asdescribed in Action Plan.
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3.1.1.2 Performance Measures

Performance Measures Targets*

FY04 | FYO05 | FY06 | FYO7 | FY08

= Increase in volume of communications as measured
by an increase in number of community-based Base
organizations included in database and other
indicators of volume

10% | 20% 30%

= Increase in satisfaction of community-based
organizations with communications efforts as Base |10% | 15% 20%
measured by surveys and other quantitative means

* Targets subject to change based on collection of baseline data. Percentages refer to increase over
base year unless otherwise stated. Base year is deferred to out years when significant “ramp-up” time
IS expected.

3.1.1.3 Outcome Measures

An established communications network that provides research-based information and responds to
the information needs of existing and future community-based organizations in all 50 states by the
end of FY05.

3.1.2 Objective Two: Outreach That Engages Health and Social Service Professionals

Individual caregivers provide a vital link in the outreach chain. They have the opportunity to speak
with patients and clients one-on-one in the context of a special relationship. It is extremely important
to have a network that reaches these professionals, who in turn can share information with individuals
in their care. In keeping with the principle of bi-directionality, health care providers must have the
means to communicate with NCMHD so they can relay their concerns and provide their insights.

3.1.2.1 Action Plan

Milestones
Target Achieved

Action Plan

= Explore the feasibility of creating a research database of
scientific articles relevant to minority health and other
health disparities that could be easily accessed by health
care professionals. This would be analogous to a
Medline service and could be done in partnership with
the National Library of Medicine.

FY05
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Milestones
Target Achieved

Action Plan

= Explore with the NCMHD Advisory Council the creation
of minority health and other health disparity curricula
that can be adapted and used by schools of nursing,
medicine, and social work. In a parallel effort,
Continuing Medical Education courses may be created
for practicing professionals.

= Explore with the NCMHD Advisory Council the creation
of a textbook on minority health and health disparities
that can be used in conjunction with the curricula cited
above.

= Explore with the NCMHD Advisory Council the creation
of Journal of Minority Health and Health Disparities
that can not only be used as a venue for publication but
also as a tool of communication.

FY05

FYO05

FY05

Timeline
e As described in Action Plan

3.1.2.2 Performance Measures

Performance Measures Targets*

FY04 |FYO05 | FY06 | FYO7 FY08

= Increase in volume of communications to individual
professionals as measured by an increased number Base
of hits/page views/inquiries to literature database
and other indicators of communication volume

10% | 20% 30%

= Increase in satisfaction of professionals with regard
to communications as measured by surveys and Base |10% | 15% 20%
other quantitative means

* Targets subject to change based on collection of baseline data. Percentages refer to increase over

base year unless otherwise stated. Base year is deferred to out years when significant “ramp-up” time
IS expected.

3.1.2.3 Outcome Measures

e An established communications network that provides research-based information and responds
to the information needs of health and social service professionals in all 50 states by the end of
FYO05.
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3.1.3 Objective Three: Outreach That Engages Health, Research, and Social Service
Institutions; Professional Organizations; and the Business Sector

Health care and social service institutions often play an important role in the lives of health disparity
populations. Because of their presence in the community as both providers and employers, and
because they often have pre-existing networks, it is important to leverage their capabilities in
outreach efforts. The other NIH ICs all have an outreach infrastructure that could be coordinated and
leveraged in the outreach effort. Enhanced communication between research institutions, such as the
various NIH ICs, would enhance the health disparity research endeavor and is also a legitimate
objective of the outreach function. The for-profit sector is an important part of the institutional
outreach effort. Large employers and small businesses play an important role in the life of a
community and will require special outreach strategies to enlist them in the health disparity effort.

3.13.1 Action Plan

Milestones
Target Achieved

Action Plan

= Explore acquisition or establishment of a database of
hospitals, clinics, and other key institutions in
minority/health disparity communities. Database should
include the names of key information/public relations
staff, and have a strong GIS component. These
institutions could be leveraged in disseminating
information, developing behavior change programs, and
recruiting research subjects. (This has significant overlap
with Infrastructure Area of Emphasis and related
Objectives.)

FYO05

= |dentify and consider reaching out to other institutions
and systems that may not be traditionally thought of in
this effort such as state and federal prison systems; the
Veterans Affairs hospital system; and large employers,
small businesses, Health Maintenance Organizations, and
health insurance companies active in minority and health
disparity communities. These may be included in the
database.

FY05

= Create relationships and collaborate with other federal
agencies, including other ICs, who may wish to reach the
same populations. The messages of different
organizations need to be coordinated and consistent. The | FY05
NCMHD can play a role in coordinating messages so that
the database and the community-based partners are used
most efficiently and effectively.
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Action Plan

Milestone

S

Target

Achieved

Identify best practice outreach tools and techniques
among the other ICs.

FY05

Require strategically located COE award recipients to
take a leadership role in coordinating and leading
outreach and information dissemination in a specified
geographic area.

FY02

Timeline

As described in Action Plan

3.1.3.2 Performance Measures

Performance Measures

Targets*

FY04 | FYO05

FYO06

FYO7 | FYO08

Increase in volume of communications to
institutional partners as measured by an increase in
the size of the database and other indicators of
volume

Base

10%

20% 30%

Increase in satisfaction of institutions with regard to
communications as measured by surveys and other
quantitative means

Base

10%

15% 20%

* Targets subject to change based on collection of baseline data. Percentages refer to increase over
base year unless otherwise stated. Base year is deferred to out years when significant “ramp-up” time
IS expected.

3.1.3.3 Outcome Measures

An established outreach network that provides research-based information and responds to the
information needs of health, social service, and other institutions in all 50 states by the end of

FYO05.
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MISSION/VISION STATEMENT

Congress established the National Eye Institute (NEI) in 1968 with the mission to conduct and
support research, training, health information dissemination, and other programs with respect to
blinding eye diseases, visual disorders, mechanisms of visual function, preservation of sight, and the
special health problems and requirements of the individuals who are visually impaired. Inherent in
the NEI’s mission is the investigation of normal visual processes and health information
dissemination activities to conduct activities related to the prevention of blindness through public and
professional education programs and through the encouragement of regular eye examinations.

The NEI will continue to protect and improve the visual health of the Nation through the support and
performance of the highest quality laboratory and clinical research aimed at increasing our
understanding of the eye and visual system in health and disease and developing the most appropriate
and effective means of prevention, treatment, and rehabilitation, and through the timely dissemination
of research findings and information that will promote visual health.

STRATEGY FOR ADDRESSING HEALTH DISPARITIES

The NEI is the principal federal agency concerned with the support of basic and clinical research
aimed at the improved prevention, diagnosis, and treatment of eye diseases and visual disorders that
cause visual impairment and blindness. Vision research is supported by the NEI through
approximately 1,600 research grants and training awards made to scientists at more than 250 medical
centers, hospitals, universities, and other institutions across the country and around the world. The
NEI also conducts laboratory and patient-oriented research at its own facilities located on the
National Institutes of Health (NIH) campus in Bethesda, Maryland.

The NEI’s latest strategic plan, the National Plan for Eye and Vision Research, was developed in
conjunction with experts from all fields of vision research, who were assembled to make
recommendations on research priorities. Additionally, the National Eye Health Education Program
(NEHEP) Partnership met to review and evaluate progress, identify new critical areas for applied
research, and make recommendations regarding the NEHEP. Both the research priorities and
NEHEP recommendations were included in the strategic plan. Several of the priority
recommendations made by these groups were related to health disparities. They included research on
glaucoma, diabetic retinopathy, myopia, health services research, and eye health education. More
than 60 professional, scientific, or advocacy organizations that support vision research were asked to
review the draft plan to ensure that important areas of research or specific issues of importance to
vision research had not been overlooked. The final plan reflects the comments and input received
during that process and can be found on the NEI web site at
http://www.nei.nih.gov/strategicplanning.
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For this document, the areas of research priority related to health disparities that were identified in the
full strategic plan were extracted. These areas were used to revise and update the NEI strategic plan
for addressing health disparities. In addition, the NEI’s activities as a co-lead agency for the new
focus area on Vision and Hearing in Healthy People 2010 are highlighted.

An NIH committee developed strict definitions of minority health and health disparities research so
that funding levels can be tracked for clinical or basic research related to diseases, conditions, or
biological processes that are either exclusively or almost exclusively found in specific designated
minority or health disparities populations. Eye diseases and conditions, however, are neither found
exclusively nor nearly exclusively in minority or health disparities populations. Nonetheless, some
eye diseases and conditions have a greater prevalence in minority populations and result in increased
blindness or visual impairment compared to other populations. These include glaucoma, diabetic
retinopathy, cataract, and refractive errors. A recent study of causes and prevalence of visual
impairment suggested that glaucoma and cataract account for more than 60 percent of the blindness
in Black adults in this country, and in spite of a highly effective surgical treatment, cataract causes
approximately 50 percent of the bilateral low vision in Blacks, Hispanics, and Whites.! By
conducting basic and clinical research into these diseases and ensuring that NEI-supported clinical
trials have appropriate inclusion of minority populations, the NEI and the vision research community
are trying to improve treatment of those afflicted, particularly those who have a disproportionate
share of the disease burden.

In preparing this plan, the public comments concerning the NIH Strategic Plan and Budget to Reduce
and Ultimately Eliminate Health Disparities were reviewed. Although no specific comments were
found concerning the research, research capacity, or outreach activities discussed in the NEI Minority
Health Strategic Plan, some of the major themes are relevant to the interests and concerns of the NEI
in conducting its activities related to minority health and health disparities.

With regard to the theme of using culturally sensitive and appropriate communications, the NEI,
through its NEHEP, convenes work groups and conducts focus groups and key informant interviews
to ensure the sensitivity of its education programs in addressing the needs and perspectives of
minority populations. These activities have resulted in culturally appropriate educational materials
for the Glaucoma Education Program, the Low Vision Program, and the Diabetic Eye Disease
Program, which includes the American Indian and Alaska Native Diabetic Eye Disease Outreach
Program. The Ojo Con Su Vision (Watch Out for Your Vision) program provides Spanish-language
outreach on diabetic eye disease, glaucoma, and low vision.

The theme of strengthening the capacity of minority communities is being addressed through the
NEHEP with its efforts to expand the number of partnership organizations involved in the planning
and conduct of its educational and outreach activities. The NEI’s efforts for the Department of
Health and Human Services (HHS) health promotion and disease prevention initiative, Healthy
People 2010, also are aimed at strengthening the capacity of minority communities. The NEI has
established a Healthy Vision 2010 Awards Program that is intended to stimulate collaborative
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community health education initiatives. The NEI recognizes the importance of strengthening the
capacity of community-based organizations by providing “seed money” to begin or continue vision-
related health education projects. The NEI provides leadership to promote health and prevent disease
among Americans through management and coordination of the implementation of the vision
objectives in Healthy People 2010, the Nation’s health agenda. These awards provide NEI with
opportunities to establish partnerships that extend the reach and effectiveness of its work.

1.0 AREAS OF EMPHASIS IN RESEARCH
1.1 Area of Emphasis One: Glaucoma

Glaucoma is not a single disease but rather a heterogeneous group of disorders that share a distinct
type of optic nerve damage that can lead to blindness caused by the death of retinal ganglion cells.
These diseases involve several tissues in the front and back of the eye. Commonly, but not always,
glaucoma begins with a defect in the front of the eye. Fluid in the anterior portion of the eye, the
aqueous humor, forms a circulatory system that brings nutrients to various tissues. Aqueous humor
enters the anterior chamber via the ciliary body epithelium (inflow); flows through the anterior
segment bathing the lens, iris, and cornea; and then leaves the eye via specialized tissues known as
the trabecular meshwork and Schlemm’s canal to flow into the venous system. Intraocular pressure
(I0P) is maintained by a balance between fluid secretion and fluid outflow. Almost all glaucomas
are associated with defects that interfere with aqueous humor outflow and, hence, lead to a rise in
IOP. The consequence of this impairment in outflow and elevation in IOP is that optic nerve function
is compromised. The result is a distinctive optic nerve atrophy, which clinically is characterized by
excavation and cupping of the optic nerve, indicative of loss of optic nerve axons.

Rationale and Priority

Primary open-angle glaucoma, the most common form of the disease, is characterized by relatively
high 10OPs believed to arise from a blockage of the outflow drainage channel or trabecular meshwork
in the front of the eye. However, another form of primary open-angle glaucoma, normal-tension
glaucoma, is characterized by a severe optic neuropathy in the absence of abnormally high 10P.
Patients with normal-tension glaucoma have pressures within the normal range, albeit often in the
high normal range. Both these forms of primary open-angle glaucoma are considered to be late-onset
diseases in that, clinically, the disease first presents itself around midlife or later. However, among
African Americans, the disease may begin earlier in middle age. In contrast, juvenile open-angle
glaucoma is a primary glaucoma that affects children and young adults. Clinically, this rare form of
glaucoma is distinguished from primary open-angle glaucoma not only by its earlier onset but also by
the very high IOP associated with this disease. Although there are a number of other forms of
glaucoma, the major focus of NEI-supported research remains on primary open-angle glaucoma
because of the large number of people affected and its public health impact.
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Primary open-angle glaucoma can be insidious. The disease is manifest as a progressive optic
neuropathy that, if left untreated, leads to blindness. It usually begins in midlife and progresses
slowly but relentlessly. If detected, disease progression can frequently be arrested or slowed with
medical and surgical treatment. However, without treatment, the disease can result in absolute,
irreversible blindness. Even though the initial site is believed to occur in the outflow drainage
channels at the front of the eye, vision loss from primary open-angle glaucoma is the result of
damage to the retinal ganglion cells, whose axons form the optic nerve at the back of the eye.

An estimated 66.8 million people worldwide have glaucoma, and nearly 6.7 million will be bilaterally
blind as a result." Glaucoma is a major public health problem in this country, as well. A recent meta-
analysis of population-based data from several studies estimated that as many as 2.2 million
Americans have the disease, and by the year 2020 this number is expected to increase to nearly 3.4
million." Furthermore, the study found that glaucoma is three times more prevalent in African
Americans than in Whites," and it is the number one cause of blindness in African Americans."
Epidemiological studies conducted in the United States and the West Indies have improved the
prevalence and incidence estimates of primary open-angle glaucoma among White and Black
populations. One strength of these studies is the adoption of more inclusive definitions of primary
open-angle glaucoma that require the presence of visual field loss or optic disc damage but do not
necessarily require the presence of elevated IOP. The Beaver Dam (Wisconsin) Eye Study, which
studied nearly 5,000 individuals between the ages of 43 and 84, reported a prevalence rate of 2.1
percent in a predominantly Caucasian sample.” The Baltimore Eye Study, with more than 5,000
participants age 40 and older, reported a prevalence rate of 1.7 percent among Caucasian Americans
and 5.6 percent among African Americans.” The Barbados Eye Study, which studied more than
4,000 Black Barbadians ages 40 to 84, reported a prevalence rate of 7 percent.”"! The Barbados Eye
Study and the Baltimore Eye Study confirmed the substantially higher prevalence of primary open-
angle glaucoma in Caribbean Blacks and African Americans than in Whites. Recent prevalence
estimates of primary open angle glaucoma in Hispanics indicate rates lower than African Americans
and similar to Whites except for the group over 65 years old, which had higher rates.®

Treatments to slow the progression of the disease are available; however, at least half of those who
have glaucoma are not receiving treatment because they are unaware of their condition"". In some
patients, the beneficial effect of eye drops lessens with time, and “advanced glaucoma” develops.
Findings from the NEI-supported Advanced Glaucoma Intervention Study suggest that Black and
White patients with advanced glaucoma respond differently to two surgical treatments for the disease.
Although both groups benefit from treatment, scientists found that Blacks with advanced glaucoma
benefit more from a regimen that begins with laser surgery, while Whites benefit more from one that
begins with an operation called a trabeculectomy®™.

Results from three other clinical trials confirmed the value of reducing IOP in patients with ocular
hypertension or glaucoma to prevent the onset of glaucoma in the former case and the progression of
disease in the latter. The Ocular Hypertension Treatment Study (OHTS), a study co-sponsored by the
NEI and National Center for Minority Health Disparities (NCMHD), noted that lowering 10P at least
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20 percent produced a 50 percent protective benefit over baseline among those individuals who had
elevated 10P without optic disc or visual field deterioration.* Analysis of the African American
subgroup in the OHTS revealed that daily pressure-lowering eye drops also reduced the development
of primary open-angle glaucoma in African Americans by almost 50 percent.” The Early Manifest
Glaucoma Trial determined that patients with newly diagnosed glaucoma progressed less often than
untreated patients when 10P was reduced at least 20 percent compared with baseline."' The
Collaborative Initial Glaucoma Treatment Study demonstrated that patients with glaucoma who
undergo either medical or surgical therapy were equally likely to avoid progression of disease after

5 years of follow-up.*"

Analyses of key baseling, clinically important factors among ocular hypertensive patients enrolled in
the OHTS also uncovered or affirmed a number of risk factors for the development of glaucomatous
damage, including IOP, large cup-to-disc ratio, age, and central corneal thickness.*"

Significant advances in identifying glaucoma-causing or associated genes have been made with the
mapping of more than a dozen glaucoma loci and the cloning of more than a half dozen glaucoma
genes. New studies involving genome-wide screening are beginning to identify alleles that may play
a combinatorial role in complex primary open-angle glaucoma. Identification of trabecular
meshwork glucocorticoid response/myocilin, optineurin, cytochrome P450 1B1 (CYP1B1), and other
genes that play a less prominent role in disease causation promises a better understanding of normal
eye development and of the molecular pathophysiology of glaucoma in general. Defining roles for
these genes with respect to glaucoma should indicate pathways that are disrupted and thereby help
increase our understanding of the pathology of all forms of glaucoma.

Progress also has been made in the development of new pharmacological agents that might protect
axons from damage due to glaucoma. Elevated IOP frequently is associated with glaucoma, and
explanations for how axons become damaged usually are based on the mechanical effects of elevated
IOP. However, optic nerve damage can occur without abnormally high pressures and conversely,
elevated pressure does not necessarily lead to optic nerve damage. Discovering the basis of optic
nerve degeneration is essential for the development of the next generation of glaucoma drugs,
neuroprotective agents. Scientists now have evidence that the molecule nitric oxide (NO) is directly
involved in mediating the degeneration of axons in the optic nerve head.”” Research is being aimed
at identifying and developing neuroprotective agents as a new class of glaucoma drugs.

An important aim of current research is to develop methods of diagnosis to detect the disease in the
early stages, when treatment is most effective in minimizing irreversible vision loss. This is made
more critical by the apparent absence of symptoms in the early stages of glaucoma. Because elevated
IOP is not always accompanied by pathology, nor does elevated 10P always lead to optic neuropathy,
the diagnosis of glaucoma now emphasizes the presence of visual field loss and observable
characteristic optic nerve damage. Individuals with ocular hypertension present a unique dilemma
for clinicians. In the absence of any overt pathology, clinicians must decide whether or not to treat
these individuals with I0P-lowering medications that can pose a considerable expense and often have
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side effects. This dilemma can be avoided with a more thorough understanding of the natural history
of the disease and whether early treatment can prevent the onset of glaucoma.

Because characteristic visual field changes in glaucoma patients are due to degeneration of retinal
ganglion cells, clinical progress goes hand-in-hand with progress in understanding how retinal
ganglion cell loss occurs and the role played by elevated IOP in this process. New approaches to
treatment are essential because not all patients respond to current treatments, and vision that is lost
currently cannot be restored. Because ganglion cell death is the common feature of glaucoma, it has
become increasingly important to understand the fundamental pathophysiology of the retina. For this
reason, the NEI sponsored a workshop on ganglion cell death and optic nerve degeneration to help
stimulate the development of new paradigms and neuroprotective methodologies for the clinical
treatment of glaucoma.

Clinical and laboratory research will continue to provide a greater understanding of the normal
functions of the ocular tissues involved in glaucoma. Such studies already have led and will continue
to lead to the introduction of new drugs to reduce IOP, the development of new diagnostic tools,
better estimates of disease prevalence and incidence, and the identification of glaucoma genes.

111 Objective One: Understanding Glaucoma

Elucidate the prevalence, pathophysiology, natural history, and history of intervention results of optic
neuropathies such as glaucoma and optic neuritis over the full time course of these diseases and
within ethnic subgroups.

1111 Action Plan

Improve our understanding of the nature and course of glaucoma, incorporating studies of
comorbidity, natural history, and genetics.

Results from the Baltimore Eye Study, the Beaver Dam Eye Study, and the Barbados Eye Study
firmly established race as a significant risk factor for primary open-angle glaucoma. Though there is
variation in estimates that reflects the different populations studied, all of these studies confirm a
substantially higher prevalence of primary open-angle glaucoma in Blacks. Furthermore, the rates for
blindness due to primary open-angle glaucoma in African-Americans are six times higher than the
rates for the Caucasian population, reflecting not only an increased rate of the disease but also more
severe disease. A recent report estimated the prevalence of glaucoma in Latinos of Mexican ancestry
to be higher than Whites in the ages older than 65 years."" This could account in part for the high
age-specific rates of visual impairment seen in the Los Angeles Latino Eye Study." Several lines of
research need to be continued to increase our understanding of the nature and course of the disease
and to provide new knowledge upon which to base preventive measures or improved treatments.
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Questions of comorbidity have not been adequately resolved. Studies that sought to investigate the
relationship between glaucoma and myopia have yielded ambiguous results. There is also incomplete
and equivocal epidemiologic information available on the relationship between glaucoma and
vascular disease. The need to resolve the question of comorbidity is highlighted by the fact that the
rate of hypertension is often high in minority populations.

Risk factors for glaucoma need to be identified and verified. The question of whether there are
susceptibility genes that can affect the course of the disease is being actively pursued. With advances
in genetics, environmental effects also need to be understood so that researchers can better determine
the interaction of genetics and environment in the natural history of this disease. Currently, important
known risk factors for glaucoma include elevated IOP, advanced age, optic disc abnormalities, and
family history of primary open-angle glaucoma. However, the contribution of each of these known
risk factors to the progression of glaucoma is unknown. Questions remain concerning whether or not
a compromised vascular system contributes to glaucomatous pathology. The difficulty of measuring
ocular blood flow hampers progress in understanding its impact on the survival of retinal neurons and
visual function.

Rigorous epidemiologic studies need to be conducted to reduce the number of gaps in knowledge
about the nature and course of glaucoma. Well-designed studies that use systematically selected
sample sizes (from census tract data, for example) have high rates of participation by the study
sample, and use standard procedures for assessing disease and measuring risk factors needed to
address these issues. There is also a critical need for better population-based screening procedures
that are simple, inexpensive, portable, and effective. Developing such methods will be useful for
testing populations that historically have limited access to formal health care systems, for
determining more accurately the incidence and prevalence of glaucoma in epidemiologic studies, and
for screening large populations in remote regions of the world.

1.1.1.2 Performance Measures

The NEI will continue to support the very best and highest quality research identified through the
peer-review process. The NEI research portfolio will continue to be evaluated periodically through
the strategic planning process to determine whether the needs and opportunities for glaucoma
research are being adequately addressed. When necessary to stimulate research areas not adequately
addressed in the portfolio, research solicitations in the form of Program Announcements, Requests
for Proposals, or Requests for Applications will be issued. Research advances in the form of
scientific publications will be reviewed yearly and assessed for progress in the following areas:
adding to the body of knowledge about normal and abnormal biological functions related to
glaucoma; developing new or improved approaches for preventing or delaying the onset of glaucoma
and associated visual disability; developing new or improved methods for diagnosing glaucoma and
related visual disability; and developing new or improved approaches for treating glaucoma and its
related visual disability.
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1.1.1.3 Outcome Measures

The NEI will support research that will build on the knowledge gained from its investment in the
highest quality science and translate the findings of this research program to develop new treatments
and diagnosis for glaucoma. The outcome of this support should be significant progress towards
improving our understanding of the nature and course of glaucoma, incorporating studies of
comorbidity, natural history, and genetics.

1.2 Area of Emphasis Two: Myopia

Myopia, or nearsightedness, is a common condition in which images of distant objects are focused in
front of, instead of on, the retina, usually because the eye is too long. More than 30 years ago,
scientists found that raising a variety of animals with a closed eyelid led to the development of
myopia because the eye became elongated. Similar observations were made in human infants in
whom trauma or some other disorder resulted in neonatal eyelid closure. Over the next three decades
a clearer picture of some of the processes involved in the control of refractive error in growing eyes
has emerged.

Rationale and Priority

Myopia occurs in approximately 25 percent of the population of the United States.""""" Myopia is
an important public health problem, which entails substantial societal and personal costs. It is highly
prevalent in our society and even more frequent in Asian countries; furthermore, its prevalence may
be increasing over time. The most common form of myopia is childhood myopia, which begins after
age 6 and progresses rapidly until age 16. Myopia progression results from excessive growth of the
eye, primarily by enlargement of the vitreous chamber. Excessive elongation of the eye is a major
risk factor for retinal detachment. A clinical study of myopia in first and second generation Hispanic,
White, Asian, and Black immigrant students in this country demonstrated that Asian immigrants have
a significantly higher prevalence of myopia.™ Increased prevalence of myopia among Alaskan
Eskimos and some American Indian tribes also has been reported. ™ **

High myopia contributes to significant loss of vision and blindness. At present, the mechanisms
involved in the etiology of myopia are unclear, and there is no way to prevent the condition. Current
methods of correction require lifelong use of lenses or surgical treatment, which is expensive and
may lead to complications.

After extensive argument about whether to attribute myopia to visual factors or genetic factors,
experimentation on animals in the past two decades has provided a clearer, but as yet incomplete,
picture of some of the processes involved in the control of refractive error in growing eyes. Two
insights are especially important. First, images not focused on the retina guide the developing eye to
correct for this defocus. Thus, animals with either hyperopia (farsightedness) or myopia imposed by
spectacle lenses alter the shape of their eyes to bring the images back into focus. Second, changes in
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focus of images on the retina can cause changes in eye growth directly by a cascade of chemical
signals from the retina to the sclera. Thus, in animals, normal refractive development and myopia of
moderate severity may involve a visual feedback mechanism that controls eye growth. Recent
evidence that this feedback occurs in primates suggests that these discoveries have substantial
practical implications for the clinical treatment of myopia and other refractive disorders in humans,
affording opportunities for testing this hypothesis in clinical trials.

The NEI is currently conducting a number of studies designed to provide more information on the
development and prevention or treatment of myopia. One such study is the Collaborative
Longitudinal Evaluation of Ethnicity and Refractive Error (CLEERE) Study. It is a multi-center,
observational investigation of ocular development and refractive error development in
schoolchildren. It adds three clinical centers to the Orinda Longitudinal Study of Myopia (OLSM),
begun in 1989, specifically to describe normal ocular growth in children ages 6 to 14 years, and to
develop the ability to predict juvenile onset myopia before it is clinically evident. In addition to the
more than 1,300 predominantly Caucasian children enrolled in the OLSM, three additional clinical
sites enroll African American, Hispanic, and Asian children. The children are examined annually for
at least 4 years. The OLSM investigators have reported from their cross-sectional data that heredity
is more important than the amount of near work or educational achievement in the development of
myopia.™" These investigators also were unable to link regions of chromosomes 12 and 18 that had
previously been postulated to be linked to severe or high myopia to juvenile myopia.™"

Another study, the Correction of Myopia Evaluation Trial (COMET), is a multicenter, randomized,
double-masked clinical trial designed to evaluate whether progressive addition lenses (PALS) slow
the progression of juvenile-onset myopia as compared with single vision lenses. The primary
outcome of the study was progression of myopia, defined as the magnitude of the change relative to
baseline in spherical equivalent refraction, determined by cycloplegic autorefraction. The secondary
outcome of the study was axial length measured by A-scan ultrasonography. Researchers found that
the use of PALSs slowed the progression of myopia by a small but statistically significant amount only
during the first year, even though the size of the effect remained stable for the next 2 years.™" The
size of the effect was insufficient to warrant a change in clinical practice. Additional analysis of the
data from this study has suggested that a subset of children with myopia who are prescribed PALS or
bifocal lenses because they do not accommodate adequately may have the additional benefit of
slowed progression of their myopia.*"

In a similar study being conducted in Oklahoma, the hypothesis that correction with bifocal spectacle
lenses rather than single-vision lenses will slow the progression of myopia in children with near-point
esophoria was tested. The primary outcome variable is refraction as measured with an automated
refractor. Axial length was measured with ultrasound in order to test the corollary hypothesis that use
of bifocals would slow ocular growth in these myopic children. The results of this study were similar
to those of the COMET in that the progression of myopia was slowed by the use of bifocal lenses
during the first 2 years of the study and the difference in myopia was maintained during a subsequent
2.5 years of study.”""
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1.2.1 Objective Two: Risk Factors for Myopia

Determine the etiology of human myopia and identify the risk factors associated with this and other
refractive errors so as to prevent their occurrence or progression.

1211 Action Plan

Expand the knowledge of myopia by further characterizing the visual signals that govern eye growth.
Identify the genes and gene products associated with these signaling mechanisms. Identify the human
risk factors, environmental and genetic, for myopia and abnormal eye growth. Evaluate the efficacy
of potential treatments, such as pharmacological approaches, special spectacles, and contact lenses,
for slowing the progression of myopia.

In animal models, it is now accepted that visual circumstances can influence refractive error, and that
this influence involves modification of the growth of the eye. Thus, a feedback mechanism is at work
in ocular growth: visual input influences growth, which in turn modifies the visual input.
Importantly, the influence of vision on growth can be communicated directly from the retina to the
sclera without involvement of the brain. This view of the mechanisms of refractive adjustments has
provoked a search for the visual cues the retina uses to discern whether to accelerate or retard the
axial growth of the eye and for the signals, presumably chemical, by which the retina communicates
to the sclera the appropriate direction of growth. The most provocative candidates are dopamine and
acetylcholine because agonists and antagonists, respectively, reduce form-deprivation myopia in both
birds and primates.

As knowledge of the underlying mechanisms that control eye growth and refractive compensation
increases, the ability to assess the risk factors that predict the development of myopia in children or
adults has increased as well. Reading is the most established risk factor for myopia. More recent
observations have strengthened the association of the amount of near work with the rate of myopic
progression. Several additional lines of research need to continue to be pursued.

Additional research is needed into how accommodation and convergence are related to myopia.
Because the sharpness of the image during reading depends on the precision of accommodation, it is
significant that myopic children have poorer accommodation than others.

The role that genetic factors play in the cause of myopia should be more fully explored. Refractive
errors of monozygotic twins are more closely aligned than they are for dizygotic twins. A greater
prevalence of myopia exists among the children of myopic parents than among the children of non-
myopic parents. Recent studies of the eye in infancy have also shown that the seeds of myopia may
appear early in development. Longitudinal studies of refractive error have suggested that some
myopic children may have previously been myopic as infants.
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There is a pressing need to determine how similar the biological mechanisms of eye growth are in
different species, and how similar experimental models of myopia (by visual deprivation or the
imposition of hyperopia by spectacle lenses) are to the myopia that develops in schoolchildren.
Enough is presently known to begin to evaluate promising treatments for preventing the onset or
slowing the progression of myopia and systematically investigate the risk factors associated with the
development of myopia.

1.21.2 Performance Measures

The NEI will continue to support the very best and highest quality myopia research identified through
the peer-review process. The NEI myopia research portfolio will continue to be evaluated
periodically through the strategic planning process to determine whether the needs and opportunities
for myopia research are being adequately addressed. When necessary to stimulate research areas not
adequately addressed in the portfolio, research solicitations in the form of Program Announcements,
Requests for Proposals, or Requests for Applications will be issued. Research advances in the form
of scientific publications will be reviewed yearly and assessed for progress in the following areas:
adding to the body of knowledge about normal and abnormal biological functions related to the
development of myopia; developing new or improved approaches for preventing or slowing the onset
or progression of myopia; and developing new or improved approaches for treating myopia.

1213 Outcome Measures

The NEI will support research that will build on the knowledge gained from its investment in the
highest quality science and translate the findings of this research program to develop new treatments
and preventive strategies for myopia. The outcome for this support should be in increased knowledge
about the identity of the visual error signals that govern eye growth during correction for refractive
error. Progress also should be made in identifying human risk factors for myopia and abnormal eye
growth and evaluating promising treatments for preventing the onset of or slowing the progression of
myopia, such as special spectacles, contact lenses, or pharmacological treatments.

1.3 Area of Emphasis Three: Health Services Research

To understand the impact of eye disease and visual impairment on the Nation’s health, data are
needed on the number and characteristics of people with various eye conditions, the effects of these
conditions on quality of life, and the economic burden of these conditions. This information will
serve to increase public awareness of the personal and societal costs of visual impairment and be
useful to those who are interested in allocating adequate resources to Americans most in need of
vision care services.
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Rationale and Priority

The NEI defines the field of health services research broadly to include such diverse topics as:
increasing patient access to and utilization of vision care services, improving the delivery of vision
services by eye care professionals, and measuring the visual health of patients receiving eye care
services. Various studies have demonstrated the need to ensure patient access and utilization of
vision care services particularly where treatments are available to improve or preserve vision. In
Blacks, undertreatment has been reported for cataract, diabetic retinopathy, and
gIauComa_xxvii,xxviii,xxix,xxx

A number of different scientific methodologies are used in conducting health services research
projects. These include but are not limited to: clinical outcomes research of new or existing data,
survey research techniques, translational research methods, decision and utility analytic methods,
health economics, traditional epidemiologic methods, and randomized clinical trials. The selection of
design methodology should be scientifically justified as appropriate for the research objectives of a
given study.

Quality-of-life assessments have been incorporated into the design of several NEI-funded
epidemiologic studies and clinical trials, therein recognizing that a patient’s quality of life is an
important facet to consider in assessing visual health. In response to the need to more completely
understand the impact of clinical interventions specifically on vision-related quality of life from a
patient perspective, the NEI fostered the development and testing of a questionnaire, the NEI-Visual
Functioning Questionnaire (NEI-VFQ), to collect this important information.

Findings from recent studies have shown that the majority of people having cataract extraction
surgery subsequently report substantial improvement in their ability to see and to perform common,
necessary daily activities.

Numerous studies have reported that a large number of people who have diabetes do not obtain an
annual dilated eye examination. Currently funded projects are attempting to identify specific reasons
why the medical system is failing to reach this population at increased risk of visual impairment.
Other studies are testing specific interventions geared toward the patient or the eye care provider to
increase the rates of ophthalmic screening among people with diabetes.

The NEI currently is supporting the Ophthalmic Complications Prevention Trial, designed to evaluate
the efficacy of an inexpensive telephone-based educational intervention to promote annual
ophthalmic screening among low-income African Americans with diabetes. This intervention
doubled the dilated ophthalmic examinations in the intervention group compared with the standard

XXXi

care group.

As stated above, the NEI and NCMHD supported a major research project in Los Angeles County,
California, the Los Angeles Latino Eye Study, to gain a greater understanding of the prevalence and
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incidence of eye disease among Latinos. Researchers have conducted in-depth interviews with study
participants on their medical and ophthalmic histories, use of medications, tobacco and alcohol
consumption, and utilization of health care services. Because so little is known about the visual
health needs of this segment of the population, the data collected from this study will be instrumental
in determining the prevalence of cataract, glaucoma, age-related macular degeneration, and diabetic
retinopathy among Latinos in this community. The study also will determine the proportion of
blindness and visual impairment that is caused by these diseases, and will explore the association of
various risk factors, such as smoking or sun exposure, with ocular disease. The study also will
examine the effect of eye diseases and disorders on quality of life and will assess the cost/benefit of
eye care services and the utilization of those services in the Los Angeles Latino community. Results
from the various components of this study are just beginning to appear in the medical literature. The
first series of reports confirms a high rate of visual impairment in this population compared to other
racial or ethnic groups, particularly in female and older Latinos.*"" Future reports may help clarify
the reasons for this increased prevalence of visual impairment in urban Latinos.

The NEI and NCMHD also funded the Midwest Latino Health Research, Training, and Policy Center
to develop a Spanish/English diabetic eye disease module to be included in the Diabetes Health
Promoters train-the-trainer curriculum developed to train community lay persons who have diabetes
to become diabetes educators/outreach workers.

Another study supported by the NEI that is designed to improve our understanding of eye disease and
visual impairment in the Hispanic population in this country is a study known as Proyecto VER
(Vision Evaluation and Research). This study collected data to determine the prevalence of diabetic
retinopathy, cataract, and other causes of blindness and visual impairment in 4,500 Mexican
Americans age 40 years and older residing in Arizona. The study reported that the leading cause of
blindness in this population was open-angle glaucoma.”™" Additionally, those with low income
seemed to be at higher risk for diabetes and its ocular complications than those with higher
incomes. ™" The NEI and NCMHD are currently supporting the Multiethnic Pediatric Eye Disease
Survey, a population-based study designed to improve understanding of the extent and the causes of
eye diseases in African-American, Latino, Asian, and non-Hispanic White children. This survey will
assess the demographic, biological, and behavioral risk factors associated with refractive error,
strabismus, and amblyopia and the consequences of these diseases from a health-related quality of
life perspective.

131 Objective One: Impact of Vision Impairment on the Nation’s Visual Health
Assess the impact of eye disease and visual impairment on the Nation’s health and determine the

most appropriate use of diagnostic strategies and treatments scientifically demonstrated to improve
vision and preserve sight.
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1.3.1.1 Action Plan

Determine the number of Americans with eye disease and visual impairment and measure the impact
on medical costs and costs to society associated with these conditions. Identify the factors associated
with the most effective delivery and use of vision care services. Basic information on the visual
health of the U.S. population is critical for increasing public awareness of the effects and costs of
visual impairment, assessing the need for eye care services, evaluating the delivery of vision care,
and setting priorities for vision research. However, gathering detailed ophthalmic data on a large,
nationally representative sample, while scientifically preferred, is not practical. During the past
decade, studies on three large ethnically and geographically different populations have generated
information on the prevalence of and risk factors associated with eye disease and vision loss. Long-
term follow-up of these groups of Caucasians and African Americans is providing additional
information on the frequency of new cases of eye disease. Similar information is needed on children
and minority populations of all ages, particularly Hispanics and East Asians. Continued emphasis on
several important lines of health services research is needed.

Complete estimates of the economic and social costs of Americans with eye disease and visual
impairment are needed. Previous economic analyses of the costs associated with eye conditions have
generally been limited to consideration of direct medical costs to the patient or third-party payers, and
to indirect costs to society in the form of tax deductions or disability payments. Given that the onset
of visual loss can be gradual and that the loss can worsen over time, the true costs of visual
impairment are difficult to estimate. The magnitude of direct and indirect medical costs, as well as
the costs to society, depends on a number of factors, including: the nature and severity of the visual
impairment; the nature and severity of other illnesses; a patient’s age, socioeconomic status, and
family setting; cultural expectations regarding self-reliance and independence; attitudes about health
and health care; and the part of the country where the person lives. All of these factors need to be
considered in subsequent research efforts. Also of importance are costs associated with changes
required in the home or workplace that allow visually impaired persons safely to go about their daily
activities and income lost by family members who may have to reduce their hours of gainful
employment or quit their jobs to care for a family member who has a visual deficit.

It is particularly important to study ethnically diverse populations because there are both genetic and
environmental determinants of eye disease. Additional epidemiologic studies on Hispanic, East
Asian, and American Indian and Alaska Native populations are needed to provide regional estimates
of disease and to identify risk factors, quality-of-life considerations, and access to care issues, which
may differ by ethnic group. National estimates of disease burden among Caucasians and African
Americans may be more readily available using methods like mathematical modeling techniques to
extrapolate these data from rates of disease found in NEI-funded community-based studies.

Research to examine the delivery and utilization of vision care is of the utmost importance due to the
increasing number of Americans covered by managed care plans. Little is known about the quantity
and quality of eye care services offered to different segments of the American population, or how the
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changing patterns of delivering vision care services influence a person’s access to and utilization of
appropriate, high-quality vision care. With a characterization of the eye care services offered by
providers in different health systems, it may be possible to design and test specific interventions to
improve the delivery and utilization of vision care and thereby reduce rates of blindness and visual
impairment.

Analytical studies are needed to evaluate the movement toward fully automated medical records.
These analyses may provide a cost-efficient opportunity to study patterns of care across a variety of
health care delivery settings. Automated systems may be especially useful for monitoring changes in
the content, cost, and use of vision care services. It is important to note, however, that persons in
systems of care with automated records may be different from the general population.

1.3.1.2 Performance Measures

The NEI will continue to support the very best and highest quality health services research identified
through the peer-review process. The NEI health services research portfolio will continue to be
evaluated periodically through the strategic planning process to determine whether the needs and
opportunities for health services research are being adequately addressed. When necessary to
stimulate research areas not adequately addressed in the portfolio, research solicitations in the form of
Program Announcements, Requests for Proposals, or Requests for Applications will be issued.
Research advances in the form of scientific publications will be reviewed yearly and assessed for
progress in the following areas: development of new or improved instruments and technologies that
will aid in the delivery of medicine to all Americans; development of new or improved approaches
for preventing or delaying the onset of disease and disability that will reduce the burden of disease in
all ethnic and racial groups; development of new or improved methods for diagnosing disease and
disability that will reduce the burden of disease in all ethnic and racial groups; and development of
new or improved approaches for treating disease and disability that will reduce the burden of disease
in all ethnic and racial groups.

1.3.1.3 Outcome Measures

The NEI will support health services research that will build on the knowledge gained from its
investment in the highest quality science and translate the findings of this research program to
improve health services. The outcome of this research will help determine the number of Americans
with eye disease and visual impairment and measure the impact on medical costs and costs to society
associated with these conditions. It will also help identify the factors associated with the most
effective delivery and use of vision care services.

1.4 Area of Emphasis Four: Diabetic Retinopathy

Diabetes mellitus is one of the leading causes of death in this country and throughout the world and is
also a major cause of blindness. One of the ocular complications of diabetes is diabetic retinopathy.
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Diabetic retinopathy causes excessive vascular permeability and is typically accompanied by
neovascularization with ballooning of the retinal capillaries to form microaneurysms. The blood-
retinal barrier may break down within these microaneurysms, causing leakage of blood proteins with
subsequent hemorrhage into the retina and visual loss. Newly formed blood vessels tend to break
through the retinal surface, which may result in hemorrhage into the vitreous and in traction retinal
detachment, where the retina is pulled away from the underlying choroid. Because of the prevalence
of diabetes, diabetic retinopathy is a major cause of blindness.

Rationale and Priority

The Centers for Disease Control and Prevention (CDC) estimated that there were 18.2 million
Americans with diabetes in the year 2002, but that only 13 million have been diagnosed. Almost
800,000 new cases are diagnosed annually. The CDC also reports that African Americans,
Hispanic/Latino Americans, American Indians, and some Native Hawaiians and other Pacific
Islanders are at particularly high risk for type 2 diabetes.”™" Although the incidence of insulin-
dependent diabetes mellitus (IDDM) in Whites is nearly twice the incidence in Blacks, the prevalence
of non-insulin-dependent diabetes mellitus (NIDDM) is between 1.4 and 2.3 times higher in Blacks
than in Whites. Similarly, the prevalence of NIDDM is two to three times higher in Hispanics than in
non-Hispanic Whites. The prevalence of the disease in U.S. Hispanics varies by geographic location
and education, "V

A meta-analysis of data from eight population-based surveys indicated that there are 4.1 million
adults in the U.S. with diabetic retinopathy, or one person for every 12 with diabetes. This study also
found that diabetic retinopathy was more prevalent in Hispanics and Blacks compared to Whites and
that vision-threatening diabetic retinopathy was likewise more prevalent in these groups compared to
Whites Vi

With the increased prevalence of NIDDM in Mexican Americans, studies have shown that there is
also a significantly increased risk of severe retinopathy.”*" Diabetic retinopathy has also been
shown to occur more often in Blacks than in Whites, but this difference was not explained by
differences in risk factors alone. Rather, the results suggested that the differences may be due to a
greater susceptibility to the adverse effects of hyperglycemia and/or high blood pressure.” ™ A
recent study suggested that a high percentage of Blacks with type 1 diabetes do not receive adequate
care, and improvements in screening and access to eye care professionals is needed.' Another study
found that being eligible both for Medicare and Medicaid was associated with not receiving routine
diabetes care."

Although these associations may help explain the increased prevalence and severity of diabetic
retinopathy in Blacks, it does not explain the excess prevalence and disease severity in Mexican
Americans with NIDDM.¥" Previous studies have demonstrated that disease duration, increased
hyperglycemia, diagnosis at an earlier age, and the need for insulin treatment are associated with
increased prevalence of diabetic retinopathy in both Mexican Americans and Caucasians.
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Interestingly, no association was found with socioeconomic status.*"" The finding that a high
percentage of Blacks and Hispanics have severe diabetic retinopathy at initial presentation for
treatment strongly argues for earlier referral from primary care physicians and increased public
education efforts.*" Although currently recommended treatments are over 95 percent effective in
preventing further vision loss, about half of those who could benefit from treatment are being treated.

Vascular endothelial growth factor (VEGF) has become a leading candidate for the long-sought agent
responsible for neovascularization in retinal diseases. Retinal neovascularization is often associated
with retinal ischemia and hypoxia. Hypoxia induces VEGF production. VEGF is present at high
concentrations in the vitreous fluid of patients with proliferative diabetic retinopathy and is low to
absent in the vitreous of patients with nonvasoproliferative disease. VEGF levels are high in the
retina and vitreous of animals with experimental retinal or iris neovascularization, and methods that
block VEGF action (e.g., neutralizing antibodies, soluble receptors, or antisense DNA) prevent
neovascularization. In human eyes with retinal and choroidal vascular diseases, and in experimental
animals, VEGF is localized primarily in the glial cells of the retina and optic nerve, and in the retinal
pigment epithelium (RPE) cells. Although hypoxia has not been identified in choroidal neovascular
diseases, VEGF has been reported in the RPE cells of choroidal neovascular membranes. Although
macular edema and neovascularization apparently result when VEGF is upregulated during certain
pathologic processes, the normal function of VEGF may be to stimulate blood vessel growth in fetal
development. Mice with a targeted disruption of the VEGF gene die in embryo due to defective
vascular development.

Another growth factor that has shown promise in the control of angiogenesis is pigment epithelium-
derived growth factor (PEDF), a protein found in the healthy eye. PEDF is secreted by the retinal
pigment epithelial cells that underlie and nourish the neural retina. Recently, a team of scientists
demonstrated that PEDF can transiently delay the death of photoreceptors in mouse models of
inherited retinal degenerations. This protein has also been shown to promote neurite-outgrowth and
protect spinal cord motor neurons against natural and induced death using cell culture and animal
model systems. Another group of scientists has shown that PEDF can prevent the growth of
endothelial cells that form new blood vessels. Thus, PEDF behaves as a potent neurotrophic factor
for the retina and nerves of the central nervous system, as well as a potent inhibitor of angiogenesis.
Continued research to learn how PEDF works may provide information that will contribute to the
development of effective treatments for several neural degenerative and angiogenic diseases, such as
retinitis pigmentosa, macular degeneration, and diabetic retinopathy. " X!

Another new therapeutic agent has been developed that may be important in treating blindness in
humans caused by diabetic retinopathy or macular degeneration. The new drug, called PKC 412, can
be taken orally and appears to have several actions on growth factors and their receptors within the
retina. Although PKC 412 blocks new abnormal vessel growth, it has no apparent adverse effects on
normal, fully mature vessels. Additional research is needed to determine whether PKC 412 is a
viable therapeutic alternative in the treatment of diabetic retinopathy. "
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In diabetic retinopathy, glucose may exert its deleterious effects by directly modifying the expression
of genes. Cultured retinal pericytes grown in high glucose show differences in gene expression when
compared to cells grown in normal glucose. Basement membranes of blood vessels from diabetic or
galactosemic animals contain a profile of collagens different than basement membranes of control
animals, suggesting altered expression of genes. Similarly, when animals in poor diabetic “control”
or those maintained on high-galactose diets for a short time are switched to “tight” control or a
normal diet, it is possible to delay by several years the development of diabetic retinopathy. The
Diabetes Control and Complications Trial and its follow-up showed that the delay of onset and
possible prevention of diabetic eye disease was due to tight control of glycemic levels. This study
has made a significant contribution to patient welfare and quality of life.

A role for pituitary-associated factor in diabetic retinopathy has been appreciated for many years.
Several decades ago, retinal neovascularization was found to regress after pituitary ablation in
diabetic patients and appeared to be related to postsurgical growth hormone (GH) deficiency. In
addition, insulin-like growth factor-1 (IGF-1) appears to be associated with proliferative retinopathy.
To investigate the role of GH and IGF-1 in ischemia-induced retinal neovascularization and its
interaction with VEGF, transgenic mice were studied. It was found that systemic inhibition of GH,
IGF-1, or both may have therapeutic potential in preventing some forms of retinopathy.

Current research efforts continue to focus on the development of improved pharmacologic agents that
will prevent or cause the regression of retinal or choroidal neovascularization. Studies are continuing
to determine the role of tissue hypoxia in VEGF upregulation and expression. The role of oxidation
products in the pathogenesis of retinal vascular diseases also is being studied, as well as the role of
antioxidants that may be used therapeutically to retard this pathogenesis.

In spite of the finding that laser therapy has been highly successful in preventing vision loss from
proliferative diabetic retinopathy, it has been estimated that up to 50 percent of patients that could
benefit from treatment are not receiving appropriate treatment. This suggests that current public and
professional education efforts are essential to preserving the vision of diabetic patients. The NEI has
also established a clinical research network of core centers and participating clinics that will help
satisfy the need to evaluate promising new approaches to treat diabetes-induced retinal disorders and
to investigate other approaches as they become available. This network approach will provide a
framework for rapid initiation of important studies, efficient use of pooled clinical expertise in idea
generation and protocol development, and efficient use of central resources for data management,
quality control, and endpoint evaluation.

1.4.1 Objective One: Preventing and Treating Diabetic Retinopathy

Understand the pathogenesis of diabetic retinopathy and other vascular diseases of the retina and
develop strategies for primary prevention and improved treatment.
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1411 Action Plan

Investigate the pathogenesis of vascular diseases of the retina and choroid, including diabetic
retinopathy; develop better methods of prevention and therapy. Recent advances have provided the
identification and characterization of factors and proteins that may play a critical role in the
management of diabetic retinopathy. Research needs to continue on a variety of fronts.

There is a need to test new therapeutic approaches with potentially useful agents such as VEGF
neutralizing agents, inhibitors of isoform of protein kinase C (PKC), aminoguanidine, and inhibitors
of aldose reductase. Collaborations between NIH investigators and the private sector should be
encouraged.

It is important to understand the metabolism of these cells in diabetes, because neural cells in the
retina are primary sources of vasoactive compounds such as VEGF.

Molecular techniques and animal models need to be developed to allow study of genetic factors
involved in the disease to increase the pace of discovery of genetic factors involved in diabetic
retinopathy. It is important to identify key genes as well as the mechanisms involved in
hyperglycemia. Chronic hyperglycemia is the hallmark event for the development and progression of
the disease, and hyperglycemia can act through its effect on genetically controlled mechanisms.

It is important to undertake molecular studies of the embryonic development of the blood-retinal
barrier, the molecular mechanisms of its maintenance in adult life, and its breakdown in diseased
states, because the blood-retinal barrier is often compromised in the diabetic state. Since oxidative
processes may be involved in diabetic retinopathy, the measurement of toxic oxidation products in
tissues and evaluation of antioxidant enzymes by direct enzyme assay of small tissue samples are
needed. The preventive effects of antioxidant compounds on lesions putatively caused by toxic
oxidation products need to be tested in experimental animals or in human clinical trials.

14.1.2 Performance Measures

The NEI will continue to support the very best and highest quality diabetic retinopathy research
identified through the peer-review process. The NEI diabetic retinopathy research portfolio will
continue to be evaluated periodically through the strategic planning process to determine whether the
needs and opportunities for diabetic retinopathy research are being adequately addressed. When
necessary to stimulate research areas not adequately addressed in the portfolio, research solicitations
in the form of Program Announcements, Requests for Proposals, or Requests for Applications will be
issued. Research advances in the form of scientific publications will be reviewed yearly and assessed
for progress in the following areas: adding to the body of knowledge about normal and abnormal
biological functions related to the development of diabetic retinopathy; developing new or improved
approaches for preventing or slowing the onset or progression of diabetic retinopathy; and developing
new or improved approaches for treating diabetic retinopathy.
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14.13 Outcome Measures

The NEI will support research that will build on the knowledge gained from its investment in the
highest quality science on diabetic retinopathy and translate the findings of this research program to
improved treatments and prevention strategies for the ocular complications associated with diabetes.
The outcome of this line of research will be to understand the pathogenesis of vascular diseases of the
retina and choroid, including diabetic retinopathy, and develop better methods of prevention and
therapy to improve the visual health of those with diabetic retinopathy.

2.0 AREAS OF EMPHASIS IN RESEARCH CAPACITY
2.1 Area of Emphasis One: Training of Minority Scientists

The strategies of developing a well-trained pool of laboratory and clinical scientists for the future
must include the achievement of scientific literacy through innovative science education programs at
the elementary level through high school for all students regardless of age, gender, or cultural, racial,
or ethnic background. The NEI must take full advantage of the changes in the demographic patterns
of the workforce and make special efforts to foster the scientific careers of women and minorities and
other underrepresented groups. Programs of support for specific training in visual sciences at
graduate and postgraduate levels must convince students that their educational endeavors will be
rewarded with opportunities for productive careers and research support. Therefore, the NEI’s
emphasis on individual investigator-initiated research project grants must continue to be given high
priority.

211 Objective One: Career Development
Ensure the proper resource requirements through training/career development.
2.1.1.1  Action Plan

Continue to attract a greater diversity of scientists into vision research using the NIH-wide program
of Research Supplements to Promote Diversity in Health-Related Research. New vision researchers
must come in greater measure from members of groups that have been shown to be underrepresented.
Members of groups that are underrepresented in science in this country are an important source of
talent, and outreach efforts should be continued. Since the National Advisory Eye Council’s (NAEC)
last major planning effort, lack of marked success in increasing diversity of the workforce in
biomedical science, including vision research, clearly makes the case for the need for new strategies.
The NEI has enthusiastically participated in NIH-wide special programs, such as the Research
Supplements to Promote Diversity in Health-Related Research Program, that reach out to
underrepresented groups to increase the diversity of the scientific workforce. The Council reaffirms
its recognition that progress in this area can come only if potential laboratory and clinical scientists
seek and obtain sufficient grounding in fundamental levels of biological, physical, and mathematical
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sciences. This means that programs must begin at the elementary school and junior high school
levels. The vision community must become involved in vision science programs at local schools,
sharing the excitement and enthusiasm of science. Vision research organizations may be able to
assist with these outreach programs nationwide. A school program called “Vision,” for children in
grades 4 through 8, was developed by the NEI in cooperation with The Association for Research in
Vision and Ophthalmology. This program is a series of three lessons that was designed for vision
researchers and eye care professionals for school classroom visits.

21.1.2 Performance Measures

The NEI will monitor the number of supplements that are awarded each year to support
underrepresented minorities who are pursuing careers in eye and vision research.

2.1.1.3 Outcome Measures

The NEI will build on successful strategies that have recruited minorities and other underrepresented
groups into basic and clinical eye and vision research.

2.2 Area of Emphasis Two: Minority Representation in Clinical Trials

The NEI and NAEC fully endorse and support the NIH Guidelines on the Inclusion of Women and
Minorities as Subjects in Clinical Research. Because the primary aim of research is to provide
scientific evidence leading to a change in health policy or a standard of care, it is imperative to
determine whether the intervention or therapy being studied affects women or men or members of
minority groups and their subpopulations differently. To this end, the NIH guidelines are intended to
ensure that all future NIH-supported biomedical and behavioral research involving human subjects
will be carried out in a manner sufficient to elicit information about individuals of both genders and
diverse racial and ethnic groups and, in the case of clinical trials, to examine differential effects on
such groups. Increased attention, therefore, must be given to gender, race, and ethnicity in earlier
stages of research to allow for informed decisions at the Phase I11 clinical trial stage. The guidelines
reaffirm NIH’s commitment to the fundamental principles of inclusion of women and racial and
ethnic minority groups and their subpopulations in research. This policy will continue to provide a
variety of new research opportunities to address significant gaps in knowledge about health problems
that affect women and racial/ethnic minorities and their subpopulations.

The guidelines require that when a Phase I11 clinical trial is proposed, evidence must be reviewed to
show whether or not clinically important gender or race/ethnicity differences in the intervention
effect are to be expected. This evidence may include, but is not limited to, data derived from prior
animal studies, clinical observations, metabolic studies, genetic studies, pharmacology studies, and
observational, natural history, epidemiology, and other relevant studies.
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2.2.1 Objective One: Inclusive Clinical Trials
Continue to ensure that all clinical trials that are funded by the NEI adhere to the NIH Guidelines on
the Inclusion of Women and Minorities as Subjects in Clinical Research.

22.1.1 Action Plan

Ensure that all clinical trials funded by the NEI adhere to the NIH Guidelines on the inclusion of
Women and Minorities as Subjects in Clinical Research. This will be an ongoing effort that will
continue throughout the period of this plan and not incur any significant costs.

22.1.2 Performance Measures

The NEI will closely monitor all clinical trials and applications to assure that appropriate numbers of
women and minorities are included.

2.2.1.3 Outcome Measures

The NEI will strongly enforce the tenets of the NIH Guidelines on the inclusion of women and
minorities, and the NEI will communicate to clinical research applicants the need to include women
and minorities in their clinical protocols.

3.0 AREAS OF EMPHASIS IN COMMUNITY OUTREACH, INFORMATION
DISSEMINATION, AND PUBLIC HEALTH EDUCATION

3.1 Area of Emphasis One: National Eye Health Education Program

In 1989, the NEI launched the NEHEP, with the goal of increasing awareness among health care
professionals and the public of scientifically based health information that can be applied to
preserving sight and preventing blindness. Numerous organizations (more than 70 in all) from both
the public and private sectors joined in partnership with the NEHEP. Working together, these
partners endeavor to reach select target audiences, informing them of the importance of early
detection and treatment of eye diseases, particularly glaucoma and diabetic retinopathy, and
persuading them to make an appropriate change in behavior. The NEHEP currently has three major
ongoing education/outreach programs.

311 Objective One: Outreach for Visual Health

Continue to increase awareness among health care professionals and the public of scientifically
based health information that can be applied to preserving sight and preventing blindness.
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3.1.1.1 Action Plan

Provide culturally specific and appropriate messages for all NEHEP content areas and materials;
increase the representation of racial and ethnic populations and organizations in the NEHEP
partnership and continue to facilitate the national dialogue among current and future NEHEP
partnership members.

The NEHEP partnership initially identified two target audiences for the diabetes education program:
people with diabetes and health care professionals. They also recommended that messages be
directed to family members and other groups, including educators and clergy. Subsequent phases of
the Program included groups in which diabetes is more prevalent than in the general population,
including American Indians and Alaska Natives, Hispanics/Latinos, and African Americans. The
NEHEP has developed the Educating People with Diabetes Kit for health professionals and Ojo Con
Su Vision (Watch Out for Your Vision), a Spanish-language booklet, designed to educate
Hispanics/Latinos with diabetes about the ocular complications of the disease. The Ojo Con Su
Vision Program, launched in 1995, has expanded to include culturally and linguistically appropriate
outreach for all three of the NEHEP Program areas. Most recently, a Spanish-language general eye
health brochure was developed to provide information to Hispanics/Latinos about eye health and eye
diseases. This unique brochure covers information on comprehensive eye exams, four common
diseases that can affect vision, refractive errors, and myths and facts about eye care, among other
topics.

Participants in the NEHEP Planning Conference identified three target audiences for glaucoma
education: glaucoma patients, the general public, and health care professionals. The current general
primary target groups are African Americans over age 40 and anyone over age 60. It also will be
important to reach eye care and other health care professionals to help motivate the at-risk
populations to have regular eye exams. Educating the general public is a means to ensuring long-
term success. The Glaucoma Public Education Program consists of a Glaucoma Community
Education Kit that community agencies can use to conduct glaucoma awareness activities and
comprehensive public service campaigns emphasizing early detection.

In late 1999, the NEHEP launched a new program for the purpose of addressing the impact of low
vision on those who have it and to bring the message to them, their families, and the health and
service professionals who care for them that information and help are available. The two primary
audiences are: (1) people age 65 and older who have decreased visual function that interferes with
their activities of daily living; and (2) people under age 65 who are particularly at risk for low vision
(i.e., Hispanic/Latino and African American populations). NEHEP is an ongoing activity of the NEI
that will continue on to 2006 and beyond.

In June 2002, the NEI formed an ad hoc working group on American Indian and Alaska Native
Outreach, with representation from diverse regions, tribes, eye care professionals, and national
organizations including NEHEP partners. The goal of the meeting was to obtain input and guidance

NEI 177



NIH Health Disparities Strategic Plan, Fiscal Years 2004-2008
NATIONAL EYE INSTITUTE

on developing a diabetic eye disease education and outreach program for American Indians and
Alaska Natives. Research with American Indians and Alaska Natives was conducted to gain a better
understanding of the knowledge, awareness, and approaches related to diabetic eye disease among
these populations and their communities.

In January 2004, the NEHEP launched its American Indian and Alaska Native Diabetic Eye Disease
Outreach Program. The specific objectives of this Program are to:

e Increase awareness of diabetic eye disease, particularly diabetic retinopathy, among American
Indians and Alaska Natives with diabetes.

e Increase knowledge of diabetic retinopathy among American Indians and Alaska Natives with
diabetes, stressing that the disease does not present symptoms during its early stages and that it
can lead to blindness.

e Increase knowledge that the risk of vision loss from diabetic eye disease can be reduced with
early detection and timely treatment.

e Encourage American Indians and Alaska Natives with diabetes to have annual comprehensive eye
examinations with dilated pupils by trained eye care professionals.

e Encourage American Indians and Alaska Natives with diabetic eye disease to adhere to the
recommended treatments.

e Provide culturally appropriate information on diabetic eye disease to accomplish more easily the
objectives mentioned above.

e Provide information on diabetic eye disease in adaptable materials to accomplish more easily the
objectives mentioned above.

3.1.1.2 Performance Measures

The NEHEP partnership will pretest the materials that it plans to distribute with focus groups to
determine the effectiveness of the materials used to communicate NEHEP’s message to its target
populations. An analysis of public queries to the NEI Office of Health Education, Communication,
and Public Liaison also will be conducted to determine if the products that NEHEP produces are
having a positive impact on the public’s knowledge of eye health.

3.1.1.3  Outcome Measures

The NEHEP partnership will make changes based on the results of its evaluation of the program to
ensure that the program continues to be effective in communicating to the public information about
eye health and eye disease.

3.2 Area of Emphasis Two: Healthy People 2010: Vision and Hearing Chapter

Healthy People 2010 represents the ideas and expertise of a diverse range of individuals and
organizations concerned about the Nation’s health. The Healthy People Consortium—an alliance of
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more than 350 national organizations and 250 state public health, mental health, substance abuse, and
environmental agencies—conducted three national meetings on the development of Healthy People
2010. Members of the voluntary, scientific, and professional organizations that comprise the vision
research community joined forces to recommend the inclusion of a section on the visual health needs
of the Nation. The NEI agreed to serve as a co-lead agency and support the inclusion of a chapter on
vision. Both vision and hearing were selected to share the lead of a new chapter on Vision and
Hearing in Healthy People 2010. A workgroup already has been formed, and the initial focus of the
group is to develop the necessary data sources to assess progress in accomplishing the program’s
objectives.

As a means of stimulating collaborative community health education initiatives related to vision, the
NEI established the Healthy Vision 2010 Awards Program in an effort to accomplish the vision-
related objectives in Healthy People 2010. This program was designed to strengthen the capacity of
community-based organizations by providing “seed money” to begin or continue vision-related health
education projects. These awards provide NEI with opportunities to establish partnerships that
extend the reach and effectiveness of its work. The following are examples of awards made in
FY2003:

e A Hispanic outreach project will increase awareness of and referrals for vision rehabilitation
services and adaptive devices and will use its existing Project Eye Care network of community
sites to target underserved and uninsured populations in the Greater Rochester area and Finger
Lakes region.

e One center’s educational program will educate Chinese Americans who have diabetes about
diabetic retinopathy and the importance of early detection and treatment. The program will
feature educational workshops, a media campaign, and collaboration with Asian community
organizations.

e Health professionals will provide education, referral, and follow-up services to American Indians
with diabetes in tribal locations in three southwestern Oklahoma counties. A train-the-trainer
approach will be used to train project staff in delivering culturally and linguistically sensitive
information about eye disease.

e One program targets people with diabetes, primarily African Americans and uninsured,
underinsured, and medically underserved people, in three counties. Planned activities include
health fairs and workshops, patient counseling, and media relations.

e One project will use its food distribution centers, which serve 43,000 people a month, to provide
educational materials about glaucoma and diabetic retinopathy. Cards attached to food bags will
promote free screening clinics. The organization serves primarily older African Americans who
are economically disadvantaged and medically underserved.

e A center will conduct outreach to older adults in seven Choctaw communities and provide onsite
vision screening and follow-up, patient transportation, eye health education, and referrals.
Collaborative efforts will include community centers and other tribal programs.

e One project will raise awareness of age-related eye diseases and provide screening for Hispanic,
African American, and American Indian residents of three rural communities.
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e Older adults and Hispanics/Latinos with diabetes in a small rural community 20 miles from the
Mexican border will receive professional eye health services as well as information and
educational materials about diabetic retinopathy and other eye diseases.

e A broad-based media and outreach campaign will feature culturally sensitive brochures and
public service announcements for stations serving the Lake Traverse Reservation. To address the
rapid increase in diabetes and its complications among tribal youth, the campaign will
demonstrate a human eye model in school presentations and at health fairs.

e A project will provide low-income Hispanic/Latino immigrants who have diabetes with
information about diabetic retinopathy and glaucoma, which disproportionately affects people
with diabetes. The center's five clinics will facilitate access to annual comprehensive dilated eye
exams.

3.21 Objective One: Increasing Quality of Life
Increase quality and years of healthy life and eliminate health disparities.
3.21.1  Action Plan

e Increase the proportion of persons who have a dilated exam at appropriate intervals.

Increase the proportion of preschool children aged 5 years and under who receive vision

screening.

Reduce uncorrected visual impairment due to refractive errors.

Reduce blindness and visual impairment in children aged 17 and under.

Reduce visual impairment due to diabetic retinopathy.

Reduce visual impairment due to glaucoma.

Reduce visual impairment due to cataract.

Reduce occupational eye injury.

Increase the use of appropriate personal protective eyewear in recreational activities and

hazardous situations around the home.

e Increase the use of vision rehabilitation services and adaptive devices by people with visual
impairments.

Healthy People 2010 is a 10-year plan to improve the health of the American people.
3.2.1.2 Performance Measures

A mid-course evaluation will be performed in 2005 to assess of the progress that has been made
toward achieving the goals set forth in Healthy People 2010.
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3.2.13

Outcome Measures

Based on the results of the mid-course review, strategies for achieving the goals of Healthy People
2010 will be adjusted to enhance the probability of achieving those goals by 2010.
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MISSION/VISION STATEMENT

The mission of the National Heart, Lung, and Blood Institute (NHLBI) is to provide leadership for a
national program in diseases of the heart, blood vessels, lung, and blood; sleep disorders; and blood
resources management. The Institute:

e Plans, conducts, fosters, and supports an integrated and coordinated program of basic research,
clinical investigations and trials, observational studies, and demonstration and education projects
related to the causes, prevention, diagnosis, and treatment of heart, blood vessel, lung, and blood
diseases and sleep disorders conducted in its own laboratories and by other scientific institutions
and individuals supported by research grants and contracts.

e Plans and directs research to develop and evaluate interventions and devices related to prevention
of heart, lung, and blood diseases and sleep disorders and to treatment and rehabilitation of
patients suffering from them.

e Conducts research on clinical use of blood and all aspects of the management of blood resources.

e Supports career training and development of new and established researchers in fundamental
sciences and clinical disciplines to enable them to conduct basic and clinical research related to
heart, blood vessel, lung, and blood diseases; sleep disorders; and blood resources through
individual and institutional research training awards and career development awards.

e Coordinates relevant activities with other research institutes and all federal health programs in the
above areas, including the causes of stroke.

e Conducts educational activities, including development and dissemination of materials for health
professionals and the public in the above areas, with emphasis on prevention.

e Maintains continuing relationships with institutions and professional associations, and with
international, national, state, and local officials as well as voluntary agencies and organizations
working in the above areas.

e Oversees management of the Women’s Health Initiative.

STRATEGY FOR ADDRESSING HEALTH DISPARITIES

Throughout its history, the NHLBI has been a leader in conducting and supporting research to
eliminate health disparities that exist between various segments of the U.S. population. The
Institute’s outstanding efforts in this area have been publicly recognized in Congressional hearings
and validated and supported by the National Advisory Council on Minority Health and Health
Disparities. The Institute not only has initiated research projects with significant minority
participation to compare health status between various populations, but also given high priority to
programs that focus exclusively on minority health issues. These projects have produced a wealth of
information that enables identification of health disparities and provides clues about their causes.

In addition, research programs that focus exclusively on minority health issues have been and
continue to be a high priority for the NHLBI. Institute programs address diseases, conditions, and
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risk factors that disproportionately affect minorities, including high blood pressure, coronary heart
disease, obesity, physical inactivity, diabetes, asthma, sarcoidosis, tuberculosis, sickle cell disease,
and Cooley’s anemia.

The NHLBI reviewed public comments received in response to the NIH FY2002 Strategic Plan for
Health Disparities and was encouraged to find that the public’s recommendations correspond well
with the Institute’s long-standing efforts to reduce health disparities. For example, one comment was
that resources should be equitably distributed across population groups. Since FY1991, the Institute
has had procedures in place to ensure full compliance with the NIH Policy on Inclusion of Minorities
and Women in Research. As a result, all NHLBI-supported research that involves human subjects
includes strong minority representation, with the exception of a very few projects for which a strong
justification for limiting the diversity of the study population exists. Currently the NHLBI’s
programs include research and outreach to Americans of Black, Hispanic, American Indian and
Native Alaskan, and Asian and Pacific Islander heritage.

Another recommendation from the public was to improve research infrastructure at minority
academic institutions. It has long been a goal of the NHLBI to increase the number of
underrepresented minorities in scientific research. The Institute supports a variety of research awards
such as the Historically Black Colleges and Universities (HBCU) Research Scientist Award and the
Research Scientist Award for Minority Institutions to develop and strengthen research programs at
minority-serving institutions. In addition, the Institute supports a variety of training programs to
encourage diverse groups that currently are underrepresented in the biomedical field to pursue careers
in research.

Two additional suggestions were to use racially and culturally sensitive and appropriate
communication and to strengthen the capacity of minority communities. Through its outreach and
education programs, the NHLBI disseminates health-related information to physicians, health care
professionals, patients, and the general public. Strong emphasis is placed on outreach to minority
populations using culturally sensitive, innovative, community-based approaches, such as the
Cardiovascular Outreach and Education in Public Housing Communities Program, which empowers
Blacks in Baltimore City public housing to improve their cardiovascular health. Spanish-language
health education campaigns such as Salud para su Corazén distribute health information in Hispanic
communities. The NHLBI-Indian Health Service Partnership to Strengthen the Heartbeat of
American Indian and Alaska Native communities works with these populations. Many additional
examples of NHLBI’s commitment to reducing health disparities are described in the following
sections.

1.0 AREAS OF EMPHASIS IN RESEARCH

1.1 Area of Emphasis One: Development and Progression of Heart, Lung, and Blood
Diseases and Sleep Disorders that Contribute to Health Disparities
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Some diseases of the heart, lung, and blood develop and progress differently in minorities than in
Whites, and disproportionately affect some subgroups of the U.S. population, such as minorities,
individuals living in rural areas, and those of low socioeconomic status.

A major example is cardiovascular disease (CVD) and its risk factors. Recent data show that heart
disease mortality is 24 percent higher in Black males than in White males and 35 percent higher in
Black females than in White females, and the prevalence of stroke is higher in Blacks than in Whites
at all ages. The Stroke Belt, a largely rural area in the southeastern United States with a high
proportion of Black residents, experiences stroke mortality rates approximately 25 percent higher
than those in the rest of the country. High blood pressure, a risk factor for CVD, tends to be more
common, develops at an earlier age, and is more severe for Blacks than Whites in the United States.
Two other risk factors for CVD—Iack of physical activity and obesity—are particularly problematic
for minority populations.

Asthma is a chronic lung condition that disproportionately affects children, Blacks, and low-income
individuals. Since 1980, the age-adjusted asthma death rate for Blacks has increased 62 percent,
compared to a 32 percent increase for Whites. In 2002, the age-adjusted asthma death rate for Blacks
was almost three times that of Whites. In 2000, hospitalization rates for asthma were more than three
times higher for Blacks than for Whites. The cost of asthma in 2004 is estimated to be $16.1 billion,
with direct costs amounting to $11.5 billion and lost earnings due to illness and death totaling $4.6
billion.

Sarcoidosis—an inflammatory disease that usually starts in the lungs or lymph nodes—also affects
minorities disproportionately. In the United States, it occurs more often and more severely among
Blacks than Whites, with an incidence of about 10 per 100,000 among Whites and about 35 per
100,000 among Blacks.

Much scientific opportunity exists today for investigators to pursue research in the development and
progression of heart, lung, and blood diseases and sleep disorders that contribute to health disparities.
New tools, skills, and knowledge in molecular biology, genetics, and genomics make possible
research into the mechanisms of disease development. Computational tools are available with which
to perform epidemiological studies and analyze genetic and environmental factors that contribute to
health disparities. Involving community groups in such epidemiological studies and training lay
community health workers as links between research and the community not only benefits the
research study but also leads to more effective community outreach efforts for health promotion and
disease prevention in health disparities populations.

This Area of Emphasis, one component of a coordinated and interdependent effort to reduce and
eliminate health disparities, is of equal priority with others in the plan.

As described above under “Strategy for Addressing Health Disparities,” the NHLBI has long
maintained a commitment to minority health and health disparities research. Public comments on the
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“NIH Strategic Research Plan and Budget to Reduce and Ultimately Eliminate Health Disparities,
Fiscal Years 2002-2006” validate ongoing NHLBI efforts by recommending action in several
thematic areas currently addressed by the Institute’s comprehensive research portfolio.

1.1.1 Objective One

Support research to increase understanding of the development and progression of heart, lung, and
blood diseases and sleep disorders that contribute to health disparities.

Emphasis is on identifying genetic and environmental factors that influence development and
progression of diseases that disproportionately affect minorities; determining mechanisms responsible
for the progression of such diseases; and clarifying processes by which environmental,
developmental, and psychosocial factors early in life contribute to health disparities later in life.

This is the only objective in this Area of Emphasis. Public comments validate ongoing NHLBI
efforts by recommending action in several thematic areas currently addressed by the Institute’s
comprehensive research portfolio.

1.1.1.1  Action Plan

The NHLBI will continue to support ongoing research programs that address this objective. In
addition, as applications for research that focus on this objective are received, and as new initiatives
are developed, additional research grants and contracts will be awarded.

(1) Steps to achieve objective

Current Major Programs

Epidemiological Studies

Atherosclerosis Risk in Communities (ARIC): Investigates the association of CHD risk factors with
development of atherosclerosis and CVD in an adult population; 38 percent of the participants are
Black.

Coronary Artery Risk Development in Young Adults (CARDIA): Determines the evolution of
coronary heart disease (CHD) risk factors and lifestyle characteristics in young adults that may

influence development of risk factors prior to middle age; 50 percent of the participants are Black.

Genetics of Atherosclerosis in Mexican-Americans: Seeks to identify and map specific genes that
contribute to CVD risk in Mexican-Americans.
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Genetics of Coronary Artery Disease in Alaskan Natives (GOCADAN): Documents CVD risk factors
and measures of subclinical disease in approximately 40 extended Alaska Native families. ldentifies
and characterizes genes that contribute to CVD.

Hemochromatosis and Iron Overload Screening Study (HEIRS): Determines the prevalence of iron
overload and hereditary hemochromatosis; identifies genetic and environmental determinants and
potential clinical, personal, and societal impact of iron overload in an adult population consisting of
28 percent Blacks, 13 percent Asians, and 13 percent Hispanics.

Jackson Heart Study: Identifies environmental and genetic factors influencing evolution and
progression of CVD in Blacks.

Multi-Ethnic Study of Atherosclerosis (MESA): Investigates the prevalence, correlates, and
progression of subclinical cardiovascular disease (i.e., disease detected non-invasively before it has
produced clinical signs and symptoms), in a population consisting of 38 percent Whites, 28 percent
Blacks, 22 percent Hispanics, and 12 percent Asians.

National Longitudinal Mortality Study (NLMS) — Follow-up: Analyzes socioeconomic,
demographic, and occupational differences in mortality in the United States among a study
population of approximately 1.4 million people that reflects the composition of the U.S. population.

Strong Heart Study: Compares risk factor levels and morbidity and mortality from CVVD among
American Indians from three different geographic locations.

High Blood Pressure

Family Blood Pressure Program: Uses a network of investigators to identify genes associated with
high blood pressure and to examine interactions between genetic and environmental determinants of
hypertension; approximately two-thirds of participants are from minority populations.

Molecular Genetics of Hypertension: Determines the etiology and pathogenesis of hypertension and
its complications to improve diagnosis and treatment of the disease. Many of the subprojects have a
high percentage of minority participation; others target Blacks or Hispanics exclusively.

Ischemic Heart Disease

Ischemic Heart Disease in Blacks: Elucidates the pathophysiological basis for excess morbidity and

mortality from ischemic heart disease in Blacks, and subsequently develops therapeutic strategies to
address these problems.
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Diabetes

Insulin Resistance and Atherosclerosis Study (IRAS) Family Study: ldentifies the genetic
determinants of insulin resistance and abdominal obesity and determines the extent to which insulin
resistance, visceral adiposity, and metabolic cardiovascular disease risk factors share common genetic
influences; participants are Black and Hispanic.

Asthma

Severe Asthma Research Program: Investigates the mechanistic basis for severe asthma and
determines how it differs from mild-to-moderate asthma. Recent publications indicate that severe
asthma is more prevalent in Blacks than Whites.

Sarcoidosis

Sarcoidosis Genetic Linkage Consortium: Identifies genes linked to sarcoidosis susceptibility and
determines how they interact with environmental risk factors to cause sarcoidosis; all of the
participants are Black.

New Initiatives

Asthma Exacerbations: Biology and Disease Progression: Elucidate the biologic mechanisms of
asthma exacerbation pathobiology and resolution and their effect on lung function, physiology, and
disease state.

Granulomatous Lung Inflammation in Sarcoidosis: Investigate the mechanisms leading to
development of nontuberculous granulomatous inflammation in the lungs found in sarcoidosis. In the
United States, sarcoidosis disproportionately affects Blacks and individuals of low socioeconomic
status who are underinsured.

Specialized Centers of Clinically Oriented Research (SCCOR) in Cardiac Dysfunction and Disease:
Foster multi-disciplinary research on clinically relevant questions enabling basic science findings
related to dysfunction and disease of the myocardium to be applied more rapidly to clinical problems;
emphasize research that addresses health disparities related to heart disease and the translation of
research findings to clinical practice for affected minority populations.

(2) Timeline for objective

Current Major Programs

Expected end date of FY2004:
Insulin Resistance and Atherosclerosis Study (IRAS) Family Study
Ischemic Heart Disease in Blacks
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Expected end date of FY2005:
Family Blood Pressure Program
Genetics of Coronary Artery Disease in Alaskan Natives (GOCADAN)
Hemochromatosis and Iron Overload Screening Study (HEIRS)
Jackson Heart Study
Sarcoidosis Genetic Linkage Consortium
Strong Heart Study
Expected end date of FY2006:
Molecular Genetics of Hypertension
Severe Asthma Research Program
Expected end date of FY2007:
Atherosclerosis Risk in Communities (ARIC)
Genetics of Atherosclerosis in Mexican-Americans
Expected end date of FY2008 and beyond:
Coronary Artery Risk Development in Young Adults (CARDIA)
Multi-Ethnic Study of Atherosclerosis (MESA)
National Longitudinal Mortality Study (NLMS) - Follow up
New Initiatives
Expected end date of FY2006:
Granulomatous Lung Inflammation in Sarcoidosis
Expected end date of FY2008 and beyond:
Asthma Exacerbations: Biology and Disease Progression
Specialized Centers of Clinically Oriented Research (SCCOR) in Cardiac Dysfunction and
Disease

(3) This objective is ongoing. See previous section for dates by which specific activities within this
objective are expected to be completed.

1.1.1.2 Performance Measures

To assess performance of the NHLBI portfolio of current activities that “support research to increase
understanding of the development and progression of heart, lung, and blood diseases and sleep
disorders that contribute to health disparities,” NHLBI scientific staff track and assess the success of
Institute-supported investigators in publishing articles related to this objective in peer-reviewed, high-
quality scientific journals. Another measure of the performance of ongoing research is whether a
grant is renewed once its initial period of support ends. Applications for competing renewal grants
are reviewed carefully by peer reviewers and the National Heart, Lung, and Blood Advisory Council
for past performance and published results, as well as future potential.

In addition, the NHLBI portfolio is assessed frequently to ensure that it addresses newly identified
scientific needs and opportunities. New initiatives are developed with input from the scientific and
health care-related communities and the general public, and reviewed by the Institute’s Board of
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Extramural Advisors and the National Heart, Lung, and Blood Advisory Council before being
announced.

1.1.1.3 Outcome Measures

A measure of the outcome of NHLBI-supported activities to “support research to increase
understanding of the development and progression of heart, lung, and blood diseases and sleep
disorders that contribute to health disparities” is the publication in peer-reviewed, high-quality
scientific journals of articles reporting science advances based on the results of NHLBI-supported
research toward this objective. NHLBI scientific staff continually assesses Institute objectives and
research programs in terms of the results reported in such articles. In fact, as part of its annual budget
justification submitted to the U.S. Congress, the NHLBI consistently reports on scientific advances
pertaining to this objective that have resulted from Institute-supported research, the results of which
have been published in high-quality scientific journals during the previous year. For example, as
recently published in an abstract in the American Journal of Respiratory and Critical Care Medicine
and reported to Congress in the NHLBI FY2005 budget justification, investigators have found
polymorphisms, or variants, in DNA that are associated with an increased risk of developing acute
lung injury or acute respiratory distress syndrome from sepsis (commonly known as blood
poisoning). Strikingly, the investigators also determined that these polymorphisms are more common
in Black patients than in White patients.

1.2 Area of Emphasis Two: Diagnosis and Treatment of Heart, Lung, and Blood
Diseases and Sleep Disorders that Contribute to Health Disparities

Some diseases of the heart, lung, and blood react to treatment differently in minorities than in Whites.
In addition, diagnosis of disease often occurs at a later stage in individuals who are members of
minority groups, live in rural areas, or are of low socioeconomic status. Moreover, standard clinical
practice guidelines for heart, lung, and blood diseases are often inadequately used, especially in the
treatment of minorities, women, and the elderly. By supporting clinical trials, clinical studies, and
networks of clinical research centers, and by striving for high levels of minority participation in its
clinical studies, the NHLBI focuses on diagnostic and treatment issues that contribute to health
disparities.

Sickle cell disease (SCD) is unusual in that it occurs almost exclusively in minority individuals. It is
an inherited blood disorder that produces chronic anemia, end organ damage, and periodic episodes
of pain. It affects approximately 72,000 people in the United States, most of whom trace their
ancestry to Africa. It occurs in about one of every 500 Black births and one of every 1,000-1,400
Hispanic births. Tremendous progress has been made since NHLBI-supported research programs on
SCD began about 30 years ago. Patients with SCD now live longer on average; and care is more
coordinated, beginning with screening of newborns, provision of appropriate infection prophylaxis,
and prevention of stroke in high-risk children through transfusion therapy. Yet treatment options
remain limited and a widely applicable cure remains elusive. For example, the drug hydroxyurea,
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which reduces the rate of painful crises in SCD, is effective in only two-thirds of patients. Continued
progress can be expected from further studies in areas of ongoing research, such as pursuing new
therapeutic targets and strategies; examining the long-term effects of hydroxyurea; and optimizing
treatment for prevention of stroke in children with SCD.

Improving diagnosis and treatment strategies for other diseases that contribute substantially to health
disparities, such as CVD, asthma, and diabetes, also is essential. Diabetes, for example, is having a
devastating effect on minority populations. Rates of type 2 diabetes are about twice as high among
Blacks and Hispanics as among Whites and are even higher in American Indian communities. The
number of individuals with end-stage renal disease has doubled over the past decade; minority
populations, especially Blacks and American Indians, have been particularly affected.

This Area of Emphasis, one component of a coordinated and interdependent effort to reduce and
eliminate health disparities, is of equal priority with others in the plan.

As described above under “Strategy for Addressing Health Disparities,” the NHLBI has long
maintained a commitment to minority health and health disparities research. Public comments on the
“NIH Strategic Research Plan and Budget to Reduce and Ultimately Eliminate Health Disparities,
Fiscal Years 2002-2006” validate ongoing NHLBI efforts by recommending action in several
thematic areas currently addressed by the Institute’s comprehensive research portfolio.

1.2.1 Objective One

Support research to develop new or improved approaches for diagnosing and treating heart, lung, and
blood diseases and sleep disorders that contribute to health disparities.

Emphasis is placed on understanding differences in disease presentation in subsegments of the
population; achieving accurate and timely diagnosis; predicting the likely clinical course in
individuals; establishing the effectiveness, safety, and cost-effectiveness of treatments; and
improving use of clinical practice guidelines.

This is the only objective in this Area of Emphasis. Public comments validate ongoing NHLBI
efforts by recommending action in several thematic areas currently addressed by the Institute’s
comprehensive research portfolio.

1.2.1.1  Action Plan
1) Steps to achieve objective
The NHLBI will continue to support ongoing research programs that address this objective. In

addition, as new initiatives are developed that focus on this objective, additional research grants and
contracts will be awarded.
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Current Major Programs
Cardiovascular Disease

Cardiovascular Outcomes in Renal Atherosclerotic Lesions (CORAL): Evaluates whether medical
therapy with stenting of hemodynamically significant (angiographically documented) renal artery
stenoses in patients with systolic hypertension reduces the incidence of adverse cardiovascular and
renal events compared with medical therapy alone; 30 percent of the participants will be from
minority populations.

Clinical Research in Peripheral Arterial Disease: Develops improved therapeutic and preventive
approaches for atherosclerotic arterial diseases of the peripheral vasculature through integrated,
multi-disciplinary clinical research projects. The development and progression of peripheral arterial
disease (PAD) is affected by age, ethnicity, and the presence of other medical conditions. Elderly
individuals and those with diabetes are at increased risk for PAD. In the United States, minorities
suffer disproportionately from PAD.

Evaluation Study of Congestive Heart Failure and Pulmonary Catheterization Effectiveness
(ESCAPE): Evaluates whether treatment guided by pulmonary artery catheterization or treatment
guided by clinical assessment offers an advantage to severe heart failure patients; 29 percent of
participants are from minority populations.

Diabetes

Action to Control Cardiovascular Risk in Diabetes (ACCORD): Evaluates the benefits of different
therapies to reduce CVD in Type 2 diabetes; 33 percent of the participants will be from minority
populations.

Bypass Angioplasty Revascularization Investigation in Type 2 Diabetics (BARI 2D): Evaluates
whether urgent revascularization offers an advantage over medical therapy in patients with coronary
artery disease and diabetes. In addition, for a given level of glycemic control, determines if insulin-
providing drugs offer advantages or risks compared to insulin-sensitizers (drugs that enhance insulin
action); 33 percent of the participants will be from minority populations.

Stop Atherosclerosis in Native Diabetics Study (SANDS): Compares a treatment of aggressively
lowering low-density lipoprotein (LDL) cholesterol (goal less than or equal to 75 mg/dL) and blood
pressure (goal less than or equal to 115/75 mmHg) to standard care in a population of diabetic
American Indians with CVD who have relatively low levels of LDL cholesterol and blood pressure.
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Asthma

Asthma Clinical Research Network, Phase 1l: Phase | established an interactive network of asthma
clinical research groups to assess new therapies and management strategies and ensure that findings
are rapidly disseminated to the medical community. A new program was funded in 2003 as a result
of national competition for participation in the successful 10-year-old asthma clinical research
network. The minority patient population will be approximately 33 percent for each protocol.

Childhood Asthma Management Program (CAMP): Evaluates the long-term effects of anti-
inflammatory therapy compared to bronchodilator therapy on the course of asthma, particularly on
lung function and bronchial hyperresponsiveness, and on physical and psychosocial growth and
development. Results showed that 4% to 6 years of daily treatment with inhaled corticosteroids was
safe and provided superior control of asthma compared to a different anti-inflammatory medication or
treatment only when symptoms occurred. The CAMP study will continue to observe children for 5
years to determine the effect of early treatment on maximum lung growth and on height.

Childhood Asthma Research and Education Network (CARE): Establishes a network of pediatric
clinical care centers to determine optimal treatment and management strategies for children with
asthma. Customizes therapy based on specific asthma phenotypes and genotypes; 30 percent of the
participants will be minorities.

Sickle Cell Disease

Comprehensive Sickle Cell Centers Program: Supports coordination of resources, facilities, and
personnel to expedite development and application of new knowledge for improved diagnosis and
treatment of SCD and prevention of its complications. In the 2003-2008 funding cycle, the program
included, for the first time, a clinical research network component to provide for rapid evaluation of
promising new treatments for SCD.

Multicenter Study of Hydroxyurea (MSH) Patients’ Follow-up: Seeks to determine the toxic effects
of long-term hydroxyurea use in the patients who participated in the adult hydroxyurea clinical trial
that ended successfully in 1995; all the participants are Black.

Pediatric Hydroxyurea Phase 111 Clinical Trial (BABY HUG): Determines the effectiveness of
hydroxyurea in preventing onset of chronic organ damage in young Black children with sickle cell
anemia.

Sibling Donor Cord Blood Banking and Transplantation: Establishes a cord blood bank for
collecting sibling donor cord blood in families that currently have a child with sickle cell anemia or
thalassemia. Investigators will evaluate the safety and effectiveness of matched sibling cord blood
transplantation for treatment of children with sickle cell disease or thalassemia. A majority of the
participants are Black.
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Stroke Prevention in Sickle Cell Anemia (STOP2): Determines when the primary prevention
treatment strategy proven effective in STOP 1 in a minority pediatric population may be safely
discontinued.

Cooley’s Anemia

Thalassemia (Cooley’s Anemia) Clinical Research Network: Accelerates research in the
management of thalassemia, standardizes existing treatments, and evaluates new ones in a network of
clinical centers; minority participation will be approximately 48 percent in the thalassemia registry
being developed by the network.

Use of Clinical Practice Guidelines

Trials Assessing Innovative Strategies to Improve Clinical Practice Through Guidelines:
Investigates reasons for inadequate use of standard clinical practice guidelines for heart, lung, and
blood diseases, particularly in treatment of racial and ethnic minorities, women, and the elderly;
evaluates remedial interventions.

New Initiatives

Pulmonary Complications of Sickle Cell Disease: Elucidate mechanisms of the pulmonary
complications of SCD (e.g., acute chest syndrome, a complex of symptoms including severe chest
pain, dyspnea, and fever; and chronic sickle cell pulmonary disease, characterized by perfusion and
diffusion lung abnormalities); and develop new treatments.

Sickle Cell Disease Clinical Research Network: Establish a network of clinical centers to address
critical issues in the care of persons with SCD by developing a registry and completing Phase I-111
clinical trials (with emphasis on Phase 11 trials).

(2) Timeline for objective

Current Major Programs
Expected end date of FY2004:
Evaluation Study of Congestive Heart Failure and Pulmonary Catheterization
Effectiveness (ESCAPE)
Expected end date of FY2005:
Sibling Donor Cord Blood Banking and Transplantation
Stroke Prevention in Sickle Cell Anemia (STOP2)
Thalassemia (Cooley's Anemia) Clinical Research Network
Expected end date of FY2006:
Pediatric Hydroxyurea Phase I11 Clinical Trial (BABY HUG)
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Expected end date of FY2007:
Bypass Angioplasty Revascularization Investigation in Type 2 Diabetics (BARI 2D)
Childhood Asthma Management Program (CAMP)
Stop Atherosclerosis in Native Diabetics Study (SANDS)
Trials Assessing Innovative Strategies to Improve Clinical Practice through Guidelines
Expected end date of FY2008 or beyond:
Asthma Clinical Research Network, Phase Il
Cardiovascular Outcomes in Renal Atherosclerotic Lesions (CORAL)
Clinical Research in Peripheral Arterial Disease
Comprehensive Sickle Cell Centers Program
Multicenter Study of Hydroxyurea (MSH) Patients” Follow-up
Childhood Asthma Research and Education Network (CARE)
Action to Control Cardiovascular Risk in Diabetes (ACCORD)
New Initiatives
Expected end date of FY2008 and beyond:
Pulmonary Complications of Sickle Cell Disease
Sickle Cell Disease Clinical Research Network

(3) This objective is ongoing. See previous section for dates by which specific activities within this
objective are expected to be completed.

1.21.2 Performance Measures

To assess performance of the NHLBI portfolio of current activities that “support research to develop
new or improved approaches for diagnosing and treating heart, lung, and blood diseases and sleep
disorders that contribute to health disparities,” NHLBI scientific staff track and assess the success of
Institute-supported investigators in publishing articles related to this objective in peer-reviewed, high-
quality scientific journals. Another measure of the performance of ongoing research is whether a
grant is renewed once its initial period of support ends. Applications for competing renewal grants
are reviewed carefully by peer reviewers and the National Heart, Lung, and Blood Advisory Council
for past performance and published results, as well as future potential.

In addition, the NHLBI portfolio is assessed frequently to ensure that it addresses newly identified
scientific needs and opportunities. New initiatives are developed with input from the scientific and
health care-related communities and the general public, and reviewed by the Institute’s Board of
Extramural Advisors and the National Heart, Lung, and Blood Advisory Council before being
announced.

1213 Outcome Measures

A measure of the outcome of NHLBI-supported activities to “support research to develop new or
improved approaches for diagnosing and treating heart, lung, and blood diseases and sleep disorders
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that contribute to health disparities” is the publication in peer-reviewed, high-quality scientific
journals of articles reporting science advances based on the results of NHLBI-supported research
toward this objective. NHLBI scientific staff continually assesses Institute objectives and research
programs in terms of the results reported in such articles. In fact, as part of its annual budget
justification submitted to the U.S. Congress, the NHLBI consistently reports on scientific advances
pertaining to this objective that have resulted from Institute-supported research, the results of which
have been published in high-quality scientific journals during the previous year. For example, as
published in an article in the November/December 2002 edition of the Journal of Clinical
Hypertension and as reported to Congress in the NHLBI FY2005 budget justification, blood pressure
control rates among participants in the NHLBI-supported Antihypertensive and Lipid-Lowering
Treatment to Prevent Heart Attack Trial (ALLHAT) increased from 27.4 percent at the beginning of
the trial to 66 percent after 5 years of follow-up. Perhaps most notably, the ALLHAT gains in blood
pressure control were achieved in a variety of clinical practice settings and in subgroups of people
known to have difficulty controlling their blood pressure, such as Blacks, the elderly, and patients
with diabetes. In another article recently published in the Journal of the American Medical
Association, researchers reported results showing that hydroxyurea not only protects adults who have
SCD from painful crises and acute chest syndrome, but also prolongs their lives.

1.3 Area of Emphasis Three: Prevention or Delay of Onset or Progression of Heart,
Lung, and Blood Diseases and Sleep Disorders That Contribute to Health Disparities

The continuing rise in obesity and overweight in the United States carries major public health
consequences because obesity is a risk factor for many chronic conditions, including hypertension,
diabetes, and heart disease. Healthier lifestyles and improved behaviors related to diet and physical
activity could help prevent or delay the onset of these serious conditions. Data from a series of
national surveys conducted by the National Center for Health Statistics of the Centers for Disease
Control and Prevention show increases in overweight and obesity between 1988-1994 and 1999-2000
for both men and women in all age groups and for Whites, Blacks, and Mexican-Americans (the
racial/ethnic groups of special interest to the survey). Overweight and obesity are particularly serious
problems among minority women. In fact, the 1999-2000 survey cited above shows that more than
half of Black women aged 40 years or older are obese (compared with about a third of White women)
and more than 80 percent are overweight (compared with slightly under two-thirds of White women).
Mexican-American women are also much more likely to be overweight or obese than White women.
Other data show the prevalence of obesity in American Indian/Alaska Native populations to be about
50 percent higher than in the general U.S. population.

Perhaps even more alarming is the continuing rise in obesity and overweight among children and
adolescents, since it puts them at risk for diabetes and other disorders later in life. The current
increase is particularly noticeable among minority young people. Data from the survey mentioned
above show that the prevalence of overweight and obesity among Black and Mexican-American
adolescents increased more than 10 percentage points between 1988-1994 and 1999-2000 (compared
with 5 percentage points in the overall adolescent population). Survey data also show that slightly
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more than 23 percent of Black and Mexican-American adolescents were overweight in 1999-2000,
compared with almost 13 percent of White adolescents. Research is needed to elucidate the reasons
for disparities in overweight and obesity, and to determine which interventions are most effective in
reducing them.

Opportunities also exist for improving other risk factors for disease, in addition to obesity. For
example, results of ALLHAT provide physicians with new information about approaches to
controlling hypertension, a risk factor for CVD that disproportionately affects Blacks. Opportunities
also exist to disseminate culturally sensitive information about health promotion and disease
prevention to minority communities by developing new interventions and by continuing or expanding
ongoing ones that involve community groups in health care issues, train lay community health care
workers, and partner with health care systems that serve minorities.

Minority and lower socioeconomic populations encounter multiple barriers (e.g., financial
constraints, logistical and cultural barriers, and environmental stressors) when attempting to follow
health and treatment recommendations. Effective interventions for improving adherence to medical
and lifestyle regimens for these underserved groups are needed so that the full benefits of medical
advances in the treatment of heart, lung, and blood diseases and sleep disorders can be realized for all
segments of the U.S. population.

This Area of Emphasis, one component of a coordinated and interdependent effort to reduce and
eliminate health disparities, is of equal priority with others in the plan.

As described above under “Strategy for Addressing Health Disparities,” the NHLBI has long
maintained a commitment to minority health and health disparities research. Public comments on the
“NIH Strategic Research Plan and Budget to Reduce and Ultimately Eliminate Health Disparities,
Fiscal Years 2002-2006” validate ongoing NHLBI efforts by recommending action in several
thematic areas currently addressed by the Institute’s comprehensive research portfolio.

131 Objective One

Support research to develop new or improved approaches for preventing or delaying the onset or
progression of heart, lung, and blood diseases and sleep disorders that contribute to health disparities.

Abundant evidence exists that many diseases can be forestalled or prevented entirely through
appropriate medical regimens (e.g., blood pressure control, cholesterol lowering) or through healthy
lifestyles (e.g., prudent diet, abstinence from smoking, physical activity). Research is needed to
identify and test approaches that can be used successfully in minority populations.

This is the only objective in this Area of Emphasis. Public comments validate ongoing NHLBI
efforts by recommending action in several thematic areas currently addressed by the Institute’s
comprehensive research portfolio.
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1.3.1.1  Action Plan
Steps to achieve objective:

The NHLBI will continue to support ongoing research programs that address this objective. In
addition, as new initiatives are developed that focus on this objective, additional research grants and
contracts will be awarded.

Current Major Programs
Obesity and Diet

Girls Health Enrichment Multi-Site Studies (GEMS): Tests effectiveness of weight-control
interventions (involving diet, physical activity, and psychosocial and familial influences)
administered during the critical transition period from prepuberty to puberty in Black girls at high
risk for obesity.

Nutrient Database for American Indian and Alaska Native Foods: Establishes a set of
comprehensive, high-quality databases on the nutrient content of traditional foods and other foods
commonly eaten by American Indians and Alaska Natives.

Weight Loss Maintenance Trial: Evaluates the effectiveness of two strategies to maintain weight loss
for 2% years in approximately 800 overweight or obese adults; 40 percent of the participants will be
Black.

Physical Inactivity

Trial of Activity for Adolescent Girls (TAAG): Tests the effectiveness of a school-community linked
intervention to prevent the decline in physical activity and cardiorespiratory fitness seen during
adolescence in girls; approximately 30 percent of the participants will be minorities.

Asthma

Centers for Reducing Asthma Disparities: Establishes partnerships between minority-serving
institutions and research-intensive institutions to conduct studies on causes of and corrections for

disparities in asthma among racial/ethnic and low socioeconomic populations. Reciprocal training is
encouraged to ensure culturally sensitive projects and enhance research capabilities.
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Treatment Adherence

Overcoming Barriers to Treatment Adherence in Minorities and Persons Living in Poverty:
Evaluates innovative methods to overcome patient, provider, and medical system barriers that
obstruct treatment adherence among racial and ethnic minorities and persons living in poverty.

New Initiatives

Community-Responsive Interventions to Reduce Cardiovascular Risk in American Indians and
Alaska Natives: Test the effectiveness of behavioral interventions to promote the adoption of healthy
lifestyles and/or improve behaviors related to cardiovascular risk (such as interventions that promote
weight reduction, regular physical activity, and smoking cessation).

Interventions to Improve Hypertension Control Rates in African Americans: Evaluate interventions
to change the delivery of medical care so as to increase the proportion of treated hypertensive African
American patients whose blood pressure is controlled to levels specified by Joint National Committee
on Prevention, Detection, Evaluation, and Treatment of High Blood Pressure guidelines. The goal is
to prevent complications of hypertension in Blacks.

Partnership Programs to Reduce Cardiovascular Disparities: Create partnerships between research-
intensive medical centers and health care systems that serve minority populations to investigate
complex biological, behavioral, and societal factors that contribute to cardiovascular disease health
disparities; facilitate research within the health care system to improve minority cardiovascular health
and reduce health disparities; and provide training and development of investigators to study
cardiovascular disease in minorities.

(2) Timeline for objective

Current Major Programs
Expected end date of FY2005:
Overcoming Barriers to Treatment Adherence in Minorities and Persons Living in Poverty
Expected end date of FY2006:
Girls Health Enrichment Multi-Site Studies (GEMS)
Expected end date of FY2007:
Centers for Reducing Asthma Disparities
Nutrient Database for American Indian and Alaska Native Foods
Trial of Activity for Adolescent Girls (TAAG)
Expected end date of FY2008 or beyond:
Weight Loss Maintenance Trial
New Initiatives
Expected end date of FY2008 or beyond:
Community-Responsive Interventions to Reduce Cardiovascular Risk in American Indians
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and Alaska Natives
Interventions to Improve Hypertension Control Rates in African Americans
Partnership Programs to Reduce Cardiovascular Disparities

(3) This objective is ongoing. See previous section for dates by which specific activities within this
objective are expected to be completed.

1.3.1.2 Performance Measures

To assess performance of the NHLBI portfolio of current activities that “support research to develop
new or improved approaches for preventing or delaying the onset or progression of heart, lung, and
blood diseases and sleep disorders that contribute to health disparities,” NHLBI scientific staff track
and assess the success of Institute-supported investigators in publishing articles related to this
objective in peer-reviewed, high-quality scientific journals. Another measure of the performance of
ongoing research is whether a grant is renewed once its initial period of support ends. Applications
for competing renewal grants are reviewed carefully by peer reviewers and the National Heart, Lung,
and Blood Advisory Council for past performance and published results, as well as future potential.

In addition, the NHLBI portfolio is assessed frequently to ensure that it addresses newly identified
scientific needs and opportunities. New initiatives are developed with input from the scientific and
health care-related communities and the general public, and reviewed by the Institute’s Board of
Extramural Advisors and the National Heart, Lung, and Blood Advisory Council before being
announced.

1.3.1.3 Outcome Measures

A measure of the outcome of NHLBI-supported activities to “support research to develop new or
improved approaches for preventing or delaying the onset or progression of heart, lung, and blood
diseases and sleep disorders that contribute to health disparities” is the publication in peer-reviewed,
high-quality scientific journals of articles reporting science advances based on the results of NHLBI-
supported research toward this objective. NHLBI scientific staff continually assesses Institute
objectives and research programs in terms of the results reported in such articles. In fact, as part of
its annual budget justification submitted to the U.S. Congress, the NHLBI consistently reports on
scientific advances pertaining to this objective that have resulted from Institute-supported research,
the results of which have been published in scientific journals during the previous year. For example,
as recently published in an article in Circulation and as reported to Congress, NHLBI-supported
research suggests that thiazolidinediones—a class of insulin-sensitizing drugs often prescribed for
diabetics to enable their cells to use insulin more efficiently—may also reduce CVD risk; the results
offer hope that treatment with insulin-sensitizing drugs might prevent or delay progression of CVD in
patients with diabetes. In another article, published in the Journal of the American Medical
Association in 2003, researchers reported findings from a recent clinical trial that indicate that an all-
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in-one approach to lifestyle changes is feasible and effective in lowering blood pressure, which in
turn can reduce CVD risk.

2.0 AREAS OF EMPHASIS IN RESEARCH CAPACITY
2.1 Area of Emphasis: Research Workforce and Research Resources

For many years, the NHLBI has been particularly concerned with increasing the participation of
underrepresented minority individuals in biomedical research careers. Continuing development of
the research workforce and research resources remains a high priority with the NHLBI. As described
in the overview, the NHLBI’s ongoing commitment to provide support for underrepresented minority
researchers and institutions agrees in large part with priorities expressed in public comments received
in response to the FY2002 Health Disparities Strategic Plan. The Institute adheres to the premise that
increasing the number of highly trained minority individuals whose basic or clinical research interests
are in cardiovascular, lung, and blood diseases and sleep disorders and improving the research
infrastructure at minority institutions are crucial elements in eliminating health disparities.

These activities are extremely important to the elimination of health disparities. Participation of
minority investigators in the biomedical research enterprise has been shown to have several positive
effects: it improves the recruitment and retention rates of minorities in population-based research
studies because some individuals prefer to work with researchers and health care providers of a
similar race, ethnicity, or gender, or who speak their language, and are more likely to participate in a
trial if such providers and researchers are available; it encourages more minority students to pursue
careers in the biomedical and behavioral sciences because they have role models and potential
mentors with whom they can identify; it improves access to health care because minority clinicians
tend to establish practices in minority communities; and it adds to the body of knowledge about
diseases that have a disproportionate impact on minorities because minority investigators tend to
pursue research related to minority populations.

2.1.1 Objective One

Expand the opportunities in research training and career development for underrepresented
minorities.

The NHLBI emphasizes increasing the number of highly trained minority investigators through
support of a range of programs designed to help investigators to develop research careers. The focus
of these programs is on helping minority investigators to develop research careers through
participation in research relevant to the Institute’s mission and through a process of mentoring by
established investigators. The NHLBI also fosters collaborative partnerships between research-
intensive and minority-serving institutions.
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21.1.1 Action Plan

The NHLBI will continue to review and transition, when appropriate, its programs to ensure a diverse
future research workforce. We have made significant modifications in our diversity portfolio since
the fFY2003 submission of this plan as indicated below.

(1) Steps to Achieve Objective
Current Major Programs

Historically Black Colleges and Universities (HBCU) Research Scientist Award: Provides an
opportunity for HBCUs offering masters, Ph.D., or professional degrees to recruit established
scientists to help expand their research base and to train students in and expose them to the latest
scientific advances.

Sickle Cell Research Scholars Program: Supports career development for young or new
investigators in SCD research.

(The programs described below have been renamed and reannounced to reflect broadened
eligibility criteria for the recruitment and participation of diverse individuals in research and
research training programs.) The new names of the programs are Mentored Career Development
Award to Promote Faculty Diversity in Biomedical Research, Biomedical Research Training
Program for Individuals from Underrepresented Groups, Short-Term Research Education Program to
Increase Diversity in Health-Related Research, Research Supplements to Promote Diversity in
Health-Related Research for Undergraduate Students.

Renamed “NHLBI Mentored Career Development Award to Promote Faculty Diversity in
Biomedical Research’ when reissued in April 2005. Provides support to faculty members from racial
and ethnic groups and individuals with disabilities who are currently underrepresented on faculty at
academic institutions in health-related research on a national or institutional basis.

Renamed “NHLBI Biomedical Research Training Program for Individuals from Underrepresented
Groups (BRTPUG)”” when reissued in October 2006. Provides research-training opportunities to
students from health disparities groups, individuals with disabilities, and those from disadvantaged
backgrounds that are underrepresented in health-related research.

Renamed “NHLBI Short-Term Research Education Program to Increase Diversity in Health-Related
Research” when reissued in April 2007. Provides research opportunities for undergraduate and
health professional students from disadvantaged backgrounds, racial and ethnic groups, and
individuals with disabilities.
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NIH-wide Program — Renamed “Research Supplements to Promote Diversity in Health Related
Research” when reissued in November 2004. Encourages research opportunities from high school to
faculty levels for individuals from underrepresented racial and ethnic groups, individuals with
disabilities, and individuals from disadvantaged backgrounds.

(The NHLBI is in the process of reviewing and updating existing programs identified below to
ensure the announcements reflect diverse program eligibility. If any of the programs identified
below are reissued, the word “minority” or “minorities” will be replaced with Office of the General
Counsel (OGC)-approved language and the program content revised accordingly. )

Mentored Career Award for Faculty at Minority Institutions:
RFA Announcement expires January 3, 2008

Minority K-12 Initiative for Teachers and Students (MKITS):
Last Application Receipt Date of RFA: March 19, 2003

Minority Institutional Research Training Program:
Last Application Receipt Date of RFA: June 21, 2007

Minority Undergraduate Biomedical Education Program:
Last Application Receipt Date of RFA: November 17, 2005

Research Scientist Award for Minority Institutions:
Last Application Receipt Date of RFA: January 16, 2004

The NHLBI provides funds directly to the National Institute of General Medical Sciences
(NIGMS) to support the Minority Biomedical Research Support Program. The NHLBI will defer
to the NIGMS (primary institute) for modification in program title and content after OGC
concurrence.

Minority Biomedical Research Support Program (NIH-wide): Offers opportunities for
underrepresented minority undergraduate and graduate students to receive training in fundamental
biomedical sciences and clinical research disciplines to enhance career opportunities in biomedical
research, including clinical and laboratory medicine, epidemiology, and biostatistics as applied to the
etiology and treatment of heart, blood vessel, lung, and blood health and diseases and sleep disorders.

(Although the NHLBI supported the NIGMS-MARC U* Star Program in FY2003, the Institute did
not support the award in FY2004 and no future support is anticipated.)

NHLBI-Sponsored MARC U*STAR Program: Offers honor students participating in the Minority
Access to Research Careers Undergraduate Student Training in Academic Research (MARC
U*STAR) program a 10-week summer research experience in the NHLBI intramural laboratories.
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New Initiative

Cultural Competence and Health Disparities Academic Award: Supports medical institutions in the
United States to develop core curricula and other educational materials that will increase the overall
knowledge and skills of medical students, house staff, practicing physicians, and other professionals
related to ethnic, cultural, religious, socioeconomic, linguistic, and other factors that contribute to
health disparities and to culturally competent approaches to mitigating these disparities.

(2) Timeline for Objective
Current Major Programs

Expected end date of FY2008 or beyond:
Historically Black Colleges and Universities (HBCU) Research Scientist Award
Sickle Cell Research Scholars Program
NHLBI Mentored Minority Faculty Development Award
NHLBI Biomedical Research Training Program for Underrepresented Minorities
NHLBI Short-Term Training for Minority Students Program
Research Supplements for Underrepresented Minorities
Mentored Career Award for Faculty at Minority Institutions
Minority K-12 Initiative for Teachers and Students (MKITYS)
Minority Institution Research Training Program
Minority Undergraduate Biomedical Education Program
Research Scientist Award for Minority Institutions
Minority Biomedical Research Support Program
NHLBI-Sponsored MARC U*STAR Program

New Initiative
Expected end date of FY2008 or beyond:
Cultural Competence and Health Disparities Academic Award

(3) This objective is an ongoing effort by the NHLBI that is being addressed through the programs
listed above.

2.1.1.2 Performance Measures

The NHLBI has consistently, over the years, increased its funding for these programs and continues
to add new programs. The Institute closely scrutinizes the programs to ensure that institutions and
mentors alike meet the needs of underrepresented minority investigators, thereby providing
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underrepresented minority researchers with opportunities to further their scientific training and
achieve their research career goals. Applications are carefully evaluated to make sure the proposed
training meets the needs of the underrepresented minority trainee and the Institute. Only those
applications considered to be of sufficiently high quality to provide an exceptional training
experience are considered. In addition, the NHLBI takes into account an institution’s or mentor’s
track record of providing a positive training experience when considering whether to make an award.

2.1.1.3 Outcome Measures

The number of underrepresented minority investigators participating in NHLBI-sponsored training
opportunities continues to increase. The NHLBI also has added new programs that have expanded
the opportunities for underrepresented minorities to develop a career in the biomedical sciences. The
Institute continues to measure the progress of training experiences through required progress reports.
Although their outcomes may not be fully appreciated for years, it is already evident that an
increasing number of underrepresented minority individuals are using the programs to develop
careers in biomedical research, often by entering programs as undergraduates and receiving further
training through the doctoral, postdoctoral, and investigator levels of research.

3.0 AREAS OF EMPHASIS IN COMMUNITY OUTREACH, INFORMATION
DISSEMINATION, AND PUBLIC HEALTH EDUCATION

3.1 Area of Emphasis: Outreach and Education

Outreach and education activities are critical to NHLBI efforts to increase the quality and years of
healthy life for all Americans and to end racial and ethnic disparities in the burden of disease. The
NHLBI recognizes that access to information, especially information that is relevant and culturally
sensitive, is essential to aid individuals in making healthy choices. The Institute’s interest in outreach
and education encompasses not only the behavior of patients and the general public, but also the
behavior of health care providers who dispense advice and prescribe medications.

3.11 Objective One
Expand and strengthen our programs of outreach and education for minority populations.

National education programs of the NHLBI have greatly increased public awareness and control of
hypertension and high blood cholesterol. However, further progress is needed, especially in
vulnerable subsets of the U.S. population. To address this need, the NHLBI established
Cardiovascular Disease Enhanced Dissemination and Utilization Centers (EDUCS) as a means of
extending the health benefits associated with the implementation of clinical practice guidelines in
health care settings and promoting heart healthy behaviors in communities at high risk for CVD. The
EDUCs use information generated by the Institute’s education programs to inform their communities
of the public health burdens of CVD and to develop, implement, and evaluate educational strategies
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to reduce the burden. The Institute believes that the EDUC approach will provide a solid foundation
for further efforts to address Healthy People 2010 goals of eliminating racial/ethnic and geographic
disparities in underserved high-risk populations and to support the Department’s Steps to a Healthier
US Initiative.

3.1.1.1  ActionPlan
(1) Steps to Achieve Objective
Current Major Programs

Salud para su Corazon (SPSC): This is an ongoing community-based heart health education and
outreach initiative to improve cardiovascular health among Latinos/Hispanics. Communities across
the United States are implementing SPSC as a result of a variety of strong partnerships with the
National Promotores Network, the National Council of la Raza, the Health Resources and Services
Administration (HRSA), and other agencies. SPSC has established its validity for heart health
education driven by promotores (lay health workers), centered around the family, and involving
community-wide partners. Trained teams of promotores, using culturally and language-appropriate
health messages, teach and empower families to promote healthy lifestyle changes. As community
leaders, they can assess community needs, understand the priorities and challenges people face, gain
the community’s support, and influence values that affect behavior. They connect the community
with health care centers by referring participants for screening procedures (blood pressure checks and
blood cholesterol and glucose tests).

Honoring the Gift of Heart Health: The NHLBI and the Indian Health Service (IHS) work
collaboratively to plan, develop, and implement effective approaches to improve cardiovascular
health of American Indians and Alaska Natives (AlI/AN). The program has developed a variety of
culturally appropriate materials including a video, brochures, and a 10-session curriculum on heart
health. A national train-the-trainer program was conducted with a group of 50 participants that
included health educators, nutritionists, nurses, and community health representatives from various
tribes across the country. The objective is to develop a highly skilled core group of trainers from
around the country, who will in turn conduct training workshops in their regions. The first in the
series of regional training sessions will be held from August 31 to September 3, 2004, in Scottsdale,
Arizona.

Treasure Your Heart for a Healthy Asian American and Pacific Islander (AAPI) Family Project:
This is a community outreach and education program to reduce the burden of CVD in Asian
American and Pacific Islander (AAPI) populations by increasing awareness of CVD and its risk
factors in a culturally and linguistically sensitive manner. It has gained support and interest from
community-based organizations, national AAPI advocacy organizations, health clinics and centers,
hospitals, state and local health departments, and local parks and recreation centers as a result of
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national dissemination of targeted publications for the public, patients, health care professionals, and
researchers.

Public Health in Public Housing—Community-Based Outreach Initiative for Asthma and CVD: The
NHLBI is developing concepts for a new public health initiative for residents of public housing.
Planning activities have included the NHLBI Asthma Coalition Contract Awards (ACCAS),
completed in 2003, which used multiple strategies to conduct asthma educational projects in high-risk
communities; a demonstration project using lay health educators to provide cardiovascular health
information in Baltimore City public housing; a qualitative assessment of the cardiovascular health
awareness, knowledge, attitudes, and behaviors of public housing residents; and an education strategy
development workshop on health and housing involving a multidisciplinary group of experts,
practitioners, and residents. The NHLBI will use lessons learned from the ACCAs and the results of
the cardiovascular health education activities to work collaboratively with public health and public
housing agencies at the federal, state, and local levels, and with other interested organizations and
stakeholders to increase the adoption of health promotion, disease prevention, and disease
management and control behaviors among public housing residents at high risk for asthma and CVD.

Cardiovascular Disease EDUCs: The NHLBI has funded 12 CVD EDUCs to conduct performance-
based education projects to prevent and control CVD and promote heart healthy behavior in high-risk
communities. Six were funded in 2001 (Phase 1), and an additional six in 2002 (Phase I1). A Phase
111 of EDUCSs is scheduled to be awarded in 2005.

Although they serve geographically and ethnically diverse populations, the EDUCs all use common,
research-based health education strategies to improve their communities. These strategies include
influencing health care provider practices to increase awareness of the latest NHLBI clinical
guidelines related to controlling blood pressure and cholesterol and reducing overweight/obesity;
educating patients on CVD risk reduction; working with elementary and middle school students and
their families to screen for CVD risk factors and implement healthy lifestyle changes; recruiting and
training community health workers; conducting community-based CVD risk factor screenings,
referral, and follow-up; and stimulating partnerships to build sustainability.

NHLBI Women’s Heart Health Education Initiative: The objective of this health education effort is
to reduce death and disability from CVD in women. A recent planning workshop developed goals for
the women’s heart health education effort, identified the primary target audiences, identified the
needs of minority target audiences who are at greater risk for CVD, and developed programmatic
recommendations and methods for implementation and dissemination.

Native Hawaiian Heart Healthy Curriculum: In partnership with Na Pu’uwai Native Hawaiian
Health Care System, the NHLBI is developing a culturally and linguistically appropriate heart health
curriculum for Native Hawaiian elementary school age children. This early intervention strategy is
expected to establish healthy behaviors in Native Hawaiian youth that they will carry through to
adulthood. The curriculum is infused with traditional Native Hawaiian values of the *ohana (family)
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that are still passed on to younger generations through kupunas (Native Hawaiian elders). Kupunas,
who currently teach in Hawaiian schools, will act as a resource for teachers and students using
storytelling as a way to recount the healthier, traditional way of Native Hawaiian life.

NHLBI Healthy Weight Community Outreach Initiative: The NHLBI is developing the Healthy
Weight Community Outreach Initiative that will include communication products and resources to
help communities implement outreach activities. The effort will build upon the Hearts N’ Parks
program conducted by the NHLBI in collaboration with the National Recreation and Park
Association. It will involve entire communities in activities to achieve a healthy weight and explore
the potential role of environmental change in a community setting to encourage healthy weight. A
strategy development workshop was held in early 2004 in preparation for a launch of the initiative in
2005.

(2) Timeline for Objective

Current Major Programs
Expected end date of FY2004:
Cardiovascular Disease Enhanced Dissemination and Utilization Centers (EDUCs Phase I)
Native Hawaiian Heart Healthy Curriculum
Expected end date of FY2005:
Cardiovascular Disease Enhanced Dissemination and Utilization Centers (EDUCs Phase I1)
NHLBI Women’s Heart Health Education Initiative
Expected end date of FY2006:
Cardiovascular Disease Enhanced Dissemination and Utilization Centers (EDUCs Phase I11)
Expected end date of FY2008 and beyond:
Salud para su Corazon
Honoring the Gift of Heart Health
Treasure Your Heart for a Healthy Asian American and Pacific Islander (AAPI) Family
Project
Public Health in Public Housing—Community-based Outreach Initiative for CVD and
Asthma
NHLBI Healthy Weight Community Outreach Initiative

(3) The objective to improve and expand NHLBI outreach and education efforts directed toward
eliminating racial/ethnic and gender disparities in cardiovascular and respiratory health is an ongoing
effort.

3.1.1.2 Performance Measures

The NHLBI consistently seeks to develop new ways to reach and educate the general public and to
find appropriate ways to reach out to minority populations and underserved populations. The
Institute frequently reviews the progress of its current outreach programs and works closely with the
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National Heart, Lung, and Blood Advisory Council to develop and implement new programs. This
process of evaluation, development, and review led to development of the new EDUCs program.

The goal of the NHLBI Women’s Heart Health Education Initiative is to reduce death and disability
in women by increasing awareness and dispelling misinformation about heart disease risk in women,
improving the way health professionals detect and treat CVD risk factors in women, reaching
minority women who are at increased risk of developing CVD, and motivating communities to make
greater use of resources already available at the local level.

3.1.1.3 Outcome Measures

The NHLBI points to the enhanced dissemination and utilization of science-based information by
health care professionals, patients, and the public as an indicator of the effectiveness of its outreach
programs. Outreach programs are designed to increase awareness of CVD risk factors, such as high
blood pressure, high blood cholesterol, and obesity. The objective is to implement both patient-based
and community-based activities to increase blood pressure control rates and physical activity and
improve healthy behaviors. These efforts are working, but the Institute understands that much more
needs to be done. For some of the programs, favorable results may not be fully realized for years to
come, because they are ongoing efforts to modify public behavior and attitudes related to health. The
Institute remains committed to seek out new opportunities to get its message out to the public, and to
develop new programs to meet the special needs of minorities and underserved populations.
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MISSION STATEMENT

The National Human Genome Research Institute (NHGRI) led the National Institutes of Health’s
(NIH) contribution to the International Human Genome Project, whose primary goal was the
sequencing of the human genome. This project was successfully completed in April 2003. Now, the
NHGRI’s mission is focused on a broad range of studies aimed at understanding the structure and
function of the human genome and its role in health, disease, and society.

To that end, NHGRI supports the development of resources and technology that will accelerate
genome research and its application to human health. A critical part of NHGRI’s mission continues
to be the study of the ethical, legal, and social implications (ELSIs) of genomic research. NHGRI
also supports the training of scientists and clinicians, as well as the dissemination of genomic
information to both the general public and health professionals.

STRATEGY FOR ADDRESSING HEALTH DISPARITITES

The NHGRI Health Disparities Strategic Plan describes the Institute’s strategies to investigate the
genetic and genomic component of diseases in “health disparity populations” as defined by P.L. 106-
525, the Minority Health and Health Disparities Research and Education Act of 2000. The NHGRI
Plan further addresses strategies to enhance research capacity and education and outreach. NHGRI is
reviewing and updating existing programs to ensure that its goals to support research and develop
research capacity, education, and outreach to address health disparities are in full compliance with
Department of Health and Human Services (HHS) policy and current law.

NHGRI Research Goal

The NHGRI recognizes that any role that genetics and genomics may play in causing health
disparities is limited. It is understood that many of the causes of health disparities have both
environmental and genetic contributions. It is not the intent of NHGRI to “overemphasize genetics as
a major explanatory factor in all health disparities” (Sankar P., et al., Genetic research and health
disparities, JAMA Vol. 291, No. 24, p. 2985-2989, June 23, 2004). Rather, the contributions that the
NHGRI can make in addressing and eliminating health disparities in populations affected by health
disparities will derive from an integrated approach to the Institute’s overall mission to understand
further the structure and function of the human genome and its role in health, disease, and society.

The NHGRI Health Disparities Research Plan reflects the overall goals of the NIH. NHGRI’s
specific research goals in this area are to:

1. Advance our understanding of the development and progression of diseases that contribute to
health disparities.

2. Develop a detailed understanding of the heritable variation in the human genome.

3. Develop robust strategies for identifying the genetic contributions to disease and drug response.
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4. Use newly acquired knowledge regarding genes and pathways as a basis for the development of
new, targeted therapeutic approaches to diseases that contribute to health disparities.

5. Investigate how genetic risk information is conveyed in clinical settings and how that information
influences health strategies and behaviors.

6. Advance our understanding of the relationships between genomics, race, and ethnicity, and the
consequences of uncovering these relationships.

7. Develop new or improved approaches for detecting and diagnosing the onset of diseases that
contribute to health disparities.

8. Advance our understanding of the ELSIs of genome research and their role in understanding the
causes of health disparities.

NHGRI Research Capacity Goal

The very nature of genomic and ELSI research requires the involvement of a large cadre of
investigators with diverse perspectives and varying scientific interests. Since its inception, NHGRI
has made a significant effort to include individuals with a variety of perspectives in all of its
activities. As the Institute has grown in size and complexity, the need for inclusion and collaboration
has become even more imperative. A number of initiatives have been undertaken on this front, and
they continue to evolve. This Strategic Plan is intended to provide a coherent framework for all of
NHGRI’s activities related to health disparities and allow the Institute to further refine its programs
and develop new programs in the most effective way possible. NHGRI’s research capacity goals are
to:

1. Increase the diversity of those engaged in (including as subjects of) genome research.

2. Expand opportunities in research training and career development for research investigators from
populations affected by health disparities, including racial and ethnic minority populations;
individuals with disabilities; and individuals from socially, culturally, or educationally
disadvantaged backgrounds.

3. Increase the number of researchers conducting research focused on genomics and health
disparities.

4. Increase representation in peer review of scientists and others from populations affected by health
disparities.

5. Promote the development of inter-institutional partnerships between historically research-
intensive and Historically Black Colleges and Universities (HBCUS) that seek to build the latter’s
research infrastructure.

NHGRI Community Outreach, Information, and Dissemination: Public Health Education
Goal

“Marked health improvements from integrating genomics into individual and public health care
depend on the effective education of the public and health professionals about [the] interplay of
genetic and environmental factors in health and disease” (Collins F.S., et al. A vision for the future
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of genomics research, Nature, VVol. 422, No. 6934, April 24, 2003, p. 835-847). The NHGRI will
expand its current activities and create new programs to:

1. Provide current information to health care providers, enabling them to enhance the quality of care
provided to individuals within populations affected by health disparities.

2. Facilitate the incorporation of relevant health care information into the curricula of medical and
allied health professions schools and public health schools, and the continuing education activities
of health professionals.

3. Maintain ongoing communication linkages and partnerships with community-based and faith-
based organizations, health care associations, foundations, and academic institutions; and foster
dialogues with populations affected by health disparities in areas where NHGRI is actively
conducting research.

4. Collaborate with public health and health-oriented policy centers to translate research findings
into policy documents that can be used by policy groups and other stakeholders to explain new,
important discoveries to decision-makers.

Application of Public Comments

In developing this plan, NHGRI has taken into consideration the public comments on the Trans-NIH
Strategic Plan for FY2002-2006 and the input of the academic and research communities published in
scientific commentaries. NHGRI’s revised plan incorporates these public comments in the following
manner:

1. NHGRI seeks to not overemphasize the role of genetics and genomics as the “major explanatory
factor in health disparities” (See JAMA June 23, 2004, Vol. 291, No. 24, at 2985-2989).

2. The International Haplotype Map (“HapMap”) project includes populations from across the
world, initially including populations from Japan, China, and Nigeria (Yoruba). These groups
were carefully selected as part of an inclusive process involving many members of the HapMap
Consortium. Community Advisory Groups were established in Nigeria, Japan, and China to
obtain specific inputs from public members of the involved communities about the design of the
work. The HapMap project also is testing the expectation that information gathered from these
populations will be broadly applicable to all populations in the world.

3. NHGRI will continue to sponsor and enhance programs aimed at mentoring, educating, and

providing grant support to enhance the diversity of scientists in the field, including racial and

ethnic minority populations; individuals with disabilities; and individuals from socially,
culturally, or educationally disadvantaged backgrounds.

NHGRI is in the process of reviewing and updating existing programs to meet this goal.

NHGRI is promoting partnerships between HBCUs and institutions with significant numbers of

students from educationally disadvantaged backgrounds and research-intensive institutions.

6. NHGRI education and outreach efforts are increasing the information that is provided for
individuals whose native language is not English. For example, NHGRI, in collaboration with the

o~
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Genetic and Rare Disease Information Center, is developing new programs to specifically reach
Spanish-speaking members of the United States population.

7. In 2003, NHGRI developed a new Branch focusing on Public Education and Community
Involvement, whose goal is to promote and direct NHGRI’s public information and community
outreach activities.

8. In 2003, NHGRI developed a new Intramural Research Branch focusing on social and behavioral
research. This new Branch investigates the social and behavioral factors that facilitate translation
of genomic discoveries for health promotion, disease prevention, and health care improvements.

1.0 AREAS OF EMPHASIS IN RESEARCH

1.1 Area of Emphasis One: Genomic Research—To Study the Genetic Factors
Contributing to Diseases that Disproportionately Affect Populations Affected by
Health Disparities

All people share the vast majority of the human genetic information. Indeed, any two individuals
share 99.9 percent of their DNA sequence. Similarly, all populations share most genetic variation.
However, the small differences that do exist include variations that have important medical
consequences. Thus, while most of human genetics research will apply broadly to all groups of
people, it is also important to study whether specific genetic factors may underlie disparate rates of
incidence or patterns of progression of disease when they are observed among different groups. Risk
factors for common complex diseases such as prostate cancer and diabetes include both genetic and
environmental/behavioral/social factors, but in most cases, the relative contribution of these factors is
not known. NHGRI is working with the Office of Behavioral and Social Science Research (OBSSR)
to investigate strategies for studying the interplay among social, behavioral, and genetic factors with
respect to human health. As mentioned above, NHGRI also has established an Intramural Research
Branch specifically focused on these types of questions.

Scientific opportunities to identify associations between sequence variations and incidence of disease
have increased in extraordinary ways in the past several years, and they are being actively pursued by
laboratories worldwide. An important aspect of these efforts will be the continued development of
the research capacity in institutions to conduct research that exploits the tools and information
derived from the Human Genome Project, the HapMap project, and similar large-scale studies.

111 Objective One: Continue and Further Expand Research Collaborations Between
NHGRI and HBCUs

1.1.11 Action Plan

Investigators at NHGRI and Howard University have established a collaborative research partnership
to identify the genetic and epidemiologic factors that contribute to the disproportionate increase in
complex diseases such as cancer and diabetes in African-Americans. The identification of genes
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underlying susceptibility to common diseases and, more importantly, a thorough understanding of the
function of these genes and their interaction with environmental factors will lead to improved
management and treatment of these diseases. This project aims to collect family- and population-
based information in a way that maximizes the participation of minority physicians, research
scientists, and underrepresented communities.

During the past several years, the National Center for Minority Health and Health Disparities
(NCMHD) (formerly the Office of Research on Minority Health) and NHGRI have supported an
innovative research collaboration between investigators from Howard University and scientists in
NHGRI’s Intramural Research Program. The collaboration involves support for projects involving
African Americans affected with diabetes. In FY1997, NHGRI added hereditary prostate cancer to
this set of collaborative projects. In addition, Howard University and NHGRI are serving jointly as
research training sites for scientists from this institution involved in these projects. Among the
specific goals of this collaboration was the establishment of a Center at Howard University for
collaborative research on genomic analyses of diseases that disproportionately affect African
Americans. This goal was realized on May 1, 2001, when The National Human Genome Center at
Howard University was formally dedicated. NHGRI will continue to develop similar collaborations
with HBCUs other institutions in order to promote genomics-based research.

NHGRI took into consideration the public comments, as described above. This Emphasis Area
addresses one of the six major themes: “Improve research infrastructure at minority academic
institutions.”

1.1.1.2 Performance Measures

e Number of collaborations started with investigators and/or scientists from diverse backgrounds
underrepresented in genomic science.

e Inclusion of individuals from populations disproportionately affected by diseases as research
participants.

e Number of research publications authored by investigators from HBCUs on diseases with a health
disparity.

11.1.3 Outcome Measures

e Increased participation of HBCUs and investigators from diverse backgrounds in research
collaborations with NHGRI intramural scientists.

e Increased understanding of factors underlying racial and ethnic minority participation (or refusal
to participate) in genetic studies.

e Increased participation of research subjects from populations disproportionately affected by
diseases.
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1.1.2 Objective Two: Research on Diseases that Disproportionately Affect Some
Populations

1.1.2.1  Africa-America Diabetes Mellitus Study (AADM)

Because of the high frequency of environmental risk factors for type 2 diabetes in the African-
American population, it is particularly productive to study genetic risk factors in West Africans, since
they are thought by many anthropologists to be the founding population of modern African
Americans and have fewer dietary and nutritional confounding variables. To establish recruitment
sites for the Africa-America Diabetes Mellitus Study (AADM), five sites in West Africa were
selected through a peer review process from a total of 24 applications; three of these sites are in
Nigeria and two are in Ghana. Because of the logistical challenges involved in doing a study of this
type in West Africa, the study was planned in stages to allow assessment of the sites’ ability to recruit
appropriate patients, collect blood, urine, and other clinical data; and successfully send the samples
and data to the Coordinating Center at Howard University. The 1-year pilot project successfully met
its goal of recruiting 15 affected sibling pairs (“sib-pairs”) per site. Based on this experience, a full-
scale study was implemented in September 1998; this study successfully met its goal of recruiting
400 affected sib-pairs and 200 spouse controls from West Africa by the end of the study period.
Genetic analysis of the blood samples was performed at The Center for Inherited Disease Research
(CIDR). The services for the AADM study were awarded through a competitive application process.
The study has not only yielded high-quality data, but has led to the recruitment of several top-flight
scientists to the National Human Genome Center at Howard University. A number of phenotypic
measurements were made on the research participants, who have stayed in touch with clinical
personnel. Analysis of the genotype and phenotype data has led to the identification of several
chromosomal regions that appear to harbor susceptibility genes for diabetes and related traits in this
West African population. This work recently has been published (Rotimi CN et al., Diabetes 53:838-
841, 2004).

NHGRI took into consideration public comments, as described above. This Emphasis Area addresses
one of the representatives’ comments: “NIH must include in its research objectives an investigation
of the impact of multiple determinants of health on minority health status.”

1122 Performance Measures

Fine mapping of regions with evidence for linkage from the genome-wide scan, follow-up

measurements, and ascertainment of the status (alive/dead and any clinical complications) of
subjects.
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1.1.2.3 Outcome Measures

e A better understanding of the etiology of type 2 diabetes mellitus in African Americans, meeting
NHGRI research goals of: (1) advancing our understanding of the development and progression
of type 2 diabetes in individuals of African descent; and (2) the development of new or improved
approaches for detecting and diagnosing the onset of type 2 diabetes in these individuals.

1.1.3 African-American Hereditary Prostate Cancer Study Network (AAHPC)
1.1.3.1  Action Plan

The National Human Genome Center at Howard University is also coordinating the African-
American Hereditary Prostate Cancer Study Network (AAHPC). The study has enrolled 100 families
with hereditary prostate cancer in which at least four men, diagnosed at or before 65 years of age, are
affected in each family; four other (unaffected) relatives also must be available for study. African-
American prostate cancer families fitting this description are almost completely missing from other
pedigree collections, despite the higher incidence and lethality of prostate cancer in African-
American men. DNA from these families is being studied to see if linkage can be found to a known
hereditary prostate cancer location on chromosome 1, as well as whether linkage to other
chromosomal locations (or specific genes) exists.

As the first large-scale genetic study of African-Americans conducted almost entirely by African-
American clinical investigators, the AAHPC study has provided a foundation and productive
environment for the exploration of all aspects of the involvement of African-Americans in genetic
research.

NHGRI took into consideration public comments, as described above. This Objective addresses two
of the six major themes: (1) “Improve research infrastructure at HBCUs”; and (2) “Expand the scope
of research to include cultural, psychological, behavioral, social, gender, environmental, and
biological factors appearing unique to race.”

1.1.3.2 Performance Measures

e Scientific publications reporting the progress and results of the research
e Number of faculty, postdoctoral fellows, and graduate students trained while conducting this
research

1.1.3.3 Outcome Measures

A better understanding of genetic risk factors underlying hereditary prostate cancer in African-
Americans, meeting NHGRI’s research goals of: (1) advancing our understanding of the
development and progression of hereditary prostate cancer in individuals of African descent; and (2)
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the development of new or improved approaches for detecting and diagnosing the onset of Increased
participation by African-Americans in future research studies (NHGRI research capacity goal to
increase the number of participants of diverse ancestry and populations in genome research).

1.2 Area of Emphasis Two: Genomic Research—To Include Racial and Ethnic Minority
Populations and Other Disparity Populations in Research on Detecting and
Diagnosing the Onset of Rare and Genetic Diseases

1.2.1 Objective One: Advance Our Understanding of the Natural History, Underlying
Causes, and Onset of Genetic and Rare Diseases

1211 Action Plan

Racial and ethnic minority populations are significantly underrepresented in research on rare genetic
conditions. NHGRI’s Intramural Research Program is developing ways in which to bolster the
recruitment of individuals from racial and ethnic minority and other disparity populations so that they
can participate in basic research efforts aimed at detecting and diagnosing genetic and rare diseases.
Intramural research studies that are aggressively seeking to increase the diversity of racial, ethnic,
and other disparity populations are:

The Attention Deficit Hyperactivity Disorder in Hispanics Study

The Severe Immunodeficiencies Study

The Genetic Study of Inherited Parkinson’s Disease

The Identification of Genes Associated With Hermansky-Pudlak Syndrome (HPS) in Hispanic
Population Study

PwnE

1.21.2 Performance Measures

e Develop procedures to encourage carrier screening, beginning with affected relatives
e Recruitment of at-risk family members for screening

e Detection of at-risk couples

e Genotyping, phenotyping, clinical follow-up with participants

1223 Outcome Measures

e Development of new or improved approaches for detecting and diagnosing the onset of genetic
disorders in these individuals

e Better understanding of the natural history, causes, and treatment of genetic disorders in diverse
racial and ethnic populations

e The investigation of how genetic risk information is conveyed in clinical settings and how that
information influences health strategies and behaviors
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1.3 Area of Emphasis Three: Ethical, Legal, and Social Implications (ELSI) Research
Exploring the Ethical, Legal, and Social Issues Related to Genetics and Health
Disparities

Human genetic variation research, especially as it relates to risk factors for common, complex
disorders, is leading to increased knowledge regarding how this variation may contribute to the health
status of individuals. It is also leading to more knowledge about variation within and among
populations, and how this variation may contribute to the aggregate health status of different racial
and ethnic groups. The International HapMap Project is an international effort spearheaded by the
NHGRI to create a haplotype map of the human genome, a resource that will make it possible to
conduct disease gene association studies much more quickly and efficiently than ever before.

Although the ultimate goal of studies aimed at relating human genetic variation to disease
susceptibility is the improvement of human health, concerns have been raised that the findings of
some genetic variation research may be misunderstood. Concerns also have been raised that such
findings, if interpreted incorrectly and misused, will exacerbate, rather than ameliorate, already-
existing health disparities among racial, ethnic, and socioeconomic groups. NHGRI, through its
ELSI Research Program, has implemented two separate initiatives to encourage additional research
on the ELSI of genetic variation research for both individuals and diverse population groups.

This objective addresses one of the representative public comments: “Increase numbers of health
disparities populations studied by the NIH.” We have developed studies not only to include but also
to increase the numbers of participants from health disparities populations.

131 Objective One: Study the Ethical, Legal, and Social Implications of Genetic
Variation Research for Individuals and Diverse Racial and Ethnic Groups (FY2002-
FY2005)

1.3.1.1 Action Plan

In FY2002, the ELSI Research Program released a second RFA for studies of the ethical, legal, and
social implications of genetic variation research for individuals and diverse racial and ethnic groups.
This RFA was designed to solicit proposals for research that further addresses the issues outlined
above, building on research funded from 1999-2002. Five new studies were funded under this RFA
in FY2003, most of which are relevant to the issue of health disparities. These new studies are part of
a growing consortium of projects sponsored by the ELSI Research Program that directly address
these issues. Currently, 26 projects are included in the consortium.

This Objective addresses one of the six major themes in the public comments: “Expand the scope of

research to include cultural, psychological, behavioral, social, gender, environmental, and biological
factors appearing unique to race.”
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1.3.1.2 Performance Measures

e Increased number and quality of applications received in response to the 2002 initiative over
those received in response to the FY 1999 initiative

e Continue to support a consortium of investigators from supported studies that will meet once a
year to compare findings on issues common to all projects, reduce duplication of effort, and
promote sharing of information

e Assessment on an annual basis of the quantity and quality of published research resulting from
this initiative, the number of grantees from diverse backgrounds underrepresented in genomic
science, and the number of individuals from diverse racial and ethnic groups included as research
participants

e Increased number of relevant publications

1.3.1.3 Outcome Measures

e Establishment of a body of scholarship that informs researchers on the ELSI implications of
genetic variation research

e Establishment of a body of scholarship on how minority communities can be involved in genetic
research

1.3.2 Objective Two: Study Hereditary Hemochromatosis and Iron Overload Disease in
Diverse Populations

1.3.21 Action Plan

Iron overload is a common disorder affecting between one in 200 and one in 400 individuals. One of
the major causes of iron overload is a genetic disorder known as hereditary hemochromatosis (hh). It
has been estimated that one in every 400 White or Caucasian individuals has hh due to mutations in
the HFE gene. The genetic contributions to hh in non-White populations are not entirely clear. In
1997, a panel of experts concluded that it would be premature to consider widespread genetic
screening for hh until some important questions about prevalence, penetrance, genotype/phenotype
correlations, and the psychosocial impact of widespread or population-based screening were
addressed, especially in non-Caucasian populations.

To answer these questions, NHGRI is collaborating with the National Heart, Lung, and Blood
Institute (NHLBI) to fund a large multi-center study designed to study iron overload and hh in
diverse populations. Five field centers (including Howard University), a coordinating center, and a
central laboratory have been funded to carry out this project. A total of 101,168 adults, of whom 44
percent are Caucasian, 27 percent African American, 13 percent Asian, 13 percent Hispanic, 0.7
percent Pacific Islander, 0.6 percent Native American, and 2 percent mixed or unidentified by self-
identified race/ethnicity have been recruited and screened for these disorders during the course of this
5-year study. Data are beginning to be analyzed. The results of this research will enable
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investigators to answer the important questions identified above, particularly for individuals from
minority communities.

This Objective addresses one of the six major themes in the public comments: “Expand the scope of
research to include cultural, psychological, behavioral, social, gender, environmental, and biological
factors appearing unique to race.”

1.3.2.2 Performance Measures

o Efforts will be made to ensure that research participants from all backgrounds are retained to
participate in this study so that comprehensive clinical exams can be carried out to better
understand this disorder in individuals, particularly those from minority populations

e In FY2004-2005, data from this study will be analyzed, with special emphasis on understanding
the findings from non-White populations

e In FY2003-2006, scientific publications will report the progress and results of the research,
particularly as they relate to iron overload disorders and minority communities

1.3.2.3 Outcome Measures

e Increased understanding of the genetic factors underlying diverse populations and the impact of
this knowledge for these populations

1.3.3 Objective Three: Develop ELSI Research on Minority Participation in Genetic
Research

1.3.3.1 Action Plan

The NHGRI will support the analysis of ethical, legal, and social issues affecting African American
participation in genetic research. Historically, African Americans have not participated in genetic
research at the same level as members of other racial or ethnic groups. The research collaborations
between NHGRI and the National Human Genome Center at Howard University on diseases that
disproportionately affect African Americans (see Objective 1a.1) have produced (and continue to
produce) a unique set of data that will allow investigators in bioethics and the social and behavioral
sciences to examine the factors causing African Americans to consent or refuse to participate in
genetic research. Special emphasis will be placed on access to information, informed consent, and
community attitudes toward genetic research; emphasis will also be placed on the development of
methods to optimize informed decision-making regarding participation in genetic research and use of
the knowledge gained through this research. It is hoped that the research supported by this initiative
will increase information available to investigators that will help them to design future genetic
research in a way that will more successfully involve minority communities.
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This Objective addresses a representative comment to: “Ensure that all communications with the
health disparities populations and their subgroups address their needs and perspectives.” NHGRI is
interested in supporting programs to increase understanding of factors relating to participation in
genetic studies.

1.3.3.2 Performance Measures

e Number of collaborations started with minority investigators
e Inclusion of minorities or medically underserved populations as research participants
e Published research

1.3.3.3 Outcome Measures

e Increased understanding of factors underlying African-American participation or refusal to
participate in genetic studies

2.0 AREAS OF EMPHASIS IN RESEARCH CAPACITY

Realizing the promise of genomics-based approaches to biomedical and health disparities research
depends, in large part, on the ability to train a diverse cadre of scientists in both genomic and ELSI
aspects of human genome research. The challenges involved in accomplishing this are formidable.
Scientists from diverse populations are severely underrepresented in genetics and genomics research
and genomic medicine. Ethnicity data from other genetics professional societies reflect similar levels
of underrepresentation. To attract individuals from diverse communities to this field, interest and
excitement in genomics and genetics need to be engendered early. Furthermore, the initiatives must
aim to encompass all stages of the career ladder, from student to professional, with opportunities for
training at every stage. NHGRI has developed a series of training initiatives targeted toward
enhancing the diversity of the genetic and genomic workforce. NHGRI is in the process of reviewing
and updating these programs.

In late 2001, NHGRI, with approval of its National Advisory Council, implemented its Minority
Action Plan. This Plan established an Institute-wide process aimed at increasing the number of
individuals from underrepresented groups participating in genomics and ELSI research. The goals
for this area of emphasis are: to increase the diversity of investigators participating in genomic
research; to increase the diversity of students trained in genomic research approaches; and to expose a
greater diversity of students and faculty to genomic research approaches. NHGRI is in the process of
reviewing and updating its existing programs.

This Objective, and others detailed below, addresses one of the six major themes: “Improve research
infrastructure at HBCUs and other institutions.” A representative public comment read, “NIH must
address the scarcity of qualified minority investigators by ensuring support for underrepresented
minorities at every level of the pipeline.”
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2.1.1 Objective One: Expand Training Opportunities at Centers of Excellence in Genomic
Science (CEGS) and Genome Production Centers

The Centers of Excellence in Genomic Science (CEGS) program will be the centerpiece of NHGRI-
supported research in the future. One of the essential features of the CEGS will be their emphasis on
the training of new investigators. Given this, these centers have the potential to become ideal sites
for the training of individuals from underrepresented minority groups. Each CEGS is required to
propose a plan describing what specific training activities it will implement and how it will recruit the
relevant trainees. NHGRI staff will encourage the CEGS, as a group, to generate a range of training
opportunities focused on minorities or underrepresented/disadvantaged populations.

2.1.1.2 Performance Measures

e Number of programs implemented for increasing the diversity of trainees exposed to genomics
research
e Percentage of trainees from diverse backgrounds participating in these programs

2.1.1.3 Outcome Measures

e Increased number of minorities trained and proceeding to their next career development stage in
the sciences

This Objective addresses such public comments as: “NIH must address the scarcity of qualified
minority investigators by ensuring support for underrepresented minorities at every level of the
pipeline. Sponsor programs to mentor, educate, and provide grant support to minorities who pursue
health careers opportunities and promote partnerships between minority-serving and research
institutions.”

212 Objective Two: Support Training Opportunities at Centers of Excellence in ELSI
Research

2121 Action Plan

Centers of Excellence in ELSI Research (CEERSs), which will be funded in the summer of 2004, will
be the centerpiece of NHGRI ELSI multidisciplinary research in the future. Each Center is required
to propose a detailed plan for training new investigators.

This new program has the potential of significantly increasing the number of racial and ethnic
minority researchers and researchers from other disparity populations. The CEERs also have the
potential of developing a critical mass of investigators focused on the ethical, legal, and social
implications of genomics research at HBCUs and other institutions.
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2.1.2.2 Performance Measures

e Number, quality, and innovative nature of programs implemented for increasing the number of
minorities exposed to genomics and ELSI research
e Number of minorities participating in these programs

2.1.2.3 Outcome Measures

e Increased number of individuals from diverse backgrounds trained and proceeding into careers in
ELSI research

2.1.3 Objective Three: Implement a New Program Called “NHGRI Health Disparities
Visiting Faculty Program”

2.1.3.1 Action Plan

Starting in FY2003-2004, NHGRI established the NHGRI Health Disparities Visiting Faculty
Program. With the 2006-2007 fiscal year, the program was expanded to increase the pool of faculty
eligible for the program beyond faculty at Minority-Serving Institutions, Centers of Excellence in
Partnerships for Community Outreach, Research on Health Disparities and Training (EXPORT) and
Research Infrastructure in Minority Institutions (RIMI) grantees. The NHGRI Health Disparities
Visiting Faculty Program provides researchers focused on genomics and health disparities from any
college or university with the opportunity to apply to spend a 6- to 12-month period at NHGRI.
Visiting faculty will work with senior or associate investigators in NHGRI laboratories located in
Bethesda or Baltimore, Maryland. Visiting faculty will have the opportunity to learn new
technologies, develop research collaborations, or conduct sabbatical research. Basic and social
science researchers may access NHGRI’s laboratories, core facilities, clinics, and training programs
for study in any area of health disparity research related to human genetic disease including the
ELSIs of such research. Researchers are expected to share their skills and experience upon return to
their home institutions, and applications will be evaluated based on this criterion.

This Objective addresses several representative public comments. NHGRI has developed research
partnerships allowing visiting faculty from institutions that serve underrepresented populations to
train in the area of genomics and health disparities research in NHGRI intramural research
laboratories.

2.1.3.2 Performance Measures

e Increased number of research projects addressing health disparities in the Division of Intramural
Research, NHGRI

e Increased number of visiting minority faculty

e Increased number of publications relevant to issues of health disparities and genomics
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2.1.3.3 Outcome Measures

e Increased understanding of health disparities

e Increased understanding of health disparities to meet NHGRI research capacity goals of: (1)
increased numbers of research participants of diverse ancestry and populations in genome
research; (2) expansion of opportunities in research training and career development for
investigators from communities underrepresented in genomic science; and (3) an increase in the
number of researchers conducting research on genomics and health disparities

214 Objective Four: Continue to Support and Develop the “Current Topics in Genomics
Research Short Course” for Faculty and Students at Institutions With Significantly
Underserved Populations

2.1.4.1 Action Plan

The annual Short Course is designed to update faculty from institutions with student populations
underrepresented in science careers including minority, rural, and disadvantaged student populations.
The Short Course informs the faculty of the latest developments in genetic technology, medical
genetics, gene therapy, and ethics. The objective of the course is to empower the faculty and build
human resources at their home institutions. The course also assists attendees in incorporating this
information into classroom teaching so as to cultivate a diverse population of students’ interests in
genomic research. It also offers information on careers in genetics and grant-writing skills to the
participants. All participants spend time visiting NHGRI laboratories to experience the latest
technologies that are being applied to genetics research firsthand.

Each successful Short Course applicant is asked to select one promising student from the faculty
member’s institution to attend the Genome Scholars Program. This program parallels the Short
Course and offers a close-up view of careers in genomic research while providing an enhanced
mentoring experience. In 2004, 16 faculty members and 16 students will participate in the program.

This Objective addresses several representative public comments. NHGRI has developed
partnerships enabling visiting faculty from minority institutions to train in the area of genomics and
health disparities.

2.1.4.2 Performance Measures

Number of applicants

Feedback from evaluation forms

New grantees who participated in the Short Course

Number of genome scholars that participate in NIH training programs
Development and use of curriculum
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2.1.4.3 Outcome Measures

e Integration of genomics into curriculum at the Short Course participants’ institutions

e Integration of genomics Short Course information into curricula

e Increase in the number of students from diverse backgrounds who pursue genomics because of
their involvement in the Short Course

2.1.5 Objective Five: Through Diversity Supplement Program, Expand the Opportunities
for Students and Faculty to Participate in Genomics and ELSI Research by
Supporting Relevant Research Experiences and Attendance at Workshops and
Conferences

2151 Action Plan

NHGRI, using a NIH-wide mechanism intended to increase the number of individuals from groups
underrepresented in biomedical science, has several short- and long-term programs to support
underrepresented students and faculty who wish to know more about or pursue genomics and ELSI
research. Available through the National Research Service Award (NRSA) predoctoral fellowship
program and supplemented by NHGRI grants, the program provides an opportunity for individuals to
conduct intensive research related to genomics and ELSI. Participants also are encouraged to attend
workshops and conferences related to genomics or ELSI. Opportunities are also available for
Minority Access to Research Careers Program (MARC) students interested in genomics to be
supported by NHGRI under National Institute of General Medical Sciences (NIGMS) MARC
initiatives.

This objective takes into consideration the public comments. NHGRI has developed an opportunity
for students and faculty to gain exposure to genomic careers.

2.15.2 Performance Measures

e Increased number of students and faculty from diverse backgrounds being trained in genomics
and ELSI research

e Fact sheets and a brochure developed for distribution at conferences attended by underrepresented
minorities, such as the Society for the Advancement of Chicanos and Native Americans in
Science (SACNAS) National Conference, and the Annual Biomedical Research Conference for
Minority Students (ABRCMS)

e Plenary sessions or workshops sponsored at professional/scientific meetings that target
underrepresented minorities; these will discuss the advances in genomics and the available
research and training opportunities

e Meetings attended that are of specific interest to underrepresented minorities

e Web page developed to highlight the Institute’s diversity activities
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e The importance of underrepresented minorities participating in genomics and ELSI research will
be emphasized with grantees during the review of their annual research progress

2.15.3 Outcome Measures

e Increased number of underrepresented minorities taking courses in genomics and/or pursuing
genomic or ELSI research

2.1.6 Objective Six: Expand Opportunities in the T32 Training Grant Program

NHGRI currently supports 11 T32 training grants; three of these are currently in a no-cost extension.
2.1.6.1  Action Plan

To increase the diversity of individuals enrolled on T32 training grants, including racial and ethnic
minority populations; individuals with disabilities; and individuals from socially, culturally, or

educationally disadvantaged backgrounds.

This Objective addresses public comments. NHGRI has developed an opportunity for students and
faculty to gain exposure to genomic careers.

2.1.6.2 Performance Measures

e A brochure with information about NHGRI’s supported T32 training grant programs was
distributed at conferences attended by underrepresented minorities, such as SACNAS and
ABRCMS.

e Training directors attend and make presentations about their research and training grant programs
at scientific/professional meetings that are of specific interest to underrepresented minorities,
such as SACNAS and ABRCMS, or where active minority committees exist, such as the
American Society of Cell Biology, and other professional/scientific meetings.

2.1.6.3  Outcome Measures
e Increased diversity of individuals enrolled on T32 training grants

2.1.7 Objective Seven: Increase the Number of Summer Internship Opportunities for
Students from Minority or Underrepresented/Disadvantaged Populations
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21.7.1 Action Plan

NHGRI hosts summer internships in intramural laboratories. Although only a limited number of
summer students can be hosted in Division of Intramural Research (DIR) laboratories, the fraction of
students from minority or underrepresented/disadvantaged populations availing themselves of this
opportunity has been relatively low.

NHGRI/DIR is implementing new measures in an effort to increase the level of participation by
underrepresented minority students. These measures are primarily focused on outreach and
recruitment efforts. These efforts include the development of printed marketing materials specifically
written for students from minority and other underrepresented populations. Research investigators
giving seminars at HBCUs and institutions with a diverse student population also take time at the end
of their seminars to inform students in the audience about research opportunities available at both
NHGRI and NIH and encourage interested students to contact the NIH Office of Education for
further information. NHGRI is in the process of reviewing and updating this existing program.

This objective addresses public comments. NHGRI has developed an opportunity for students and
faculty to gain exposure to research careers.

2.1.7.2 Performance Measures

e Outreach efforts to increase application submissions from students from HBCUs and diverse
backgrounds

e The number of applications submitted by minority students

e The number of students from minority or underrepresented/disadvantaged populations
participating in the summer student program

2.1.7.3 Outcome Measures

e Increased number of minority students in the summer internship program going on to research
careers

2.1.8 Objective Eight: Increase the Number of ELSI Researchers

Very few ELSI researchers who are currently funded (or who were funded in the past) are from
HBCUs or populations affected by health disparities; racial and ethnic minority populations;
individuals with disabilities; or individuals from socially, culturally, or educationally disadvantaged
backgrounds. The ELSI program seeks to increase the diversity of ELSI researchers.

This objective addresses public comments: “NIH must continue to promote the development of inter-
institutional partnerships between research-intensive institutions and minority-serving institutions.”
NHGRI has developed a program to increase the number of researchers from minority communities.
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2.1.8.2 Performance Measures

e Efforts to provide information about funding opportunities to members of
minority/disabled/disadvantaged communities

e Number of seminars and technical assistance workshops for minority/disabled/disadvantaged
communities on grant writing

e Percent of ELSI grant applications that come from individuals from underrepresented minority
communities or from researchers at underrepresented minority-serving institutions and are
successful

e Number of ELSI research papers published by researchers from underrepresented minority
communities or researchers from underrepresented minority-serving institutions

2.1.8.3 Outcome Measures

e Increased number of ELSI researchers from underrepresented minority communities and
institutions with diverse populations of students

2.1.9 Objective Nine: Expand the Capacity of Institutions to Conduct Research on Sickle
Cell Disease

2.19.1 Action Plan

The NIH hosted a conference entitled “New Directions for Sickle Cell Therapy in the Genome Era”
in Bethesda, Maryland, in November 2003. The aim of this conference was to consider how new
genomics tools and techniques might be applied both to more fully understand the biology of sickle
cell disease and to develop more effective therapeutic and preventive strategies for the disease.
Following the meeting, staff from eight NIH Institutes and Centers formed the Trans-NIH Sickle Cell
Disease Therapies Working Group. The working group developed a number of initiatives for
consideration for implementation over the course of the next several years. NHGRI took the lead in
developing several of these initiatives: facilitating the discovery of small molecules that can be used
in basic biological and biomedical studies of sickle cell disease and translating basic research
findings into novel therapeutics in sickle cell disease; training sickle cell researchers in genomics;
and establishing a listserv to apprise the research community of funding opportunities relevant to
sickle cell disease.

2.1.9.2 Performance Measures

Establish and maintain the sickle cell listserv
Communicate its existence to the community

Develop a Request for Applications (RFA) for training
Develop a RFA for small molecules
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2.1.9.3 Outcome Measures

e Listserv operational

e Number of interested researchers subscribed to the sickle cell listserv and number of posts made
to the list

e RFAs published

e Training grant awards made in 2005

e Research grants awarded for making small molecule assays robust in 2005

3.0 AREAS OF EMPHASIS IN COMMUNITY OUTREACH, INFORMATION
DISSEMINATION, AND PUBLIC HEALTH EDUCATION

The broader inclusion of underrepresented racial and ethnic minorities and other disparity
populations in biomedical research is imperative if it is to be applied to improve the health of all
citizens. Inclusion is of particular importance to NHGRI, given the far-reaching implications of
genetic information and technologies for both individuals and groups. There is a sense of urgency in
the recruitment of individuals to meet the monumental challenges of translating human genome
sequence information into items of societal value. The initial sequence and analysis of the human
genome represents a significant milestone in science, yet formidable challenges remain in translating
this genetic sequence information into clinically beneficial diagnostics and therapeutics. Generating
public policy positions aimed at minimizing the potential misuses of genetic information must also be
addressed in a timely fashion. To be ultimately successful, the improvements in research and health
care must reach everyone. This success will depend on participation of individuals from all
communities.

We hope to take advantage of the momentum resulting from increased visibility of genomics and
genetics research with the completion of the Human Genome Project in 2003. This is an opportune
time to redouble our community outreach, information dissemination, and public education efforts to
encourage individuals from underrepresented racial and ethnic minority populations and other
disparity populations to actively participate in the genetics revolution—as scientists, clinicians,
research participants, and active contributors in deliberations of ethics and public policy.

This objective addresses public comments: “NIH must continue to promote the development of inter-
institutional partnerships between research-intensive institutions and minority-serving institutions.”
NHGRI has developed a program to increase researchers from underrepresented minority
communities. NHGRI has reviewed the public comments and recognizes the themes to *...use
racially, culturally sensitive and appropriate communication while strengthening the capacity of
minority communities.” To address this concern, we have taken significant measures in information
diffusion and dissemination.
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311 Objective One: Facilitate the Incorporation of Science-Based Information Into the
Curricula of K-12 Schools

3.1.1.1 Action Plan

NHGRI has developed resources to facilitate the incorporation of science-based information into high
school curricula, with targeted dissemination to racial and ethnic minority and other disparity
communities. “The Human Genome Project - Exploring our Molecular Selves,” a grade 9-12
education resource, was originally produced by NHGRI in February 2001. In 2002, NHGRI
reformatted this education kit, making the materials available for download on its web site
(http://www.genome.gov), thus providing expanded access to students and teachers across the
country. A second, revised edition of the kit will be developed in FY2005. This kit provides
unprecedented access to cutting-edge information about the Human Genome Project and genomics,
geared specifically for use by life science educators. The kit has been widely distributed and
enthusiastically received.

NHGRI is creating a multimedia interactive education resource to communicate the excitement and
opportunities in genomic research and genomic careers to high school and college students. The goal
of this DVD is to expose students across the United States to genetics and genomics careers, with a
specific aim to reach students from backgrounds underrepresented in genetic and genomic careers.
This DVD would fill a critical need for resources in the NHGRI public education program, which is a
key component of our strategy to increase research capacity.

The genomic careers multimedia education product will be in development throughout FY2004-2005
and is targeted for distribution and promotion in FY2005-2006. Evaluation of the product will be
conducted in FY2006-2007.

This objective addresses public comments: “Sponsor programs to mentor, educate, and provide grant
support to minorities who pursue health careers opportunities and promote partnerships between
minority-serving and research institutions.” NHGRI has developed an opportunity for students and
faculty to gain exposure to genetic and genomic concepts and to genomic research careers.

3.1.1.2 Performance Measures

e Development of a product that captures the excitement of genomics research and transmits that
excitement it to its target audience

e Dissemination to high schools and colleges, including targeted dissemination plan to schools with
significant percentages of underrepresented racial and ethnic minority populations and other
disparity populations

e Dissemination to underrepresented racial and ethnic minority schools and communities

e Dissemination to low socioeconomic status and rural schools and communities

e Increased number of community interactions with the education resources
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3.1.1.3 Outcome Measures

e Evaluation of the quality and effectiveness of the resource

e Increased number of students interested in genomic careers, particularly students from
underrepresented racial and ethnic minority and disparity populations

e Increased utilization of the education kit by schools with student populations underrepresented in
genetic and genomic careers

e Increased utilization of the education kit by low socioeconomic status and rural schools and
communities

e Increased knowledge of genomics research in schools and communities with students
underrepresented in the field of genomics

3.1.2 Objective Two: Establish a Vital Presence at Disparity Populations-Focused
Conferences

3.1.21 Action Plan

NHGRI continues to enhance its presence at conferences targeted toward diverse communities by
hosting a visible and inviting exhibit booth, organizing genomics symposia, compiling an attractive
brochure that highlights training opportunities in genomics, and hosting roundtables or hospitality
suites so that students and faculty have a chance to speak with staff from the various training
programs of NHGRI. NHGRI will actively seek out opportunities to give presentations to groups
such as the Society for Advancement of Chicanos and Native Americans in Science, the National
Association of Hispanic Nurses, the Association of American Indian Physicians, the National
Medical Association, the National Hispanic Medical Association, the National Black Nurses
Association, the Intercultural Cancer Coalition, and other organizations serving the communities
appropriate for ELSI research.

NHGRI developed an outreach exhibit plan in FY2004 to increase and document its outreach
activities. NHGRI will continue to increase its level of participation in conferences targeted to
disparity populations.

This objective addresses public comments: “...ensure that all communications with health disparities
populations and their subgroups addresses their needs and perspectives.” NHGRI has developed a
strategy to inform and educate disparate populations.

3.1.2.2 Performance Measures

e Increased number of conferences with an active NHGRI exhibit booth

e Increased number of interactions with underrepresented racial and ethnic minority students and
faculty; students and faculty at underrepresented minority-serving institutions; and students from
low socioeconomic status background and rural communities
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e Increased number of genomic symposia/presentations at targeted conferences
e Increased number of students and faculty that participate in NHGRI training activities because of
information provided by NHGRI staff at conferences

3.1.2.3 Outcome Measures

e Increased knowledge of NHGRI training and research programs by underrepresented racial and
ethnic minority students

e Increased participation in NHGRI training and research programs by underrepresented racial and
ethnic minority students

e Increased knowledge of NHGRI training and research programs by low socioeconomic status and
rural students

e Increased participation in NHGRI training and research programs by low socioeconomic status
and rural students

3.1.3 Objective Three: Continue to Support and Develop an Annual Conference About
Genomics for the Public

3.13.1 Action Plan

The social, ethical, and policy challenges posed by genomics can only be addressed justly and
equitably by ensuring that all segments of the population are able to participate. NHGRI will make
every effort to increase minority participation in the NHGRI Annual Community Genetics Forum
(also known as “Consumer Day”), which was initiated in the fall of 1999. The goal of the Forum is
to engage and empower the public and members of community-based organizations, providing them
with an opportunity to become informed about all aspects of human genome research. Beginning in
2005, the Forum will be held in a different region of the country each year to broaden the national
scope and reach of this activity.

This objective addresses public comments: “ensure that all communications with health disparities
populations and their subgroups addresses their needs and perspectives.” NHGRI has developed a
strategy to inform and educate disparate populations.

NHGRI, in collaboration with community-based partners, is developing models of engaging racial
and ethnic minority and other disparity communities to participate in the Community Genetics Forum
program. These community-based models include collaborations with faith-based and other
community-based organizations.
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3.1.3.2 Performance Measures

e Attendance by members of communities underrepresented in science and biomedical research,
including racial and ethnic minority communities, at the Annual Conference

e Attendance by underrepresented racial and ethnic minority students from local schools at the
Annual Conference

e Attendance by members of low socioeconomic status and rural communities at the Annual
Conference

e Attendance by low socioeconomic status and rural students at the Annual Conference

e Conference evaluation forms from attendees to measure impact of these conferences

e Development of additional collaborations with NHGRI Centers and grantees to reach
communities around the country

3.1.3.3 Outcome Measures

e Increased participation in NHGRI activities by individuals from communities underrepresented in
science and biomedical research
e Increased linkages with institutions serving minorities or disadvantaged/underserved populations

3.14 Objective Four: Genetic and Rare Disease Information Center
3.1.41  Action Plan

NHGRI and the Office of Rare Diseases Research (ORDR) established the Genetic and Rare
Diseases Information Center (GARD) to provide accurate, reliable, and current information on
genetic and rare diseases to patients, families, health care professionals, and biomedical researchers.
NHGRI and ORDR will develop an outreach plan to provide increased access to the Center by
individuals within disparity populations including U.S. racial and ethnic minority populations.
NHGRI and ORDR will implement the plan in FY2005-2008.

This objective addresses public comments: “ensure that all communications with health disparities
populations and their subgroups addresses their needs and perspectives.” NHGRI has developed a
strategy to inform and educate disparate populations. A public comment read, “...distribute NIH
resources equitably across all population groups.” NHGRI has developed a partnership to all
populations to help keep them informed about rare genetics issues.

3.1.4.2 Performance Measures
e Awareness by underrepresented racial and ethnic minority communities of GARD
e Awareness by low socioeconomic status and rural communities of GARD

e Promotion of GARD services at professional and public conferences
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e Provision of the latest research-based information about genetic and rare diseases to health
professionals serving disparity populations

e Provision of the latest research-based information about genetic and rare diseases to health
professionals serving low socioeconomic status and rural communities

3.1.4.3 Outcome Measures

e Increased utilization of the Information Center by disparity population patients and families

e Increased utilization of the Information Center by low socioeconomic status and rural patients and
families

e Increased utilization of the Information Center by health care professionals serving
underrepresented racial and ethnic minority patients

e Increased utilization of the Information Center by health care professionals serving low
socioeconomic status and rural patients and families

3.15 Objective Five: Family History Public Education Initiative
3.1.5.1  Action Plan

Family History Day is an initiative whose objectives are to increase the American public’s awareness
of the importance of family history, to provide accessible methods for easily obtaining an accurate
family history, and to increase health professionals’ use of family histories in disease prevention and
health promotion. A Web-based tool is being designed that will enable users to chart a pedigree and
to print out a copy for themselves and their physician; the tool will be made available in FY2004.

Thanksgiving Day 2004 will serve as the inaugural National Family History Day. In a phased
approach, this year’s initiative will focus on increasing awareness of the importance of family history
and will lay a foundation to make this an effective annual national campaign. A component of the
Annual National Family History Day Initiative is to reach the diverse communities of the country.
Community- and faith-based organizations will be engaged in the initiative, helping to develop
models for reaching racial and ethnic minority and disparity communities.

This objective addresses public comments: “Ensure that all communications with health disparities
populations and their subgroups addresses their needs and perspectives.” NHGRI has developed a
strategy to inform and educate disparate populations.

3.1.5.2 Performance Measures

e Increased utilization by underrepresented racial and ethnic minority patients and families of Web-
based or printed family history tool

e Increased utilization by low socioeconomic status and rural patients and families of Web-based or
printed family history tool
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e Increased utilization by health care professionals serving racial and ethnic minority populations
and other disparity populations of Web-based or printed family history tool

e Increased utilization by health care professionals of the patient’s family history in the care of
patients within racial and ethnic minority populations and other disparity populations

3.1.5.3 Outcome Measures

e Evaluation of the utilization of the Web tool by the public
e Increased awareness of family medical history as a preventative health tool
e Increased overall preventive health

3.1.6 Objective Six: DNA Day Public Education Programs
3.1.6.1  ActionPlan

NHGRI seeks to facilitate the incorporation of science-based information about genetics and
genomics in a high school outreach and information dissemination program. NHGRI, with partners
the American Society of Human Genetics, the Genetic Alliance, and the National Society of Genetic
Counselors, embarked in 2004 on a national “DNA Day”: a high school outreach program that took
place on April 30, 2004. The DNA Day program began in 2003, coinciding with the completion of
human genome sequencing; this was seen as an opportunity to have a “teachable moment,” given the
large amount of press attention given to the Human Genome Project at that time.

Faculty, staff, and postdoctoral fellows from all three NHGRI divisions visited high schools across
the country to talk to students about genomic science and how it will influence the future of biology,
medicine, and society. The DNA Day Ambassador program provides an opportunity for students,
specifically including those from underrepresented and disadvantaged populations, to get excited
about careers in science and increase their awareness of how rapid changes in the areas of genetics
and genomics will affect their everyday lives. A complete list of schools visited in 2004 can be found
at http://www.nhgri.nih.gov/11511624. Ambassadors have been encouraged to stay in contact with
the schools they visited so that the teachers at these schools have a “personal contact” through whom
they can continue to obtain up-to-date information about genomics.

The goals of this project were to: (1) excite students about careers in genetics and genomics by
exposing them to genetic concepts, genomic researchers, and health professionals; (2) update and/or
introduce educators to NHGRI’s education resources; (3) foster interactions between NHGRI
investigators, trainees, and staff and the broader public community through schools; and (4) expand
NHGRI’s collaborations with consumer organizations and professional associations.

3.1.6.2 Performance Measures

e Awareness by students of genetics and genomic concepts
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e Number of schools with a student body from diverse backgrounds, including rural communities
or predominantly racial and ethnic minority or other disparity populations, that participate in the
DNA Day program

This objective addresses public comments: “Ensure that all communications with health disparities
populations and their subgroups addresses their needs and perspectives.” NHGRI has developed a
strategy to inform and educate disparate populations.

3.1.6.3 Outcome Measures

e Evaluation by teachers, students, and the ambassadors of the benefits of the DNA Day program

e Evaluation by teachers, students, and the ambassadors of the impact of the DNA Day program on
the student body

e Increased knowledge and excitement about the Human Genome Project

e Increased interaction of NHGRI investigators with the community

3.1.7 Objective Seven: Community Based Outreach and Dissemination/Demonstration
Projects

3.1.7.1 Action Plan

The success of genomics-based tools in improving the health of all depends in part on communicating
advances in genomic and ELSI research to all communities and on empowering them to utilize new
genetic information and technologies to maximize benefits and avoid potential misuses. In essence,
the goals for this area of emphasis are: (1) to foster development of policy, education, and outreach
activities relevant to increasing the involvement of diverse communities in all aspects of genetic
research; (2) to reduce health disparities; and (3) to integrate new genetic technologies into health
care in underserved communities. NHGRI will develop models of partnership with community-based
organizations to foster dialogue on genomics and biomedical research and the dissemination of the
latest research-based information on genetic disease to communities.

This objective addresses public comments: “Ensure that all communications with health disparities
populations and their subgroups addresses their needs and perspectives.” NHGRI has developed a
strategy to inform and educate disparate populations. A public comment read, “NIH must support
research and promote information dissemination through partnership with academic institutions and
communities so that research results will reach communities.”

3.1.7.2 Performance Measures

e Develop model community engagement programs in racial and ethnic minority communities
e Develop model community engagement programs in low socioeconomic status and rural
communities
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3.1.7.3  Outcome Measures
e Evaluation of the programs and the communities” knowledge about genomics

e Increased involvement of diverse communities in subjects pertaining to genetic research
e Increased integration of genetic technologies into underserved communities
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MISSION STATEMENT

The mission of the National Institute of Allergy and Infectious Diseases (NIAID) is to conduct and
support research that strives to understand, treat, and prevent the multitude of infectious,
immunologic, and allergic diseases that endanger the lives of millions of people nationally and
globally.

STRATEGY FOR ADDRESSING HEALTH DISPARITIES
Overview

A central feature of contemporary human societies is their increasing diversity. Differences in
socioeconomic status, racial and ethnic background, education level, and occupation all intersect in
complex ways to create disparities in health status. These disparities may stem from many factors,
including accessibility of health care and increased risk of disease due to occupational exposure, or
underlying genetic, ethnic, or familial factors.

The NIAID has long recognized the importance of differential risk for infectious and immunologic
diseases among populations. It is common practice in the field of infectious disease to identify
subgroups within a population that are at higher risk for infection due to identifiable factors such as
advanced age, which can increase susceptibility to serious influenza virus infections.

NIAID also recognizes that racial and ethnic differences affect susceptibility to infection and disease.
African American individuals chronically infected with hepatitis C do not respond as well to antiviral
therapy as do other ethnic groups. Pneumococcal infections are much more serious in children who
have sickle cell disease. African American women experience a higher rate of autoimmune diseases
than do White women. Native American populations have higher rates of meningitis and invasive
bacterial disease from Haemophilus influenzae type B (Hib) than do other groups.

The study of differences in disease susceptibility can have pragmatic outcomes that impact the
development of research products such as drugs and vaccines. Research that addresses disease
susceptibility may also reveal critical information about the disease process that could, in turn, yield
novel avenues to treatment or prevention.

The NIAID Strategic Plan for Addressing Health Disparities Fiscal Years 2004-2008 is based on
over half a century of progress toward the understanding, treatment, and prevention of infectious and
immunologic diseases. Many of NIAID’s advances have helped to eliminate or mitigate health
disparities. Development of effective glyco-conjugate vaccines to prevent Hib infections, for
example, has almost eliminated Hib-related diseases in the Native American population. The
development of effective therapies for hepatitis B, education and interventions to improve asthma
control in inner-city populations, and the development of improved therapies for Human
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Immunodeficiency Virus (HIV) infection are all NIAID-supported research advances that have
reduced health disparities.

Not all citizens, however, reap full benefit of our increased knowledge. Although health disparities
affect many segments of the U.S. population, some medically underserved populations bear a
disproportionate share of this burden. NIAID maintains its commitment to improve minority health
and to attract capable minority scientists into research related to infectious and immunologic disease.
Recognizing that we can achieve our mission only through the interaction and participation of the
minority scientific community throughout the United States, NIAID has sought to involve colleges
and universities, medical centers, and professional organizations, in conjunction with minority
communities and groups that assist underserved populations, to realize its goals.

NIAID’s Strategic Plan for Addressing Health Disparities Fiscal Years 2004-2008 focuses on
diseases within the Institute’s research portfolio that disproportionately impact underserved minority
and socioeconomic populations. The plan includes specific objectives to provide the tools necessary
to eliminate health disparities. Many NIAID research activities that fall outside the Strategic Plan
bear indirectly on race, ethnic, and socioeconomic inequities in health status. For example,
improvements in treatments for HIVV/Acquired Immunodeficiency Syndrome (AIDS), particularly
those treatments that are less expensive and/or involve less complex regimens, will contribute greatly
to health equality.

PUBLIC COMMENTS

The NIAID reviewed the public comments obtained since publication of the 2002-2006 Strategic
Plan and made several revisions to its Strategic Plan for 2004-2008. To address concerns about
diversity in the populations it studies and the use of racially and culturally sensitive language, NIAID
hosted a Health Disparities Symposium on October 2, 2003. An important goal of this symposium
was to identify best practices for recruitment of subjects from diverse backgrounds into NIAID-
sponsored clinical trials during FY2004. The symposium audience consisted of researchers, primary
care physicians, nurses, health care workers, and advocacy groups, as well as the general public.

Symposium speakers and workshop leaders were drawn from the same background as the audience.
Many different health care disciplines and research areas were represented. The major topic
addressed at the symposium was how to conduct successful clinical trials. This included how
researchers should interact with patients and what steps lead to better retention of study subjects.
Participants were made aware that mistrust engendered by the scientific community may lead to
reluctance on the part of primary care physicians to recommend to their patients that they participate
in clinical trials. Primary care physicians were assured of their crucial role in the process and that
they would not “lose” patients to the institutions conducting the clinical trial. A summary of the
proceedings will be placed on the NIAID web site in the near future.
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In response to inquiries regarding the partnering of research-intensive institutions with students from
minority institutions, NIAID expanded the Introduction to Biomedical Research Program to include
the Asofsky Scholars in Research. NIAID encourages grantees to recruit students from minority and
other underrepresented populations between high school and first year postbaccalaureate to study in
their laboratories. In the first year (FY2003), 19 minority students were supported.

NIAID remains committed to increasing the number of investigators from underrepresented
populations in all areas of its scientific mission. Historically, the NIAID has supported a variety of
biomedical research programs for underrepresented populations from high school through
postdoctoral training. Although these programs have demonstrated success in specific areas, only a
few investigators from underrepresented populations have become well established biomedical
researchers. Therefore, NIAID issued a Request for Applications (RFA) (Al-03-45) entitled “NIAID
Enhancement Awards for Underrepresented Minority Scientists,” with the twin goals of increasing
the number of investigators from underrepresented populations performing independent competitive
research in the areas encompassed by the NIAID’s scientific mission and enhancing the long-term
research skills and potential of these individuals. Grants were funded in FY2004, and the RFA has
not been reissued. If reissued in the future, its target would be broadened to include a cadre of
researchers who can contribute to the diversity in the academic workforce and trainee pool.

NIAID has further addressed concerns regarding presentation of information in a culturally and
language-sensitive format by publishing low-literacy English and Spanish language booklets about
tuberculosis. These publications are helpful in explaining the disease, its treatment options, and the
need to adhere to the treatment regimen. NIAID continues to provide quality scientific publications
that are written to impart knowledge to the general public with the use of plain language.

1.0 AREAS OF EMPHASIS IN RESEARCH
1.1 Area of Emphasis One: HIV/AIDS

The burden of HIV disease in the United States continues to increase among minority populations
and women. The proportional distribution of AIDS cases among racial and ethnic groups has shifted
since the beginning of the pandemic in 1981; the proportion of cases among Whites has decreased
over time while it has increased among African Americans and Hispanics. Women account for a
steadily increasing proportion of AIDS cases.

One of the greatest challenges facing HIVV/AIDS researchers today is the recruitment and retention of
racial and ethnic minority patients for clinical trials, particularly African Americans, Hispanics,
Asians and Pacific Islanders, and American Indians/Alaska Natives. As the changing demographics
of this pandemic continues, access to and participation in clinical research becomes critical to those
populations most affected.
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Racial and ethnic minority populations in the United States, primarily African Americans and
Hispanics, constitute 61 percent of the more than 830,000 cases of AIDS reported to the U.S. Centers
for Disease Control and Prevention (CDC) since the epidemic began in 1981. African Americans
make up 41 percent of all AIDS cases reported in the United States, yet according to the U.S. Census
Bureau, they comprise only 12 percent of the U.S. population. Hispanics represent 19 percent of all
AIDS cases and are approximately 13 percent of the U.S. population. Injection drug use is a major
factor in the spread of HIVV/AIDS in minority communities; other factors contributing to the spread of
HIV/AIDS in these communities include men who have sex with men (MSM) and increasingly,
heterosexual transmission.

According to the CDC, as of December 2002:

e African Americans and Hispanics represented 57 percent of males and 78 percent of females
living with AIDS.

e Fifty-nine percent of all women reported with AIDS were African American and 19 percent were
Hispanic.

e African American children represented almost 59 percent of all pediatric AIDS cases.

e Of the 92 pediatric AIDS cases reported in 2002, 82 (89 percent) were African Americans and
Hispanics.

e AIDS is the leading cause of death among African American men ages 25-44.

NIAID’s Division of AIDS (DAIDS) addresses minority issues in the areas of HIVV/AIDS treatment,
natural history, and vaccine research; infrastructure development and training of minority
researchers; and outreach activities. DAIDS continues efforts to encourage racial and ethnic
minorities to enroll in its clinical trials and epidemiology cohorts. In both therapeutics and
prevention research, DAIDS strives to: (1) ensure that the number of members of underserved
populations participating in clinical trials is representative of the national epidemic; (2) identify the
need for and/or assist in developing culturally sensitive education materials; and (3) identify real or
potential barriers to recruiting and retaining these groups in clinical research and help develop
mechanisms to overcome these barriers.

NIAID also continues to support research to better understand the impact and course of HIV disease
in minority communities and to develop and evaluate treatment and prevention strategies that could
help mitigate the disproportionate impact on these communities.

1.1.1 Objective One: Support Research to Study the Factors That Effect the Recruitment
of Women and Minorities Into HIV/AIDS Clinical Trials

Public Law 103-43 requires that: (1) the National Institutes of Health (NIH) ensure that women and
minorities are included in all human subject research, including Phase 111 clinical trials, to allow for
valid analysis; (2) cost not be an acceptable reason for exclusion of these groups; and (3) NIH initiate
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systems and support for outreach efforts to recruit volunteer women and minorities in clinical studies.
In addition, it is important for NIAID to enroll a significant proportion of people from traditionally
underserved populations, including African Americans and Hispanics, into its clinical trials to ensure
that the treatment and/or preventive measures being evaluated are appropriate for all communities.

To increase the enrollment of women and minorities into clinical trials, NIAID seeks to identify the
factors that influence the decisions of members of these communities to enroll in HIV/AIDS clinical
trials and to identify innovative solutions and strategies to increase the future enrollment of these
populations in HIV/AIDS clinical trials.

1111 Action Plan
Steps

Through a Program Announcement, Enrolling Women and Minorities in HIV/AIDS Research Trials,
NIAID is soliciting applications to study innovative and practical approaches to access, enroll, and
study minority women and young adult populations in HIVV/AIDS research trials in the United States,
targeting the underserved, particularly in urban areas.

Timeline

FY2003
e Program Announcement released in September 2003.

FY2004

e Receive applications by January 2, May 1, and September 1, 2004 deadlines.

e ldentify Special Emphasis Panel and convene for scientific review 2-3 months after receipt of
applications.

e Provide the Center for Scientific Review Panel’s summary statement to NIAID staff.

e ldentify grant applicant(s) that meet the NIAID-established payline.

e ldentify any grant applicant(s) that meet scientific gaps outlined in the Program Announcement
that were not scored favorably and recommend these grants for funding with set-aside NIAID
funds.

e Generate the funding plan for approval of requested grant application funding.

e Release NIAID funds to approved investigator institution(s) within 6 to 8 months, allowing the
investigator to conduct the proposed research project. The next cycle of grant applications and
resubmissions also will be received for grant review process.

FY2005-2008
e Continue to identify underserved or disenfranchised populations (e.g., women, minorities,
adolescents, and young children).
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e Specify barriers to participation in clinical research for these and other special populations.
e Develop initiatives to address the problems identified above and increase minority enrollment and
enrollment of special populations into clinical trials.

1.1.1.2 Performance Measures

Publication of initiative in the NIH Guide.
Submission of grant applications.

Funding of awards.

Provision of technical assistance.

1.1.1.3 Outcome Measures

e Funded investigators provide an annual progress report detailing advances/status on specific goals
listed in the grant application.

e Implementation of innovative solutions for increasing the enrollment of women and minorities in
HIV/AIDS research trials.

112 Objective Two: Support HIV Vaccine Research to Prevent HIV Infection, Which
Would Ultimately Reduce Disparities in the Incidence And Prevalence of HIV/AIDS

A vaccine that effectively prevents HIV infection is critical to controlling the HIVV/AIDS pandemic
and to reducing disparities in the incidence and prevalence of HIVV/AIDS. The primary objective of
HIV vaccine research is to identify a vaccine that provides immunity to multiple strains of HIV, and
that can either prevent infection or slow the course of disease, so that the immunized person is
healthier and less infectious.

In November of 2002, the Dale and Betty Bumpers Vaccine Research Center (VRC) launched a
Phase I clinical study of a novel DNA vaccine directed at the three most globally important HIV
subtypes, or clades. The vaccine developed by the VRC incorporates HIV genetic material from
clades A, B, and C, which cause about 90 percent of all HIV infections worldwide. This is the first
multigene, multiclade HIV vaccine to enter human trials and marks an important milestone in the
search for a single vaccine that targets U.S. subtypes of HIV, as well as clades causing the global
epidemic. The first phase of the trial, in which a total of 50 healthy, HIVV-negative volunteers have
been enrolled, is being conducted by the VRC at the NIH in Bethesda, Maryland, and is designed to
determine the vaccine’s safety at three dose levels. VRC scientists also are evaluating the vaccines to
determine the strength of the immune responses at each dose level. A larger clinical trial to further
evaluate safety, immune response, and schedule is being conducted through the NIAID DAIDS HIV
Vaccine Trials Network (HVTN) at several domestic sites. A Phase I clinical trial with 30 healthy
volunteers also will be carried out in Uganda in collaboration with the Makerere University-Walter
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Reed Project (MUWRP), DAIDS, and the VRC. The DAIDS Adult AIDS Clinical Trials Group
(AACTG) is also conducting a Phase I clinical trial of this vaccine in HIV-infected volunteers.

1.1.21 Action Plan
Steps

Identify and develop new vaccine concepts, particularly those that induce broadly neutralizing
antibodies, consistent and high levels of cytotoxic T-lymphocytes, and strong mucosal immune
responses.

1. Evaluate new vaccine concepts for immunogenicity, safety, and efficacy in animal models.

2. Manufacture, using Good Manufacturing Practices (GMP), those products that show promise and
that may not have adequate industry backing; and move novel, improved products through the
U.S. Food and Drug Administration’s (FDA) Investigational New Drug (IND) approval process.

3. Define critical components of the immune response to HIV that may be associated with

protection by studying immune responses in HIV-infected adults and children who are long-term

non-progressors as well as in vaccinated animals and human recipients of candidate HIV
vaccines.

Define the components of HIV-specific mucosal immunity.

Develop vaccine candidates that will help decipher the impact of HIV variability on AIDS

vaccine efficacy.

6. Promote the evaluation in humans of a broad range of promising HIV vaccine candidates with
different designs. Whenever possible, conduct studies with common protocols, reagents, and
assays to make meaningful comparisons of various approaches.

7. Develop and implement mechanisms for timely review of safety data from volunteers in HIV
vaccine trials. Provide the FDA with real time, periodic, and final reports evaluating vaccine
safety when DAIDS holds the IND. Request similar regulatory compliance for DAIDS-funded
studies when the sponsor files the IND.

8. Utilize knowledge on the mechanisms of protective immunity to improve and further develop a
range of laboratory assays to evaluate protective human immune responses induced by vaccines
in human trials.

9. Expand the capacity of the HVTN to carry out a comprehensive HIV vaccine research agenda,
including the conduct of domestic and international clinical trials of the most promising HIV
vaccine candidates.

10. Continue to promote NIAID programs for domestic and international research to ensure that the
best researchers vigorously pursue the best approaches worldwide.

11. Foster early and continued collaboration with industry in the clinical development of a broad
range of candidate vaccines.

12. Develop the necessary strategies, infrastructure, and collaborations with governments,
communities, and non-profit organizations to conduct vaccine trials.

o s
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13. Work with other programs within DAIDS to foster research on both the natural history and
immune response to early HIV infection, in particular those studies leading to the selection of
appropriate endpoints to consider in vaccine trials.

14. Foster studies of the genetic variability of the virus and host at international sites that are
conducting or will conduct HIV vaccine clinical trials.

15. Develop novel strategies to test HIV vaccines in efficacy trials that address the multiple
challenges of assessing the impact of HIV vaccines to prevent infection, disease progression, and
transmissibility of HIV to uninfected humans.

Timeline

FY2004

Expand HIV clinical trials capacity through the HVTN.

Expand HIV Vaccine Design and Development Teams.

Establish HIV Vaccine Advance Development Program.

Expand Integrated Preclinical/Clinical AIDS Vaccine Development.

Expand the Innovation Grant Program for AIDS Research.

Expand HIV Vaccine Research and Design Program.

Perform extensive statistical analyses of the VaxGen Phase 111 U.S. study (in conjunction with

VaxGen) to evaluate potential vaccine efficacy based on race, ethnicity, and/or gender.

o Continue to work cooperatively with the U.S. Army Medical Research and Materiel Command
(USAMRMC) of the Department of Defense (DoD) Program to ensure the effective integration
and coordination of HIV vaccine research efforts of the USAMRMC’s newly transferred HIV
Research and Development Program to the NIAID, established through an interagency agreement
in October 2002.

 Initiate or continue a number of HIV vaccine trials.

o Perform Phase I trials of candidate HIV vaccines developed by the VRC. This will involve
community education on HIV prevention, recruitment of healthy adults into clinical trials, study
design and analysis, and maintenance of regulatory standards.

FY2005

Renew/expand central laboratory to support efficacy trials.

Renew Innovation Grant Program for AIDS Vaccine Research.

Expand HIV Vaccine Advanced Product Development.

Expand HIV Vaccine Design and Development Teams.

Expand Integrated Preclinical/Clinical AIDS Vaccine Development.

Renew HIV Vaccine Research and Design Program.

Renew/Expand human leukocyte antigen (HLA) typing and epitope mapping for HIV vaccine
design.

« Continue ongoing and initiate new activities at the VRC.
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o Establish Center for HIV/AIDS Vaccine Immunology in support of Global HIV Vaccine
Enterprise.

FY2006

e Expand HIV Vaccine/Microbicide Preclinical Development program.
e Renew HIV Vaccine Design and Development Teams.

e Renew HIV Vaccine Advanced Product Development program.

e Renew Integrated Preclinical/Clinical AIDS Vaccine Program.

e Renew Innovation Grant Program for AIDS Vaccine Research.

e Renew HIV Vaccine Development Resources.

o Expand Interagency Agreement for HIV Vaccine Efficacy Trials.

FY2007-2008

o Evaluate candidate vaccines in Phase II/111 trials in high risk populations:
o Identify immunologic, virologic correlates of protection; and
o Link findings with animal model studies.

o Develop cohorts and collect epidemiological information to prepare for large trials, particularly in
underserved minority communities.

« Initiate studies to decipher relevance of genetic subtypes.

« Evaluate immune responses, including validation of assays to be used in pivotal trials and
development of new assays to measure the full breadth of induced immune response.

« Standardize and optimize clinical trial design to accelerate the pace of evaluation and to ensure
rapid licensure in special populations, all at-risk groups, and adolescents.

« Contribute to discussions to facilitate U.S. and international licensure of HIV vaccines.

o Collaborate with other organizations targeting special populations and working in the area of
vaccine research and development to further advance research efforts.

11.2.2 Performance Measures

o Publication of initiatives in the NIH Guide and Commerce Business Daily.
e Funding of awards.

 Initiation of clinical trials.

1.1.2.3 Outcome Measures

o Availability of new and improved vaccine candidates for testing.

« Publication of scientific advances relevant to HIVV/AIDS vaccines in refereed scientific journals.
« Interest of industry and governments in the production of HIVV/AIDS vaccines.
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1.1.3 Objective Three: Support Research on Topical Microbicides to Reduce Health
Disparities Related to AIDS and Sexually Transmitted Diseases

NIAID supports several programs that develop and evaluate topical microbicides. This research will
directly benefit all women, especially minority women at high risk of HIV infection. By eliminating
the need to negotiate over the use of a condom, the use of topical microbicides will allow women at
high risk of HIV infection more control over the type of protection they may use, which may result in
a reduced risk of sexually transmitted HIV.

1.1.31 Action Plan
Steps

1. Develop a topical microbicide that:

o Prevents infection and/or viral replication by both cell-free infectious HIV particles and cell-
associated infectious particles; and

o Is safe and non-inflammatory (causes no irritation to the vaginal/cervical/urethral/rectal
epithelium); and reduces infectivity of other sexually transmitted infectious (STI) agents.

Support fundamental research to delineate the early steps in HIV infection via mucosal surfaces.

Encourage the development of combination microbicides containing multiple active products that

target more than one of the steps in the HIV life cycle relevant to mucosal transmission and/or

have activity against other STIs, in particular those STIs that may potentiate HIV transmission.

Support research and development of safe and effective formulations and delivery methods.

Develop and utilize suitable animal models for safety and efficacy testing.

Support preclinical to clinical translational research for topical microbicides.

Conduct clinical trials to determine safety, acceptability, efficacy, and effectiveness of the most

promising topical microbicides.

8. Continue to promote NIAID programs to domestic and international researchers to ensure that the
best researchers vigorously pursue the most promising approaches worldwide.

w N

No ok

Timeline

FY2004

o Establish Microbicide Design and Development Teams.

o Expand microbicide clinical trials capacity through the HIV Prevention Trials Network.
o Expand the Integrated Preclinical/Clinical Program for Topical Microbicides.

o Expand the HIV Vaccine/Microbicide Preclinical Development program.

FY2005
« Initiate a Phase I1/11b safety and effectiveness study of the vaginal microbicides BufferGel and
0.5 percent PRO200/5 Gel (P) for the prevention of HIV infection in women (HPTN 035).
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o Expand Sexually Transmitted Infections and Topical Microbicides Clinical Trials Groups (STI-
CTG) for Phase I/1l microbicide trials.

o Expand microbicide dedicated clinical trials capacity for Phase 11/111 studies.

« Renew Microbicide Design and Development Teams.

e Renew Integrated Preclinical/Clinical Program for Topical Microbicides.

FY2006

e Renew/Expand Microbicide Design and Development Teams.

e Expand HIV Vaccine/Microbicide Preclinical Development program.

o Expand STI-CTG for Phase I/ll microbicide trials.

o Expand Preclinical Resource: Formulations for Topical Microbicides.

« Establish Microbicide Innovation Program.

FY2007-2008

« Continue to conduct all phases of clinical research focusing on products with appropriate safety
profile (daily use), multiple mechanisms of attack, and combinations.

o Evaluate the best products in Phase I1b/I11 trials.

o Evaluate user and partner acceptability and adherence, particularly in high risk, underserved
populations and dissociated from sexual intercourse.

o Explore correlates of safety and efficacy.

1.1.3.2 Performance Measures

o Publication of initiatives in the NIH Guide and Commerce Business Daily.
e Funding of awards.
« Initiation of clinical trials.

1.1.3.3 Outcome Measures

e Availability of new and improved topical microbicide candidates for testing.

« Publication of scientific advances relevant to HIVV/AIDS microbicides in referenced scientific
journals.

o Interest of industry and governments in the production of topical microbicides against HIVV/AIDS.

1.14 Objective Four: Support Research to Prevent Mother-to-Child Transmission of HIV

The prevention of mother-to-child transmission (pMTCT) of HIV is a high priority of the NIAID.
Since the initial demonstration that a significant reduction of the rate of maternal to child
transmission (MTCT) of HIV-1 can be achieved with antiretroviral intervention in the perinatal
period, dramatic reductions in the rates of neonatally acquired HIV-1 infection have occurred in
locations where perinatal transmission prevention programs have been instituted. One of the more
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dramatic results that emerged from the HIVNET 012 study was that a single dose of Nevirapine
delivered to the mother at the time of delivery was capable of reducing transmission by as much as 70
percent. Nonetheless, in 2003, 500,000 children worldwide died as a result of HIV/AIDS.

There are opportunities to intervene successfully to prevent infection from mother to child. One of
NIAID’s highest priorities is to develop safe, simple, inexpensive interventions that do not impair
future care or treatment of the mother or child.

1.1.4.1 Action Plan
Steps

1. Develop in vitro and animal models to study aspects of the pharmacokinetics and toxicity of
antiretroviral, immunotherapeutic, and other therapeutic drugs related to perinatal transmission.

2. Define the mechanisms and risk factors for HIV transmission to children and adolescents as well
as risks for disease progression within the framework of clinical studies and trials.

3. Continue to implement studies to identify safe, practical, and more effective approaches to further
reduce MTCT, especially in resource-poor countries.

4. Continue to implement studies to define treatment options for both mother and child.

5. Continue to provide technical knowledge to ensure prolonged success of pMTCT programs.

Timeline

FY2004

e Expand international site capacity and support HIV and HIV-related complications research,
appropriate to the setting.

 Initiate studies in HIV-infected women and children to determine if prior exposure to Nevirapine
in pMTCT programs modifies response to treatment with combination treatment regimens
containing non-nucleoside reverse transcriptase inhibitors (NNRTIS) in the future.

« Initiate studies of short-course combination regimens with Nevirapine in women during the
immediate postpartum period to reduce the emergence of drug resistance.

FY2006-2008

« Continue to conduct studies to identify strategies that optimize and simplify regimens for pre-,
peri- and post-partum to:
0 Further decrease transmission, especially during breastfeeding;

Minimize drug toxicity in women and infants;

Simplify delivery of regimens to increase adherence;

Prevent the emergence of drug resistance; and

Evaluate the impact of resistance on future treatment options for mothers, children, and

communities.

O 00O
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« Continue to conduct studies to evaluate the safety and pharmacokinetics of new drugs and drug
combinations for HIV-negative non-pregnant women, HIV-positive non-pregnant women, HIV-
positive pregnant women, and HIV-positive very young children.

« Conduct studies to evaluate the safety and efficacy of vaccines to prevent MTCT at the time of
delivery and during breastfeeding.

o Conduct studies to evaluate the safety and efficacy of passive immunization of newborns.

1142 Performance Measures

« Initiation of clinical trials.

1.14.3  Outcome Measures

Availability of new and improved regimens for prevention of MTCT.
Further decrease in MTCT transmission with new combination regimens.
Decrease emergence of resistance detectable by genotype analysis.

Identification of new regimens for prevention of MTCT with fewer side effects for women.
Publication of scientific advances relevant to MTCT in refereed scientific journals.

1.15 Objective Five: Support Research to Better Understand the Course of HIV Disease
Among Minority Women

The number of women with HIV infection and AIDS has been increasing steadily worldwide. By the
end of 2003, according to the World Health Organization (WHO), 19.2 million women were living
with HIV/AIDS worldwide, accounting for approximately 50 percent of the 40 million adults living
with this disease.

By the end of 2002, 159,271 adolescent and adult women in the United States were reported as
having AIDS. Based on cases reported by 29 states to the CDC through December 2002, more than
57,376 women have been infected with HIV but have not progressed to AIDS. Among adolescent
and adult women, the proportion of AIDS cases more than tripled from 7 percent in 1985 to

26 percent in 2002. In the past 4 years, however, AIDS cases in adolescent and adult women have
declined by 17 percent, reflecting the success of antiretroviral therapies in preventing the
development of AIDS.

Worldwide, more than 90 percent of all adolescent and adult HIV infections result from heterosexual
intercourse. Women are particularly vulnerable to heterosexual transmission of HIV due to
substantial mucosal exposure to seminal fluids. HIV disproportionately affects African American
and Hispanic women. Together they represent less than 25 percent of women in the United States,
yet they account for more than 82 percent of AIDS cases in women in this country.
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Women suffer from the same complications of AIDS as men, but women also suffer sex-specific
manifestations of HIV disease, such as recurrent vaginal yeast infections and severe pelvic
inflammatory disease, which increase their risk of cervical cancer. Women also exhibit different
characteristics from men for many of the same complications of antiretroviral therapy, such as
metabolic abnormalities.

As part of the recommendations of an external review of the Women’s Interagency HIV Study
(WIHS), the Program Announcement (PA), “HIV Pathogenesis in the Women's Interagency HIV
Study,” was issued in August 1997. This 3-year PA was re-issued in April 2001, with other NIH
Institutes co-sponsoring the WIHS, and focuses on basic science investigations in the Institutes’
respective areas of interest. The PA has initiated research on a broad range of topics. This past year,
a virology basic science grant was funded to evaluate hepatitis C virus (HCV) and HIV co-infection
among women in the WIHS. Previously funded grants focused on research in HIV virology, HIV
resistance to antiretroviral drugs, illicit drug use and HIV resistance to antiretroviral therapy, and
human papillomavirus infection and associated cervical and anal cancers.

1.15.1 Action Plan
Steps

1. Support research on the long-term natural history of HIV infection in women; in particular,
support research that evaluates the impact of antiretroviral therapy on the natural history of HIV.

2. Evaluate the introduction of antiretroviral therapy into populations with high-prevalence
epidemics.

3. Monitor the development of antiretroviral-resistant virus and the effect of resistance on individual
therapeutic benefit as well as population-level transmission and disease control.

4. Increase the participation of HIV-infected women in clinical trials by identifying barriers to
recruitment and retention and methods to ameliorate these barriers.

5. Evaluate immune reconstitution in women after initiation of antiretroviral therapy, including
research on the natural history of immune reconstitution, the quality of the recovered immune
function, and impact of other covariates on immune recovery.

6. Determine the effect of sex/gender on disease progression, treatment, complications of HIV
disease and its treatment, and the long-term outcome of antiretroviral therapy.

7. Examine the prevalence of high-risk behaviors (including commercial sex work and exchange of
sex for drugs) and barriers to medical care among adolescents and women to design effective risk
reduction interventions.

8. Develop and test a broad spectrum of HIV-preventive approaches, such as topical microbicides,
control of sexually transmitted diseases, and behavior modification strategies.

9. Determine the effect of hormonal, endocrine, and local factors on viral load and sexual
transmission.
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10. Study the female genital tract compartment, including the microenvironment, HIV virology, and
immunology of the female genital tract as compared to blood.

Timeline

FY2004

o Continue support for the WIHS.

« Continue to support and foster collaborative research between the Multicenter AIDS Cohort
Study (MACS) of men who have sex with men and the WIHS to explore sex/gender differences
in HIV disease. (This research is facilitated by the recent expansion of MACS to include more
minority men with or at risk for HIV infection.)

« Emphasize multidisciplinary approach to investigations of HIV in women to address biologic,
behavioral, and health access issues.

« Continue to facilitate the work of the clinical trials groups to enroll women into clinical trials and
conduct research that focuses on gender and sex-specific issues.

FY2005-2008

o Continue support for the WIHS to 2007, through trans-NIH collaborations with the National
Institute of Child Health and Human Development, National Institute on Drug Abuse, National
Cancer Institute, and National Institute of Dental and Craniofacial Research.

o Continue to support other researchers to develop collaborations with the WIHS study team to
enhance the areas of research conducted within this study population.

« Solicit renewal applications from the WIHS investigators for external peer review of their
continued scientific research program (2007-2012).

1152 Performance Measures

« Initiation of relevant studies within the WIHS.

o Collaborations to expand research based on the WIHS cohort database.

1153 Outcome Measures

e Availability of data on HIVV/AIDS among minority women.

e Publication of scientific advances relevant to HIV/AIDS among minority women in refereed
scientific journals.

1.2 Area of Emphasis Two: Organ Transplantation

Organ or tissue replacement is the preferred treatment for end-stage organ failure when other
therapies have failed or are not available, and when the person affected by organ failure is deemed
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likely to benefit from organ transplantation. The benefits of organ transplantation, as evidenced by
prolonged survival and/or improved quality of life, are clearly demonstrated for children and adults
suffering from a wide range of congenital and acquired diseases. In 2004, transplant centers in the
United States performed nearly 27,037 organ transplants. This represents a 47 percent increase in
solid organ transplants over 10 years, during which advances in surgical, clinical, and
immunosuppressive strategies greatly improved short-term graft and patient survival. However, these
advances have had little success in reversing the decline in long-term graft and patient survival that is
seen in recipients of any organ transplant. Furthermore, complications of long-term pharmacologic
immune suppression such as systemic hypertension, diabetes mellitus, renal insufficiency, and
malignancy continue to adversely affect long-term outcomes.

Added to the challenge of immune-mediated morbidity and mortality after organ transplantation,
another major obstacle is the critical shortage of available organs. In 2003, there were 86,355
candidates on the waiting list, the majority of whom (66 percent) needed kidney transplants. More
than 7,000 candidates died while awaiting transplants in 2003. Although the overall percentage
increase in transplanted organs for 2002 equaled the increase in the size of the waiting list

(2.7 percent for both), the gap between organ supply and demand remains a substantial problem.
Efforts to increase the donor pool have included the use of expanded criteria for donor selection,
deceased donor organs, living donor organs, and promoting public awareness about organ donation.

Living organ donation, which has more than doubled in the last 10 years, is the leading strategy to
address the great shortage of donor organs: kidney, liver, and lung. Graft and patient outcomes are
superior with living donor kidneys than with those from deceased donors. Little is known, however,
about the risks to and outcomes of living donors. For example, the impact of living organ donation
on developing end-stage organ failure is a salient issue because most living donors are relatives of
recipients and therefore may face an increased risk of genetic susceptibility to organ disease. This is
particularly important for African Americans, who are at greater risk for many of the diseases leading
to end-stage organ failure.

Other significant challenges in the field of organ transplantation are overcoming the racial and ethnic
disparities in the prevalence of end-stage organ failure, rate of transplantation, and outcomes
following transplantation. According to the 2000 U.S. Census, African Americans comprise
approximately 13 percent of the U.S. population and their rate of organ donation (13.6 percent of all
donors in 2002) is proportional to their representation in the population. However, African
Americans are disproportionately represented on the organ transplant waiting list, comprising 26.8
percent of the total candidates and 35.2 percent of kidney transplant candidates. This is because
African Americans, compared with the general U.S. population, are at an increased risk for the
development of and complications from many of the diseases leading to end-stage organ failure and
the need for transplant. These diseases include hypertension, diabetes, end-stage renal disease,
cardiovascular disease, hepatitis C infection, and chronic liver failure.
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Despite representing more than a quarter of waitlist candidates in 2002, African Americans
comprised only 18 percent of transplant recipients. For kidney transplantation, this is partially
explained by matching histocompatibility molecules between donors and recipients.
Histocompatibility, or human leukocyte antigen (HLA) matching, is a consideration in prioritizing
the distribution of kidneys. Increasing HLA differences between the donor and the recipient raise the
likelihood of graft rejection. Whites are more likely to find a good match in the donor kidney pool
than candidates from other racial or ethnic groups because: (1) they are more represented in the
donor kidney pool; and (2) racial or ethnic differences in HLA diversity make it more likely that
Whites will find a matched or nearly matched organ. These observations also apply to hematopoietic
stem cell transplantation (HSCT), where HLA mismatching increases the risk of graft failure and
graft versus host disease.

In contrast to African Americans, other minority groups do not have such disparities in transplant
outcomes. Hispanics, comprising 12.5 percent of the U.S. population, accounted for 14.2 percent of
waiting list candidates, 12 percent of transplant recipients, and 12.3 percent of organ donors in 2002.
Asians, comprising 4.2 percent of the U.S. population, accounted for 5.1 percent of waiting list
candidates, 3.5 percent of transplant recipients, and only 2.5 percent of organ donors in 2002. Graft
and patient survival for these minority groups are comparable to those of the general population, with
the tendency for Asians to have slightly better long-term outcomes.

For reasons that are not well understood, African Americans experience poorer outcomes after
transplantation than other racial and ethnic groups. Adjusted graft and patient survival rates for
kidney, liver, and heart transplants at 1, 3, and 5 years are lower in African Americans compared to
all transplant recipients and even lower than other racial and ethnic groups. Additionally, African
Americans experience a higher incidence of acute graft rejection and long-term immunosuppression-
related adverse effects (e.g., post-transplant lymphoproliferative disorder, diabetes mellitus, and
systemic hypertension). This disparity in outcomes following transplant may be related to: donor-
recipient HLA mismatching; other immunologic factors, including greater immune responsiveness in
African Americans; differences in drug pharmacokinetics; access to health care; socioeconomic
factors; and medical non-compliance.

Recognizing that knowledge of HLA diversity in minority populations can be a barrier to successful
transplantation, NIAID supports research to identify new HLA alleles (variants of a gene) in distinct
racial and ethnic groups. NIAID-supported researchers have discovered 13 new HLA alleles in
African Americans, three new alleles in Native Alaskan Yupiks, and two new alleles in Lakota Sioux.
NIAID also supports research to identity well-tolerated mismatches in HSCT that may widen the
scope of possible donors for transplant candidates with infrequent HLA types.

As part of its program planning activities, NIAID solicits advice from the scientific community and
the public prior to developing new research initiatives. The National Advisory Allergy and Infectious
Diseases Council (NAAIDC) provides advice on programmatic areas and approves new initiatives in
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immune-mediated disease research, including organ transplantation research. In addition, NIAID
convened expert panels to evaluate the current state of the science and provided guidance on
scientific opportunities in HLA genetics and transplantation genomics research. Recommendations
from these panels guided the development of the Genomics of Transplantation Cooperative Research
Program and the HLA Region Genetics in Immune-Mediated Diseases Program. NIAID also
solicited comments from the public on the draft Request for Applications (RFA) for Clinical Trials in
Organ Transplantation.

1.2.1 Objective One

Support programs to help reduce disparities by improving donor matching for organ and tissue
transplantation through discovery of immune response gene variants in minority populations and
develop and apply advanced technologies for rapid donor-recipient matching.

1.21.1 Action Plan
Steps

1. Support research to identify and catalog new HLA genes in minority populations.

2. Support research to determine the range of diversity of other immune response genes in minority
populations.

3. Encourage the development and application of DNA-based technologies to rapidly and more
accurately type HLA genes.

Timeline

FY2004

e Establish the Genomics of Transplantation Cooperative Research Program to identify and
characterize gene polymorphisms and expression patterns that correlate with and predict
differences in responses to specific immunosuppressive therapeutics, transplant graft survival and
rejection, variability in graft survival among populations, and immune responses during acute and
chronic graft rejection that relate to onset and severity.

e Continue to support efforts of the International Histocompatibility Working Group (IHWG) to
identify new HLA alleles and their frequencies in global populations.

e Continue to support Small Business Innovation Research (SBIR) grants for the development and
application of DNA-based technologies to rapidly and accurately type HLA genes.

e Continue to support ongoing investigator-initiated research related to organ transplantation.

e Continue to support meritorious new investigator-initiated research related to organ
transplantation.
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FY2005

e Establish the HLA Region Genetics in Immune-Mediated Diseases program to continue and build
on the previously funded efforts of the IHWG to define the association between HLA region
genes or genetic markers and immune-mediated diseases, including risk and severity of disease
and hematopoietic cell transplantation outcomes.

e Continue to support the Genomics of Transplantation Cooperative Research Program.

e Continue to support SBIR grants for the development and application of DNA-based technologies
to rapidly and accurately type HLA genes.

e Continue to support ongoing investigator-initiated research related to organ transplantation.

e Continue to support meritorious new investigator-initiated research related to organ
transplantation.

FY2006-2008

e Continue to support ongoing programs.

e Continue to support ongoing investigator-initiated research related to organ transplantation.

e Continue to support meritorious new investigator-initiated research related to organ
transplantation.

e Establish Genomics of Transplantation Cooperation Research Program.

1.21.2 Performance Measures

e Publication of initiatives in the NIH Guide and the Commerce Business Daily.

e Funding of meritorious awards related to organ transplantation.

e Organization of scientific meetings in organ transplantation that address research topics specific
to minority populations.

1.2.1.3 Outcome Measures

e Presentation of significant findings at scientific meetings.

e Deposition of new allele sequence data in GenBank, dbMHC, and the WHO database.

e Publication of new HLA alleles that appear at a high frequency in minority populations.

e Prototyping of new, high-throughput methods to type HLA genes in donors and recipients.

122 Objective Two
Support clinical research on the immunological mechanisms of graft acceptance and rejection to
reduce immune-mediated morbidity and mortality after organ transplantation, and to enhance

understanding of immunological differences among and ultimately reduce outcome disparities
between different racial and ethnic groups.
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1.2.21 Action Plan

Steps

1.

2.

4.

Support clinical research on the immunological mechanisms of graft acceptance, acute and
chronic graft rejection, and donor-specific tolerance.

Support clinical trials of therapeutic regimens to overcome immunologic barriers to graft
acceptance and improve long-term graft and patient survival.

Support clinical and mechanistic studies to identify differences in immune response genes among
different racial and ethnic groups; understand differences in their susceptibility to graft rejection
as well as to adverse consequences of long-term immunosuppression; and identify differences in
their response to and pharmacokinetics of therapeutic interventions.

Support increased recruitment of minority subjects in clinical research.

Timeline

FY2004

Establish the Clinical Trials in Organ Transplantation (CTOT) program to support a cooperative,
multi-center consortium for interventional or observational clinical and mechanistic studies on
immune-mediated pathologic processes in organ transplantation. These studies will include the
investigation of gene expression as a means to predict rejection and/or organ survival, and gene
polymorphism distributions that may help elucidate why certain racial and ethnic groups are at
increased risk for rejection and graft failure.

Continue to support the Cooperative Clinical Trial in Pediatric Transplantation (CCTPT) program
of multi-center clinical trials that focus on pediatric kidney transplant candidates and recipients.
Studies include using new drug minimization protocols to limit side effects in pediatric kidney
transplant recipients, and evaluating the efficacy of pre-transplant immunotherapy to reduce the
risk of graft rejection in living donor kidney transplantation. Site selection and study designs
have been modified to ensure adequate representation of ethnic minority subjects.

Continue to support the Pathogenesis of Polyomavirus Associated Nephropathy (PVAN) program
to increase understanding of this emerging complication in kKidney transplant recipients. Research
projects will focus on latent polyomavirus reactivation and virulence in immunosuppressed
individuals; knowledge of immune responses to polyomavirus infection associated with
nephropathy; risk assessment; and preventive, diagnostic, and treatment strategies for PVAN.
Continue to support the Safety and Efficacy of Kidney and Liver Transplantation in Patients with
HIV, a prospective cohort study of organ transplantation in patients with end-stage kidney or liver
disease. The most common indication for kidney transplantation among persons infected with
HIV is HIV-associated nephropathy (HIVAN), which disproportionately affects African
Americans. In a pilot study that preceded this initiative, the majority of transplant recipients were
African American.
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Continue to support the Hyperaccelerated Award/Mechanisms in Immunomodulation Trials
program that supports immune-based mechanistic studies associated with clinical trials of
immunomodulatory agents for immune-mediated diseases, including graft rejection and graft
versus host disease in transplantation clinical trials.

FY2005

Continue to support the CCTPT program.

Continue to support the CTOT program.

Continue Pathogenesis of PVAN program.

Continue to support the Safety and Efficacy of Kidney and Liver Transplantation in Patients with
HIV.

Continue to support the Hyperaccelerated Award/Mechanisms in Immunomodulation Trials
program.

Continue to solicit, review, and fund applications for novel tolerance induction regimens in
kidney and islet transplantation through the Immune Tolerance Network (ITN).

FY2006-2008

Establish the Living Donor Registry Program to identify existing registries or cohorts of living
organ donors, create a database for exploratory retrospective research, and establish a research
consortium to develop and implement a scientific agenda on issues relevant to living organ
donors, including health and survival outcomes, risk assessment, and medical care needs. Issues
of particular relevance to racial and ethnic minorities include differences in risks to and outcomes
for living donors of different racial or ethnic backgrounds; impact of living organ donation on the
risk for later needing transplant; and cultural issues regarding willingness to be a living donor,
especially among Asians, who have disproportionately lower rates of donation

Renew the Hyperaccelerated Award/Mechanisms in Immunomodulation Trials program to
incorporate immune mechanistic studies in clinical trials of immunomodulatory interventions for
immune-mediated diseases, including graft failure and graft versus host disease, in transplantation
clinical trials.

Renew the Collaborative Network for Clinical Research on Immune Tolerance (Immune
Tolerance Network).

Continue to support ongoing programs.

Continue to support ongoing investigator-initiated research related to organ transplantation.
Continue to support meritorious new investigator-initiated research related to organ
transplantation.

Establish Clinical Outcomes of Live Organ Donors program.
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1.2.2.2 Performance Measures

e Publication of initiatives in the NIH Guide and the Commerce Business Daily.
e Funding of awards.
e Initiation of clinical trials.

1223 Outcome Measures

e Publication of advances regarding the development of non-invasive methods to detect organ graft
rejection.

e Publication of results from assessment of outcomes in kidney transplant recipients receiving
intravenous immunoglobulin (IVIG).

e Publication of results from analysis of therapeutic interventions for organ graft rejection in
African Americans.

e Publication of analysis of patient and graft survival rates in children.

1.2.3 Objective Three

Support pre-clinical studies on immune tolerance and on the immunological mechanisms of graft
acceptance and rejection to address health disparities in minority populations.

1.2.3.1 Action Plan
Steps

1. Support research in pre-clinical animal models to assess the safety and efficacy of tolerance
induction regimens prior to their use in clinical trials and to elucidate the mechanisms of graft
rejection and acceptance.

2. Support research to develop alternatives to human organ transplantation.

Timeline

FY2004

e Continue to support the Non-Human Primate Immune Tolerance Cooperative Study Group
(NHPCSQ) to evaluate the safety and efficacy of existing and newly developed immune tolerance
induction regimens in preclinical kidney and islet transplantation models. In addition, the group
conducts research to develop new tolerogenic regimens and to elucidate the underlying
mechanisms of the induction, maintenance, and/or loss of tolerance in these models. This
program also provides an opportunity for critical preclinical research to complement NIAID-
supported transplantation clinical trials.
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e Continue to support the NIAID Specific Pathogen-Free Rhesus and Cynomolgus Macaque
Breeding Colonies to provide macaques for preclinical research in solid organ and tissue
transplantation conducted by the NIAID NHPCSG.

e Continue to support the National Swine Research and Resource Center, a central resource for
swine reagents, rederivation of swine lines, distribution of high-quality, pathogen-free swine;
development of swine models, and related services and information. This resource, established in
FY2003, will facilitate xenotransplantation preclinical research.

FY2005

e Expand the NHPCSG to include non-human primate models of heart and lung transplantation.
This expansion complements NIAID’s growing program in clinical trials in organ transplantation.
The timely expansion of the NHPCSG will help meet the scientific needs of the transplantation
research community and allow capitalization on recent and future opportunities in heart and lung
transplantation.

e Establish the Immunobiology of Xenotransplantation Cooperative Research Program for the
development of preclinical, large animal models of xenotransplantation. The goals of this
program are to: (1) delineate the cellular and molecular mechanisms of xenograft rejection and
the induction of tolerance and accommodation; (2) develop effective strategies to improve
xenograft survival; and (3) characterize the physiological compatibility/limitations of xenografts.
The long-term goal of this program is to develop novel and effective strategies for broad
application of xenotransplantation in the clinic.

e Renew the NIAID Specific Pathogen-Free Rhesus and Cynomolgus Macaque Breeding Colonies
to continue the maintenance and breeding program and support the efforts of the NHPCSG by
providing high-quality macaques for this valuable preclinical research program.

FY2006-2008

e Continue to support the ongoing programs.

e Continue to support the ongoing investigator-initiated research related to organ transplantation.

e Continue to support meritorious new investigator-initiated research related to organ
transplantation.

1.2.3.2 Performance Measures

e Publication of initiatives in the NIH Guide and the Commerce Business Daily.
e Funding of meritorious awards related to preclinical organ and tissue transplantation.

1.2.3.3 Outcome Measures

e Presentation of significant findings at scientific meetings.

e Publication of advances in non-human primate and xenotransplantation models, including
development of new tolerance induction regimens.
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e [Initiation of clinical trials following non-human primate safety and efficacy studies.
1.3 Area of Emphasis Three: Autoimmune Diseases

Autoimmune diseases are those in which the immune system mistakenly attacks the body’s own cells,
tissues, and organs. Collectively, autoimmune diseases afflict approximately 5-8 percent of the U.S.
population. Several of these diseases, such as systemic lupus erythematosus (SLE) and scleroderma,
disproportionately affect minority populations, particularly African American women. Reports also
indicate increased prevalences of SLE and rheumatoid arthritis among many American Indian
populations.

SLE is a chronic, inflammatory, multisystem disorder of the immune system in which antibodies
develop that react against a person’s own tissue. SLE varies greatly in severity, from mild cases
requiring minimal intervention to those in which significant and potentially fatal damage occurs to
vital organs such as the lungs, heart, kidneys, and brain. SLE occurs in one out of 2,000 Americans
and is more common and more severe in African American women, occurring in as many as one in
250 young African American women. SLE is four times more prevalent among African American
men than among White men.

Scleroderma is an autoimmune disease that involves the abnormal growth of connective tissue, which
supports the skin and internal organs. Localized scleroderma affects the skin and musculoskeletal
system; systemic sclerosis may affect blood vessels and damage the heart, lungs, and kidneys. The
number of Americans affected by systemic scleroderma is estimated to range from 40,000 to 165,000.
Systemic scleroderma affects more African American women than women of European descent.

The NIAID supports a broad portfolio of basic, preclinical, and clinical research aimed at
understanding the pathogenesis of autoimmune diseases; investigating new ways to modify the
immune system; and applying this knowledge to identify and evaluate promising approaches to treat
and prevent these diseases. As part of its program planning activities, NIAID solicits advice from the
scientific community and the public prior to the development of new research initiatives. The
NAAIDC provides advice on programmatic areas and approves new initiatives in immune-mediated
disease research, including autoimmune diseases. In addition, the NIAID is the designated lead NIH
Institute for the NIH Autoimmune Diseases Coordinating Committee (ADCC). The ADCC was
established in FY1998 to increase collaboration and facilitate coordination of research among NIH
Institutes and Centers, other federal agencies, and private groups interested in these diseases. The
third ADCC Autoimmune Diseases Research Plan and was presented to Congress in 2002. The
research plan and ADCC reports can be found at:
http://www.niaid.nih.gov/publications/autoimmune.htm
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13.1 Objective One

Support research on the causes, treatment, and prevention of autoimmune diseases to help reduce
disparities in the incidence and prevalence of those diseases that disproportionately affect minorities.

Basic and clinical research to advance understanding of the underlying immune mechanisms of
autoimmune diseases is important to reduce disparities in the incidence and prevalence of these
diseases. This research may provide insight into the mechanisms of tolerance induction, which may
lead to the development and evaluation of new immune modulation interventions to treat and prevent
autoimmune diseases. Central to the success of translating basic research findings to clinical
applications are the close, cross-disciplinary interactions between basic and clinical researchers.

1.3.1.1 Action Plan
Steps

1. Establish and support a collaborative approach to basic research and clinical trials among multiple
institutions in various geographic areas, and enhance the exchange of information between basic
scientists and clinicians involved in the study and treatment of autoimmune diseases.

2. Su